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. OB YTBEPXOEHWM NPABUN .
HAONEXALLEW NMPAKTUKA ®PAPMAKOHA30OPA EBPA3UUCKOIO
9KOHOMUYECKOIO COIO3A

B cootBeTcTBUMM cO cTaTtbern 30 [Jorosopa o EBpasuinckom akoHoOMMYeckom cotode oT 29 mada 2014 roga, ctaTben
12 CornaleHnss 0 eguHbIX NpUHUMNAX M npaBunax obpalleHus nekapCTBEHHbIX CPeACTB B pamkax EBpasuickoro
3KOHOMMYECKoro cotoda ot 23 gekabpsa 2014 roga, nyHkTom 81 npunoxenusa N 1 k PernameHTy pabotbl EBpasuiickon
9KOHOMWYECKOW KOMUCCUK, yTBEPXKAeHHOMY PelueHnem Bricliero EBpasuniickoro skoHomMmmnyeckoro copeta oT 23 aekabpsi
2014 r. N 98, n PeweHnem Bebicwero EBpasumnckoro akoHommyeckoro coseTa oT 23 pgekabps 2014 r. N 108 "O
peanusaumn CornaweHnss O eauHbIX NpuHUMNax W npaBunax obpalleHns neKkapCTBEHHbIX CPEACTB B paMKax
EBpasunickoro akoHommu4eckoro cotoda" CoBeT EBpasnincko 3KOHOMMUYECKON KOMUCCUMN PEeLLINST:

1. YTBepanTb npunaraemble lNpaBuna Hagnexawen npaktukn papmakoHagsopa EBpasninckoro SKOHOMUYECKOro
coto3a (ganee - Npasuna).

2. Hactosiwee PelweHne BcTynaet B cuny no ucredyeHun 10 kaneHAapHbIX OHEW C AaTbl BCTYMMEHUS B CuUny
MpoTokona, nognucaHHoro 2 aekabps 2015 roga, o npucoeanHeHun Pecnybnvkun Apmenus k CornaweHuio 0 eamnHbiX
npuHUMNax 1 npaBunax obpalleHust NeKapCTBEHHbIX CPEACTB B paMkax EBpasninckoro skoHOMUYECKOro coto3a oT 23
nekabps 2014 roga, HO He paHee 4Yem Mo uctedeHun 10 KaneHgapHbIX OHEW C AaTbl oduumMansHOro onyonmkoBaHUs
HacTosiwero PelueHus.

Pasgen 4 NMpasun BcTynaet B cuny ¢ 1 aHeapsa 2017 r.

AbB3au nATbIN NognyHKTa 7.2.1 nyHkTa 7.2 1 NyHKT 7.4 pa3gena 7 NMpasun BcTynatoT B cuny ¢ 1 utoHs 2016 1.

UneHbl CoBeTa EBpa3niickoi 3KOHOMUYECKON KOMUCCUMK:

Ot Pecny6nuku Ot Pecny6nuku Ot Pecny6nuku Ot Kbiprbizckon Ot Poccuiickon
ApmMeHus Benapycb KazaxcTtaH Pecnybnuku degepaumu
B.FABPUEJTAH B.MATHOLLEBCKNA A.MAMWH O.NMAHKPATOB U.LLYBANOB
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] MPABUIIA )
HALNEXALLEN MPAKTUKN ®APMAKOHA30PA EBPA3UINCKOIO
9KOHOMUYECKOIO COIO3A

1. OnpegeneHus
Ona uenen HacToawmx MNpaBun UCNONb3YIOTCA NOHATUS, KOTOPbIE O3HAYaloT crneaytoLlee:

"BakHas oTcyTcTByloWas mHdopmaumsa” (important missing information) - 3Haunmble NpoGenbl B MMEHLLMXCS
3HaHUsIX 06 onpedeneHHbIX acnektax 6e30nacHOCTU NeKkapCTBEHHOro npenapata unu rpynnax naumeHTOB, KOTOPbIM
Ha3Ha4yaeTCcH nekapCcTBEHHbIN Npenapar;

"BaXHbI MOEHTUMULMPOBAHHBLIN pUCK", "BaxKHbIN noTeHUManbHbI puck” (important identified risk and important
potential risk) - WMOEHTUPUUMPOBAHHBIN PUCK WX MOTEHUMArnbHbIA PUCK, KOTOPbIM MOXET okasaTb BNUSHME Ha
COOTHOLLIEHME "NOoNnb3a - pUCK" NeKapCTBEHHOIO Npenapara unn MMeTb NocneacTeus Ans obLEeCTBEHHOro 300POBbS;

"BanmgupoBaHHbIn curHan" (validated signal) - curHan, ona KoToporo B NMpouecce BbIMOMHEHMA Banvaauum u
OLEHKM MOATBEPXAAOLWMX AaHHbLIX YCTAHOBMEHO, YTO UMEILancs AOKYMeHTauus AOoCTaTtoyHa Ans NpennofoxeHus
HannMunMsa HOBOW MOTEHUManbHOW NPUYMHHO-CIEACTBEHHOW CBA3M UMM HOBOTO acnekTa WU3BECTHOW B3auMOCBHA3N MeXay
npueMoM MOAO3pEBAEMOro NekapCTBEHHOro mnpenaparta M pa3BuTMeM HebnaronpusTHOro NOCNeacTBUsA W,
crnegoBaTernbHo, onpegerneHa HeobxoauMOCTb OCYLLECTBEHUS KOMMeKca danbHenwnx eUCcTBUA No OLEHKe CUrHana;
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"BO30ENCTBME, CBA3AHHOE C POAOM 3aHATUIN" (occupational exposure) - BO3gencTBMe NekapCTBEHHOMO nNpenapara,
KOTOPOMY MOABEpPrcs YenoBek B pe3ynsrate BbINOMHEHUS AESATENBLHOCTM Kak Npod)eCCUOHAnNbHON, Tak U HEe CBA3aHHOM C
npodgeccnoHanbHon AeATeNbHOCTbIO;

"nata OkoH4yaHusi cbopa AaHHbIX" (data lock point) - gata 3aBepweHus cbopa AaHHbIX ANS BKIOYEHUS B
neprvoamyecknin oO6HOBNSIEMbIN OTYET No 6e3onacHoCTy;

"NeaTenbHOCTb MO MUHUMMMU3ALMKM pucka (Mepbl NO MUHUMU3auuM pucka)" (risk minimization activity (risk
minimization measure)) - KOMNAEKC MEPONPUATAIA, HanPaBnNeHHbIX Ha NPeaoTBpaLLEHNe UNN YyMeHbLUeHne BEPOATHOCTU
BO3HUKHOBEHWSI HexenaTenbHOM peakuuu, CBA3aHHOW C BO3OENCTBMEM NeKapCTBEHHOro mnpenapara, nmbo Ha
YMEHbLLUEHME CTEMEHN TSXKECTU HEXENaTenbHON peakumm B Crydae ee pa3BuTus;

"3aBepLUeHHOEe KnnHnyeckoe mccriegosaHme” (completed clinical trial) - nccnegosaHme, No KOTOPOMY NOArOTOBMEH
3aKMIOYNUTENBHBIA OTHYET O KMMHUYECKOM UCCIe0BaHNY;

"3akpbITbIi curHan" (closed signal) - curHan, oueHka KoToporo 6bina 3aBeplLueHa B OTYETHBIN NEPUOL COCTABIIEHWS
nepuoanyeckoro oOHoBMsieMoro ot4yeTa no 6esonacHocTy;

"3noynotpebneHne nekapctBeHHbIM npenapatom” (abuse of a medicinal products) - nocTtosiHHOe MM pasoBoe
ypeamepHoe ynoTpebneHune rnekapCTBEHHOro Mpenaparta, KOTOpoe conpoBoXxaaetcsa HebnaronpusTHbIMU
PU3NONOrMYECKUMU U NCUXONOrNYECKUMN 3chbdeKkTamu;

"npoeHTudmumpoBaHHeIn puck” (identified risk) - HexenaTenbHoe nocneacTBue chapmakoTepanun, B OTHOLLEHWM
KOTOPOro nonyvyeHo afekBaTHOe [oKa3aTenbCTBO Hanuyna B3auMMOCBHA3W C MNOA03peBaeMbiM IeKapCTBEHHbIM
npenapaTom;

"MHauBMAayansHoe coobLleHe O HeXxenaTenbHON peakuun (OTYET O HeXernaTenbHOW peakumn (Ha nekapCTBeHHbIN
npenapart))" (individual case safety report (ICSR) (adverse (drug) reaction report)) - uHcpopmaums, nepegaBsaemas B
COOTBETCTBMM C YCTAHOBMEHHbIMM (OPMOM U cogepxaHmem, o0 OOHOW WU HECKONbKUX MNOAO3pEeBaeMbIX
HeXxenaTerbHbIX peakUuusix Ha JfeKapCTBEHHbIA Npenapart, BO3HUKANLWMX Yy OTAENbHOro nauueHTa B OMNpeaerieHHbIN
MOMEHT BPEMEHMN;

"MCTOYHVKM NOMYYEeHUss UHAMBMAYANbHbBIX COOOLLEHUI O HexenaTenbHbIX peakuusix iekapCTBEHHOro npenaparta no
3anpocy"” (solicited sources of individual case safety reports) - opraHnsoBaHHble cucTeMbI MO COOPY AaHHbLIX, KOTOPbIE
BKNIOYaT B CebA KNUHMYECKMe WCNbITaHusa (MccnefoBaHus), pPeecTpbl, NOCTPErncTpauuoHHble MnporpaMmbl
nepcoHann3MpoBaHHOIO UCMONb30BaHUA flekapCTBEHHOro npenapata, Apyrme nporpaMMbl NO NO4EPXKKE NauMEHTOB U
MOHUTOPVHIY 3aboneBaHui, ONpPoCy MaUMEHTOB MMM fevawmx Bpadven mnm cbop mHpopmaumm o6 addekTuBHOCTU
Tepanuu 1 NPMBEPXKEHHOCTU NaLMEHTOB K NIEYEHWIO;

"kayecTBO cucTteMbl hapmakoHansopa” (quality of a pharmacovigilance system) - Bce xapakTepuUCTUKM CUCTEMBI
dapmakoHaa3opa, KOTopble B COOTBETCTBUM C OLEHKON BEPOSITHOCTM MPMBOAAT K pesyrnbraTam, COOTBETCTBYHOLLUM
Lensam cuctembl chapMakoHaasopa;

"knuHudeckoe uccneposanune” (clinical trial (study)) - knMHU4Yeckoe nsyyeHne, yooBneTBopsitoLlee XoTa bl ogHOMY
13 cnegylowmnx ycroBum:

HasHa4yeHne CyObLEKTY KITMHUYECKOTO W3Y4YeHWst KOHKPETHOW TepaneBTUYecKoW cTpaternn (BmellaTenscTBa)
nponcxoamuT 3apaHee U He SBMASeTCA PYTUHHOW KMMHMYECKOW MpPakTUKOW (TO eCTb LaBnoHHbIMW (OOHOTUMHBLIMK)
MEOMLMHCKUMM  ONArHOCTUYECKMMU U fie4ebHbIMM  npoueaypaMy, TEXHOMOrMsMyU WUNu  MeponpuATUSIMAU, KOTOpPble
BbINOMNHATCA ANS AAHHOW rpynnbl NAaUMEHTOB UMM JAHHOMO CTaHAapTa OKasaHus MegULMHCKON NOMOLLIN) B rocygapcTBe
- uneHe EBpasuiickoro SKOHOMMYECKOrO COH3a, UccneaoBaTernbCkue LEHTPbl KOTOPOro NMPUHUMAT yyYacTue B JaHHOM
KNMMHUYECKOM U3YHEHUN;

peweHmne o0 Ha3Ha4YeHun uccrieayemoro JnekapCTtBeHHOro npenapara npuHMMaeTcd COBMECTHO C pelleHunem o
BKIMHO4MEHUN Cy6'b6KTa B KIMMHN4YECKOEe n3y4veHue;

CY6'beKTaM KIMMHNYECKOro un3y4YeHund, noMmmo npouenyp pyTVIHHOVI KITMHNYECKON NPaKTUKK, BbINOJTHAKOTCA
OononHuTenbHble npouenypbl AMarHOCTUKN UMM MOHUTOPUHIA;

"KOHTpOnb 1 obecnedeHne KadecTBa cucTembl hapmMakoHagsopa" (quality control and assurance) - MOHUTOPWUHT,
oueHka, obecnevyeHne 3hHEKTUBHOCTU U COOTBETCTBUSA CTPYKTYPHBLIX 3MEMEHTOB W MNPOLECCOB CUCTEMBI
¢apmakoHaa3opa yCTaHOBMEHHbIM TpeboBaHUAM;

"nekapctBeHHoe cpeactBo” (medicinal product)" - cpeactso, npeacTtaBnsiowee cobon nubo copepkallee
BELLECTBO WM KOMOMHALMIO BELLECTB, NpefHa3HaYeHHble NS NeveHns, NpodunakTnukm 3abonesaHnin YenoBeka wunm
BOCCTAHOBSIEHUA, KOPPEKUUM WM U3MEHEHUS (PU3MONOrMYecknx (QyHKUMA nocpencTBOM apmMakonormyeckoro,
UMMYHOMNOIMYECKOro NMmbo MeTabonmnyecKkoro BO3AENCTBUA UNW ANst AMarHOCTUKM 3aboneBaHnm N COCTOSIHNS YenoBeka;



"nekapcTBeHHbI npenapat” (drug, remedy) - nekapCTBEHHOE CPEACTBO B BMAE J1€KapCTBEHHOW (OOpMbl,
BCTYyrMatoLLlee B KOHTAKT C OPraHM3mMoM YENoBeKa;

"MacTep-chann cuctembl hapmakoHaasopa, MOCP" (pharmacovigilance system master file (PSMF)) - nogpo6bHoe
onucaHve cucteMbl apMakoHaasopa, NPUMEHSIEMON AepXKaTenemM pPermcTpaumoHHOrO YOOCTOBEPEHWUS B OTHOLLEHMM
OaHHbIX 00 O4HOM MM HECKOJbKMX 3aperMcTpUPOBaHHbLIX NeKapCTBEHHbIX NpenapaTtax;

"mMexayHapogHasi gata opgobpeHusi paspabaTbiBaeMoro nekapctBeHHoro npenapata, MOOPJIC" (development
international birth date (DIBD)) - pata nepsoro ogobpeHus (unu asTopmM3auuun) NPOBEAEHUS WHTEPBEHLIMOHHOIO
KMMHWYECKOro UCCNefoBaHWs B N0OOM U3 CTpaH MUpa;

"mMexgyHapogHaa pata peructpauumn, MIOP" (international birth date (IBD)) - gata nepBon peructpauumm
(opobpeHna kK npuMeHeHuo) B NOOON CTpaHe Mupa NEeKapCTBEHHOro npenapaTa, COoAepXKallero onpeaeneHHoe
OeNCTByOLLEe BELLECTBO;

"Hagnexallasa npaktuka dgapmakoHagsopa, HIMN®" (Good Pharmacovigilance practices (GVP)) - pykoBoacTBo no
oCyLLecTBMeHMI0 dhapMakoHaa3opa B rocy4apcTBax - YneHax EBpasniickoro 3kOHOMMYECKOro Cot3a;

"HexxenaTtenbHas peakuusi" (adverse reaction) - HenpegHamepeHHasi HebnaronpusiTHas peakuusi opraHu3ma,
CBSI3aHHas C NPUMEHEHUEM NIEKAapCTBEHHOIO (MCCneayemoro) npenapara u npegronaratowasi Hanuame, Kak MUHUMYM,
BO3MOXHOW B3aMMOCBA3M C MNPUMEHEHMEM MNoJ03peBaeMoro JfiekapCTBEHHOro (Mccrnegyemoro) npenapara.
HexenaTtenbHble peakuuMm MOryT BO3HMKaTb NPW MNPUMEHEHUM NeKapCTBEHHOro npenapata B COOTBETCTBUM C
opobpeHHon obLLen xapakTepUCTMKOW NeKapCTBEHHOro npenaparta Unm UHCTPYKUMEn No MeaMUUHCKOMY NPUMEHEHUIO
UNM C WX HapyweHuem nubo B pesynbrate BO3OEWNCTBUSA, CBA3AHHOTO C POAOM 3aHATMI. Cnyvanm NpUMEHEHus ¢
HapylleHMem OOLLEelN XapaKTepPUCTUKN NEKApCTBEHHOTO Mpenaparta MM MHCTPYKLMU MO MEOULMHCKOMY MPUMEHEHUIO
BKNtoyaloT B cebs npuvMeHeHWe, He COOTBETCTBYOLLEe OOLLEeN XapakTepucTMKe WM WHCTPYKUUW, Nepeso3vpOBKY,
3noynotpebnenne, HenpasBubHoOe ynotTpebneHne n MmeguuMHCKne owmnodku;

"HexxenatenbHoe sBreHve" (adverse event) - nboe HebGnaronpuATHOE W3MEHEHMe B COCTOSIHAM 300POBbS
naumMeHTa wnuM cybbekTa KIAMHUYECKOro WCCneaoBaHWs, KOTOPOMY Ha3Hayancs neKkapCTBEHHbIN (Mccneayembii)
npenapat, He3aBMCMMO OT MNPWYUHHO-CNEACTBEHHOW CBHA3M C €ro npuMeHeHueMm. HexenatenoHoe SBreHWEe MOXeT
npeactaenate cobon nwboe HebnaronpuaTHOe W HenpegHamMepeHHoe M3MeHeHMe (B TOM 4ucrle OTKIIOHEHue
nabopaTopHOro nokasatens OT HOpPMbl), CUMNTOM uNu 3abonesBaHue, BpemMs BO3HWKHOBEHWUSI KOTOPbIX He MCKMoYaeT
NPUYNHHO-CNEACTBEHHOW CBSI3W C MNPUMEHEHWEM FEeKapCTBEHHOrO npenapaTta, BHE 3aBUCUMOCTW OT Hanvyns unu
OTCYTCTBMSA B3aMMOCBSA3M C NPYMEHEHNEM NeKapCTBEHHOro npenapara;

"HenHTepBEHUMOHHOE wuccnepoBaHue" (non-interventional studies) - uccnepoBaHue, KOTOpOe COOTBETCTBYET
crnegyroLwmnm yCcnoBuUaMm:

J'IeKapCTBeHHbIVI npenapar Ha3Ha4YaeTCcA B COOTBETCTBUN C obLwen XapaKTepI/ICTI/IKOI;I NeKapCTBEHHOro npenaparta;

peweHne O Has3Ha4dYeHun nauueHTy onpenereHHoro ne4vyeHma He NpuHUMMaeTCd 3apaHee COornacHO npoToKony
nccnegoBaHuA, HO pyTVIHHOIZ KITMHNYECKOW npakTuKke, N Ha3Ha4dyeHne nekKapCTBeHHOro npenapara Y4eTKo OoTAeneHo OoT
pelweHna o BKIo4YeHnn nauneHTa B nccregoBaHue;

K nauneHTam He NPpUMeHAKTCA Kakne-nnbo OOonOnHUTENbHbIE AMarHOCTUYECKNe Unum KOHTPOIbHbIE Npouenypbl, a
Ona aHanmsa nonyvYeHHbIX aHHbIX UCNOSMb3YHTCA anngemMunoriormnyeckme Mmetoabl.

HenHTepBeHUMOHHbBIE MCCNeaoBaHNA ONpeaensaiTcs MNPUMEHSIEMbIM  METOLONOIMMYECKMM MOAXOA0M, a He
Hay4YHbIMM ULenaMu. HeuHTepBEeHUMOHHbIE WCCregoBaHMs BKNOYAKOT B cebsa uccnegoBaHus 6asbl AaHHbIX UMK
nepecMoTp MeQULMHCKMX KapT, B KOTOPbIX YK€ OMUCaHbl BCE paccMaTpvBaeMble siBNieHUs (B YaCTHOCTU UCCNeaoBaHus
"cnydyanm - KOHTPOMb", MNepekpecTHble W KOropTHble uccrnenoBaHus). HevHTepBEHLMOHHbIE WCCMNEedOoBaHUS Takke
BKMOYalT B ceba wuccrnemoBaHus, nogpasymeBatrolime cbop nNepBUYHbIX AaHHbIX (B 4aCTHOCTUM MPOCNEKTUBHbIE
HEWHTEPBEHLMOHHbIE UCCMNEAOBaHNSA U PEECTPbl, B KOTOPbIX OUKCUPYIOTCS MOSTyYeHHbIe AaHHble PYTUHHOrO fevebHoro
npotecca), Npu BbINOMTHEHNN BbILLEN3ITOXEHHbLIX YCITOBUN.

B OaHHOM KOHTEKCTe MOryT NpOBOAUTLCH MHTEPBbLID, OMPOCHI U OTOMPATLCSA NPO6bl KPOBM B pamkax 0b6blYHON
KMUHNYECKOWN NPAaKTUKW;

"HenpaBunbHOE MNpUMEHeHne" (misuse) - HaMepeHHOe MW HeHagnexalwee npuMeHeHWe neKapCcTBEHHOro
npenapaTta, KOTOpOe He COOTBETCTBYeT AEWNCTBYIOLLENn OOLIen XxapakTepucTUMKe feKkapCTBEHHOro npenapaTta wnu
NHCTPYKUUW MO MEAULIMHCKOMY NPUMEHEHWIO;

"HenpeaBuaeHHasa HexernaTenbHasa peakuus” (unexpected adverse reaction) - HexxenaTernbHas peakuusi, XxapakTep,
CTEMEHb TSKECTU WM UCXOL KOTOPOM He COOTBETCTBYET WHOPMauUuW, COAepXallenca B OeNCTBylOLWEN obLien
XapakTepucTuke IekapcTBEHHOro npenapata nubo B Opolwtope uccnegoBaTtens Ans He3aperMcTpupoBaHHOMO
nekapcTBEHHOro npenapara;



"HOBbI MAeHTUMLUMpPOBaHHbIN curHan” (newly identified signal) - curHan, BnepBble MOEHTUULMPOBAHHBIN B
TeYeHne OTYETHOro nepuopa nepuoauveckoro OOHOBIISIEMOro oT4yeTa No 6e3onacHOCTU, C yKa3aHWAMU AarbHENLMX
[EeNCTBUI NS ero OLEHKN;

"OCHOBHasi Hdopmaumsa no 6esonacHOCTV gepXaTtens permcTpaumMoHHoro ygoctosepenust, OMBK" company core
safety information (CCSI)) - uHdopMauusa, umerowas oOTHOWeEHWe K 6He3onacHOCTU fekapCTBEHHOro npenapara,
codepxallasics B MepeyHe OCHOBHbIX [aHHbIX O JIeKapCTBEHHOM npenapare Aepxatensa perucTtpaumoHHOro
yAOCTOBEPEHUS IeKapCTBEHHOrO npenapaTta, paspaboTaHHass UM M MpeacTaBngemass no ero 3asdBfeHulo B
YNOMMHOMOYEHHbIE OpraHbl roCy4apcTB - uYneHoB EBpasuMcKoro 3KOHOMWYECKOrO COH3a, Ha pPbIHKAX KOTOPbIX
peanu3yeTcsl AaHHblA NEKApCTBEHHbIA Npenapart, 3a WCKIMIOYEHWEM Crny4vaeB, Korga B MHGOpPMauMio BHOCSTCSA
n3MeHeHnss no TpeboBaHUID 3TMX YNONMHOMOYEHHbIX opraHoB. OUBK npeacraBnsaet cobon MHOPMaLMIO CNPaBOYHOMO
XapakTepa, KoTopas Oonpefensier CraTyC MepeyvncrieHHbIX U HenepeyvmMcreHHbIX HeXenaTernbHbIX peakumin ¢ Lenbio
COCTaBMeHuUs nepunoamyeckoro obHOBNsSIEMOro oT4eTa nNo 6e3onacHOCTV NEKapCTBEHHOro npenapara, HO He onpeaenseT
OXUOaemble W HeOXWAaHHble HexenaTenbHble peakuuuM Afs BbINONHeHMs TpeboBaHui Mo Hes3amMeasIMTENbHOMY
npencTaBneHno COOBLLEHUI O HeXernaTeNbHbIX peakunsix;

"oTcyTcTBylOWAn WHpopmauyua" (missing information) - HepocTaTtok cBegeHui no GesonacHocTM unmM 06
0COBEHHOCTAX MPUMEHEHUS NeKapCTBEHHOro npenapaTa y onpefeneHHblX rpynn nauMeHToB, KOTopble MOryT SBNSTbCA
KNMHNYECKN 3HAYUMbBIMNU;

"oT4yeT no 6esonacHocTn pa3pabaTbiBaeMoro riekapcTBeHHoro npenapata, POOB" (development safety update
report (DSUR)) - nepuognyeckmin o6HoBRseMbIN OTYET No 6€30MacHOCTN NEKapCTBEHHOrO nNpenapaTa, Haxo4sLWerocsi B
pa3paboTke;

"owmnbka npumMeHeHUsa nekapcTBeHHoro npenapata” (medication error)' - nobas HenpegHamepeHHas owwmbka
paboTHMKa CMCTEMbI 30PaBOOXPAHEHNs, NauneHTa nnm noTpebutensa B Ha3HavYeHun, OTNycke, 4O3NPOBKE, BBEAEHWUN UMK
npveme NnekapcTBEHHONo nNpenapara;

"nepenosmpoBka” (overdose) - NpMMEHeHWEe IekapCcTBEHHOro npenapara 3a 1 npyem nubo B TedeHne OHSA B
KOnM4ecTBe, KOTOPOE MPEBLILLIAET PEKOMEHOYEMYH MaKCUMasibHYK CYTOYHYH 003y B COOTBETCTBUM C OEWCTBYHOLLEN
obLlelt xapakTepUCTUKOM JeKapCTBEHHOrO npenapata. YUYUTLIBAETCA Takke KyMYNATUBHbIA 3PEKT, CBS3aHHbLIA C
nepeno3npoBKoON;

"NepeyeHb OCHOBHbLIX [AHHLIX O JFEKapCTBEHHOM MpenapaTte AepXartens pPerucTpauvoHHOrO YAOCTOBEPEHWS,
MopJiC" company core data sheet (CCDS)) - pokymeHT, pa3paboTaHHbIN Aepxatenem pernctpaymoHHOro
YOOCTOBEPEHUSI NEKAPCTBEHHOIO Mpenapara, coAaepXalui Hapsgy ¢ uHdopMaumen no 6GesonacHOCTM Matepwan,
MMEIOLWMIA OTHOLUEHWE K YKa3aHUsIM MO MNPMMEHEHWU0, [03MPOBKE, (hapMakoriorMyeckum CBOMCTBaM, WM APYryto
NHOpMaLIMIO, KacatoLLytOCsl NEKapCTBEHHOIO Npenapara;

"nepuoanyeckuin obHoBnsieMbIN oT4eT no 6esonacHoctu, NMOOB" (periodic safety update report (PSUR)) - otuet
Ansi NpecTaBneHnst OLEHKN COOTHOLLEHMS "Nomnb3a - pUck" NekapcTBEHHOrO Npenapara gepxaTenem pernctpaumoHHOro
YOOCTOBEPEHMST NIEKAPCTBEHHONO npenapata B ONpedeneHHbI Nepuon BPEMEHU B TeYEHME MOCTPErncTpauuoHHOro
aTana;

"nnaH ynpasneHus puckamun” (risk management plan) - noapobHoe onucaHue cucteMbl yNpaBneHuUs puckamu;

"nocTperucTpaLmoHHoe uccriegoBaHue 6esonacHocTn, MPUB" (post-authorisation safety study (PASS)) -
nuccnenoBaHue, UMeloLee OTHOLLIEHME K 3aperMcTpupoBaHHOMY NeKapCTBEHHOMY npenaparty, npoBefeHHOE C Lenbio
onpegeneHns, XapakTepuCTUKM WAW KONMYECTBEHHOW OLEHKM yrpo3bl 6e3onacHoCTH, nogTBepXaeHus npoduns
6e3onacHOCTU JieKapCTBEHHOro npenapaTta WM OueHkM 3IPPEKTUBHOCTM Mep MO ynpaBfeHW puckamu.
MocTperncrTpaunoHHoe uccrieqoBaHne 6e30MacHOCTU MOXKET ObiTb WHTEPBEHLUMOHHBIM KIMHUYECKUM MCCIeLoBaHUEM
U MOXET NPOBOANTLCS Kak UccneaoBaHme HabnogaTenbHOro HEMHTEPBEHLMOHHOIO AN3aliHa;

"noTeHumanbHbIv puck” (potential risk) - HexxenatenbHoe nocreAcTeme hapmakoTepanuu, B OTHOLLEHUM KOTOPOro
MMEITCA OCHOBaHUSA ANs MOAO3PEHUA Ha Hanuuve B3aMMOCBSI3M C JleKapCTBEHHbIM MNpenapaToM, OAHAaKo AaHHas
B3aMMOCBA3b Haanexawmm obpasom He bGbina NOATBEPXKAEHA;

"notpebutens” (consumer) - nNUUO, He sBRAOLWeecs pPabOTHUKOM CUCTEMbI 30pPaBOOXPaHEHUs, Hanpumep,
naumeHT, agBoKaT, ApYr UK poACTBEHHUK (poauTens), pebeHoK NaumeHTa;

"npumeHeHne "BHe wuHcTpykuun" (off-label) - HamepeHHOe npumeHeHWe nekapcTBEHHOro npenapata cC
MEOULMHCKON LEenblo He B COOTBETCTBMM C OOLLEN XapaKTEPUCTUKOW NEKAPCTBEHHOrO npenapara UM MHCTPYKUMEn no
MEeONLMHCKOMY NPUMEHEHWIO;

"npobnema no GesonacHoctu" (safety concern) - BaxHbIi MAEHTUDULNPYEMBIA PUCK, BAXKHbIA NOTEHUMANbHbLIN
PWCK UK BaXkHasi OTCYTCTBYIOLas HdopMauums;

"npogorkarolieecs KnMHudeckoe mccnepgoBaHme" (ongoing clinical trail) - nccnegoBaHue, B KOTOpoe Hadanocb



BKIIOMEHNE MNauMEeHTOoB, NGO KOTOpOE npoBOAUTCA Ha TeKYLLI,l/II7I MOMEHT BpEeMEHMN, nmbo no KOTOpPOMY 3aBepLueH
aHanma, HO (bVIHaﬂbHOFO oT4yeTa O KINNMHN4YEeCKOM nccregoBaHnnm He UMeEeTCA,

"puCKM, CBSI3aHHbIE C MPMMEHeHMeM nekapcTBeHHoro npenaparta” (risks related to use of a medicinal product) -
PUCKM, CBSI3@HHbIE C KA4eCTBOM, 6e30MacHOCTbIO UK 3(PAEKTUBHOCTBIO NIEKAPCTBEHHOMO NMpenapara no OTHOLUEHUIO K
300POBbI0 NALNEHTOB UMW HACENEeHNs UK BedyLUMne K HexxenaTtenbHOMY BO3OENCTBUIO Ha OKPYXatoLLyo cpeay;

"cepbesHasn HexenaTtenbHas peakuusa" (serious adverse reaction) - HexxenaTtenbHasi peakLus, Kotopasi NIPUBOAUT K
CMepTu, npeacrtaBnAaeT yrpody Ana XuUsHu, Tpe6yeT rocnutann3aumn naumeHTa nnm ee npoaneHuna, npuBoanT K CTOWNKOM
nmbo Bblpa)KeHHOIZ Hepr,D,OCI'IOCO6HOCTVI nnn MHBanNMOHOCTU, K BPOXAOEHHbIM aHoOManuamM Wi nopokam pas3BUTUA,
TpebyeT MeaMUMHCKOrO BMellaTenbCTBa [ANs NpedoTBpalleHVs pasBUTUS MEepednCIieHHbIX COCTOSHUNA. Jlobas
HenpeaHamMepeHHas nogo3peBaemas nepefjada WHAEKLMOHHONO areHTa 4epes3 IeKapCTBEHHbIM MNpenapaTt Takke
CcUMTaeTCs cepbe3HON HexenaTenbHON peakLumen;

"curHan" (signal) - nHcpopmauus, nocTynaroLwas OT OOQHOMO UMM HECKOMNBbKMX UCTOYHMKOB, KOTOpasi Npeanonaraet
HanuuMe HOBOW NOTEHLMAaNbHOW NMPUYUHHO-CNEACTBEHHON CBA3W UMW HOBOMO acnekTa M3BECTHOW B3auUMOCBSA3N MEXay
BO30ENCTBMEM NEKApCTBEHHOro npenapata W HexenatenbHbIM SIBIEHWEM WM COBOKYMHOCTbIO B3aMMOCBS3aHHbIX
HexenaTenbHbIX ABAEHUA, OLueHUBaemMas Kak JOoCTaTodHaa Ans AanbHenwmnx gencTenin no sepudmkaumnmn curHana. Kak
npaBuro, Ansi reHepMpoBaHUsA curHana Tpebyerca 6onee 1 eguMHMYHOro COOOLLEHNST B 3aBUCUMOCTM OT CEPbLE3HOCTU
HexXenaTernbHOro sIBNeHns U kayectsa MHdpopmauum;

"CurHan, no KOTOpoMy BbIMOMHsieTcst paborta” (ongoing signal) - curHan, KoTopbii Obif BbISIBNEH OO OTYETHOMO
nepvoga nepvoamyeckoro obHoBNsieMoro otyeta nNo 6e30nNacHOCTM M Ha AaTy OKOH4YaHus cbopa AaHHbIX Haxoawncs B
npoLiecce OLeHKu;

"cuctema kKayecTBa cucTeMbl apmakoHagsopa" (quality system of a pharmacovigilance system) -
OpraHu3auMoHHas CTpyKTypa, obsizaHHOCTW, npouenypbl, NPOLECChl U pecypcbl cucTeMbl hapMakoHaasopa, BKMoyas
Haanexallee yrnpasneHue pecypcamu, AOKyMeHTauuen n CoOOTBETCTBUE HOpMaM peryrnmpoBaHus;

"cuctema ynpaeneHus puckamn" (risk management system) - kKoMmnnekc AEWCTBUA W MeponpuATUA no
dapmakoHaa30py, HanpaBMeHHbIX Ha BbISBMEHWE, XapaKTepuUCTVKy, NpegoTBpalleHVe WU MUHMMU3aUMIo PUCKOB,
CBSA3aHHbIX C IeKapCTBEHHbIMW npenapaTtaMu, BKMAYas OUEHKY 3M@EKTUBHOCTU [AaHHbIX MEpPONpUATUA W”
AeATenbHOCTY;

"cuctema dapmakoHagsopa" (pharmacovigilance system) - cuctema, opraHmdyemas gepxaTtensimu
PEervcTpaLnoHHbIX YOOCTOBEPEHUI NIEKAPCTBEHHBIX MpenapaToB U YMOMHOMOYEHHBIMW OpraHaMu rocygapcTB - YIIEHOB
EBpasnnckoro 9KOHOMMWYECKOro cok3a Ans BbINOMHEHMS 3agady u obasaHHocTenW no dapmakoHagsopy,
npegHasHavyeHHas [nsi KOHTpons 6e30macHOCTM NeKkapCTBEHHbIX MNpenapaToB, CBOEBPEMEHHOrO BbISBIEHUS BCEX
N3MEHEHN B OLIEHKE COOTHOLLEHMS "Monb3a - pUCK" NeKapCTBEHHbLIX MpenapaToB, pa3paboTkum M BHeOpPEHUs Mep Mo
obecneveHunio MpUMEHeHUs NeKkapCTBEHHbIX NpenapaToB NPy NPEBbLILIEHNN NOMNb3bl Hag, PUCKOM;

"cooTHoLleHne "momnb3a - puck" (risk-benefit balance) - oueHka NONOXWTENbHLIX TepaneBTUYeCkMx 3cpdekToB
rNlekapCTBEHHOrO MpernapaTta Mo OTHOLUEHMIO K PUCKaM, CBSI3@aHHbIM C €ro MPUMEHEHMEM (MOHATME puUcKa BKIOYaeT
noGoi puck, cBsI3aHHbLIA C KadecTBOM, 6e3omnacHoCTbilo UNM 3PPEeKTUBHOCTLIO NeKapCTBEHHOMO Mpenapata no
OTHOLLEHMIO K 300POBbLI0 NaLMeHTa UNn HaceneHns);

"cnoHTaHHoe cooblleHne (crnoHTaHHoe wu3BelleHue)" (spontaneous report (spontaneous notification)) -
pobpoBonbHaa nepegada paboTHUKOM cdepbl 34PaBOOXPAHEHUS UNKU NOTpedbuTenem YnormHOMOYEHHOMY OpraHy
rocygapctBa - uneHa EBpa3sMnckoro 9KOHOMWYECKOro CO3a, AepXaTent perucTpaumoHHOro YAoCTOBEpEeHUus
NEeKapCTBEHHOrO Mpenapara WM Apyrorl YnorTHOMOYEHHOW opraHusaumMm (B TOM uucne BcemupHon opraHusaumm
30paBOOXPaHEHNs, pervoHarnbHbIM LeHTpaM ¢apMaKkoHaa3opa, TOKCUKOMOrMYeCKMM LEeHTpaM) [AaHHblX, KOoTopble
coepar ornmcaHue O4HOM UM HECKOMNbKMX HeXenaTenbHbIX peakuui y naumeHTa, NpMH1MMaBLUEero OOUH UIN HECKOIbKO
nekapcTBEHHbIX NpenapaTtoB, U KOTopble He OblNn MonyyeHbl B Xo4e NpoBeAeHUs KIMHWUYECKOro UCCneaoBaHus unu
NPUMEHEHNS MHOTO MeToA4a OPraHN30BaHHOro cbopa AaHHbIX;

"cnpaBoyHast uHopmaumss no GesonacHOCTM nekapcTBeHHoro npenapata” (reference safety information) -
NMHdopMaLKMs, BKIOYEHHAs! B OCHOBHYHO MHApopMaLuio no 6esonacHoCcTu aepkaTens perMcTpaunuoHHOro ya0CTOBEPEHMS
niekapCTBEHHOrO Npenapara;

"CyLLIECTBEHHbIE M3MEHEHUS1 MOKa3aHUM K MeauuMHCKOMY npumeHeHuo" (significant change in indication) -
N3MEHEHWNsI NoKa3aHW K MPUMEHEHMNIO, KOTOPbIe BKIOYaIoT B ce05 M3MeHeHVe pa3peLleHHbIX NoKasaHuin K NPYUMEeHEeHUIo
rniekapCTBEHHOro npenapara, Npy KOTOPOM HOBas Lernesas Nonynsauusa CyweCTBEHHO OTNMYaeTCa OT TOW, ANns KOTOpOW
nepBoHavanbHO OblNO paspelleHo MpUMEHEHMEe FeKapCTBEHHOro npenapara, BKIOYEHWE HOBOrO HO30f10rM4ecKoro
nokasaHus K NpMMEHEHWI0, HOBOW BO3pacTHOM rpynnbl (Hanpumep, neguarpudeckne nokasaHus), U3SMeHeHue cTeneHu
TSXKECTWN MoKa3aHus oT Bonee TSHKENOoro COCTOSHMA K MeHee TShKenoMmy, nepexoq OT BTOPOW MNVMHWM Tepanuu K NnepBon
FIMHUW U VHbIE N3MEHEHNS, CYLLIECTBEHHO BMAOLLME HA COOTHOLLEHUe "Nonb3a - pUcK" NekapCTBEHHOro npenapara;

"TpeboBaHusA K YpOBHIO KadecTBa" (quality requirements) - xapakTepuCTMKM CUCTEMbI Ka4yecTBa, KOTopble C



onpep,eneHHoM BEPOATHOCTbIO NPUBOAAT K AOCTUXEHUIO Tpe6yeMb|x pe3ynbratoB Uin uenemn;

"dhapmakoHagsop" (pharmacovigilance) - Bug oeatenbHOCTW, HanpaBlieHHbIA Ha BbIsIBNIEHNE, OLEHKY, NMOHMMaHne
1 NpefoTBpaLleHne HexxenaTenbHbIX NOCNEACTBUN MPUMEHEHUSA NEKAPCTBEHHbLIX NpenapaTos;

"uenesas nonynauusa” (target population (treatment) (treatment population target)) - naumeHTbl, KOTOPbIM MOXET
Ha3HayaTbCsl JIEKAPCTBEHHbIA MpenapaT B COOTBETCTBMM C MOKa3aHUSIMU K MPUMEHEHMIO U MPOTMBOMNOKA3aHUAMMU,
npenycMOTPEHHBbIMU AENCTBYIOLLEN 0OLLEN XapaKkTePUCTUKONM NIEKapCTBEHHOTO Npenapara.

2. TpeboBaHus K CUCTEME KayecTBa
2.1. Cuctema kayecTtsa

2.1.1. Cncrema KkayecTBa SBNSETCA HEOTbEMIIEMOW COCTaBNAOLWEN cuUCTeMbl dapMakoHagsopa. Cuctema
KayecTBa AOMKHa OXBaTbiBaTb OPraHM3aLMOHHYK CTPYKTYpy, obnactu OTBETCTBEHHOCTW, MNpoUeaypbl, NPOLECChl U
pecypcbl cuctemMbl dapmakoHagsopa. Cuctema kadecTBa [OIMKHa BKoyaTb B cebsi Hagnexallee ynpaBneHue
pecypcamu, KOHTpPOflb COOTBETCTBUSA TpeboBaHMSM 3akoHo4aTenbCTBa roCygapCcTB - 4neHoB EBpasuiickoro
9KOHOMWYECKOro COl3a (Janee COOTBETCTBEHHO - rocygapcTBa-dneHbl, Cow3) MexayHapoAHbIX OOMOBOPOB WM aKTOB,
cocTasnsowmx npaso Corosa, 1 ynpaeneHve JOKYMeHTauuen.

2.1.2. Cncrema kayecTBa npegycmaTpusBaet:

co3faHne CTPYKTYpbl CUCTEMbI U NNAHUPOBAHNE WHTErPUPOBAHHbLIX U COrMacoBaHHbIX MNPOLECCOB (NnaHnpoBaHue
KayecTBa);

BbINOSIHEHME 3afa4 1 06513aHHOCTEN CUCTEMbI KayecTBa (KOHTPOMb KavecTBa);

KOHTPOIb 1 OLEHKY 3dPheKTUBHOCTU paboThbl CTPYKTYP U NPOLLECCOB CUCTEMbI kKayecTBa (06ecneyeHne kavecTBa);
KOPPEKTMPOBKY U yNny4lleHWe CTPYKTYpbl M NPOLIECCOB CUCTEMbI KaYecTBa (YnyudlleHne KayecTsa).

2.1.3. OBWwuMM Lensammn cMcTeMbl Ka4ecTBa B cucteme bapMmakoHag3opa siBNsoTCS:

BbINONMHEHNEe TpeboBaHUN 3akoHOAAaTenbCTBa rocydapcTBa-yneHa, MexXAyHapoOHbIX [OOroBOpPOB M aKTOB,
cocTaensowmx npaso Coto3a, U 06s3aHHOCTEN Mo hapMakoHaa30pYy;

npegoTepalleHne HexenartenbHblX I'IOCJ'Ie,EI,CTBI/IVI NPUMEHEeHNA 3apermMCTpupoBaHHbIX NIEKapCTBEHHbIX NpenapaToB;
obecneyeHune NnpuMeHeHUA NeKapCTBeHHbIX NpenapaToB Npu npesbilleHUn Nonb3bl HA4 PUCKOM;
COAEeNCTBME 3alLnTe 300POBbS NALUMEHTOB 1 0BOLLECTBEHHOIO 340POBbS.

2.2. MprHUMNbI Hagnexallen npakTuku dapMmakoHagsopa

2.21. Ona BbinonHeHns obLwimx uenen kavyecTBa, yKkasaHHbIX B nyHkTe 2.1.3 Hactoawwmx [paBun, cnegyet
npuaepXmnBaTbCs CneayLwmnx NpMHLUUNOB Npu paspaboTke CUCTEM M NPOLECCOB, a TakkKe Npu BbINOMHEHNM BCEX 3a4a4 U
obs13aHHOCTEW:

obecrnevyeHne yaoBrneTBOpeHUss TpeboBaHMI NAUMEHTOB, MEAULMHCKMX PabOTHMKOB M oOwecTBa B LENOM B
OTHOLLIEHUKN 6e30NacHOCTM JIeKapCTBEHHbIX NPenapaTos.;

obecneyeHne acpheKTUBHOIO PYKOBOACTBA MO BHEAPEHMUIO CUCTEMbI Ka4ecTBa M MOTMBaLMM NepCoHana;

BOBJIEYEHME BCEX COTPYAHWUKOB OpraHusauuu (NpeanpusitTus) B npouecc noadepXkku cucteMbl hapmakoHagsopa
Ha ypOBHE BO3MOXEHHbIX HAa HUX 00s13aHHOCTEW;

BOBMeYeHNe BCEX COTPYOHWKOB OpraHusaummn (Npeanpusitus) B MOCTOSIHHBLIA MPOLIECC MOBLIWEHNS KadyecTBa
cuctembl hapmakoHag3opa;

opraHuMsaumsi pecypcHom 6asbl U MOCTaBMNEHHbIX Nepen cucTtemon chapmakoHaasopa 3agad B popme CTPYKTyp 1
npoueccoB TaknuMm obpasoM, YToObl 06ecnevmBaTh akTVBHYI, COOTBETCTBYIOLLYIO YPOBHIO pUCKa, HEMPEPbIBHYO paboTy
no dhapmakoHaasopy;

y4yeT MU OueHKa BCeX MMernwmnecda OoKasaTeslbHbIX OaHHbIX O COOTHOLUEeHUU "nonb3a - pVICK". Ons NPUHATUA
JanbHenLwmnx peLIJeHMVI OOJMXHblI paccMaTpmBaTbCA N OUEHUBATLCA BCE€ OaHHble, KOTOpble MOryT OKa3aTb BIIMAHME Ha
AJaHHOE COOTHOLIEeHNE U NpMMeHeHne nekapCcTtBeHHOoro npenapara,

cogencTeune pa3BuUTUO Sd)(bEKTVIBHOFO coTpyaHun4yectBa Mexay pa3pa6OTLII/IKaMM, aepxarendamMmu
perncTpaumoHHbIX yD,OCTOBepeHVIIZ NeKapCTBEHHbIX MpenapaTtoB, YNONMHOMOYEeHHbIMU OpraHamu rocynapcrB-41€HOB,
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yypexageHnamm 3gpaBooxpaHeHUA, nauneHtTamm, MegunumHCKUMn pa6OTHI/IKaMVI, Hay4dHbIMW OpraHn3aunammn n opyrmummn
3aunHTepeCcoBaHHbIMU CTOPOHaMM B COOTBETCTBUN C 3aKOHOA4ATENIbCTBOM roCcyaapCTB-4J1EHOB.

2.3. OTBeTCTBEHHbIE 3a CUCTEMY KayecTBa

2.3.1. 3a obecneyeHne paboTbl CUCTEMbI (hapMakoHaa3opa B COOTBETCTBMU C TPEGOBaHUAMK K CUCTEME KayecTsa
HecyT OTBETCTBEHHOCTb BCE CMeuuanucThbl, BbiMOMHSALME paboTy Mo opraHM3auMu cuctembl kadecTsa. Heobxoammo
obecrneynts CUCTEMHbIN MOAXOA K BHEAPEHWId M MOAAePXaHUK CUCTEMbl KadecTBa Ha Hadnexallem YpoBHe.
OpraHusaumsi gormkHa obecneynTb OOCTAaTOMHOE KOMMYECTBO KOMMETEHTHbIX M OBYyYeHHbIX CreuuanucToB, UMEOLUX
COOTBETCTBYHIOLLYH NMPOJECCMOHANbHYI NMOArOTOBKY, ANSl BbINOMNHEHUS] Tpebyemoro oGbeMa paboT no gpapmakoHagsopy
Ha Hagnexallem ypoBHe.

2.3.2. PykoBOAMTENAMU OpraHu3auuy OOMmKeH OblTb obecrneyeH CUCTEMHbIN MOAXod K oGecrneyeHulo KavecTsa.
PykoBoauTenu opraHuMsauuii B pamkax BbIMOMHEHUs yHKUMIA Mo obecrneyvyeHUo CUCTEMHOro nogxoda HecyT
OTBETCTBEHHOCTb 3a:

obecneveHune LOOKYMEHTUPOBaHUA CUCTEMbl Ka4eCTBa B COOTBETCTBUU C Tpe6OBaHMﬂMM HacToALlKnx I'Ipanm;

obecneyeHne Haanexallero KOHTPons M OOKYMEHTMPOBaHMA BCEX M3MEHEeHUN B cucTeMe apmakoHansopa v
cucteMe kavecTsa papmakoHansopa;

obecneyeHne BO3MOXHOCTU 0BYyYeEHMS!;
obecneyeHne TpebyembiMM pecypcamu (B TOM Y1crie HeOBXOOAMMbIMM MOMELLEHNSIMM, 0BOPYAOBaHMEM U T.4.);

BbIlMNOJIHEHNE perynﬂpHon OLEHKHN paGOTbI CUCTEMDI cpapmaKOHa,qaopa, BKIO4HaA WUMHTErpupoBaHHyd CUCTEMY
Ka4vyecTBa, C noaTBep>XgeHnem ee S(bcbeKTI/IBHOCTI/I. an HeobXoAMMOCTUN OOIMKHbI peann3oBbiBaTbCA KOPPEKTUPOBOYHbIE
n npegynpeanTernbHble MeponpuaTuaA;

obecrneyeHne Hannyus Sde)eKTMBHOFO MeXaHn3ma peanumsaunn COOTBETCTBYWLUX Mep B Crlydae BblABIIE€HUA
N3MEHEHNI I'IpO(*)I/I.I'IFl ©esonacHocTK pa3pa6aTb|BaeMb|x M BbllMyCKaeMbIX NNeKapCTBEHHbIX NpenapaTtos,;

obecnevyeHne CBOEBPEMEHHOrO BbISABNEHUS W MPUHATMS NpUM HEoOXOOMMOCTU KOPPEKTUPOBOYHbLIX U
npegynpeauTenbHbIX Mep B criyyae HecobnogeHns TpeboBaHMmM K KavyecTBy cUcTeMbl hapMakoHaa3opa;

obecneveHne npoBeaeHUs PerynsapHbIX ayauToB CUCTEMBI.
2.4. ObyyeHuve nepcoHana

2.4.1. BoamoxHOCTb obGecnevyeHusa Tpebyemoro kavecTtBa BbIMNOMHEHUS MNPOLLECCOB, CBSA3aHHbIX C
dapmMakoHa30poOM, M MOSyYyaeMbiX pe3ynbTaToB HEMNoOCPEeACTBEHHO CBA3aHa C HanMMuMeM [OCTATOYHOro KormdecTsa
KOMMNETEHTHOro, KBanMuuMpoBaHHOIO 1 00y4YeHHOro nepcoHana.

2.4.2. B opraHusaumn gormkeH ObiTb padpaboTtaH M JOMmKeH BbINOMHATBCA MnaH obyyeHust cneuuanncToB Mo
dapmakoHagsopy. ObyyeHne OOMKHO BKIOYMaTh BBOAHOE 0OyyYeHuWe u nocriegytowiee obydeHne Ha NpoTsHKEHUU BCEro
nepuoga paboTbl B COOTBETCTBMM C BbINOMHAEMbIMU DYHKUUAMU N NOCTaBNeHHbIMU 3agadamn. ObyveHne OOrmKHO ObiTb
HanpaeBneHo Ha MOBbllLUeHWe COOTBETCTBYHOLLMX MpodeccuoHarnbHbiX HaBblKOB, BHeApPEHWe Hay4HbIX AOCTVXEHWA B
MPaKTUKY 1 BbIMOMHSEMble NpoLeaypbl, obecnedyeHne COOTBETCTBUSA BCEX CneLmMannucToB TpeboBaHMsAM k KBanudmkaumm,
npoceccuoHanbHbIM HaBblkaM, 3HaHWSIM U MOHMMAHWIO BbIMOSHSAEMbIX NpoLeayp, CBsi3aHHbIX ¢ hapMakoHaz3opom. Bee
cneumanucTbl OOMKHbl ObiTb 0Oy4eHbl BLIMOMHEHMIO Mpoueayp, NPEAYyCMOTPEHHbIX MPY BbISBAEHUN WU3MEHEHWN
npodmnst 6e3oNacHOCTN NIEKapCTBEHHbBIX NPENapaTos.

2.4.3. [leicTByIOLME B OpraHM3aLmMm NpoLecchkl Mo NpoBeaeHUo 0GyYeHust AOMKHbI NpegycMaTpuBaTh drieMeHThbI
KOHTPONS pe3ynbTaTtoB OOyYeHUss MO [OOCTUMXKEHUIO TpebyemMoro MOHWMAaHUS W BbINONIHEHUS (YHKUMIA MO
chapmakoHazazopy.

2.4.4. B opraHusaumm TpebyeTcA npoBeageHWe COOTBETCTBYOLWEro o0yyeHus onpegeneHHbIM acrnektam
dapmakoHaasopa crneunannucToB Apyrux nogpasgerneHni, AeATeNbHOCTb KOTOPbIX MOXET MOBNUSATbL Ha nokasaTenu
cucTembl hapmakoHaa3opa v BbINoNHeHne byHKUMIA no pbapmakoHaa3opy. YkasaHHas 4eATeNbHOCTb BKMOYaeT B cebs B
TOM uucfie NpoBeAeHMe KIMHWYECKUX mccrnenoBaHuin, paboTy c xanobamu, NOArOTOBKY MeOULMHCKON WHOopMaLmK,
NPOAaXy U MapKeTWHT, NOArOTOBKY PerncTpaumoHHbIX JOKYMEHTOB, MPaBoBblie BOMPOCH! U ayauT.

2.5. Cpeacrea n obopygoBaHuve ans bapmakoHagsopa
2.5.1. JoctnxeHne TpebyemMoro ypoBHsi KayecTBa OCYLLECTBNEHUSA MpoLeccoB hapMakoHag3opa M nosydaeMbix

pe3ynbratoB CBA3aHO TakKXe C obecneyeHnem cucTembl HeobxoauMbIMU cpeacrtBamMmum wu 060pyﬂ,OBaHl/IeM,
ncnonb3yemMbiMn B 3TUX NpoLeccax.



2.5.2. Cpeactea 1 obopygoBaHMe OOMKHbI pacrnonararbes, ObiTb CKOHCTPYMPOBAHHbLIMW, aganTUPOBaHHLIMU U
obcnyxnsaeMbiMy  TakMMm 00pa3oM, 4TOObl COOTBETCTBOBATb MOCTABfIEHHOW LENW COrMacHo LUensM KavecTsa B
dapmakoHagsope. Cpegctsa, obopygoBaHve M uX YHKUMOHAamNbHbIE CBOWCTBA, BaXHble AN OCYLIECTBNEHUS
apmakoHaasopa, nognexar COOTBETCTBYIOLEN MPOBEpKe, kBanudukauum n (unu) Banugaumn Ans noaTBEPXAEHUS
COOTBETCTBMSA MpeAHasHadeHHon uenu. [na onpepeneHuns macwTaba npoBepku, KBanudukauun wunu sanugauum
cregyeT Ucnonb3oBaTb AOKYMEHTMPOBAHHYIO OLIEHKY pucka. OTOT METOA ynpaBfeHnss puckaMmm HeobXoaMmo NpUMeEHSATb
B TeYeHMe BCero cpoka IKcnnyaraumum cpeacts M obopydoBaHWsi C y4eTOM Takux (pakTopoB, KaK BhWsSHWE Ha
6e30nacHOCTb NaLMeHTa U Ka4ecTBO [AaHHbIX, a Takke CIOXHOCTb COOTBETCTBYHOLLMX CPeacTB U 06opyaoBaHuS.

2.6. ObecneyveHre gepxaTensiMy permucTpaLmMoHHbIX
YLOOCTOBEPEHMWI NNEKapCTBEHHbLIX NPenapaTtoB COOTBETCTBUS
TpeboBaHVAM 3akOHOAATENbLCTBA rOCYAapCTB-4MEHOB,
MeXOyHapOOHbIX AOrOBOPOB U aKTOB, COCTaBIISIOLLMNX
npaso Coto3a

2.6.1. B uensx obecne4yeHnss COOTBETCTBUS TpeGOBaHI/IFlM 3aKoHoOdaTesNnlbCTBa rocygapCTtB-4J1€HOB,
MeXAYyHapOoaHbIX OOroBOPOB U aKTOB, COCTaBNAKOWMX NMpaBo Coto3a, aepxarendamm permctpaunoHHbIX y,u,ocmBepeHMM
NEeKapCTBEHHbIX npenapaTtoB AOJMKHbI BbINONHATLCA NpoueccChbl Nno obecnevyeHno Ka4yecTBa CUCTEMbI, Liensamm KOTOPbIX
ABNAKOTCA:

BbIMOMHEHNE MOCTOSAHHOIO MOHWUTOPWUHIA OaHHbIX NO dapmakoHags3opy, paspaboTka W BHegpeHue Mep
MUHUMMU3ALUM pUCKa NpU onpederneHun Ux HeobXoOaMMOCTW, Haanexallas oueHKa OaHHbIX Mo 6e3onacHocTU BHe
3aBWCMMOCTU OT UCTOYHMKA WX MONYyYeHUsi (CO CTOPOHbI MauMeHTOB, MeaULMHCKMX U dhapMaLeBTUYeCKUX paboTHUKOB,
ony6rnMKoBaHHbIX B MEAULIMHCKOW NUTepaType, BbiSIBNEHHbIX B X0A4e NOCTPEerncTpaLnoHHbIX UCCneaoBaHui);

BbIMOSIHEHNE Hay4yHOW OLUeHKU Bcer WHopmauum no npodpunio 6e3onacHOCTU neKapCTBEHHOro npenapara,
BKITIOYas MHOPMALMIO O HexXenaTernbHbIX peakumsaxX, pasBuUBLUMXCA B TOM Yucre Npu NpUMMEHEHUN He B COOTBETCTBUM C
yTBEPXAEHHON ObLen XapakTepucTUKOW nekapcTBeHHoro npenapata (ganee - OXJIM) wnu uHCTpykunen no
MeONLMHCKOMY NMPUMEHEHMIO (NMMCTKOM-BKNaaeiwem) (aanee - UMM (1B));

BbiNonHeHe TpeboBaHUii 3akoHOAATENbCTBA rOCYAapCTBa-yUneHa no NpeacTasneHuio B YNONHOMOYEHHbIN opraH
rocygapcTBa-urneHa MHopMaunn 0 HexenaTernbHbIX peakuusix U MHOW MHopmaummn no 6e3onacHOCT NeKapCTBEHHbIX
npenapaTos. C Lenbio Haanexallero BbINoNHeHUs aaHHoW YHKLUM U obecnedeHns KadecTsa, LenoCTHOCTA U NMOMHOThI
npeacTaBnsieMol MHcpopMaumK, Hagnexalen Banvaauuy CUrHanoB, a Takke UCKIoYeHUs oyGrnmpoBaHus CooBLLEHM
[OIKHbI ObITb paspaboTaHbl M BHeApPeHbl COOTBETCTBYIOLLME CTaHOAAPTHbIE ONepaLMoHHble NpoLeaypb!;

obecneyeHne 3(PPEKTUBHON B3aUMOCBSI3N C YMOMHOMOYEHHbIMWM OpraHamMu rocy4apCTB-YNeHOB, BKIOYas
nHpopMupoBaHMe 06 M3MEHeHUsIX Npoduns 6e30NacHOCTM NeKapCTBEHHbIX NpernapaToB U HOBbIX pUCKax, macTtep-
(haiine cuctembl bapmakoHaa3opa, CUCTeMbl YMpaBlieHWsT puUckamu, Mep MUHUMU3AUUKM pucka, Nepuoamu4ecKkoro
OBHOBMSIEMOro OT4YeTa Mo Ge30mnmacHOCTW, KOPPEKTMPOBOYHBLIX M NpedynpeauTenbHbIX Mepax, NMOoCTPerncTpauMoHHbIX
nccnenoBaHusix no 6e3onacHocTy;

obecrnevyeHne COOTBETCTBMS MHoOpMauUuM O rnekapcTBeHHbIx npenapartax (OXIM, UMIT (JIB)) coBpemeHHOMY
YPOBHIO HaYYHbIX 3HAHWN;

obecneyeHne MeaNLMHCKUX paboOTHUKOB U NAaUMEHTOB MHGOpMaLmen no 6e3onacHoCTy.
2.7. ObecneyeHne ynorHOMOYEHHbIMU opraHamu
rocynapcTB-YneHOB COOTBETCTBUSI TpeboBaHUSIM 3akoHoAaTeNbCTBA
rocyaapcTB-YrieHOB, MEXAYHapPOAHbIX JOrOBOPOB M aKTOB,
cocTaBnsawLwmx npaso Corosa

2.7.1. YNONHOMOYEHHbIE OpraHbl roCy4apCTB-4NEeHOB AOMKHbI MMETb COOTBETCTBYHLLYIO cuctemy obecneyeHus
KayecTBa MPOLECCOB B LiENsX:

OLEHKWN Ka4yecTBa NpeacTaBnsieMblX AaHHbIX MO hapMakoHaa3opy;

oueHkn n o0bpaboTkm AaHHbIX NOo papmakoHag3opy B COOTBETCTBUM C TpeboBaHWSMM 3akOHoAaTernbCTBa
rocyapcTB-YneHoB, MexayHapoaHbIX JOrOBOPOB M akTOB, cocTasnstowmx npaso Colosa;

obecneyeHus FapaHTI/IpOBaHHOVI HEe3aBNCUMOCTU B BbINONMHEHUN OeATEerNIbHOCTU MO (bapmaKOHa,qsopy;

3(pPeKTUBHOrO WUHMOPMUPOBAHUS MNALUEHTOB, MeOMLMHCKUX pPabOTHWKOB, OepXaTenen perncTpauuoHHbIX
YAOCTOBEPEHNI 1 OOLLECTBA B LIENOM;

nposeneHns WMHCMEKUMIA, BKMOYas popernctpaunoHHoe NHCNeKTupoBaHue.

2.7.2. He3aBMCUMOCTb B BbIMOMHEHUN OEATENLHOCTU MO q)apmaKOHa,u,sopy onpegendeTca npuHATUEM BCeX



PerynaTopHbIX PELUEHUI TONBKO B MHTEPECax 340pPOBbs NaumMeHTa 1 06LLECTBEHHOIO 340POBbS.
2.8. YnpasneHue oKyMeHTaLumen

2.8.1. Cucrema ynpaBsneHnd }J,OKyMeHTaLI,VIeIZ ABNAETCA 4aCTblO CUCTEMbl KadecCTBa, pPacrpoOCTpaHAETCA Ha BCe
OOKYMEHTblI CUCTEMbI ¢>apmaKOHa,D,30pa n obecnedynBaeT BO3MOXHOCTb MOMCKA [AaHHbIX W NPOCIEXNBAEMOCTb
BbINONTHAEMbIX Mnpoueanyp, BKMK4Yad npoueanypbl OUEHKM HOBbIX OaHHbIX MO ©e30nacHOCTU B OTHOLUEHUU BpemMmeHun
BbINOJTHEHUA OLUEHKU N NPUHATBIX peLueHvu7|.

2.8.2. Cuctema ynpasneHus JOKyMeHTaumen gormkHa obecneumsars:
Ka4yeCcTBO AaHHbIX MO hapMakoHaA30py, BKMYas UX NOMHOTY, TOYHOCTb U LIENOCTHOCTb;
3PDEKTUBHYIO BHYTPEHHIOIO 1 BHELLHIOK Nepegavy AaHHbIX;

XpaHeHne [OOKYMEeHTOB, MMeWwLWMnx OTHOoWweHue K cucremam cbapmaKOHap,sopa n ocyuwecTtBlieHunto
d)apmaKOHa,u,sopa Nno KaXXaomMy 13 rnekapCTtBeHHbIX npenapartosB, COrnmacHO NpUMeHUMbIM CPOKaM XpaHEeHUA.

2.8.3. [epxaTtenb pernctpauuMoHHOIO YOOCTOBEPEHUS JleKapCTBEHHOro npenaparta (Oanee - Jepxartenb
PerncTpaLnoHHOro yOOCTOBEPEHMS) OOMKEH obGecneunTb Haanexallee AOKYMEHTMPOBaHWE, obpalleHne U xXpaHeHue
BCEN MHdopMauum no hapmakoHaA30py C LENbio BbIMOMHEHNS NpoLeayp TOYHOTO PENOPTUPOBaHUS, MHTEPNpeTaLum 1
BepudvKauumM OaHHbIX. [epxaTenem perncTpaurMoHHOrO YAOCTOBepeHusi fofkHa ObiTb obecrnievyeHa cuctema
MPOCNEXMBAEMOCTM U NMOCINEAYIOLLEN OLEHKN COOBLLEHNI O HeXXenaTerbHbIX peakuusix.

B pamkax Hactosawwmx [MpaBun “"penopTMpoBaHMe" O3Ha4yaeT npouecc nepefadn B YCTaHOBIIEHHOW dhopMe
MHOPMaLMM O HeXernaTenbHbIX peakuusix B YMOMIHOMOYEHHbIE OpraHbl rocydapcTBa-yfieHa WM MOO4YUMHEHHbIE UM
3KCMepTHble opraHn3aummn B coepy KOMNETEHLMM KOTOPLIX BKMOYEH hapmakoHaasop.

2.8.4. Cucrema ynpasneHund ﬂOKYMeHTauMeVI OOMMKHa BKNoYaTb B Cebs KOMMMEKC mMep no obecneveHuno
©Ge3onacHoCTh 1 KOHCbVI,U,eHLI,I/IaJ'IbHOCTVI AaHHbIX B LieNnAaX BbINMOJIHEHUA Tpe6OBaHI/IIh no 3alnTe nepcoHalnbHbIX OAHHbIX
naunMeHToB B COOTBETCTBUU C Tpe6OBaHMHMI/I 3aKkoHodaTenbCTBa rocyaapcTtBa-yiieHa. YKasaHHble Mepbl OO0JKHbI
BKMoYaTh B cebsi CTporoe orpaHun4yeHune, cornacHo KOTopomMmy OoCTyn K JOKYMeHTauum n 0asamM gaHHbIX MMeeTcs TONbKO
Y YNOJTHOMOYEHHbIX nnu,.

2.8.5. Cucrtema ynpaeneHuss JOKyMeHTauMen AOMKHa BKYaTe B cebs npouecchbl obecneyenHus 3awuThbl
MHdopMaLmn No hapMakoHaA30py OT NOTEPU U paspyLLUEHNS.

2.9. [lokyMeHTauUusa cMCTEMbI KavyecTBa

2.9.1. Bce anemeHTbl, TpeOOBaHWS N MONOXEHUA CUCTEMbI KayecTBa [OOIMKHbl OblTb OOKYMEHTUPOBaHbI U
CcMCTEeMaTM3NPOBaHbl COOTBETCTBYHOLLMM 00pa3oM B BuAE TakMx PYKOBOACTB M Mpouedyp B NMUCbMEHHOW dopMe, Kak
nnaH No Ka4yecTBy, PYKOBOACTBO MO Ka4eCTBY M OTHETHI MO KayecTBRy.

2.9.2. MnaH no ka4ecTBy OnNpeaensieT OCHOBHbIE LiENM CUCTEMbI Ka4yecTBa M MPOLECCHI, KOTOpble OOMKHbI ObITh
BHeApEHbl AN [OOCTMXKEHMS NocTaBneHHblX uenen. [pouenypbl MO kadecTBy MpeacTaBnsioT cobon onucaHue
YCTaAHOBMIEHHOrO NopsaKa BbINOMHEHMS MPOLIECCOB U MOryT MMETb (POpPMYy CTaHOAPTHbIX ONepauuoHHbIX Mpoueayp W
pabounmx MHCTPYKUMA UM pyKOBOACTB. PyKOBOACTBO MO KayecTBy onpenensieT obnacrtb pacnpoCTpaHEeHUsi CUCTEMBbI
KayecTBa, MpoLecchbl CUCTEMbI KavyecTBa M UX B3aumocBA3b. OTYeTbl MO KayecTBYy BKIOYAT B Ce0HA NOMy4veHHble
pe3ynbratbl paboTbl CUCTEMBbI MO0 NOATBEPXKOEHNS BbINOMHAEMON AEATENBHOCTH.

2.9.3. Cnctema KayecTBa J0MmKHa ObITb OTpaXeHa B CriefyroLLmMX AOKYMEHTax:

OOKyMeHTaums Mo opraHM3aunoHHOW CTPYKTYpPE N 00SA3aHHOCTSAM NepcoHana;

nnaH oby4yeHns 1 oT4YETbI MO NPOBEAEHHOMY OByYEHMIO;

WHCTPYKLUKN MO COOTBETCTBUIO NMPOLIECCOB YNpaBeHUs;

WHCTPYKUMW NO KPUTMYECKMM NpoLieccam hapMakoHaaaopa, Bktodas obecneyeHre HenpepbIBHOCTM NpoLiecca;

WHOUKATOPbI BbINOMHEHWS NPOLLECCOB, KOTOPbIE UCMOMNb3YHTCA AN NOCTOSSHHONO MOHUTOPUPOBaHUS Haanexallero
BbINONHEHUST PYHKLUMIA NO hapMakoHaa3opy;

OT4EThI N0 ayanTy KU nocneanywwemy ayguty CUCTeMbl Kad4eCTBa, BKIo4Yaa nony4vyeHHble aHHble U pe3ynbraThbl.
294, ,D,OKyMeHTaLI,I/IFl Nno cucTemMe KayecTBa JOMKHA Takke BKMoYaTb B cebsi:

MeToadbl MOHUTOPUPOBAHUA Sd)(*)eKTVIBHOCTI/I (*)YHKLI,I/IOHI/IpOBaHVIH CUCTeMbl KayectBa W, B YaCTHOCTU, €€
CMOCOBOHOCTb BbIMNONMHEHNS 3aa4 CUCTEMbI Ka4ecTBa;



OTYeTbl MO pesynbTaTam BbINOMHEHHBIX Mpouedyp Mo dapmakoHad3opy, NOATBepXKAalowne BbINOSHEHME
npeaycMOTPEHHbIX 3TanoB 1 AeACTBUI;

OOKYMEHTbl U OT4yeTbl MO cpeacrtBamMm wu 060pyﬂ,OBaHI/IIO, BKIKO4Yaa npoBeEepKy (byHKLWIOHaJ'IbeIX CBOWCTB,
0eATernbHOCTb No KBaJ'II/I(bMKaLI,I/II/I N Banungauun, KOtTopble NoaTBEPXKAAKT BbINOJNIHEHNE BCEX cTagun, npegycMoTpeHHbIX
COOTBEeTCTBYOLLMMU TpeﬁoBaHMﬂMl/l, npoToKonamMmu 1 npouenypamu;

OTYeThbl, NOATBEPXAAlLMe KOHTPOMb OTKMNOHEHWWA OT YCTaHOBMEHHOW CUCTEMbl KayecTBa, MNpUHATUE
npesynpeauTenbHbIX U KOPPEKTUPYHOLLMX MEPOMNPUATUI, OLEHKY 3PEKTUBHOCTU NPUHATLIX Mep.

2.10. JononHuTenbHas QOKyMEHTaUms No CUCTEMe KadecTBa
aepxarens perMcTpaLMoHHOro yAoCTOBEPEHUS

B pononHeHue k TpebyemMoi JoKyMeHTaLuMn Mo CUCTEME KadecTBa AepKaTeslb PerMcTpaumoHHOMo ya0CTOBEPeHMs!
JOIKEH YTBEpPOWUTb B BMAE AOKYMEHTa B MUCbMEHHOW (hOpMe OpraHU3auuMoHHYI CTPYKTYpY, OMnpenensiollyto
Nepapxmnyeckylo B3aMMOCBSI3b YNPaBMSIOLIEro U KOHTPONMPYIOLLEro MepcoHana, a Takke 00513aHHOCTM U (DYHKUMK
nepcoHana, cuctemy ynpasreHusi pecypcamu.

2.11. JononHutenbHas AOKYMEHTaLMs No cucTemMe KayecTea
YNOMHOMOYEHHbIX OPraHOB rocy4apCcTB-4Y1eHOB

B pononHeHue Kk Tpebyemom OOKyMEHTauuMm No cUcTemMe KayecTBa YMOSTHOMOYEHHbIA OpraH rocygapcrBa-yrieHa
OOIMKEH JOKYMEHTUPOBaTb OpraHM3aunOHHYI0 CTPYKTYpY, pacnpegeneHue 3agady u OTBETCTBEHHOCTM BCEro nepcoHana, a
Takke onpedenuTb KOHTaKTHble nuua Ans obecneyeHusi B3aMMOOEWCTBUS MeXAy YNONHOMOYEHHbIMWM OpraHaMmu
rocy4apcTB-4f1EHOB, AepXaTensamMn perncTpauuoHHbIX YOOCTOBEPEHUIA U NULAMU, NpeacTaBnaoWwmMmn MHopMaumio o
puckax, CBA3aHHbIX C NeKapCTBEHHbIMW NpenapaTtamu.

2.12. Kputudeckune npoueccsl B hapmakoHagsope
2.12.1. Kputnyeckme npoueccsl B hapMakoHaa3ope BKA4aloT B cebsi:

HenpepbIBHbI MOHUTOPUHI Npodwuns 6e3onacHOCTM U COOTHOLLEHMSA "Monb3a - PUCK" 3apermcTpupoBaHHbIX
nekapCTBEHHbIX NpPenapaTtos.;

BHeApeHue, peanunsaumio u OLEHKY CUCTeMbI YpaBneHnst puckamm ¢ OLEHKON 3dEKTUBHOCTM Mep MUHUMU3ALIMK
puvcka;

npoueaypbl paboTbl C MHAMBUAOYaNbHbIMKA COOGLLUEHUSIMU O HexenaTernbHbIX peakuusx: cbop, o06paboTky,
ynpaBereHne, KOHTPOMNb KayecTBa, MoMydYeHue HeAOoCTalLWMX AaHHbIX, NPUCBOEHWe HoMepa, Knaccudukauumio,
BbISIBIIEHVE MOBTOPHbLIX COOBLLEHUIA, OLEHKY M CBOEBPEMEHHOEe NpeacTaBrieHne;

BblABNEeHNEe, N3y4eHmne n oueHKy CUrHarnos,;

pa3paboTKy, MOAroTOBKY (BKMOYas OLEHKY [AaHHbIX W KOHTPOSMb KayecTsa), NPeAcTaBneHue U OLEHKY
nepuoanyecknx obHOBMNSIEMbIX OTYETOB MO 6e30MacHOCTY;

BbINOMHeHNe 06A3aTenbCTB MPY BbI3OBE YMNOMHOMOYEHHBIMW OpraHamy rocydapCTB-YneHoB W NpeacTasneHue
OTBETOB Ha 3anpocbl YNOSIHOMOYEHHbLIX OPraHOB FOCYAAPCTB-YIIEHOB, BKIOYasi MpeAcTaBrieHne B YMNONHOMOYEHHbIe
opraHbl rocyapCTB-4NIEHOB MPaBUIbHON 1 NOMHOW MHOPMaLnK;

obecrneyeHne B3anMMOAENCTBUS Mexay apMakoHaA30pOM U CUCTEMOM KOHTPOSA KayecTBa IEKapCTBEHHbIX
npenaparos;

MHOPMMPOBAHME YMOSTHOMOYEHHbBIX OPraHOB FOCYAapPCTB-YIEHOB 060 BCEX U3MEHEHUSIX B OLEHKE COOTHOLLEHMS!
"Nonb3a - puck" 3aperMcTpUpPoBaHHbIX TeKapCTBEHHbIX NPenaparos;

MNHMOPMUPOBAHNE MEOULIMHCKMX U dhapMaLeBTUYECKMX PpaBoTHUKOB, NaLMEeHTOB 060 BCEX M3MEHEHUSAX B OLIEHKE
COOTHOLLIEHMS "MoMb3a - pUcK" ¢ Lernblo obecrnedeHns 6e30nacHOCTM U aPMEKTUBHOTO NPUMEHEHUSI NeKapCTBEHHbIX
npenaparos;

obecrneyeHne COOTBETCTBUS I/IH(bOpMaLIMVI O JieKapCTBeHHOM npenaparte, BKIo4ad O6Ll.l,y}0 XapaKTepucTuky
NeKapCTBEeHHOro npenaparta gna MeamunHCKOro npuMeHeHud, CoBpeMeHHOMY YPOBHIO Hay4HbIX MeOAULUMHCKUX 3HaHWN,
BKIOYaa caenaHHble 3akntoyeHnsa ob oLeHke n pekomMmeHaaunn ynonmHOMOYEeHHbIX OpraHoB rocygapcTtB-41eHOB;

BbINOJNTHEHNE BCEeX Tpe6yeMbIX ﬂ,el;lCTBVIIZ B Clny4Yae W3MEeHEeHNA perncTtpaumoHHOro crtatyca no npudnHe
nepecmotpa npoduns 6es3onacHoCTy.

2.12.2. lNnaH obecnevyeHnss HeMpepbIBHOCTM NpoLecca JOMKeH BKovaTb B cebs:



onpeaerneHue cobbiTun, KOTOpbl€ MOryT CyLeCTBEeHHO MNOBNMUATbL Ha nepcoHal opraHu3auun B LEroM nnbo Ha
CTPYKTYpPbI U NnpouecChbl cbapmaKOHamopa B YaCTHOCTWU;

pe3epBHble CUCTEMbI Ha cnyqa|7| HeobxoanmMocTu 9KCTPEHHOro obmeHa I/IH(bOpMaLI,VIeIZ BHYTpW oOpraHu3auuu, C
OpyrumMmmn opraHmndaumamu, BbINMONMHAKOLWMMU (*)yHKLI,I/IVI no cbapmaKOHa,qsopy, C Opyrumum pa3pa6OT‘-IMKaMVI, aepxarenamm
perncTpaumoHHbIX yﬂOCTOBepeHI/IIZ N YNONMMHOMOY€EHHbIMWX opraHamMmun rocyaoapcrTB-41€HOB.

2.13. KoHTpornb yHKUMOHNPOBaHMSA 1 3PHEKTUBHOCTU CUCTEMBI
hapmakoHag3opa 1 ee CUCTEMbI KavecTsa

2.13.1. Metogpbl KOHTpONsA AeATEenbHOCTU M A(PPHEKTMBHOCTU CUCTEMBbI papMakoHag3opa AOMKHbl BKMYaTb B
cebs:

0630p 1 aHanM3 cUCTeMbl NMLAMU, OTBETCTBEHHBLIMU 33 YNpaBneHne CUCTEMOI;
ayauTbl;

KOHTPOIb COOTBETCTBUS TPeGOBaAHUSAM;

MHCNEeKLMNH;

OLeHKY 3(PEKTUBHOCTU MPUHATLIX MEP MO MUHUMM3ALMKU pucka u obecnedeHns 6esonacHoro 1 adeKTUBHOMO
NpUMEHeHMs NekapCTBEHHbIX Npenaparos.

2.13.2. B uensix BbINOMHEHNSI MOHUTOPVHIa B OpPraHn3aummn OMmKHbl ObiTb 3apaHee onpefeneHbl MHAKaTopsbl, Mo
KOTOpPbIM BbIMNONHAETCA OUeHKa 3(eKTUBHOCTU DYHKLNOHMPOBAHNS CUCTEMbI (DapMakoHaasopa C TOYKU 3peHus
TpeboBaHuI KavecTBa.

2.13.3. Ayaut cucTembl KavyecTBa, OCHOBAHHbIA Ha OLEHKE pucka, OOMKEH BbIMNOMHATLCA PErynsipHoO 4yepes
onpegeneHHble NHTepBarbl BpEMEHM C LENblo NOATBEPXKAEHUSA COOTBETCTBMS YCTAHOBIEHHBbIM TPEBOBaHNSAM K Ka4yecTBy
n onpegeneHnss aPEKTUBHOCTU. AyAUT CUCTEMbI KavyecTBa AOIDKEH BKIOYaTb ayauT cucTembl hapmakoHagsopa,
NUMEIOLLEN MHTErpupoBaHHYK CUCTEMY KadecTBa. AyOuT OOMMKEH BbIMOMHATLCA crneumanictamu, He BOBMIEYEHHBIMU B
BbINONHEHWE PYHKUMI K npoueayp, noanexawumx ayauty. o pesynbsratam Kaxaoro ayamta CUCTEMbl KadecTBa U
nocrnegyloLwero ayaura OOMKEH COCTaBMNATLCA OTYET, NOAMEXaLlMI OLEeHKe nuuaMn, OTBETCTBEHHbIMU 3a OpraHu3aumio
COOTBETCTBYIOLLMX ayaupyeMbIX NpoueccoB. B criyyae HeobxoammocTu no pesynsratam ayguTa OOSDKHbl MPUHMMATbLCSA
KOppeKTMpyoLLme 1 npeaynpeantenbHbie Mepbl.

2.13.4. YNONMHOMOYEHHbIE OpraHbl roCydapCTB-UYNEHOB [AOJMKHbI 06ecnevynTb MOHUTOPUHI BbINOJSTHEHUS
aepxaTtensMy perncTpaumoHHbIX YAOCTOBEPEHUA (DYHKLMIA M 06si3aHHOCTEN no dapmakoHaasopy. B uucno mep no
obecrneyeHnto MOHUTOPUHIa BXOAUT BhINONIHEHWE WHCNEKTUPOBAHMS AepKaTenel perncTpaumoHHbIX YOOCTOBEPEHUIA CO
CTOPOHbI YNONTHOMOYEHHbIX OpraHoOB roCy4apCTB-4YIEHOB.

2.14. YnonHomo4eHHoe nuuo no dapmMakoHaasopy

2.14 1. NepxaTenb perucTpaLMOHHOro yaooCTOBEPEHUS AOMKEH HAa3HAYUTb U UMETb B NOCTOSAHHOM pacnopsiXeHumn
YyNONMHOMOYEHHOE NUUOo no hapmakoHags3opy (manee - YJI®) B rocygapctBax-uneHax, obnagaiwowee Tpebyemon
kBanudukaumen. [lepxatenb permcTpaumoHHbIX yOOCTOBEPEHU cOOOLaeT paMnnunio U KOHTaKTHY MHdopMaumo ob
YJI® B ynonHOMO4YeHHble opraHbl rocygapcTB-dneHoB. [pu nameHeHuuM pfaHHoOW wWHoOpMauuu aepxaTenb
PEerMcTpaunOHHbIX YAOCTOBEPEHUI OOIMPKEH MPONHAOPMUPOBATL YMONTHOMOYEHHbBIE OpraHbl rocy4apCTB-YIEHOB B CPOK,
yCTaHaBnNuBaeMbIi 3aKOHOAATENbCTBOM roCy4apCTB-4YIEHOB.

2.14.2. B kaxgon cucteme chapmakoHagsopa MOXET ObiTb Tonbko ogHo YII®. Yenyrn YO MoXeT ncnonb3oBatb
Bonee ogHOro aepxarenst permMcTpaLnoHHbIX yAOCTOBEPEHU B OOLLMX UK OTAEMNbHLIX CUCTEMaxX hapmakoHaz3opa, unu
NMUO MOXET BbINONHATE yHKuumn YJ1I® Gonee 4em Ansa ogHOWM cucTeMbl papMakoHag3opa OAHOro Aepxarens
PErncTpaumMoHHbIX YyOOCTOBEPEHUN nNpwu ycnoBun, 4to YJIP B COCTOSHUM BBLINONHATL BCE CBOM 00si3aHHOCTU. B
OOMOMHEHNEe K Ha3HadeHuto YJ1® ynonHOMOYEHHbIE OpraHbl FOCY4apCTB-YNEHOB BnpaBe TpeboBaTb Ha3Ha4YeHUs
KOHTakTHOro nuua no dapmakoHaas3opy Ha HauvoHanbHOM YpoBHe, noAvvHeHHoro YJI®. KoHTakTHoe nuuo Ha
HaLUMOHaNbHOM YPOBHE MOXET BbINOMHATE PYyHKLUMN Y1,

2.14.3. O653aHHOCTM YIIP [OMmKHBLI ONPeaensaTbCa AOMKHOCTHOM UHCTPYKLVEN.

2.14.4. [epxatenb peructpauuoHHOro yaoctoBepeHus npepoctaBnder YII® poctaToyHble MNOMAHOMOYMS MO
ynpaBneHuto OesTenbHOCTbio NO (hapmakoHaa3opy M cucteMon kKadecTtBa. [epxatenb perucrpauumoHHOro
yaocTtoBepeHust npegoctasnsiet Y1 goctyn k mactep-danny cucrembl papMakoHaa3opa, a Takke COOTBETCTBYHOLME
nonHomoumnsa u obecneymBaeT nonyvyeHne wuHdopMaumm o NbbIX M3MEHeHMsiX B macTep-canne. [MonHomouns,
Kacawwmecs cuctembl hapmakoHagsopa M mactep-gpanna CUCTeMbl hapMakoHag3opa, AOMKHbl no3sonsaTb YJ1P
BHOCUTb U3MEHEHUSI B CUCTEMY, MiaHbl YNPaBIeHNst puckamMu, a Takke B MOLTOTOBKY PErynmpyoLwmx JeNCTBUI B OTBET
Ha Ype3BblYalHble CUTyaLnM No n3MeHeHuto Npoduns 6e3onacHoOCTL.



2.14.5. [epxaTtenb perncTtpaumoHHOro YAOOCTOBEpPEHUsi obecrneuvMBaeT HanuMuMe BCEX CUCTEM W MNPOLIECCOB,
nossonsiownx YJ1® BbLINONHATL BO3MOXEHHbIE Ha Hero obsizaHHocTW. C 3ToW LEnbl AepxkaTenb perncTpauyuoHHOro
yoocToBepeHusi pa3pabaTtbiBaeT MexaHu3Mbl, Mpy NOMOoLLM KoTopbix YJI® nonydaeT BClo HEOOXOAMMYIO MHpOpMALLMIO 1
MMeeT JOCTYN KO BCEM AaHHbIM, KOTOpble eMy MOryT noTpeboBaTbCs, HanpumMep:

WHOPMaLUNS O Ype3BblYalHbIX CUTyauusax No MaMeHeHusm npodunsa 6esonacHocTn M Apyras nMHGopMaums B
OTHOLUEHMN OLEHKM COOTHOLWIEHUA "nomb3a - PUCK" NEeKapCTBEHHbIX NpenapaToB, Ha KOTOPble pacrnpOCTpaHseTcs
cuctema papmakoHaa3opa;

MHOPMAaLIUA O NMPOAOIHKAILLIMXCSA U 3aKOHUMBLUNXCA KMUHUYECKUX UCCMEAoBaHUAX U MPOYMX UCCMedoBaHUsX, O
KOTOPbIX 3HaEeT AepaTefb PEerucTpauuMoHHOrO YAOCTOBEPEHUS U KOTOpble MOTyT MMETb OTHOLWIEHWe K Ge3omnacHocTu
neKapCTBeHHbIX Npenaparos;

VIH(bOpMaU,VIﬂ N3 NHbIX NCTOYHUKOB, KPOME UCTOYHUKOB AepXKaTend permctpaunoHHOro yaoCctoBepeHund, HanpummMep,
MCTOYHUMKOB, C KOTOPbIMU AepXaTelb perncTtpalMoHHOIo yaqoCctoBepeHnsa MMeeT KOHTPaKTHble JO0roBOPEHHOCTH;

npoueaypbl gpapmakoHagsopa, koTopble paspabaTbiBaeT OepxkaTellb PerucTpauvoHHOro YOOCTOBEPEHUS Ha
KaXKOOM YpPOBHE C Liefblo o6ecrneyeHns CornacoBaHHOCTM U cobrniogeHuns TpeboBaHuii B Npeaenax opraHMsauum.

2.14.6. YJI® nony4yaeT MHopMaLuio OT PyKOBOASILLEro NepcoHarna o pe3ynsratax NoCTOAHHbIX 0630pOB CUCTEMBI
KadecTBa W NpeanpuHATBIX Mepax, AaHHble O COOTBETCTBMM TpeboBaHMAM, NnaHvpyemblM ayauMTam CUCTeMbl
hapmakoHaasopa. YI1® nmeer nonHOMOYMS MHULMMPOBATbL ayauT B criydae HeobxogumocTu. PykoBoaswmi nepcoHan
npegoctasnget YJIP konuio nnaHa KOPPEKTUPYHLIMX M NpedynpeauTenbHbIX MeponpuaTuiA MOCNe Kaxaoro ayauta,
4yT10ObI YJ1® Morno ybeanTbCcsa B MPUHATMN COOTBETCTBYHOLLMX KOPPEKTUPYIOLLNX MEPONPUSATUIA.

2.14.7. [epxaTenb pPerucTpaumoHHOro yaocToBepeHusa obecneunmBaer BO3MOXHOCTb MOSyyYeHust nHdopmMalmm
YI® 13 6a3bl AaHHbIX HEXXenaTerbHbIX peakuuin, UMEHLLENCS B €ro pacropsiKeHUNn.

2.15. KBanudukaums nvua, ynosiHOMOYEHHOro
no cpapmakoHaasopy B Cotose

2.151. YJI® OOmMKHO MMETb COOTBETCTBYIOLLME TEOpPETUYECKME U MpPaKTUYECKMe 3HaHUS MO OCYLLEeCTBMEHUIO
aedarensHocTn no papmakoHansopy. YJI® OomKHO UMEeTb HaBblkM yNpaBneHns cuctemamu bapMakoHag3opa, a Takke
NpoBefeHNs 3KCNepTu3bl WNU MMETb LOCTYN K MNPOBEAEHWMIO 3SKCMEpTM3bl B Takmx 0Onactax, Kak MeauuuHa,
dapMaLeBTMYECKNE HAYKKM, @ TaKKe aNMAEMMNONOorns u bruoctaTtnucTuka.

2.15.2. [epxaTenb perncTtpauuoHHOro yooCTOBEpPEHMs nNpoBoauT obyyeHune YIIP B obnactu cBoen cCUCTEMBI
dapmakoHaa3opa nepeqn Tem, kak YJIO 3aMMeT [OMKHOCTb YMNONHOMOYeHHoro nuua. ObyyeHne n ero pesynbsrarhbl
OOIMKHbI Hagnexaimm obpasom JOKYMEHTUPOBATLCS.

2.16. ®dyHKUUKM NULa, YNONHOMOYEHHOTO Mo hapmMakoHaa3opy
B Cotose

2.16.1. KBanucpuumpoBaHHoe nuLO, YNonHoMoYeHHoe no ¢apmMakoHaasopy B Cotose, sBndeTcs puanyeckum
nnuom.

2.16.2. YII®, HasHauyeHHOe AepXaTenem perucTpauMOHHbIX YOOCTOBEPEHUN, AOMKHO MMETb KBanudukauuio B
COOTBETCTBUM C MYHKTOM 2.15 HacToswmx MNpaBun 1 6biTb B NOCTOSIHHOM PachopsbkeHUn gepkaTenst perncTpaLMoHHbIX
yaoctoBepeHun. YJI® gomkHO npoxmBatbh M pabotaTb B OOHOM M3 rocydapcTB-yneHoB. YJI® oTBevyaeT 3a co3gaHue u
(PYHKUMOHNPOBaHUE CUCTEMbI (DapMakoHad3opa AepXaTensi perucTpauMoHHbIX YOAOCTOBEPEHWA W, CrnegoBaTernbHO,
UMeET AOCTATOYHO MOSMTHOMOYMIA ONA OKa3aHWsi BIUSAHMS Ha OCYLLECTBIEHWE OEeATENbHOCTM Mo hapMakoHag3opy U
CUCTEMY KadecTBa cucTembl apmakoHag3opa, COAencTeue, coOniogeHve U MOBbILEHWE YPOBHS cobrnogeHus
TpeboBaHMIN 3aKoHOAATENLCTBA TOCYAAPCTB-YNIEHOB, MEXAyHapOOHbIX [OrOBOPOB WM aKTOB, COCTaBMSIIOWMX MpaBo
Coto3a. CnepgoBarenbHo, YJ1® gomkHo obnagatb MOMHOMOYMSAMWM M OTBETCTBEHHOCTBIO B OTHOLUEHWM MacTep-anna
cuctembl bapmakoHag3opa C TeM, 4ToObl obecneuMBaTb M MNOBLIWATbL YPOBEHb cobnioaeHus TpeboBaHWi
3aKoHoAaTenbCTBa rocyaAapcTB-4rIeHOB, MEXAYHAPOAHbIX JOrOBOPOB M akTOB, COCTaBnsAoLWwmx npaso Coto3a.

2.16.3. B OTHOLUEHWM NEeKapCTBEHHbIX MpenapaToB, Ha KOTOpble pacnpocTpaHsieTcs cucTema chapMakoHad3opa
[epxaTens permcTpaunoHHbIX yaoctoBepeHuid, YO nmeet cneaytolye 06s3aHHOCTU:

BbINOMHATE 0630p npodunein 6e3onacHOCTU eKapCTBEHHbIX MpenapaTtoB UM 4YpesBblYalHbIX CUTyauui Mo
N3MeHeHUIo Npoduneit 6esonacHoCTy;

BnafeTb MOMHOW MHdopMauuen o6 ycrnoBusiXx U oBs3aHHOCTSIX, YCTAHOBMEHHbIX NPU Bbl4avye perncTpaumoHHbIX
YOOCTOBEPEHUA, N ApYyrux 00si3aTenbCTBax, MMeKLWux oTHoweHue Kk 6e3onacHocTv mnm 6e3onacHOMy MpPUMEHEHWIo
nekapCcTBEHHbIX NpenapaTos.;

BNageTb NOSHOM I/IHd)OpMaLI,MeIZ O Mepax MMHUMU3aLnn pUCKOB;
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NPUHUMAaTb y4yacTue B W3YYEHUU W YTBEPXKOEHUM MNPOTOKOSIOB MOCTPErMCTPAULMOHHBIX WUCCnenoBaHUN
©e3onacHoCTu;

BNageTb NOSHOM I/IH(bOpMaLl,l/IeIZ O MOCTPErncTpaumMoHHbIX nccrnenoBaHUAX no ©e3onacHocTy, npoBegeHmne KoTopbix
Ha3Ha4eHOo yNnoJIHOMO4YE€HHbIM OpPraHOM rocygapcCTB-4J1€HOB, BKITKOYad pe3yribraTbl TakKuX nccrnegoBaHum;

LOONOJNHATL NiiaHbl ynpaBnieHnd puckamu;

obecneumBaTb BbINoMHeHWE YHKUMIA MO dapMakoHaa3opy M MNPeAacTaBnsTb BCe [AOKYMEHTbI, MMeEloLme
OTHOLWIeHVe K chapmakoHaasopy, cornacHo TpebGoBaHMsSIM 3aKoHoAaTeNnbCTBa [OCYdapCTB-YNEHOB, MeXAyHapoaHbIX
[OrOBOPOB U aKTOB, COCTaBNALWMX nNpaso Coto3a;

obecneunBaTb Heobxooumoe KavyecTBO, BKIOMasi TOYHOCTb U NONHOTY, AdaHHbIX Mo cbapmaKOHa,qsopy,
npencraendemMbiX B YNONMTHOMOYEHHbIE OpraHbl rocy4apCTB-4I1eHOB;

NpencTaBnaTh NOMHbIE U CBOEBPEMEHHbIE OTBETbI Ha 3anpoChl YMONIHOMOYEHHbIX OPraHOB rocyaapCTB-YIIEHOB O
NpeacTaBneHnn [OMNOMHUTENBHON MWHOpPMaUUN, HeobxoouMMOW ANs OLEHKM Monb3bl U pUCKa JNeKapCTBEHHbIX
npenapaTos;

npeacTaenaTe M6y MHPOPMAaLMIO, MMEKLW Y OTHOLEHME K OLEeHKe COOTHOWeEeHus "nonb3a - puck”, B
YMONHOMOY€EHHbIE OpraHbl rOCyAapCTB-YIEHOB;

OKasblBaTb MOMOLLb B MOArOTOBKE PErynsATOpHbIX Mep B OTBET Ha 4pesBblyaiHble cuTyauuy 6esonacHocTu
(Hanpumep, U3MEHeHUsi B pekoMeHAauMsiXx Mo MeOULMHCKOMY MPUMMEHEHUIO, CPOYHbIE OrpaHWYeHust U JoBedeHue
MHpopMaLmMK A0 NALMEHTOB U MEANUMHCKMX paboTHUKOB);

(bYHKLMOHMPOBaTb B KaYecTBE eAMHOr0 KOHTAKTHOMO Nvua no dhapMakoHaa3opy Anst YNOSIHOMOYEHHbIX OpraHoB
rocylapCTB-4JIEHOB, a TaKkKe B KayecTBe KOHTaKTHOro nuua Ans MHCNeKUMin no dapmMakoHaasopy ¢ obecnevyeHnemM 24-
YacoBOro gocTyna.

2.16.4. YJ1® ocyuiecTBNAET KOHTPONb PYHKLUMOHMPOBAHUS BCEX acNeKTOB CUCTEMbI hapMaKkoHaa3opa, BKIo4vas
ee CMCTeMy KayecTBa (Hanpumep, CTaHOapTHbIE onepaLMOHHbIe Npoueaypbl, KOHTPaKTHbIE JOrOBOPEHHOCTU, onepaLmm
no 6ase AaHHbIX, BbIMNOMHEHNE TpeboBaHMIA CUCTEMBI KavyecTBa, cobniogeHne TpeboBaHu K NpeacTaBneHnio AaHHbIX B
YacTu MOSIHOTbI M CBOEBPEMEHHOCTU, NPEACTaBMEHMIO MEPUOANYECKMX OOHOBMSEMbIX OTYETOB MO 6Ge3onacHoOCTH,
oT4yeToB 006 ayamMtax U k oby4vyeHuto nepcoHana no dgapmakoHaasopy). YI1® pomkHo pacnonaraTb WMHopmaumen o
BanMaaumoHHOM cTatyce 0a3bl AaHHbIX HexenaTernbHbIX peakuMin Ha NeKkapCTBEHHble npenapartbl, BKM4Yas Bce
BbiSIBMEHHble B XOA4e Banujauun HeaoyeTbl U NPeanpuHATbie KoppekTupylwme aenctseud. YJIO Takke [OMKHO
pacnonaraTtbe MHdopMaLmen 060 BCEX CyLLECTBEHHbIX U3MEHEHUSIX, BHECEHHbIX B Ba3y AaHHbLIX (Hanpumep, N3MeHeHus,
KOTOpble MOryT OKa3aTb BNUSAHME Ha OEeATENbHOCTb MO hapMakoHaa3opy).

YN® moxeT penerMpoBaTb BbINOMHEHME cneuuMduyeckux 3afaHui nog cBouM HabnwgeHuwem nuuam ¢
COOTBETCTBYIOLLIEN KBandukaumen n obyyeHmemM, Hanpmmep, OCyLLECTBIIEHNE AEATENbHOCTM B KA4eCTBE 3KCNEPTOB MO
©e30MacHOCTM OMNpederieHHbIX FIeKapCTBEHHbIX NpenapaTtoB, npu ycnosuu, vto YI1® OymeT ocywlecTBnsiTb KOHTPOSb
(dYHKLUMOHMPOBaAHNA BCEW CUCTEMbI U npodunen 6e3onacHOCTU BCEX JeKapCTBEHHbIX MNpenapaTtoB. Takoe
JenernpoBaHme BbINONMHAEMbIX (PYHKLUA AOMKHO ObITh Haanexawmm obpa3om AOKYMEHTUPOBAHO.

2.17. Cneumndmyeckne npoLeccbl CUCTEMbI Ka4eCTBa Y AepxaTtenemn
perucTpaumnoHHbIX yaoctoeepeHui B Cotose

2.17.1. JepxaTtenb perncTpauuoHHbIX yaocToBepeHUn paspabaTbiBaeT JONONHUTENbBHbIE CleuuanbHble NPOoLECChl
CMCTEMbI Ka4yecTBa C LienbHo:

NpeacTaBnennst daHHbIX O HeXenaTernbHbIX peakuusix B 6asbl AaHHbIX rocydapcTB-yneHoB M Coto3a B CPOKM,
YCTaHOBMEHHbIE 3aKOHOAATENLCTBOM FOCYAAPCTB-YNEHOB, MEXAYHAPOOHbIMM OOroBOpaMmn U akTamu, COCTaBMSOLLMMU
npaeo Coto3a;

COXpaHeHus1 JOKYMEHTOB, B KOTOPbIX ONK1caHa cuctema papMakoHaa3opa, 40 Tex Mop, Noka CyLLeCTBYET CUCTEMa,
onucaHHasi B MacTep-doaine cuctembl (papmakoHagsopa, B TeYeHMe He MeHee 5 neT nocrne npekpalleHus ee
CYLLIECTBOBaHMS;

COXpaHeHusi AaHHbIX Mo dapMaKkoHaa30opy M AOKYMEHTOB, MMELWMUX OTHOLIEHWE K 3aperncTpyMpoBaHHbIM
nekapcTBeHHbIM rnpenapatam B TedeHue He MeHee 10 neT nocne npekpaweHus OelcTBUA YOOCTOBEPEHUN O
rocyaapCcTBEHHOW perncrpauum;

OBHOBNEHNA MHGOPMALMM O NEeKapCTBEHHbIX Mpenapatax COorfacHO MOCNEAHMM Hay4YHbIM 3HaHUSIM, BKIoYas
OLeHKy npochmnst 6e30MacHOCTM U COOTHOLLIEHME "NoMnb3a - pUcK”, a Takke pekoMeHZauMaM, pasMeLLeHHbIM Ha canTax
YMNONTHOMOYEHHBLIX OPraHOB rOCyAapCTB-YIEHOB B MHAOPMAaLMOHHO-TENEKOMMYHMKALMOHHON ceTn "UHTepHeT". C aTon
Luenblo gepXartenb pPerncrpauMoHHbIX YAOCTOBEPEHUN MOCTOSHHO MNPOBEPHAET CalTbl YMOMHOMOYEHHbLIX OpraHoB



roCyapCTB-YIEHOB HA HanuuMe COOTBETCTBYIOLUMX W3MEHEHW B oueHke npoduns 6e30nacHOCTU M COOTHOLLEHMS]
"nonb3a - puck", BKINOYasi U3MEHEHNA B peKOMeHAaUMsX Mo MEAULMHCKOMY NPUMEHEHNIO U UHblE Mepbl PETYNSATOPHOO
XapakTepa.

2.17.2. B TeuyeHue nepuoja XpaHeHUs [OOKYMEHTauuu aepxaTenu peructpaumoHHbIX YAOCTOBEPEHUN
obecneynBaloT BOCCTaHaABNMBAEMOCTb JOKYMEHTOB.

2.17.3. [OKYMEHTbl MOXHO XpaHUTb B 3MEKTPOHHOM opmaTe npu YCNoBUW Hagnexallen Banuvaauuu
3NEKTPOHHON CUCTEMBI N CYLLIECTBOBAHMS AOrOBOPEHHOCTEN NO 3alUMTEe CUCTEMbI, AOCTYNY U PE3EPBHOMY KOMUPOBAHUIO
OaHHbIX. B cnyyae nepeBoja LOOKYMEHTOB M3 OyMaXkHOro dpopmara B 3MEKTPOHHbIA MpoLecC nepeBoda AOIMKEH
rapaHTMpoBaTb COXpaHeHue Bcen nHdopmaumm B opurnHansHomM dopmare n obecneveHne coxpaHeHUsa YnTaeMocTm Ha
NPOTSHKEHUN BCETO BPEMEHWN XpPaHEHWsi CpeacTBaMU, UCMONb3yEMbIMU st XPaHEHUS.

2.17.4. B cny4ae norfoweHus apyron opraHmsauuen busHeca gepxatensi permcTpaumoHHbIX yOOCTOBEPEHUI BCe
OOKYMEHTbI JOSMKHBI ObITb NepefaHbl U COXpaHeHbI B MOMTHOM obbeMe.

2.18. TpeboBaHUs k cMCTEMe KadecTBa Npu aenernpoBaHnn
aepxarenem permcTpaunoHHbIX YA0CTOBEPEHNI BbINOMHAEMbIX
dYHKLUMI NO chapMakoHaasopy

2.18.1. OdepxaTenb perncrpauuoHHOrO yOOCTOBEPEHUS MOXET AenermpoBaTb BCe MMM YacTb CBOMX 3ajad Mo
dapmakoHasopy, Bkrtovast doyHkumm YI®, opyron opraHusauum nnm nuuy (€Crnv K TakoMy Ny MOryT ObITb NPUMEHEHDI
Takve xe TpeboBaHus, Kak K opraHu3aumu). Mpu 3TOM OTBETCTBEHHOCTb 3a BbLIMNOMHEHME 3adad M 006A3aHHOCTEN Mo
dapmakoHag3opy, obecnevyeHne kavyecTBa W LENOCTHOCTb CUCTEMbI (hapMakoHag3opa HeceT [fepXxaTenb
perncTpaumoHHOro yaoCTOBEPEHNS.

2.18.2. B cnyyae penernpoBaHus ornpefeneHHblX 3agad no dapmakoHaasopy AepXartenem peructpalMoHHOro
YOOCTOBEPEHNS APYro OpraHusaumm gepxaternb PerncTpaumMoHHOro YOOCTOBEPEHMSI HeceT OTBETCTBEHHOCTb 3a
npuMmeHeHne 3HEKTVBHON CUCTEMbI Ka4eCTBa UCMNONHEHNST JaHHbIX 3adad. TpeboBaHus K cucteme chapMmakoHagsopa,
onpegensemble Hagnexalwlen npakTUKon papmakoHaasopa, TakkKe MNPUMEHSIOTCA K APYron opraHusauuun, KOTOpou
JernernpoBaHbl 3agaqu.

2.18.3. lpwn pgenervpoBaHuM 3agjady Opyron opraHusaumm aepxatenb peruMcTpaumoHHOro YOOCTOBEPEHUS
obecneynBaeT nogpobHOe, YeTKoe W MOCTOAHHO OOHOBMSIEMOE [OKYMEHTanbHOe OQOPMIIEHNE KOHTPAKTHBIX
JOrOBOPEHHOCTEN Mexay AepxaTenem perncTpaumoHHOro yOoCTOBEpPEeHMS U APYron opraHvsaumen ¢ onuvcaHuem
JOrOBOPEHHOCTEN NO AenerMpoBaHHbIM 3ajavyaM U OTBETCTBEHHOCTU KaXaow M3 CTOpoH. OnucaHue genernpoBaHHOM
OEeATEenbHOCTU U (MNK) YCryr AOMMKHO ObITh BKNHOYEHO B MacTep-ann cucteMbl hapMakoHagaopa. [ipyras opraHusaums
MOXeT noABepraTbCs NPOBEPKaM Mo YCMOTPEHUIO YNONHOMOYEHHOTO OpraHa B COOTBETCTBYIOLLIEM rOCyAapCTBe-YreHe.

2.18.4. B uensx KOHTPONSA BbIMNOMHEHNS KOHTPaKTHbIX AOrOBOPEHHOCTEN MO (hapMakOHAL30py PEKOMEHAYETCS
BbIMOMTHEHME [epXaTeneM perncTpauuoHHOIO YOOCTOBEPEHUS PErynspHbIX ayauMTOB OpraHW3auui, KOTOpbIM Obinu
aenernpoBaHbl (OyHKLMM No dhapMakoHaa3opy.

2.19. Obwume 06sA3aHHOCTM NO hapMakoHaA30py B pamKax
MeXOyHapoaHbIX [OroBOPOB M akTOB, cocTaBnsowmx npaso Cotosa

2.19.1. YNonHOMOYeHHble OpraHbl FOCYAapCTB-YNIEHOB HECYT OTBETCTBEHHOCTb 3a BbIMOSIHEHME 3adady Mo
hapmakoHag3opy, BO3naraemblX Ha HUX 3aKOHOO4ATEeNbLCTBOM rocydapcTBa-yneHa, MeXayHapoAHbIMU OOoroBopaMu K
akTamu, cocTaenstowmmMn npaso Cotoza. C 3TOM Uenblo Kaxabld YNOMHOMOYEHHbI OpraH rocygapcTBa-yneHa
obecrneunBaeT (PYHKUMOHNPOBAHNE CUCTEMbl (hapMaKoHaa3opa, co3daeT M NMPUMEHSIET Hagnexalyl 3hdeKTUBHY
CUCTEeMy KayecTBa OCYLLECTBNAEMON AeATENbHOCTU Mo dhapMaKkoHaa3opy.

2.19.2. l'ocypapcTBa-yneHbl COTPYAHUYAIOT C Liefbio MOCTOSIHHOMO COBEPLLEHCTBOBaHNSA cucTeM dhapMakoHaa3opa
Mo OOCTWXKEHWUIO BbICOKMX CTAHAaApPTOB 3alUWTbl 340POBbS OOLLECTBEHHOCTU, BKMOYas UCMOfb3oBaHWe 0ObeAMHEHHbIX
pecypcoB B Liensix ONTUMM3aLMn UCNonNb3oBaHWUS UMeKoLLEeNncsa pecypcHon 6asbl B pamkax Cotrosa.

2.19.3. TocypapcTBa-uneHbl onpeaenstoT KOHTAKTHble TOYKM C Lenbl YrnpoleHUss B3auMOoOeUCTBUS
YNONTHOMOYEHHbIX OPraHoOB roCyfapCTB-YNIEHOB, Aep)XaTenew perncTtpaumoHHbiX YAOCTOBEPEHUN U nul,
npeacTaBnaoLWmMX MHpopmaumo no dhapmakoHaasopy.

2.20. PyHKUUM YNONTHOMOYEHHbBIX OPraHOB rOCYAapCTB-4S1EHOB

2.20.1. Kaxpoe rocyaapCTBO-YNeH [AOMMKHO Ha3Ha4yuTb YMNONHOMOYEHHbIA OpraH, OTBETCTBEHHbIA 3a
ocyllecTsreHve dapMakoHaasopa.

2.20.2. Kaxgbih ynornHOMOYEHHBIN OpraH rocygapcTBa-dfneHa AOMMKeH BHeApuUTb M obecneunTb addpekTuBHOE
PYHKUMOHNPOBaHUE cuCTEMbl (bapmMakoHag3opa NpW BbLIMOMHEHWM CBOUX 3adady M yvyacTum B OeATEenbHOCTU Mo
dapmakoHaasopy B pamkax Coto3a. B AaHHOM KOHTEKCTE YMOMHOMOYEHHBbIN OpraH rocyaapcTBa-yrieHa oTBedvaeT 3a



KOHTPOI1b 6e30MacHOCTM Kaxgoro NNIeKapCTBEHHOro npenapara, 3aperuMcTtpupoBaHHOINo Ha TeppuUTopuAax rocygapcrea-
4yneHa.

2.20.3. 3agaum 1 06s13aHHOCTU YNOJTHOMOYEHHbIX OpraHOB rocygapcTtB-4JieHOB MNo cbapmaKOHa,u,aopy BKITHOHAKT B
cebs COTPyOAHMNYECTBO nMNpu O6Hapy)K8HI/|l/I CurHanoB w”n rnpuMeHeHne wmMep MUHUMU3aAUUMUM pUCKa nNpu MNpUHATUN
COOTBETCTBYHOLLMNX peLueHMﬁ.

2.20.4. YNONHOMOYEHHbIE OpraHbl roCyAapCTB-YMIEHOB OTBEYaloT 3a MNPOBEPKY OCYLUECTBEHUSA OepXaTensmu
perncTpaumoHHbIX YAOCTOBEPEHU (hapMakoHaa3opa fekapCTBEHHbIX MpenapaTtoB Ha CBOeW TeppuTopuu, BKMO4Yas
BbINOMHEHWE MHCMNEKLMI cucTem hapmMakoHaasopa depXarenen pernctpaumoHHbIX yAOCTOBEPEHUN. YNONHOMOYEHHbIN
opraH Kaxgoro rocygapctBa-urnieHa obecneumBaeT MpeacTaBneHMe BCeX [AaHHbIX MO Kaxgowm w3 npoueayp Mo
dapmakoHaasopy B YMNOMHOMOYEHHbIE OpraHbl APYrUx rocygapCTB-YNeHOB B COOTBETCTBMM C 3aKOHOAATENbLCTBOM
rocydapcTBa-yrneHa, MexayHapoaHbIMKU JoroBopamu U aktamu, coctasnsowmnmm npaso Cotosa.

2.21. NnaHnpoBaHne roTOBHOCTM K hapMakoHaa3opy
NPV BO3HUKHOBEHWMW SKCTPEHHbIX CUTYaLMI
B 00LLECTBEHHOM 3[PaBOOXPaAHEHNM

2.21.1. Cuctembl chapmakoHaasopa gepaternen permcTtpaumoHHbIX YO4OCTOBEPEHMI U YNONTHOMOYEHHbBIX OpraHoB
rocyaapCTB-UNeHOB AOMKHbI ObiTb adanTUpOBaHbl K SKCTPEHHLIM CUTyaLMsIM B OOLLECTBEHHOM 34paBoOOXpaHeHuu. o
Mepe HeobxoaMMOCTU AOSMKHbI ObiTb pa3paboTaHbl NiaHbl FOTOBHOCTY.

OKCTpeHHas cuTyaumss B OOLLECTBEHHOM 3[4pPaBOOXPAHEHUWM MpeAcTaBnaer cobow yrpody 0obLIEeCTBEHHOMY
300pOBbIO, NpU3HaHHY0 BcemupHon opraHusauuen 3sgpaBooxpaHeHuss (BO3) nnbo ynonHOMOYEHHbIMW opraHamu
rocyfapCcTB-4neHoB.

TpebGoBaHuA capmakoHaasopa K 3KCTPEHHbIM CUTyaUMsAM B OOLLECTBEHHOM 34paBOOXPAHEHUM OLIeHWMBaKTCS
YNONMHOMOYEHHBLIMU OpraHamy rocyqapcTB-4neHOB Ha MHAMBMAOYyanbHoi ocHoee. O TpeGoBaHMaAX dhapMakoHadsopa
cooblaeTca OepxaTenam PerucTpaumoHHbIX YOOCTOBEPEHMn U 06LEeCTBEHHOCTU. YNOMHOMOYEHHbIE OpraHbl
rocydapCTB-4YSIEHOB NMyOnUKYHOT yBEAOMIIEHMS 06 SKCTPEHHBIX CUTYaLUsIX Ha CBOMX O(ULManbHbIX canTax.

3. MacTtep-thann cuctembl hapMmakoHagsopa
3.1. CTpyKTypbl 1 NpoLeCChbI

3.1.1. MacTtep-hann cuctembl apmakoHagsopa npegHasHadeH Onsi OnuMcaHusa cUCTeMbl dhapMakoHaasopa Wt
OOKYMEHTUPOBAHHOIO MNOATBEPXAEHWUSI €€ COOTBETCTBMS TpeboBaHMsIM 3akoHOogaTenbCTBa [OCYLapCTB-YIIEHOB,
MeXOyHapoOHbIX 4OroBOPOB M aKTOB, cocTaBnswwmx npaso Coto3a. MacTep-cann nossonseT Hagnexawmum obpasom
OCYLLECTBUTb MMaHMpOBaHWE W NpOBeOEeHWe ayauTOB cCuUCTeMbl hapmakoHaz3opa Aepxatenem pernctpauuoHHOro
YAOCTOBEPEHUS, a TaKkKe UHCMEKTUPOBAHUIM YNOTHOMOYEHHbLIMW OpraHamMu rocygapcTB-dneHoB. MacTep-tann BknodaeT
B cebs 0b630op cuctembl hapmakoHaasopa gepXaTens perncrpauvmoHHOro yAoCTOBEPEHUs, YTO MO3BONAET caenartb ee
OOLLYIH0 OUEHKY YMONIHOMOYEHHBbIMWM OpraHamn rOCYy4apCTB-YNIEHOB HA PErMcTpauMoOHHOM W MOCTPErMCTPaLNOHHOM
aTanax.

3.1.2. CocrtaBneHue mactep-channa um akTyanusauus uHdopmauuu, coaepxallencss B HeM, MNo3BONST
Jepxxartento permcTpaumoHHOro yaooCTOBEPEHUS N YNONMHOMOYEHHOMY NuLy No dhapMakoHaa3opy:

y6e,D,VITbCH B TOM, 4TO cCuctema cbapmaKOHap,sopa BHeApeHa cornacHo TpeGOBaHVIﬂM 3aKoHOoOaTerbCTBa
rocygapcCrtB-41€HOB, MeXOyHapOoOHbIX 4O0roBOPOB N aKTOB, COCTaBNAKLWNX NpaBo Coto3a;

noaTBepanTb COOTBETCTBME CUCTEMBbI ﬂ,el;ICTBYIOLLl,I/IM Tpe6OBaHMﬂM;
nony4ynTb VIH(bOpMaLI,VIlO 0 HegocTaTKkax CUCTEMbI UNK BbISIBUTbL HecobntogeHne Tpe6OBaHI/Il7I;

nonyynTb I/IHq)OpMaLI,VII'O O puckax wunm Head)d)eKTVIBHOCTVI BbIMOJIHEHNA OnpenerieHHbIX Hal'lpaBﬂeHl/IIZ
AeATernbHOCTN No (bapmaKOHap,sopy.

3.1.3. Wcnonb3oBaHne wmacTep-gpanna cnocobCTByeT oNTUMU3auMM Mpouecca Haanexalwero ynpaBneHus
CUCTEMON, a TaKKe COBEPLUEHCTBOBAHWSA cUCTEMbl (hapmakoHaasopa. TpebGoBaHuMsi K NpeacTaBreHUO KpaTKoro
onucaHus cucteMbl hapMakoHaa3opa Aepxartens permcTpaumoHHOro yaooctoBepeHus B hopme mactep-panna, a takke
XPOHOMOrMst BHECEHNSA COOTBETCTBYHOLLMM OPraHOM M3MEHEHUIN obnervyaroT nnaHnpoBaHue n acpdekTnBHoOe NpoBegeHne
YMNONTHOMOYEHHbLIMW OpraHaMm rocyaapCTB-4SIEHOB MHCNEKUMIA HAa OCHOBaHUM METoAa OLEHKN PUCKOB.

3.2. Peructpauusa n nogaepxaHue mactep-ganna

3.2.1. MecToHaxoxaeHue.

MacTep-thann cuctembl hapmakoHag3opa AOIMKEH HaxXoOUTbCA Ha TEPPUTOPUSX FOCYAapCTB-YreHOB, NMOO B



MeCTe BbIMNOSTHEHUS OCHOBHOW OE€ATENbHOCTU MO hapmakoHaasopy, NMnMbo B MecTe, B KOTOPOM KBanuduunpoBaHHOE
NMUO OTBEYaeT 3a OCYLUEeCTBMEHME hapMakoHag3opa, He3aBuMCMMO OT dopmarta (OymMaHbI WM 3MNEKTPOHHBIN).
YNONHOMOYEHHbIN OpraH rocyfapcTea-uneHa gomkeH 6blTb NPOMHAOPMUMPOBaH O MEeCTe pacnonoXeHus mactep-canna,
a Takke JOIMPKEeH HesamennuTenbHO MHAOPMMPOBATLCA O NIOObLIX M3MEHEHMAX MEeCTa ero pacrnonoxeHus. Tpebyemas
MHpopMaLmst NO PacnoNoXeHUI0 MacTep-danna BKIo4aeT B cebs ykasaHne Ha MecToHaxoxaeHue (agpec) aepxarens
pPErncTpaumoHHOrO yaoCTOBEPEHUS UNN TPETLEN CTOPOHLI MO COrnawleHnto. OTOT aapec MOXET OTNMYaTbCcsa OT agpeca
3as8BUTENA UK AepXaTensi PerMcTpaumoHHONo yAOCTOBEPEHUS, HAaMpUMep, B Cnydae ykasaHus agpeca apyroro ocvca
Jepxarens perucTpaLmMoHHOro yaoCTOBEPEHUS N B CriyYyae BbINOMHEHWUS OCHOBHOW AeATENbHOCTU TPeTben CTOPOHOMN
no cornawenuto. Npun onpegeneHnn 0OCHOBHOrO MeCcTa OCYLLECTBMEHUS OEeATENbHOCTU No hapMakoHaA30py AepKaTternb
PErncTpaumMoHHOIO yAOCTOBEPEHNS] LOIDKEH YUNTLIBATbL HAUIyyllee MECTOHaxXOXAeHMEe AN cuctemMbl bapMakoHag3opa
B uenom. [lepxxatenb perucTpaumMoHHbIX YAOCTOBEPEHN OOIMKEH MMETb COOTBETCTBYIOLLEE 0O00CHOBaHNE NSl MPUHATUSA
peLleHns O pacnonoXeHun macrep-danna. B cutyauum, korga ocCHOBHasA AeATeNbHOCTb OCYLLECTBMASETCA 3a Npeaenamu
Coto3a nnun HeEBO3MOXHO ONpPeAEnUTb OCHOBHOE MECTOHAxXOoXAeHMe, MO YMONYaHUI0 MECTOHaXOXAeHeM MacTep-tanna
SABNSAETCA MECTO OCYLLECTBNEHNSA AeATENBHOCTM YNOTHOMOYEHHOro Nuua no dapmMakoHaa3opy.

3.2.2. MNepepnayva 0bazaHHOCTEN NO MacTep-canny cuctemMsl hapmakoHagsopa.

3.2.2.1. TMepepavyy wunu pgenerMpoBaHne 0683aHHOCTEN M AEATENbHOCTM MO MacTep-canny cucTembl
¢apmakoHaa3opa HeobxoauMo ohOpPMNATE JOKYMEHTAlbHO M KOHTPONMPOBATL C LENbi NOATBEPKAEHUS BbINOMHEHWS
aepxatenem permcTpauMoHHbIX yOOCTOBEPEHWUA CBOMX 06si3aHHOCTEN. YNOMHOMOYEHHOe Nuuo Mno dhapmakoHag3opy
OOIMKHO B6bITb MPOMHAOPMUPOBAHO 06 M3MEHEHUSIX, BHOCMMbIX B MacTep-dann cuctemMbl papmMakoHaas3opa B Lensx
BbIMOMTHEHMS MM MOSIHOMOYMIA MO BHECEHUIO U3MEHEHUI C LIENIbl0 COBEPLUEHCTBOBAHNS CUCTEMbI. TUMbl U3MEHEHUIA, O
KOTOpbIX crefyeT HesaMeanuTernsHO MHPOPMUPOBAaTL YNOMHOMOYEHHOE NULIO No hapMakoHaa3opy:

N3MEHEeHnA, BHOCUMbIE B MaCTep-cban CUCTEMDI cbapmaKOHap,sopa, nnn n3MeHeHme ero MeCTOoHaxoXaeHwuA,
cBegeHNA O KOTOPbIX OOITXHblI coobuiaTbcs B YNONMHOMOYEHHbIE OpraHbl rocyaapCTB-4I1€HOB;

fobaBrneHve KoOppekTUpylWwux u (Mnu) npeaynpeavTenbHbiX MeponpusaTMA B MacTep-dann cucTemsl
hapmakoHagsopa (Hanpumep, No pesynsratam NPoBeAeHVs ayOuToB M UHCMEKUMIA) U ynpaBrneHue OTKINOHEHUAMU OT
MPOLECCOB, YKasaHHbIX B CUCTEME YNpaBneHns Ka4eCTBOM CUcTeMbl papMakoHaa3opa;

N3MEHEHUSI, BHOCUMbIE B coAepxallytocs B MacTep-channe MHgpopmMauuto, KOTopble YOOBMETBOPSIOT KPpUTEPUSIM
Hagnexalwero KOHTpONs cucTteMbl apMakoHag3opa (B pamMKax MOLHOCTU CUCTEMbl, (OYHKUMOHUPOBAHUS W
cobntofgeHus TpeboBaHnin);

NU3MEHEHNA YCTaHOBMEHHOW [OrOBOPEHHOCTVM O npeacTaBneHun macTtep-thanna cuctembl (papmakoHagsopa B
YMONTHOMOYEHHbIE OpraHbl rOCyAapCTB-YIEHOB.

3.2.2.2. YNONMHOMOYEHHOE nMUOo Nno apmMakoHaA30py [AOOMMKHO B MUCbMEHHOM BuAe MNoATBEpOuTb €ro
yBeOOMIEeHME B OTHOLLEHUN CNEAYOWNX U3MEHEHNIA:

BKJIIOYEHME NEeKapCTBEHHbIX NMpenapaTtoB B cucTeMy dhapMakoHaz3opa, 3a KOTOpPYH OTBeYaeT YMNOofIHOMOYEHHoe
nvuo no dhapmakoHaasopy;

nepegaya oba3aHHOCTEN No cucteme hapmakoHag3opa ynonHOMOYEHHOMY nyy Mo hapmMakoHag3opy.
3.3. OnucaHue cuctem cdapmakoHagsopa

B mactep-chaiine cuctembl bapMakoHag3opa AormkHa ObiTb onucaHa cuctemMa dapmakoHagsopa 1 unum 6onee
NEeKapCTBEHHbIX MpenapaToB AepXaTens perncrpauuoHHbIX yaocToBepeHuin. K pasHbiM KaTeropysm JeKapCTBEHHbIX
npenapaTtoB AepxaTefb PerucTpauuoHHbIX YOOCTOBEPEHUN MOXET MPUMEHSITb pasHble CUCTeMbl (bapMakoHaasopa.
Kaxxgaa Takas cuctema gormkHa ObiTe onncaHa B OTAENbHOM MacTep-ganne cucteMbl hapmakoHazsopa. AT mactep-
dannbl OOMKHbI B LIENTOM OXBaTbiBaTb BCE JIEKAPCTBEHHbLIE MpenapaTthl AepXaTensa perucTpaumoHHbIX YOO0CTOBEPEHWMN,
Ha KOTOpble BblJAHO YOOCTOBEPEHME O rOCY4apCTBEHHON permcTpaumm.

B cnyyae ecnu y [gepxartens perucTpauMOHHbIX YOOCTOBEPEHWU (YHKUMOHUpYyeT Gonee yem 1 cucTema
(hapmakoHagsopa, HanpuMep, cneuuduryeckue cucteMbl hapmakoHagsopa Afsi onpeaerieHHbIX BUOOB NeKapCTBEHHbIX
npenapaTtoB (BaKUMHbI, CaHUTApPHO-TUIMEHMYecKass NpoaykumMs W T.A.) WM cucTema dapmakoHaasopa OxBaTbiBaeT
nekapcTBeHHble Npenapatbl 6onee 1 gepxatens pervcTpauMoHHbIX YA0CTOBEepPeHun, npeacraenseTcs 1 macTep-caiin
cucTeMbl hapmMakoHaa3opa, ONUCLIBAIOLLIMIA KaXXOyto CUCTEMY.

Oepxatenem perncTpaumMoHHOro yOOCTOBEPEHUS [OOMKHO OblTb Ha3HAYeHO YMONIHOMOYEHHOE fULUOo Mo
dapmakoHaa30py, OTBETCTBEHHOE 3a CO34aHME W BeAEeHMEe CUMCTEMbl hapMakoHaz30pa, ONMCaHHOW B MacTep-ganne
cuctembl hapmakoHagsopa.

Ecnun 1 cuctema cbapmakoHag3opa UCNONb3yeTCA HECKOMNBbKUMM AepXKaTenaMmn permcTpaunoHHbIX yaOCTOBEPEHUN,
Kaxabl aep)kaTenb PernctpaumoHHbIX yOOCTOBEPEHUI HECEeT OTBETCTBEHHOCTb 3a Hanuyue macTtep-hanna cuctembl
dapmakoHaz3opa, B KOTOPOM oOfMcaHa cuctema apmakoHag3opa BbilMyckaemMon um npogykuumn. [epxartenb



perncTpaumnoHHOro YOOCTOBEPEHMS MOXET OEenermpoBaTtb Yepe3 MMCbMEHHOEe cornalleHue (Hanpumep, naptHepy no
NUUEH3NM Unn cybnoapsigumky) YacTb AeATENbHOCTU UMW BCHO OeATEeNnbHOCTb Mo dapMakoHaa3opy, 3a Hagrexailee
BbINOMHEHNE KOTOPOW HEeCeT OTBETCTBEHHOCTb AepXaTenb perncTpaumoHHOro yaoctosepeHus. B atom cnyyae macrtep-
dann cuctembl hapmMakoHaa3opa Aepxarensa perucTpaLmMoHHOrO YAOCTOBEPEHNST MOXET UMETb NEPEKPECTHYIO CCbINKY
Ha macTep-hann nnn Ha YyacTb Mactep-ganna cucTtemsl papMakoHag3opa, ynpaBnsieMoro CUCTEMON CTOPOHbI, KOTOPOW
Oblna genervpoBaHa AeATENbHOCTb HAa OCHOBaHUWM COMMAallEHWss O AOCTYNe K OAaHHOW WMHGOPMauMM CO CTOPOHBI
aepxaTtenss perncTpauMoHHOro YA4OCTOBEPEHMS U YMOMHOMOYEHHbLIX OPraHoOB rOCYAapCTB-4YNieHOB. [epxartenb
PErMcTpauLmnoHHOro YAOCTOBEPEHUS [OOMKEH 00ecneynTb COOTBETCTBUE COAEpPXKaHMS CCbINOYHbIX (halnoB cucteme
dapmakoHa3opa, NPUMEHUMOM K NleKapCTBEHHOMY npenapary.

B cooTBeTCTBYIOLWMX CryYasX B NpUroXeHUM ykasblBaeTca nepeveHb Mactep-annoB cMcteMbl hapmMakoHaasopa,
nogaepXvBaembix OOHVM AepKaTeneMm perncrpauuoHHbIX yaocToBepeHui. B npunaraemyto nHcdopmaumio BKNOYaTes
OaHHble 0O MECTOHaXOXAEeHUN MacTep-arnos, nHopmaunsa 0b YI1® n cooTBeTCTBYHOLWMNX NEKAapCTBEHHbIX Npenaparax.

B kpaTtkon wHopmauumn, npenctaBngemMon B YNOMHOMOYEHHbLIE OpraHbl roCy4apCTB-YIEHOB, HE MOXET ObITb
yKa3aHO HEeCKOSbKO MECT HaxOoX4eHUs ogHoro Mactep-canna cuctemMbl oapMakoHagaopa.

Mpu penervpoBaHMM [JeATeNbLHOCTM MO cuUcTemMe dapmakoHags3opa W ee MacTep-thanny gepxatenb
perncTpaLmMoHHOro yaooCTOBEPEHUs HeceT OTBETCTBEHHOCTb 3a cucteMy dapmakoHagsopa, npeacTaBneHue
MHOpMaLUM O pacnonoxeHun macrtep-canna cuctembl hapmakoHaasopa, BefeHWM MacTep-channa cuctembl
hapmakoHaasopa M ero NPeacTtaBneHUn B YNOMHOMOYEHHbIE OpraHbl roCyAapcTB-YNEeHOB MO 3anpocy. B Hanuumum
OOMXKHbl ObITb MUCbMEHHbIE COrnalleHuss C onucaHveM QyHKuun 1M obssaHHOCTeW MNo MacTep-ganny cucTembl
hapmakoHagsopa, ero npeacTaBneHnio 1 NOAAePXKaHuIo, a Takke OCyLLEeCTBNeHno dhapMakoHaasopa.

Mpn ncnonb3oBaHUU cuCTEMbl hapMakoHaA30pa HECKONbKUMMK AepXKaTensamMn perncTpaunoHHbIX yO0CTOBEPEHUN
pekomeHayeTcs, 4YTobbl MapTHepbl corfacoBany COBMECTHOE BedeHMe COOTBETCTBYIOLUMX pa3genoB B pamMKax CBOUX
macTtep-cannoe B cucteme. O [OCTYMHOCTM MacTep-danna cucteMbl dapmakoHagsopa Ans gepxaTenen
pPervcTpaLmoHHbIX YOOCTOBEPEHUI N €r0 NPEACTaBNEHUN B YNONMHOMOYEHHbIE OpraHbl rOCY4apCTB-YIIEHOB AOIMKHO ObITb
yKasaHO B NUCbMEHHbIX cornalleHmsax. BaxHo, 4Tobbl Aepxatenb perncTpaumoHHbIX YOAOCTOBEPEHUI yoeauncs B ToMm,
4YTO cuctema hapmakoHaa3opa, pacnpocTpaHseMasi Ha UX NPoAYKLM0, COOTBETCTBYET HEOOX0AUMbIM TpeboBaHMAM.

3.4. ObsaAsarenbHas uHopmaunsa B mactep-carne
cucteMbl thapmakoHagsopa

MacTep-thann cuctembl apmakoHag3opa AOMKEH BKNo4YaTb B cebA OOKYMEHTbl C OMMCaHMEM CUCTEMBbI
dapmakoHaasopa. CopepxaHue MacTep-anna cucteMbl apMakoHag3opa [JOJDKHO OTpaxaTb LOCTYMHOCTb
nHdopmaumm no 6e3onacHoOCTN NeKapCTBEHHbIX NPEnapaToB, 3aperncTpMpoBaHHbLIX B rocygapcTBax-yneHax. Mactep-
dann SOormKeH MMETb OrnasneHne ¢ Lernbio obecneyeHns BO3MOXHOCTU OPUEHTUPOBAHUSA B OKYMEHTE.

3.4.1. Pasgen macrtep-canna o6 YJ1d.
MHdopmaums o6 YIP B macTep-danne gormkHa BKoYaTb B cebsi:

onucaHne obs3aHHOCTEN, rapaHTupyrowmx Hanum4ume y Yo COOTBETCTBYHOLLMNX NOSTHOMOYMA MO CUCTeEME
cbapmaKOHa,u,aopa C uenbio obecneyeHnsi, COOENCTBMS U NOBbILLEHUS YPOBHA COOTBETCTBUA TpeGOBaHMHM;

KpaTKoe pe3tomMe C OCHOBHOW UHdopMauuen o ponu YIe;

KOHTaKTHyt0 MHdopMaumtio o6 YJIO, koTtopas gormkHa BKIvaTb B cebs dammnumio, NoyToBLIM agpec, Homepa
TenedoHa, dakca, 3NEeKTPOHHYIO NOYTY 1 pabouunn agpec;

WHOopMaLMI0 O NPUMEHEHUN pe3epBHLIX cornaweHun B cnyyae otcytcteusa YII®. B cnyyae genervpoBaHus
onpegeneHHbix 3agady YJI® MHOMY WCMONHWUTEMNO NEepevYeHb LEeNnervMpoBaHHbIX 3adad [AOMmKkeH OblTb BKMKYEH B
NPUNOXeEHNs1 C yKkazaHMeM ONucaHusa AenerMpoBaHHON AeATENbHOCTU U NUL, KOTOPbLIM OHa Gblna AenermpoBaHa;

onucaHuwe keanudukaumm n onsita YJ10, nmetoLmx oTHOLLEHWE K AeATEeNbHOCTN MO dhapMakoHaa3opy.
3.4.2. Pasgen macrtep-anina 06 opraHn3aLoHHON CTPYKTYpe AepKaTerns permcTpauMoHHOro yA0CTOBEPEHNS.

3.4.2.1. HeobxoanmmMo npeAacTaBUTb OMMCAHUE OpraHM3aLUOHHOM CTPYKTYpbl COOTBETCTBYIOLLEN CUCTEMDI
hapmakoHaz3opa Aepartensi permcTpaunoHHoro ygoctoseperms. OnucaHne JOMmKHO AaBaTb YeTKoe npeacTaBreHme o
3a[1eCTBOBaHHbIX OpraHm3aunsix, OCHOBHbIX CTPYKTYPHbIX NogpasfaeneHusx, 3aHuMarowmuxcs apmakoHag3opom, M
B3aUMOOTHOLUEHUNAX MeXQy OpraHuMsauuMsMm U CTPYKTYPHbIMU NoAapasfeneHusMu, MMELWmMMn OTHOLWEeHUE K
BbIMOSIHEHNIO OEATENbHOCTU MO hapmakoHags3opy. B mactep-canne cuctembl apmakoHazsopa [ormkHa ObiTb
npegcraeneHa crnegyowas tHpopmauus:

opraHusauMoHHast CTPYKTypa aepxaTernsi perMcTpalnoHHOMo yAOCTOBEPEHUS, BKIoYas yKkasaHue nonoxeHus Yo
B OpraHusauuu;



agpec MecTa HaxoXOaeHUsl, MO KOTOPOMY OCYLLECTBISIETCS OeATeNbHOCTb Mo papmMakoHaa3opy, Bkhoyas cbop u
OLIeHKY MHAOMBUAYanNbHbLIX COOBLLEHUIA O HeXXenaTerbHbIX peakuusix, BBog cooblueHui B 6asy AaHHbIX Mo 6e30nacHoCTH,
MoAroToBKY Nnepuoanyeckoro 0GHOBNSIEMOro oT4eTa no 6e30nacHoOCTy, BbISIBIEHWE U aHann3 cMrHanos, BeeHue nnaHos
ynpaBneHns puckamu, ynpasneHue NpoBedeHVEM MpedperncTpaumoHHbIX U MOCTPErMcTPaLMOHHBLIX UCCNEeaoBaHuin 1
ynpasrieHne N3MeHeHUsIMU, BHOCMMbIMU B MHGOpMaLuto no 6e30nacHOCTM NiekapCTBEHHOO npernapara.

3.4.2.2. Paspgen mactep-carnna o geatenbHocTu no hapmakoHag3opy, nepesaBaemMon Ha ayTCOPCUHT.

3.4.2.2.1. MacTtep-thavin cuctembl papMakoHag3opa OOSMKEH coaepxaTb OonucaHue AesTenbHOCTU U (Mnun) yenyr
Mo BbINOMHEHMI0 06A3aTeNbCTB N0 hapMakoHaA30py, NepefaHHbIX Ha ayTCOPCUHT.

3.4.2.2.2. WHdopmauus B pasgene [ONXKHA coaepxaTb NOATBEPXAEHME B3auMMOCBA3W C APYrMMu
OpraHM3auMOHHbIMU CTPYKTypamMu (Hanpumep, corfnalieHne O COBMECTHOM MapKETUHre JieKapCTBEHHOro npenapara,
cornalweHne O BLINOMIHEHMM [OEeATEeNbHOCTU Mo hapMakoHag3opy noapsgvYMkaMy, a Takke WHble KOMMep4eckue
cormnatueHus). Heobxoanmo ykasaTb MECTOHaXOXAEeHMe M onucatb CUCTEMY MMEIOLLUXCSA COrMalleHuin O AeATenbHOCTU
no cbapmakoHaa3opy, nepefaBaeMon Ha ayTCopcuHr. OnncaHme cucTembl cornalleHnin MoxeT ObiTb COCTaBnNeHO B BUAe
nepeydHst unu tabnuupl. MNpyn onucaHun cucTemsl cornalleHnin B Buae tabnuubl NpUBOAATCA cBeAeHUs 00 y4acTBYOLLMX
CTOPOHax, NPUHSATBLIX 00s13aTenbCTBaxX, JIEKAPCTBEHHbIX Mpenapatax Mo KOTOPbIM OCYLLECTBNSETCS hapMaKkoHaa30p U
TEPPUTOPUSIX FOCYAapPCTB-YSIEHOB, Ha KOTOPbIX OCYLLECTBISieTCA papmakoHaasop. [pu onncaHnm cnucTembl cornawleHumn
B BWAE MEPEYHs ero CTPYKTYpUpYyKT MO BMAAM MWCMOMNb3yeMblX YCNyr (Hanpumep, npeacTaBfeHne MeguuUMHCKON
WHpopmaumn, ayauTopckme ycnyrn, obecnedeHne nporpamMm nOOOEPXKM MNauMeHToB, obpaboTka AaHHbIX 06
NUccneaoBaHuUax), BMAaM KOMMEPYECKMX COrnalleHun (cornaweHve o AUCTpUOBbIOLMU NEKapCTBEHHbIX Npenaparos,
cornaleHne 0 COBMECTHOM MAapKETUHre, COrMnalleHMe O COBMECTHbIX MpaBax Ha pPerncrpaumoHHOE yAOCTOBEPEHME, U
T.0.) U BUOAM TEXHMYECKOro obecneyeHnss 4eaTenbHOCTN No hapMakoHaa30py (pa3melleHne KOMMbITEPHbLIX CUCTEM Ha
cepBepax MnpoBaWgepa, apxvMBMPOBaHWE W XpaHEHWe [AaHHbIX Mo dapMakoHags3opy M T.4.). Konunm oTaenbHbIX
cornalwleHn npeacTaBnsiloTCs MO 3anpocy YMONHOMOYEHHbIX OPraHoOB rOCyAapCTB-YNEHOB UMW B XOA4e NpoBefeHus
WHCNEeKUMM 1 ayguTa, NX nepedeHb NpuBoaUTCS B NPUITOXKEHUSAX.

3.4.2.2.3. Mactep-thann cucteMbl hapmMakoHaasopa LOMMKEH COAepXaTb KONUW MOAMUCaHHbIX CcornalleHui o
TaKoW 3Ha4YMMOM AeATENbHOCTU, NepefaHHON Ha ayTCOPCUHT, Kak:

okasaHue ycnyr no dapmakoHaasopy (ynonHOMOYEHHOoe nuuo No dapMakoHaasopy, BBOA AaHHbLIX MO
6e30nacHOCTY, MOAroTOBKAa NepMoanYeckoro 06HOBNSEMOro oTyeTa no 6e3onacHoOCTU, NpeacTaBneHne MHAMBUaYyanbHbIX
COOOBLLEHWNI O HEXenaTemnbHbIX PeakLUsaX B 3MEeKTPOHHOM BuAe, OLeHKa AaHHbIX No GesonacHocTu 1 T.4.);

JenermposaHue AeaTernbHOCTM N0 MacTep-ganny cucteMbl hapMakoHaasopa.
3.4.3. Pasgen mactep-carina 06 MCTOYHMKAX NONyYeHUss AaHHbIX No 6e3onacHoCTu.

3.4.3.1. OnucaHne OCHOBHbLIX OTAENOB, Kacawwwmxca cbopa uHAMBUAOYaAlbHbLIX COOBLUEHWIA O HexenaTenbHbIX
peakumsix, OOMKHO BKIHOYaTb B cebs BCE CTOPOHbI, OTBETCTBEHHbLIE 3@ COOP COOGLLEHMI, NOnyYaeMbiX MO 3anpocy, U
CMOHTAHHbLIX COOOLEHUA O HeXenaTemnbHbIX peakuusix Ha JieKapCTBEHHbIE Mpenaparbl, 3aperncTpupoBaHHbIE Ha
TEppUTOPMAX FOCygapCTB-YneHoB. B onucaHne [omkHbI ObiTb BKMAKOYEHbl MEecTa HaxoXOeHUs MeAULUHCKOM
MHopmaumn, a Takke govepHue oduchkl opraHMsauuun. 3ta HopMaumsi MOXeT OblTb CcOocTaBrieHa B hopme crnmcka ¢
yKasaHueM rocyfapcTtBa, Xxapakrtepa AesaTenbHOCTU U NleKapCTBEHHbIX NpenapaToB (ecnv AaHHas AeATenbHOCTb 3aBUCUT
OT BMAa nekapcTBeHHOro npenaparta). WHdopmauusa O TpeTbux CTOpOHax (napTtHepax no fUUEH3WMUM, MECTHbIM
ONCTPUBBLIOTOPCKUM UITM MapKETMHIOBLIM COrMaLLEeHNAM) Takke BKITHOYAEeTCs B pa3ger, B KOTOPOM ONMUCaHbl COrnalleHust.

3.4.3.2. NCTOYHUKM wuHpopmaumm no 6e30nacHOCTM Takke [OOSMKHblI BKMOYaTb B ce0s CMMCOK TeKyLuX
nccrnegoBaHviA, perMcTpoB, NporpamMmm MOAAEPXKKMA MIM HaONIAEHUN, CMOHCMPYEMbIX AepKaTenem pernctpauyMoHHOro
yooctoBepeHus. B cnucke gormkeH ObITb onmcaH (Ha MMPOBOM YPOBHE) CTaTyC KaXXA4oro MCCneaoBaHMs Unm nporpaMmmel,
COOTBETCTBYIOLLEE TOCYAApPCTBO, JlEKApPCTBEHHbIE Npenapatbl U OCHOBHble LeNnu. MHTepBEHUMWOHHbIE U
HEMHTEPBEHLMOHHbIE MUCCreaoBaHUA LOSMKHbI OblTb ykasaHbl MO OTAENbHOCTM COrMAacHO OEWCTBYIOLLEMY BELLECTBY
NeKapCTBEHHbIX npenapaTtoB. CnNMCOK OOMKEH COAepXaTb BCE WUCCreLoBaHWsl (NporpaMmbl), TEKYLIME UCCreaoBaHUSA
(nporpammbl), a Takke uccneaoBaHus (NporpaMmbl), 3aBepLUEHHbIE B TEYEHME NOCNeqHUX 2 feT.

3.4.4. Pasgen macTtep-carina 0 KOMNbOTEPHbBIX CUCTEMAX M Ba3ax OaHHbIX.

3.4.4.1. B macTep-tharnine cuctembl hapmakoHagsopa AOMKHO BblTb ONMCaHO pacnonoxeHune, yHKLMOHabHbIe
BO3MOXHOCTW M 3KCMnyaTauMoOHHas OTBETCTBEHHOCTb 3@ KOMMbIOTEPHbIE CUCTEMbI U Basbl AaHHbIX, UCNONb3yeMble AN
nony4veHus, Bepudukauum, npeacrasneHms nHoopmaumum no 6e3onacHOCT! U OLEHKM ee COOTBETCTBUSA MOCTaBMEHHbIM
3agadam.

3.4.4.2. B cnyyae vcnomnb3oBaHusA psiaa KOMMbIOTEPHbIX CUCTEM unv 6a3 AaHHbIX OOMKHa ObiTb onucaHa ux
NMPUMEHUMOCTb K AeATeNnbHOCTU No dhapMaKoHaa30py Takum 06pa3oM, Y4ToObl Obin NOHATEH 06bEM KOMMbOTEPM3ALIMN B
pamkax cucteMbl papmakoHagsopa. Kpome TOro, AoOmkHbl OblTb OMNMCaHbl CTaTyCc BanvaauMu OCHOBHbLIX acreKkToB
YHKUMOHAMNbHbBIX BO3MOXHOCTEW KOMMbLIOTEPHOW CUCTEMbl, @ TakkKe CMeHa KOHTPONd, CTPYKTypa MWCMbITaHWMN,
pesepBHble Npoueaypbl W apxumBbl 3MNEKTPOHHbLIX AaHHbIX, HeobxoAaumble Ansa cobnwgeHus TpeboBaHui



cbapmaKOHap,sopa, N nMmerwanaca goKyMmeHTauua. YTo Kacaetcsa cuctem Ha 6yMa)KHbIX HOCUTENAX (KOI',CI,a QIIEKTPOHHadA
cuctema WuUCNONb3yeTcAa TONMbKO AO5A CPOYHOro npeacrtaBleHna mHamBuayaribHbIX COoOOLLEHUN O HexenaTernbHbIX
peaKLu/mx), HeobxoQMmo onucaTtb ynpaeneHne gaHHbIMU, MeXaHU3Mbl, UCMOJIb3yeMble ONA obecnevyeHnst LENOCTHOCTU U
0ocTyna K AaHHbIM.

3.4.5 Pasgen mactep-chaina o npoueccax.

3.4.5.1. BaxHbIM KOMMOHEHTOM CUCTEMbI (hapMakoHaasopa SBMSETCA HanMune Ha MecTe OCYLLECTBIEeHUs
OeATenbHOCTM CTaHOapTHbIX npouedyp B nNucbMeHHon ¢dopme. B nogpasgenax 2.6, 2.9 - 2.12 Hactosawwmx [Mpasun
onucaH Tpebyembll MUHMManbHbIN HaAboOp NUCbMEHHbIX Mpouedyp ¢apmakoHagsopa. B mactep-channe cuctembl
hapmakoHagsopa AOmkHa ObiTb onMcaHa uMerolascs npoueaypHas AOKyMeHTauus (CCbIMIKM Ha KOHKPETHble
CTaHOapTHble oOnepauWoHHble npoueaypbl, PYKOBOACTBA W T.A.), TWMbl AaHHbIX (Hanpumep, TN AaHHbIX 06
MHAMBMAYarnbHbIX CNy4Yasx HeXenaTernbHbIX peakuui) M crnocob BedeHWs 3anucen (Hanpumep, 6asa AaHHbIX MO
6esonacHocTu, bymaxHble annbl B MeCTe NornyyYeHus).

3.4.5.2. B macrtep-thann cucteMbl hapmakoHaa3opa OOMKHO ObiTb BKMKOYEHO OMUCaHWe MpPOLEeccoB, Npouenyp
O6pa6OTKI/I n permcTpaumm aaHHbIX npu BbINOJIHEHUU OeATEeNIbHOCTU Mo ¢)ap|v|a|<0Hap,30py, KOTOpbl€ OOJKHbI BKMO4YaTb B
cebs crnepnytowme acnekTbl:

MOCTOSIHHBLIN MOHWUTOPUHI COOTHOLLEHWUS "Momnb3a - PUCK" NeKapCTBEHHOro npernapara, pesynstaT OUEHKU U
MPOLIECC MPUHATUS PeLLUeHUs O COOTBETCTBYIOLLMX Mepax, NpoLecC reHepupoBaHus, BepudmnKaLmm 1 OLEHKN CUrHanos,
nony4eHne BbIXOOHbIX AaHHbIX U3 6a3 AaHHbIX Mo 6e30nacHOCTN, 0OMEH AaHHbIMU C KITMHUYECKMMMW OTAeNaMm u T.4.;

cucTema ynpasrieHUsi pUcKaMu 1 MOHUTOPVHI Pe3yrbTaToB BHEOPEHMs Mep MUHMMU3aumMmn puckoB. B cniyyae ecnm
B 9TOM npoLecce 3adelCTBOBAaHO HECKONbKO MNoApasfeneHuii, Mopsiaok WX B3aMMOAEWCTBUS onpeaensiercs
MUCbMEHHBLIMW NpoLeaypaMn UM CornalleHUsaMU;

c6op, Bepudukaumsi, NonyyeHue rnocreaywolwen MHpopMaumu, oueHka W npeacTaeneHve WHdopmauun o6
nHOMBMAYanNbHBIX Cryvyasx HexenaTenbHbIX peakuuit. B npoueaypax no gaHHOMY pasgeny AOMKHO ObiTb YeTkoe
pasrpaHuyeHne nokanbHbIX U MeXayHapoaHbIX BUAOB AeATENbHOCTY;

nnaHnpoBaHue, CoctaBrneHne n npeacrasieHne nepnoamnyeckmnx obHoBNsIEMbIX OTYETOB NO 6G€30MaCHOCTY;

npencrtaBneHne noTpeduTenam, MeguMUUHCKMM paboTHMKaM M B YMOSIHOMOYEHHbIE OpraHbl rocyaapCTB-YIIEHOB
MHdopMauun o npobnemax no 6eaonacHoCTy;

BHECEHME M3MeHeHun, Kacawwwmxca 6esonacHocty, B OXIIM n UMM (JIB). MNpoueaypbl OOMKHbI OXBaTbiBaTh
BHYTPEHHWUIN N BHELLHUA OOMEH AaHHbIMU.

3.4.5.3. Mo kaxgomy HanpaeneHWIo OesATeNnbHOCTU AepXaTenb PerncTpaumoHHOro yAOCTOBEPEHUS OOMKEH ObiTb
crnocobeH npencrtaBuUTb NoaTBepXxXaeHune (byHKLLI/IOHVIpOBaHI/IFl Y HEero cuctemMbl CBOEBPEMEHHOIO NPUHATUA Haanexalwmnx
peLeHnin n 4encTsun.

3.4.5.4. [omkHbl OblTb NpeacTaBneHbl [aHHble O APYIMX HanpaeneHusax AesTenbHOCTM, NoaTBepXAarolime
HanuuMe Hagnexallen cuctembl obecnedeHns kadyecTBa B cucteMme apmMakoHaasopa. K Takmm gaHHbIM, B YaCTHOCTH,
OTHOCATCA [AdaHHble O QYHKUMAX M o0bsA3aHHocTsX YJIP, pearmpoBaHMM Ha 3anpocbl YMOMHOMOYEHHbBIX OpraHoB
rocydapcTB-4rIEHOB O NpeAcTaBneHnn MHopMaLmm, NMTEPATYPHOM MOUCKE, KOHTPONEe N3MEHEHWI B Ba3ax AaHHbIX Mo
6esonacHoOCTK, cornaweHusax o6 obmeHe AaHHbIMM MO ©6e30nMacHOCTU, apXMBUPOBAHWM AaHHbIX MO 6e30nacHoCcTw,
ayoute cpbapmakoHag3opa, KOHTpone cuctemMbl kadectsa n obydyeHun. B xoge ob63opa MOXHO ncnons3oBatb Tabnuuy co
BCEMW MNpoLeaypPHbIMU OKYMEeHTaMu papMakoHaa3opa (BKITYaoLWL Y NX HAMMEHOBAHUSA 1 HOMepa).

3.4.6. Pasgen mactep-hanna 0 npMMeHeHnM cucTembl hapMakoHaasopa.

MacTep-ghaiin cucteMbl hapmakoHaa3opa AOMKeH BKMoYaTb B Ce0s1 NOATBEPXKAEHNE HEMPEPBLIBHOIO NPOBEAEHNUS
MOHUTOPUHIa (PYHKLMOHMPOBAHNS CUCTEMbI (DAapMaKOHaA30pa, BKMHOYasi KOHTPONb OCHOBHbIX Pe3yrbTaToB, a Takke
onucaHue MeTodoB MOHUTOPMHIA U Kak MUHUMYM CofepXaTb:

onucaHue npoueaypbl OLEHKU NPaBUIIbHOCTM MPEACTaBNEHUst MHOAMBMAYaNbHBIX COOBLEHUA O HexenaTerbHbIX
peakuusax. OomkHbl OblTb NpeacTaBneHbl PUCYHKM (rpadivikv), MoATBepKaaloliMe CBOEBPEMEHHOCTb MpeacTaBfeHus!
MHpopMaLIMKN B COOTBETCTBUM C TpeBGOBaHUAMM 3aKoHoAATENbCTBA rocyAapCTB-YNeHOB;

onncaHme KOHTPOJIbHbIX nokasarernem, Mcnosib3dyemMbiX O5nd KOHTPOJA KadecTBa ﬂpeﬂCTaBﬂeHHOVI I/IH(bOpMaLI,VII/I n
AOeATenbHOCTU Mo ¢>apmaKOHa,q30py. K Taknm nokasaTtensm OTHOCATCS MH(*)OpMaLI,M‘il, nony4yeHHaaA OT YNOJTHOMOYEHHbIX
OpraHoB rocygapcCrte-4i1eHOB, B OTHOLLEeHUN KadyecCTBa npencraBrieHna COO0LLEHNIN O HexenaTenbHbIX peakyunax, Nnoob
nnu gpyruve npeacraendemMble aHHbIe;

aHanus ceoeBpemeHHocTU npeactasnenns NOOB B ynornHOMOYeHHbIE OpraHbl roCyAapCTB-4reHOB (AOMKHbI BbITb
OTpaxkeHbl nocnegHue faHHble, UCNoNb3yemble Aep)KaTeneM perncTpaumMoHHOro yAOCTOBEPEHUS AN OLEHKU
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cobntogeHusa TpeboBaHmn);

aHann3 cBoeBpeMeHHOCTUN BHECEHUA N3MeHeHu No 6e3onacHoOCTM No CpaBHEHUK C yCTaHOBJTEHHbIMU KOHEYHLIMU
CpOKamMu, a TakkKe garty n onmcaHmne HeobXoAMMbIX M3MEHEHWU NO GEe30MacHOCTMH, KOTOpbIE ObINM BLISIBIIEHDI, HO €Lle He
ObINM NogaHb! B yI'IOJ'IHOMO‘-IeHHbIﬁ opraH;

B COOTBETCTBYIOLLMX CIyyasiX - aHanu3 BbINOSIHEHUS] 06A3aTeNbCTB COrMacHo MNiaHy ynpasreHus puckamu nuéo
Apyrix 06A3aTenbeTB Unu TpeGoBaHui, MMEIOLLIMX OTHOLLEHME K dhapMakoHaa3opy.

HeobxoamMmo onucatb M NOSICHATL LEENW NPUMEHEHUS cucTeMbl hapMakoHaasopa. B cooTBeTCTByOWMX criydasix
HeobxoouMO NPUNOXWUTL K MacTep-ainy cuctembl apMakoHag3opa CNUCOK Mokas3atenen OesATeNbHOCTU Mo
dapmakoHaasopy.

3.4.7. Pasgen macTtep-charina no hpapmakoHaasopy O CUCTEME KadecTBa.

B pasgene npegcrtaBnsieTcsl onvMcaHWe CUCTEMbl YMpaBIieHWsi Ka4eCTBOM B pamKax CTPYKTYpbl OpraHusauun u
NPMMEHEHMs1 CUCTEMbI KayecTBa B hapMakoHaa30pe.

3.4.7.1. MNMpoueaypHble AOKYMEHTHI.

Cnucok OOKYMeHTanbHO OdoOpMIIeHHbIX NpoLedyp M MPOLeccoB, UMEeKLMX OTHOLWIeHWe K OesATenbHOCTU Mo
chapmakoHaa3opy, C ykasaHuem KX B3aMMOCBS3W C ApYrMMU DYyHKUMAMMW M nogxogamun K oueHke npouedyp. Cnvcok
JOSKEeH cofepxaTb HOMeEp [OKYMeHTa, HauMeHOBaHWe, AaTty BCTYMNEeHUs B cuny (4ns CTaHZapTHbIX OnepauMOHHbIX
npoueayp, pabounx WMHCTPYKUWUIA, PYKOBOACTB WM T.A4.) U OMUCaHWe AocTyna K AOKymeHTam. [omkHbl ObiTb yKasaHbl
CTaHdapTHbIE onepaunoHHbIe Npoueaypbl, pUHaanexalyue npoeanaepam ycryr u Apyrum TPETbUM CTOPOHaM.

3.4.7.2. OBy4yeHue.
MpeacTaBnsieTcs onncaHne ynpaeneH1s pecypcaMmm B Xo4e OCYLLUECTBIEHUS AeATENbHOCTM No hapMakoHaa30opy:

opraHM3aLMoHHaa CTPYKTypa C KOMWYECTBOM IOAEW, Y4YacTBYIOLMX B OCYLUECTBMNEHUM [OeATENbHOCTM Mo
(hapmakoHaa30py, BKIOYas CCbINKY Ha MECTO XpaHEHUsI KBannpUKaLMOHHbIX JOKYMEHTOB;

CMNCOK MEeCT HaxoXxaeHuna nepcoHana;
KpaTkoe onncaHmne KOHTEeKCTa o6yquvm, BKI1O4aA CCbINIKY Ha MeCTO XpaHeHUA JOKYMEHTOB (o]¢) O6y‘-IeHI/II/I;
MHCTPYKUMN NO KPUTNUHECKNM NpoLeccam.

MepcoHan pomkeH 6blTb cooTBeTCcTBYlOWMM o06pasom oOyyYeH OCYLWEeCTBNEHUO [esATenbHOCTU no
hapmakoHaa30py. ATO KacaeTcs He TONMbKO NepcoHarna B nogpasaeneHnax papmMakoHaasopa, HO U N, KOTopble MOryT
nony4atb coobLieHma no 6esonacHocTu.

3.4.7.3. Aygur.

NHdopmauusa o6 ayguTe cuctembl obecneveHnst kKadecTBa B cucteMe hapmMakoHagsopa AomkHa ObiTh BKIOYEHa
B mMacTep-chann cuctemol hapmakoHazsopa. B npunoxeHne Heob6Xxoammo BKMOYUTL OnMMcaHuMe MeToda niaHWpoBaHUSA
ayouToB cucTembl papmakoHag3opa M MEexXaHW3MOB PEenopTMPOBaHWsS, a Takke CNMCOK 3anfaHMpOBaHHbLIX U
3aBepLUEHHbIX ayguTtoB cucTembl chapMakoHazsopa. OTOT CMWCOK OOIMKEH COAepXaTb AaTbl, obnacTe NpoBedeHus u
COCTOSIHME 3aBepLUEHUs] ayaMTOB MpoBangepamu ycnyr, cneundunyeckue Buabl AeATENbHOCTU NO hapMakoHaa3opy unm
MecTa BbIMONHEHUS (OYHKUMIA NO bapmMakoHaa3opy, a Takke onepauvoHHble obrnacTu B3avMOLEWCTBUSA, UMEoLne
OTHOLLIEHUE K BbINOMHEHUIO 06A3aTENBCTB.

MacTep-caiin cuctembl hapmakoHaa3opa AOIKEH coaepaTb Takke KOMMEHTapuu Nno ayauTam, B Xo4e KOTOpbIX
ObINK Nony4YeHbl 3HaYMMbIe pesynbTaTthl. ATO O3HAYAET, YTO B NepevHe NPOBEAeHHbIX ayOuTOB AOMKHb! BbiTb yKasaHbl
pe3yneTaThl, KOTOpble OblMM OLEHeHbl KakK CYLIECTBEHHblE WITM KPUTUYECKME, a Takke KpaTKoe oOonucaHue mnnaHa
KOPPEKTUPYIOLNX WUNU NpeaynpeauTenbHbIX AeUCTBUA C KOHEYHbIMWU CpoKamu ucrnomnHeHus. [omkHa GbiTb ykasaHa
CCbINKa Ha NosHbIN OTYET O NPOBEAEHHOM ayanTe, AOKYMEHTbI C MNaHOM KOPPEeKTUPYIOLWMX U NpeaynpeanTenbHbIX Mep.

KoMMmeHTapuu, KoppekTupylolme U NpeaynpeauTenbHble Mepbl, a Takke MHopMaums O HaxoXOeHUU otyeta o
npoBedeHnn ayauTa OOMKHbI ObiTb BKMHOYEHbI B MacTep-caiin cucTembl hapmMakoHaasopa Ao Tex rnop, Noka He GyayT B
MOMHOW Mepe OCYLLEeCTBINEeHbl KoppekTupyllme U (Unu) npedynpeguTenbHble OEWCTBUS, TO €CTb KOMMEeHTapuu
yOansalTca TOMbKO Mocrne Toro, Kak OyayT MpoaeMOHCTPUPOBaHbl PesynbTaThl OCYLIECTBNEHUS KOPPEKTUPYIOLLIMX
AeNCTBUIA 1 (Mnn) NpeacTaBneHo NoATBEPXOEeHUe (B TOM 4YuClie He3aBMCUMOWM CTOPOHbI) 3HAYMTEMBHOTO YIyYLLEHUS
CUCTEMBI.

B kauecTBe cpedcTBa ynpaBrieHWsi CUCTEMON (hapMakoHag3opa M 00ecrnevyeHusi OCHOBaHWSl OJ1si NpoBedeHust
ayauTa UnuM MHCNekumun, macTep-chaiinl cucTembl hapMakoHaa3opa AOMMKEH cofepaTb Takke onucaHue NpoLeccoB
perncTpaumm, o6paboTKun U YyCTPaHEHNS BbISIBNIEHHbIX B CUCTEME YMpaBreHnsl Ka4eCTBOM OTKITOHEHWN.



3.4.8. NMpunoxeHue Kk mactep-canny.
MpunoxeHne kK MacTep-danny cucTtemsl hapMakoHaa3opa OOSMKHO cogepXaTtb cnegyowme JOKYMEHTbI:

rnepeyeHb MeKapCTBEHHbLIX MpenapartoB, KOTOPble 3aperucTpupoBaHbl Aepartenem perucTpaumoHHOro
YOOCTOBEPEHUS B FOCyAapCTBax-yfieHax M B TPeTbMX FOCYAapCTBax, Ha KOTOpble pacrnpocTpaHsieTcsl Mactep-daiin
cucTembl hapMakoHaz3opa, BKo4Yas HanMeHOBaHUS NeKapCTBEHHbIX Npenapartos, MeXayHapodHble HernaTeHTOBaHHble
HauMeHOBaHMS [eiCTBYHLINX BeLLecTB W HauMeHoBaHWe rocygapcTBa, B KOTOPOM [ENCTBYET permctpalvoHHoe
yOOCTOBEpPEHNe, HoMepa PerncTPaLMOHHbIX YAOCTOBEPEHMWIA.

MepeyeHb gomkeH ObITb CTPYKTYPUPOBaH COMMacHO OEVCTBYIOLIMM BELLECTBaM, MU B COOTBETCTBYIOLUMX Crydasix
OOMKEH cofepxaTb yKasaHwe Ha CylecTBOBaHMe cneuuduyecknx TpeboBaHM K KOHTpom 6Ge3onacHoCcTu
NeKapCcTBEHHOro npenaparta (Hanpvmep, BBeAEHUE Mep MUHUMK3ALUUKM PUCKOB, OMWCAHHBIX B MNaHe ynpaBreHus
puycKamm).

B cry4ae coBMeCTHbIX CUCTEM (PapMaKkoHaf3opa AOMKEH OblTb BKIHOYEH NEepeYeHb JIeKapCTBEHHbIX NpenapaTos U
AepxaTtenei perucTpaunoHHbIX YOOCTOBEPEHWUN, KOTOPblE MPUMEHSIIOT cUcTeMy (bapMakoHag3opa, OfnMCaHHyl B
macTep-haiine cucTembl papmakoHagsopa, TakuMm o6pas3oM, YToBbl B HANM4YMK Obin MOSHbIN NepeYeHb NeKapCTBEHHbIX
npenapaTtoB, Ha KOTOpble pacnpocTpaHseTcs MacTep-daiin cucteMbl hapmakoHaa3opa;

nepeyeHb KOHTPAKTHbIX JOrOBOPEHHOCTEN, KacalolMXCs AernerMpoBaHHON AeATenbHOCTU Mo dhapmakoHaasopy,
BKI10Masi COOTBETCTBYIOLLME NeKapCTBEHHbIE NpenapaThbl U TEPPUTOPUM;

nepeyeHb 3adad, aenermpoBaHHbIX YNOJTHOMOYEHHbIM JTMLIOM MO d)apmaKOHa/J,sopy;
CMNNCOK BCEX 3aBepPLUEHHbIX 3a 10-neTHun nepuoa ayanTtoB 1 CNUCOK 3anfiaHNpOBaHHbIX ayaUTOB,
nepeyeHb nokasartenen gesaTenbHOCTU No cbapmaKOHap,aopy (KOF,D,a 3TO I'IpVIMeHVIMO);

nepeyeHb HaxoOsALWMXCA B BedeHWM [epXKaTensi PerMcTpauMOoHHbIX YOOCTOBEPEHW OpyrMx mactep-gainnos
cucTeMbl dhapmakoHaasopa (korga aTo NPUMEHUMO).

3.5. KOHTpOnb n3amMeHeHnn, BEpCUn N apxmempoBaHue

3.5.1. YNonHoMo4eHHble opraHbl rocyoapcCTtB-4yieHOB MOryT 3arnpoCuUTb Mchopmau,mo O BaXHbIX N3MEHEHUAX B
cucreme cbapmaKOHa/:l,sopa, KOTOpPbI€ MOTYT BKIO4aTb B cebs B TOM uncne cnegywuime nsMmeHeHu4:

a) n3meHeHuns B 6ase (6a3ax) AaHHbIX No 6e30NacHOCTU CUCTEMbI cbapmaKOHap,sopa, KOTOpPbI€ MOryT BKIO4aTb B
cebs naMeHeHnsa B camon 6ase OgaHHbIX MM BO B3aMMOCBSI3aHHbIX 6a3ax OaHHbIX, UBMEHEHNS B CTatyce Banugauuu
0asbl JaHHbIX, a Takke N3MEHEHMUS B I/IHC*)OpMaLI,VII/I O nepegaBaeMbIX UM NEPEeHOCUMbIX AaHHbIX;

0) uaMeHeHWss B OKasaHUW 3HaYMMbIX YyCnyr no ¢apmakoHaa3opy, OCOBEHHO ecnuM peyvb MOET O BaXHbIX
KOHTPaKTHbIX [ OrOBOPEHHOCTSIX MO NpeAcTaBNeHMIo AaHHbIX N0 6e30MacHOCTY;

B) TakMe opraHu3aLMOHHbIE U3MEHEHWs!, Kak MOrnoLLleHNe OAHOW KOMMaHUM OpYyroi, CnvsiHue, U3MEHEHe MecTa
OCYLLECTBNEHUS] OesATENbHOCTM MO (hapMaKoHaa3opy WM AernerMpoBaHue (nepepada) ynpaeneHus macTtep-cgainiom
cucTeMbl hapmakoHazsopa.

3.5.2. TlockonbKky MacTep-amn cuctembl apMakoHags3opa BKMYaeT B cebA MnepeyHn JeKkapCTBEHHbIX
npenapaTtoB M BWAOB [OEATENbHOCTW, KOTOpble MOTryT MEepUMOOUYECKN MEHATbCS, OepXaTenu perncTpaumoHHbIX
YOOCTOBEPEHWIN OOMKHbI NPUMEHSATL CUCTEMbI KOHTPONS U3MEHEHWUA U paspaboTaTe HafeXHble CnOocoObl MOCTOSIHHOM
OCBEAOMIIEHHOCTU O COOTBETCTBYIOLUMX M3MEHEHWUsX C LeNblo Haanexallero nepecmotpa macTtep-thanna cuctemsl
dapmakoHagsopa. [MoMMMO 3TOro, M3MEHeHusi, BHOCMMble B MacTep-cann cuctembl hapmakoHags3opa, AOSMKHbI
perncTpupoBaTbCs Taknm obpas3om, 4Tobbl B HANMU4YMU MOCTOSHHO Oblfla UCTOPUS U3MEHEHWUN (C yKasaHmeMm [aTtbl U
KOHTEKCTa M3MeHeHuI). Takyto NMOCTOSIHHO OOHOBNSAEMYK MHpOpMauuio, Kak MepevyHn feKkapCTBEHHbIX MpenapaTos,
CTaHZapTHblE OnepauWoHHbIe MpoUeaypbl UK OAHHbIE MO COOTBETCTBMIO TPEOOBaAHNSIM, MOXHO PErMCTPUMPOBaTL Yepes3
NCTOPUIO M3MEHEHWIA, KOTOpble MOryT BKMoYaTbh B cebs AaHHble KOHTPONMUPYeMbIX CUCTEM (Hampumep, 3NeKTPOHHbIe
CUCTEMbI YNpPaBneHWs AaHHbIMW UNU NpaBoBble 6asbl AaHHbIX). Takum o6pa3oM, MOXHO YNpaBnsiTe 3aMeHEHHbIMU
BEpPCUAMM JOKYMEHTOB 3a npedenamMm TEKCTOBOrO HamnonHeHnss Mactep-darnina cnctemMsl hapmakoHagsopa npuv ycrosuu
yyeTa MUCTOpPUM MU3MEHEHWA W WX MpeacTaBneHnst YMOMHOMOYEHHbIM OpraHam rocydapCTB-YNIEHOB MO 3anpocy.
CyLLleCTBEHHbIE UNWN BaXkHble OnMcaTeribHble U3MEHEHWUsI TEKCTOBOTO HamMoOSIHEHUS MacTep-davina MoryT notpeboBatb
cO34aHusA HOBOW Bepcun MacTep-dainna cucteMbl hpapmakoHaasopa.

3.5.3. [epxaTtenu permctpauMoHHbIX YOOCTOBEPEHWUA [OMKHbI 060OCHOBaTb BbIOpaHHLIN MeToh M paspaboTtaTb
npoLueaypbl KOHTPOMNSA OOKYMEHTaUMW C Lenbio Hagnexallero ynpasneHus npoueccoM nopaepxaHus macrep-charnina
cuctembl hapmakoHagsopa. OCHOBHOWM NPUHLIMM 3aKMOYaeTCs B TOM, YTO, NpeacTaBnas cobor OCHoBaHWe Ans ayautoB
N WHCMeKuMn, mactep-dann cucteMbl hbapmakoHag3opa COOepPXUT OnuMcaHue cucTemMbl hapMakoHags3opa B TEKYLUUIA
MOMEHT BPEMEHM, HO OLEeHKa DYHKLVNOHMPOBAHNS U HAanpaBfeHHOCTN cucTeMbl papMakoHaa3opa Ha NpeaLlecTBYLLNX



aTanax MoXxet I'IOTp66OBaTb [OMNOSTHUTENBbHOIO 03HAKOMITEHMSI C CUCTEMOMN.

3.5.4. lpn BHECEHUM U3MEHEHUn B macTep-dann cucTeMbl dpapmakoHaasopa Takke HeobXoaMMO y4yuTbiBaTb
COBMECTHblE CUCTEMbI (hbapmakoHaA3opa W OeNnervMpoBaHHyl0 AeATenbHOCTb No  dapmakoHaasopy. Hapnexawimn
KOHTPOSb UW3MEHEeHWn npeaycMaTpuBaeT peructpauuio AaTbl U KOHTEKCTa YBEAOMIIEHUWM O BHOCUMMbIX WU3MEHEHUSIX
YNOMHOMOYEHHbIX OPraHoOB rocygapcTB-yneHoB, YJ1® n TpeTbux CTOPOH.

3.5.5. Mactep-havin cuctembl hapmMakoHag3opa AOMKEH ObITb COCTaBMEH B YMTAaeMOM M JOCTYMHOM dopMe.
HeobxogmMMo npeAcTaBuTb OnucaHuWe Npoueadypbl apXUMBMPOBAHWSI Ha SMEKTPOHHBLIX U (MNM) NeYaTHbIX HOCUTENsX
MacTep-hanna cuctemMbl hapMakoHagsopa.

3.6. MNpencraenenne macTtep-ganna cucteMbl hapmakoHaasopa

YN® pomkHO MMETb MNOCTOSIHHBLIM AOCTYNn K MacTep-danny cuctembl dapmakoHaasopa. YMNomHOMOYEHHbIM
opraHamMm rocyfapcTB-4YNeHOB [OfkeH OblTb obecneyeH MNOCTOSIHHbLIA AOCTYyn K MacTep-channy cuctembl
dapmakoHag3opa no 3anpocy. WHdopmauma B macTep-ganne cuctembl apMakoHagsopa [orkHa ObiTb
ncdepnbiBaloLLen, NpaBuUIbHON N OTpaXaTb AENCTBYIOLLYI0 CUCTEMY hapMaKoHaA30pa B TEKYLLMIA MOMEHT BPEMEHU, YTO
0O3HayaeT obsasatenbHoe 0OHOBNEHNe nHopMauun Mactep-arna n npu HeobxoaMMOCTH BbINOSIHEHME NepecMoTpa C
YYETOM MONYYEHHOIO OMNbITa, TEXHUYECKOIO U Hay4YHOro Mporpecca, U3MEHEHU B HOPMax perynvpoBaHud. epxatenem
perMcTpaumoHHbIX YOOCTOBEPEHUN AOIMKEH ObiTb obecneyeH OOCTYN YNONIHOMOYEHHbIX OPraHOB rOCYAapCTB-YSIEHOB K
mMacTep-channy cuctembl hapmakoHaa3opa B TedeHne 7 pabounx gHeN nocne nony4yeHns COOTBETCTBYIOLLENO 3anpoca.

3.6.1. dopmart u CTpykTypa

MacTtep-gpain cuctembl ¢apmakoHaa3opa MOXET ObiTb B 3NEKTPOHHOW ()OpMe Mpu YCIOBUM COXPaHEHUS
BO3MOXHOCTM NPeACTaBfeHUs YEeTKO CTPYKTYPUPOBAHHOW NeyaTHOW KOonMW Mo 3anpocy YMNONMHOMOYEHHbIX OpraHoB
rocygapcTe-yneHoB. B niobom cdopmaTte mactep-cann cuctemol hapmakoHaasopa AOMKEH ObiTb B YATAEMOWN, NOSHOM U
OOCTyrnHonm chopme, obecrnevmBatoLLieli BO3MOXHOCTb OLIEHKM BCEX [OOKYMEHTOB W MPOCNEXMBAEMOCTb U3MEHEHUN.
MoxeTt notpeboBaTbCcs orpaHUYeHne gocTyna K Mactep-danny cuctembl hapMakoHag3opa C Lernbio OCYLLECTBIEHMS
HaZnexallero KOHTPONS ero CoAepXXaHus U pacnpeaeneHus obsa3aHHOCTEN NO yNpaBneHUo Mactep-ansioMm CUCTEMbI
dapmakoHa3opa (B KOHTEKCTE KOHTPONSA U3MEHEHUI U apXUBUPOBAHNS).

3.7. OBA3aHHOCTM YHaCTHMKOB CUCTEMbI hapmakoHaa3opa
3.7.1. Oepxatenu perncTpaunoHHbIX YA0CTOBEPEHUN.

3.7.1.1. [epxaTtenu perucTtpaumMoHHbIX YOOCTOBEPEHUWA [OMKHbI paspaboTtatb M BHELPUTb CUCTEMY
dapmakoHaa3opa C Uenbio KOHTpond u HabniogeHusa 3a ogHuM unu 6onee nekapctBeHHbIM npenapatoM. OHM Takke
OTBEYaloT 3a co3daHue M nogaepxaHume Mmactep-pavina cuctembl hapmakoHag3opa, B KOTOPOM OCYLLECTBASETCS
permcTpaumnsa OeAaTenbHOCTU Nno apMakoHaA3opy B OTHOWEHMM OAHOro unn 6onee 3aperncTpupoBaHHbIX
NnekapcTBEHHbIX NpenapaTtoB. [epxaTtento perncTpalMoHHOro yAOCTOBEPEHUS HeoOXoAMMO HasHauuTb ogHo YIIO,
oTBevarwllee 3a cos3aHue U (PyHKUMOHMPOBaHME CUCTEMbl dhapMaKkoHaasopa, onucaHHOW B MacTep-danrne cucTeMbl
dapmakoHaa3opa.

3.7.1.2. TNpw nogave 3aaBnNeHNs Ha perncTpaumio nekapcTBEHHOro npenapara 3asBuTenb JOMKEH NMETbL B CBOEM
pacnopsXeHnun onucaHve cuctembl papmakoHagsopa, kotopas byaet dyHKUMoHMpoBaTb Ha TeppuTopun Cowo3a unu
TEPPUTOPUM OTAEMNbHLIX FOCYAapcTB-4NeHoB. B Xxode OUEHKM 3asBMneHuWs Ha perucTpauuio OT 3asBuTens MOXeT
notpeboBaTbCA NPeAcTaBeHne C Lernblo 03HAKOMIEHUs Konum mactep-danna cuctembl hapmakoHagsopa.

3.7.1.3. [epxartenb perncTpaumoHHOro YyOOCTOBEPEHMsSI OTBeYaeT 3a co3daHue MmacTtep-chavna cuctembl
hapmMakoHagsopa B rocygapcTBax-yfieHax M perucrpaumio MeCcTOHaxoXaeHWs mactep-channa B YNOMHOMOYEHHbIX
opraHax rocygapcTB-UfeHOB Npuv nogade 3asiBNieHMs Ha perucTpaumio nekapcTBeHHoro npenapara. B mactep-caiine
cuctembl apmMakoHagsopa HeobxoauMMo onucaTb AENCTBYIOWYH B TEKYLWWA MOMEHT BPEMEHU cUcTemy
hapmakoHaasopa. MoxHO BKMOYMUTL MHPOPMALIMIO O KOMMOHEHTax CUCTEMbI, KOTopble ByayT BHeOpSATLCH B byayliem u
KOTOpble AO0MKHbI BbITb YKa3aHbl Kak 3annaHnpoBaHHbIE, @ He BHEAPEHHbIE UMW AENCTBYOLWME.

3.7.1.4. Pabota no co3sgaHuio, NOAAEPXKAHUIO MU NPeACcTaBneHnto mactep-danna cuctembl dpapmakoHagsopa B
YNOMHOMOY€EHHbIE OpraHbl FOCYyAapCTB-YNeHOB MOXeT ObiTb nepegaHa TpeTbel CTOPOHE, HO JepxaTtenb
perncTpaumMoHHOro YAOCTOBEPEHUS COXpaHseT 3a cobol MOMHYH OTBETCTBEHHOCTb 3a cobniogeHue TpeboBaHwi
3aKoHogaTenbCTBa rOCy4apCTB-YIEHOB, MeXAyHapoAHbIX [OroBOPOB W akToB, cocTaBnsowmx npaso Cotosa.
MopoepxaHne macTep-hanna cuctembl apmakoHagsopa B AeWCTBYOWEM WM AOCTYNHOM COCTOSIHUM (MOCTOSIHHBIN
OOCTyn Ans ayguta M WHCMNEKLMM) MOXHO [enerMpoBaTtb, HO AepXaTenb PerncrpaumMoHHOro YOOCTOBEPEHMS Ha
MOCTOAHHOW OCHOBE HecCeT OTBETCTBEHHOCTb 3a obecneyeHwe BLINOMHEHWS AaHHOW MYHKUUMM Ha YpOBHeE,
COOTBETCTBYlOLWEM TpeboBaHUSAM 3aKoHoAaTenbCTBa rOCy4apCTB-YNEHOB, MEXAYHapOAHbIX AOroBOPOB W aKTOB,
cocTaensowmx npaso Coto3a.

3.7.1.5. B cny4yae cMeHbl YJ1I® unu cOOTBETCTBYIOLLEN KOHTaAKTHOW WMHOpMauuu, a TakkKe MeCTOHaxOXAeHUs



mMacTep-haina cucteMbl apmakoHag3opa AepXkaTenb pPerncTpauuoHHOro YAOCTOBEPEHMS MpeAcTaBnsieT B
YMNOTHOMOYEHHbIE OpraHbl rOCYAapCTB-4YIIEHOB 3asiBlIEHME O BHECEHWM COOTBETCTBYIOLLMX W3MEHeHWW. [epxartenu
PEerMcTpaLnOHHbIX YOOCTOBEPEHMIN HECYT OTBETCTBEHHOCTL 3a OOHOBNEHUE HdopMaLmmn o6 YIIP 1 agpece HaxoxaeHus
mMacTep-canna cuctemsl papmMmakoHaasopa.

3.7.2. YNOonHOMOY€EHHble opraHbl rocyAapcTB-4reHOB.

3.7.2.1. YNOnHOMOYEHHbIE OpraHbl rOCy4apCTB-YNEHOB OTBEYalT 3a KOHTPOSNb CUCTeM dapMakoHazsopa
aepxartenen perucTpaumoHHbIX ygocToBepeHuin. [MonHbin mactep-ann cuctembl hapmakoHag3opa MOXeT ObiTb
3anpoweH B noboe Bpemsa (Hanpymep, NpU BO3HUKHOBEHUW BOMPOCOB MO cucteme chapmakoHagsopa, unv npogunto
Ge3onacHOCTH NekapCTBEHHOro npenapara, Unm Npy NOAroToBKe K MHcnekumn). MHdpopmaumio 06 nsmeHeHnsx B KpaTkown
nHdopmaumMm no cucteme apmakoHagsopa WM B CoaepXaHuu mactep-channa cuctembl papmakoHagsopa Takke
NCNOMb3YIOT B X04e MaHNpoBaHUS Y NPOBEAEHUS UHCNEKLMN.

3.7.2.2. YNONHOMOYEHHbIE OpraHbl rocygapcTB-4fneHoB oOMeHuBakTCcA WHdoOpMaunmen o cucrtemax
hapmakoHaz3opa, B TOM 4ucre B LENsX nepedadv AaHHbIX B HaUMOHAamNbHbIE NPOrpamMMbl MHCMEKUMI, pa3paboTaHHble
Ha OCHOBE aHanm3a pPUCKOB. MIHCNEKTOPbI YNOMHOMOYEHHbIX OPraHOB roCy4apCTB-YNIEHOB CO00LaloT 0 HecobnogeHun
obsizatenbHbIX TpeboBaHMI, BkMA4Yas TpeboBaHMs MO MacTep-ganny cuctembl apmakoHaz3opa W cucTeme
hapmakoHaasopa.

3.8. [locTynHocTb MacTep-canna cuctembl hapMakoHagsopa

3.8.1. Mactep-haiin cuctembl papmakoHag3opa NoaaepXuBarT B AENCTBYOLWEM U AOCTYNHOM COCTOSHUW AS
YyMONIHOMOYEHHOro nuua no dapmakoHaasopy. OH Takke [OormKeH ObiTb MOCTOSAHHO AOCTYMEH AN MHCMEKUMM
He3aBUCMMO OT TOro, BbINo NU caenaHo 3apaHee COOTBETCTBYIOLLLEE YBEAOMMEHMNE UMK HET.

3.8.2. [epxaTenb perncTpauMoHHbIX YAOCTOBEPEHUN NoadepXuBaeT W npeacTaBnseT No 3anpocy
YNONIHOMOYEHHOr0 OpraHa rocyaapcTBa-dneHa Konuw MacTep-channa cuctemsl dapMakoHansopa. [epxartenb
perncTpaumnoHHOro yaoCTOBEPEHUS NpeacTaBnsaeT Konvio mactep-anna B TedyeHne 7 pabounx gHen nocne noryyeHus
COOTBETCTBYlOLLEro 3anpoca. MacTep-cann cuctembl papmakoHagsopa MpeacTaBnsaldT B YMTaeMoOM Buae B
3MNeKTPOHHOM chopmaTte unu Ha GymaKHOM HocuTerne.

3.8.3. Ecnun oguH 1 TOT Xe MacTep-hann cucTembl hapmMakoHaz3opa MCMonb3yloT Gonee ogHOro aepXaTerns
pervcTpaumnoHHOro yOoCToBEPeHMS (B Crnyvae MCMonb3oBaHus 00Llel cucteMbl papMakoHaa3opa), COOTBETCTBYOLLMNA
mMacTep-chann cuctemMbl hapMakoHaz3opa AOMKEH ObITb 4OCTYNEH AN KaXA0ro U3 HUX Takum ob6pasom, YTOObI Kaxabln
N3 aepxarenen permcTpauuoHHbIX YOAOCTOBEPEHUI UMEN BO3MOXHOCTb NPeACcTaBUTb MacTep-gans B YNOSIHOMOYEHHbIN
opraH rocygapcTtsa-yrneHa B TedeHue 7 pabounx gHen nocne nony4yeHns CoOTBETCTBYIOLLEro 3anpoca.

3.8.4. Mactep-chann cuctembl hapMakoHaa3opa, Kak NpaBuo, He 3anpalmBaeTcsl B Xxo4e NpoBeaeHUSA OLEHKM
HOBbIX 3asBMEHUA Ha MNOMy4YeHWe perncrTpauum NekapcTBEHHOro npenapata (T.e. 4O perucTpauum fnekapcTBEHHOro
npenapata), HO MOXeT ObiTb 3anpolleH B OCODObIX Cry4yasdx, B 4aCTHOCTU B Cry4vyae BHeOPEHMS HOBOW CUCTEMbI
dapmakoHaasopa uUnu npu BbiBEHUM Npobnem no 6e30nacHOCTM fiekapCTBEHHOrO npenapaTta fiMbo BOMPOCOB MO
cooTBeTCcTBMIO TpeboBaHMsM 3akoHOAaTeNbCTBa rOCY4apCTBa-yfieHa U MEeXAyHapoOHbIX [OrOBOPOB W aKTOB,
cocTasnsaowmx npaso Cotosa, no hapmakoHag3opy.

KoHcynbraHTlnoc: npumedaHue.
Pasgen 4 Bctynaet B cuny ¢ 1 aHBaps 2017 roga.

4. lHcnekTnpoBaHMe cuctemMbl hapmakoHaasopa
4.1. BeegeHune

4.1.1. B uenax NoATBEepXOEHUS BbINOMHEHUS AepXaTensMn PermcTpaLmMoHHbIX YA0CTOBEPEHUIA 0BA3aTenbCTB No
(hapMaKkoHaa30py YMNONMHOMOYEHHbIE OpraHbl rocyAapCTB-4NeHOB 06s3aHbl MPOBOAUTL MHCMEKUMU No hapMakoHaa3opy
aepxxatenen perucTpauMoHHbIX YAOCTOBEPEHUN WM WHbIX OpraHu3auuii, NPUBIIEYEHHbIX AepXaTensmu
pPerncTpaLuMoHHbIX YOOCTOBEPEHUI ANS BbINONHEHUS 06s3aTenbCcTB Mo dapmakoHagsopy. WMHcnekuun no
hapMakoHag3opy [OOMKHbI NMPOBOAUTHLCA WHCMEKTopamu, HasHadYaeMblMWM OpraHaMu rocyaapcTB-4YIEHOB,
YNONMHOMOYEHHBLIMU NPOBOAMTL OCMOTP MOMELLIEHWI, 3HAKOMUTLCA C MaTepuanamu, JOKYMeHTaMu U macTep-cainom
cucTeMbl hapMakoHaasopa y AepXaTens permcTpaumMoHHOMo YAOCTOBEPEHUSt UMM UHbIX OpraHv3auuni, NpuBIieYeHHbIX
AepxaTeneM perucTpaLMoHHOro yAOCTOBEPEHUsl AN BbIMOMHEHUS 06s3aTeNnbCTB MO (papmakoHagsopy. Jepatenb
perncTpaunoHHoro yaoctoBepeHuss obssaH no TpebGoBaHWIO YMNOMHOMOYEHHOTO OpraHa rocyaapcTBa-yrieHa
npeacTaBnsATb MacTep-dain cucTembl dpapMakoHaa3opa, KOTopbiii GyaeT Mcronb3oBaTbCs Ans MHOPMUPOBaHMS O
NpoBeaeHNN UHCNEKLNIA.

4.1.2. Lenamun nHcnekumm no papmakoHaa3opy sBnstoTCA:

a) noaTrBepXxaneHne Hannydua y gepxarena pernctpaunoHHOro ynocTtoBepeHuA nepcoHana, CUCTeM, a TakKkKe
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nomMeLwleHund, cpencTte n 060pyp,OBaHVIFI, HeobXoaMMbIX AN BbINONHEHUST 0683aTeNnbCTB Mo cbapmaKOHap,sopy;

6) BbiSIBNEHNE, OLEHKA M perMcTpaumsi HeCOOTBETCTBUI, KOTOPbIE MOTYT NMPeACTaBnATb ONAacHOCTb AN 340POBbS
HaceneHusi, U MHopMMpoBaHMe 06 3TOM MHCMEKTUPYEMO CTOPOHBI;

B) UcCMonb3oBaHWe pes3ynbTaToB MWHCMEKUUn B KayecTBe OCHOBbI AN obAs3aTenbHbIX ONA Aepxartens
PerncTpaLmMoHHOro yAOCTOBEepeHUs AeicTBuiA (Npy HeoBXxoanuMocTw).

4.1.3. YNONHOMOYEHHbIN OpraH rocygapcTea-yfieHa BrpaBe MpPOBOAMTb MHCNEKUMW no dapmMakoHag3opy nepeq
peructpauven nekapcTBEHHbIX MpenapaToB ANs NPOBEPKUM COOTBETCTBUS AeNCTBYOLLEN cucTembl hapmakoHaasopa
aepxarens perucTpaumoHHOro yAoCToBepeHust TpeboBaHWMAM 3akoHO4ATeNnbCTBa rocy4apCTBa-yfieHa M HacTOALLMX
MpaBun. YNonHoMoYeHHble opraHbl rOCy4apCTB-YNEeHOB OCYLLECTBAAIOT B3anMoaencTee no obMeHy mHdopmaumen B
4YaCTU MHCNEKUWI, KOTOPble NNaHMPYIOTCH, U PEe3ynbTaToB UHCNEKLUIA, KOTOPLIE YKe NPOBEeAEHbI.

4.1.4. MNporpamMmmbl MHCNEKUMIA NO hapMakoHaA30py BKMAKYAKOT B CebSA NnaHoOBble MHCNEKLMU B COOTBETCTBUM C
OCHOBaHHbIM Ha pucKkax MOAXOAe, a TakkKe BHEMMaHOBble WHCNEKUWW, OCYLLEeCTBASEeMble C Lemnbio OLEeHKU
npeanonaraemMblXx HECOOTBETCTBUWA WM MOTEHUMarnbHbIX PUCKOB, KOTOPble MOryT OKasaTb BMAMSAHME Ha BbIMOMHEHWe
yHKUMI NO hapmakoHaa30py onpeaeneHHoro NekapCcTBEHHOro npenapara.

4.1.5. Pe3ynbratbl MHCNEKUMWN OOMXKHbI ObITb NpegocTaBeHbl MHCMEKTUPYEMOMY CyObekTy, KOTOpbIA nony4vaet
BO3MOXXHOCTb BbICKa3aTb CBOM KOMMEHTapMM B Criydae BbISIBIIEHWSI HECOOTBETCTBUSI TPebOOBaHUSIM 3akOHOAATENbLCTBA
rocygapcrea-yneHa u Hactoswmx [Mpasun. [epxatenb perncrpaumoHHOro yaoCToBepeHua 00s3aH CBOEBPEMEHHO
YCTPaHUTb BbISBNIEHHOE HECOOTBETCTBME, paspaboTaB M BHEOPUB MaH KOPPEKTUPYLWMX K npegynpeavTenbHbIX
MEpPONPUATUN.

4.1.6. B cny4yae BbiIBNeHWs B pes3ynbTaTe MWHCNEKUUn HecobnoaeHnsa nepxarenem perncTtpaumoHHOro
yoocToBepeHus obs3aTenbcTB Mo dapMakoHaA30py YMNOMHOMOYEHHbIM OpraH rocygapcTBa-yneHa o6s3aH
WH(OPMUPOBATL YMONHOMOYEHHbIE OpraHbl APYrnMx rocyaapCTB-4YfieHOB O BbISBIIEHHOM HapyweHun. B cnydae
HeobxoAMMOCTU YMNONHOMOYEHHLIA OpraH rocygapcTBa-v4flieHa [[OMmKeH obecneynTb, 4TOObI K AepxaTento
pPErncTpaLmMoHHOro YaAoCTOBEPEHUST MPUMEHSNNCE 3PEKTUBHbBIE, COPa3MEPHbIE U COEPXUBAIOLLME MePbl BO3OENCTBUA.
MHdopmMauma o npoBegeHnn 1 pesyrnsratax MHCMEKUUn B paMkax papmakoHaasopa, a Takke 0 NocreayLwemM KOHTpone
N OueHKe MnocneacTBMA pasMellaeTcsl rocygapcrBamu-dneHamMn Ha odumumnanbHbIX calTax COOTBETCTBYHOLLMX
YNOMHOMOYEHHbIX OpraHoB rocygapcTB-4N1eHOB B UH(POPMALMOHHO-TENEKOMMYHUKALMOHHOW ceTh "UHTepHeT".

4.2. CTpyKTypbl 1 NpoLiecchl
4.2.1. Tunbl MHCNEKLNNA.
4.2.1.1. 'Hcnekuumn cnctembl dapmakoHag3opa B LeSIoM 1 Mo OTAENbHbLIM NleKapCTBEHHbLIM NpenapaTtam.

4.2.1.1.1. NHCcheKkumn B pamkKax CUCTeMbl (hapMakoHag3opa HanpaefieHbl Ha OLEHKY M aHanuM3 MMEOLLMXCS
npoueayp, CUCTEM, NepCcoHana, NoMeLLeHnn 1 obopyaoBaHNs, a Takke onpeaeneHns nx COOTBETCTBUSI 06A3aTeNnbCTBaM
no capmakoHaa3opy, YCTaHOBMEHHbIM 3aKOHOAATENbCTBOM rOCYyapCTB-4YNeHoB M HacToswmmn lNpasunamn. B xoge
BbINOJTHEHUA [OaHHOIo aHanM3a MOryT UCNonb30BaTbCA KOHKPETHbIE MpUMepbl JNeKapCTBEeHHbIX npenapatoB And
AEeMOHCTpauun 1 NpoBepkn paboTbl cucTeMbl hapMakoHaasopa.

4.2.1.1.2. VIHCcnekumun, HanpaBfeHHble Ha OUEHKY BbINOMHEHUS (DYHKUMA MO hapMakoHaas30py B OTHOLUEHMM
onpegeneHHoro ekapcTBEHHOro npenapara, BKMI0YaT B TOM YMCIIe OLEHKY Y aHann3 MeponpusaTui n GOKyMeHTaumum,
CBSI3aHHOMN C YKa3aHHbIM fekapcTBeHHbIM npenapaTtoM. OnpegeneHHble acnekTbl oblen cucteMbl dpapmakoHaasopa,
ncrnonb3yemMble NPy BbIMOMIHEHWN (DYHKUMIA B OTHOLLEHUW WHCNEKTMPYEMOrO NeKapCTBEHHOro rnpenapara, Takke MoryT
noanexarb OLUeHKe B paMKax UHCMEKUMM No hapmakoHaa3opy, CBA3aHHOW C NeKapCTBEHHLIM NpenapaToMm.

4.2.1.2. NnaHoBble 1 BHENNAHOBbLIE MHCNEKUUM cUCTEMbl hapMaKkoHaa3opa.

4.2.1.2.1. TInaHoBble WHCMEKLMM CUCTEMbI (pbapmMakoHaa3opa MNPOBOAATCS B COOTBETCTBMM C MNpedBapuUTEnbHO
COCTaBMEHHON MNporpamMoV WHCNEeKuun. B uenax onTuMusauuu nNraHMpOBaHUS MEPONPUATUMIA MO KOHTPOSIO
YHKUMOHNPOBAHNSA CUCTEMbI hapMakoHaa3opa pekoMeHAyeTCcs MPUMEHATb MOAX04, OCHOBAHHbBIA Ha oOueHKe
NoTEeHUNanbHbIX PUCKOB HEBLIMOMHEHUS COOTBETCTBYHOLUX 00683aTensCTB. [naHoBble MHCNEKUMX NpeacTaBnsatoT cobomn
CUCTEMHbIE WHCMEKUMM, HO MOXHO BblIOpaTb OAMH WM HECKONbKO OMNpederieHHbIX fleKapCTBEHHbIX MpenapaTtoB B
KayecTBe MPUMEPOB AN MPOBEPKM (PYHKLUMOHMPOBAHNS CUCTEMBbI (hapMakoHagsopa M MOMyyYeHust MpaKTUYeCcKoro
Jokasartenbctea ee 3eKTUBHOIO (PYHKLIMOHNPOBAHUSA 1 COOTBETCTBMSA TpebOBaHUSAM 3aKOHOL4ATENbCTBA rocyaapcTea-
yreHa N MexayHapoaHbIX LOroBOPOB M aKTOB, cocTaBngwowmx npaso Cotsa. B nporpammy ctaHgapTHOM MHCNEKL MU
MO>XHO, HaNpMUMep, BKITFOYMNTb OLIEHKY COCTOSIHUSI CUCTEMBI MO KOHKPETHbIM Npobrnemam, BbiiBNEHHbIM 3KCNepTamu.

4.2.1.2.2. BHennaHoBble WHCMNEKUMN CUCTEMbl (apmakoHag3opa MPOBOAATCSA B Cliydae BbISBlEHUS
nHuummpylwero ¢akrtopa (cuctemMHom npobnembl), NpuM 3ITOM MHCMNEKUMA paccmaTpuBaeTcsa Kak Haumbonee
OnTMMarbHbIN CNOco6 M3yYyeHMs M OLEHKN BbISBIIEHHOW NpobrnemMbl. BHennaHoBble MHCMEKUUM HanpaBieHbl Ha OLEHKY
KOHKPETHbIX npoueccoB hapMakoHaasopa Mnu BKIHOYalT B cebs usyyeHue BbISBEHHOW npobrembl (BOMPOCOB) N ee



BITUAHUNA Ha Oﬂpeﬂ,eﬂeHHbIVI ﬂeKapCTBeHHbIVI npenapart.

B onpegeneHHbIX criyyasix B 3aBUCMMOCTU OT BbISIBIIEHHON WMHULMWPYOLLEN MNpoGriemMbl MOTYT BbINOMHATHCS
MHCMEKUMM C MOSTHOM OLEHKOW cucTeMbl papmakoHagsopa. BHennaHoBble MHCMEKUMWM BBIMOSHSAOTCA B Crhyvae
BbISIBNIEHNSA OOHOTO WUIN HECKOMBbKMX U3 CrieayroLwmnX MHULMUPYOLWNX haKTopPoB.

4.2.1.2.2.1. ®akTopbl B 4YaCTU COOTHOLLEHMS "Nonb3a - pUck" nekapcTBEHHOro npenaparTa:

M3MEHEHNE COOTHOLLEHMS "MoMnb3a - pVICK", €CInun npeacrtaBndeTcd HeobXoaMMbIM JarnbHenLas oueHKa CUCTEMbI
nyTem npoeseaeHunsa NHCNeKuunn;

3afepxka B BbIMONHEHUU, NMBO HeHaanexaliee BbINOMHEHWE NpoLUeAypbl BbISBIEHUS puUcka UMK
NHpopMMpOoBaHUS 06 U3MEHEHMUI COOTHOLLEHUS "Nonbaa - pUck”, NGO HEBLINOMNHEHWE OaHHOWM NpoLenypbl;

npeacTaeneHne WHcgopMaumMn no npobnemam dapmakoHaasopa B CpeacTBa MaccoBoW MHdopmauun 6Ges
npeaBapuTenbHOMO UM OAHOBPEMEHHOTO YBEAOMIEHUS YNONTHOMOYEHHbIX OpraHoB rocyaapcTB-UNeHOB;

HecobniofeHne TpeboBaHWMIN 3aKkoHOAATENbCTBA rOCYAApPCTBA-yYNleHa, MeXAyHapoaHbIX [OroBOPOB U aKTOB,
coctasnsowmx npaso Coto3a, unu obasatensctB no obecnedeHwio 6e30nacHOCTV fleKapCTBEHHOro npenapara,
BbISIBMEHHOE B XOOE€ MOHUTOPWHIa AesTeNnbHOCTU Mo hapMakoHaA30py YMNOMHOMOYEHHbIMW OpraHaMu rocyaapCTB-
YNEeHoB;

NpuoCTaHoBMEeHMe 06palleHnss UNN KU3bATUE C pbiHKA NeKapcTBEHHOro npenapata 6e3 npegBapUTENnbHOMo
yBEOMITEHUS] YNOSTHOMOYEHHBIX OPraHOB rOCYAapCTB-4YSIEHOB.

4.2.1.2.2.2. dakTopbl B 4acTn obs3atensCcTB No npegctaBneHnto nHpopmaumm (CpoYHbIX U NePUOANIECKUX):

3agepxka nubo ynyuwieHua B NpeacTtaBneHun nHgopmaumm no 6e3onacHOCTM B COOTBETCTBUM C TpeboBaHMAMM
3aKkoHoAaTenbCTBa rocyaapcTBa-vneHa n MexayHapoaHbIX JOFOBOPOB M akToB, COCTaBnswowWwmx npaso Coo3a;

HW3KOEe Ka4ecCcTBO (B TOM 4YUCIie HETOYHOCTb, HENpocnexmnBaemMocCTb, OTCYyTCTBUE LI,eJ'IOCTHOCTI/I) nnubo HenonHoTa
npegcrasnsaeMon nHopmMauuu;

HECOOTBETCTBUE MeXay NpeacTaBnsgeMon nHdopmaumen n gpyrumm MCTOMHUKaMn nHopMaumn.
4.2.1.2.2.3. ®aKkTOopbl B 4acTK 3anpocoB YNONHOMOYEHHbIX OPraHoB rocy4apCTB-4YEHOB:

OTKa3 OT NPEeACTaBfeHUs 3anpalinBaemMont MHoOpMauUUM B CPOKM, YKa3aHHble YMNOMHOMOYEHHLIMW OpraHamu
roCcyf4apCTB-4r1eHOB;

HU3KOEe KayeCTBO NnpeactaBnAemMbliX OaHHbIX WK UX HeHaanexallee npeactaBsledHne no 3anpocam oT
YNOJTHOMOYEHHbIX OpraHoOB rocyaapcTB-4yieHOB O npeacrtaBlieHUN Mchopmaumm.

4.2.1.2.2.4. ®akTOpbl B 4acCTu BbINOMHEHWS YCTAHOBMNEHHbIX 0BA3aTenbLCTB:

obecnokoeHHOCTb (0O6OCHOBaAHHOE MHEHME OTHOCUTENbHO OTCYTCTBMSA B pacnopsikeHUn pepxatens
perncTpauuoHHOro yAOCTOBEPEHMS OPraHM3auMOHHOW CTPYKTYpbl, pecypcHon 6asbl mnu cuctembl obecneyeHuns
KayecTBa cuUCTeMbl (bapmakoHag3opa) No MoBOJY COCTOSAHMSA WM BbINOMHEHWs 06s13aTenbCTB B paMKax niaHa no
yMpaBreHno puckamu;

3adepXKka Ui HeBbINOJIHEHNE KOHKPETHbIX 00sa3aTenbCeTB, Kacakwmxest MOHUTOPWUHIra ©esonacHocTn npoaykuun,
BbIABJI€EHHbIE BO BpeEMA npouenypbl 3KCNepTnuabl permcTpaumMoHHOro 4oCbe JIeKapCTBEHHOIO npenapara;

HU3KOE Ka4yeCcTBO OTYETOB, NPEACTaBMNEHHbIX B OTBET Ha 3aMpocC O BbIMNONHEHUMN YCTAHOBMNEHHbIX 0653aTeNbCTR.

4.2.1.2.2.5. dakTopbl B YaCTU UHCNEKLMN:

3agepKka BO BHeOPEHMN UNWN HEHaanexallee BbiNOMHEHNE KOPPEKTUPYIOLNX 1 NpeaynpeanTenbHbIX AeNCTBUN;

nony4yeHne npu BbliNONMHEHUN OPYINX I/IHCI'IGKLI,I/II7I Ha coOoTBeTCTBUE Tpe6OBaHI/IF|M Haghexawunx q)apmau,esmqecr(mx
npakTuK uHdopmaumMm o HecobniogeHun TpeboBaHWIA 3akoHodAaTenbCTBa rOCYAapCTBa-yneHa WM MeXOyHapOAHbIX

JOroOBOPOB N aKTOB, cOCTaBnsLwmMx npaBo Cotosa, unu obsizatenscTe No obecneveHnto 6e30nacHOCTU NeKapCTBEHHOMO
npenapaTa;

npoBepka MHGOPMaUuW, NOMyYEHHON OT APYrMX YNOSTHOMOYEHHbIX OPraHOB rOCyAapCTB-YfEHOB, KOTOpPbIE MOIU
BbISIBUTb HECOOTBETCTBUSA CUCTeMbl hapMakoHaa3opa.

4.2.1.2.2.6. VIHble hakTopbl:



npo6neMbl, BbISIBIIEHHbIE NP PACCMOTPEHUM MacTep-aina cucteMbl hapMakoHaa3opa;

MHasi MHGOPMauUsa wunM nocTynawowme kanobbl (NpeTeH3nu), ykasblBalolMe Ha OTCYyTCTBUE Yy AepaTerns
PerncTpauLmoHHOro yAOCTOBEPEHNS cucTeMbl hapMakoHaa3opa U cucTeMbl obecrnedeHns ee kayecTea.

4.2.1.3. [JoperncTpaumoHHble MHCREKLNN.

4.2.1.3.1. [JopeructpauMoHHble WMHCMEKLMM CUCTEMbBI (hapMakOHaZ30pa BbIMOMHAOTCA A0 Bbldaun 3asBUTENO
perncTpaumMoHHOro ygoctoBepeHus. Llenblo TakMx WHCNEKUMA SBNSieTCs u3ydeHne QYHKLMOHUPYOLWER wunm
nnaHMpyemon cuctembl bapmakoHag3opa B COOTBETCTBUWM C MPEeACTaBlEHHbIM 3asBUTENEM OMNUCAHWEM CUCTEMbI.
[opernctpaumoHHbie MHCNEKUUN cucTembl bapmakoHaa3opa He ABMATCS obsi3aTenbHbIMU, HO MOryT noTpeboBaTtbcs
npu onpegeneHHbix obctoaTenscTBax. [puHUMNBI 3anpoca O NpoBegeHWM OOPErncTpaumMoHHOM WMHCMEKUUU OOMKHbI
ObITb OonpegeneHbl 3apaHee U He LOIDKHbl SABMASTbCA NMPUYMHON HEOBOCHOBAHHBIX MHCMEKTUPOBAHWUIA, KOTOPbIE MOTyT
3afepxaTb Bblgady permcTpauuoHHbIX ygoctoBepeHui. [pu paccMoTpeHuu uenecoobpasHocTM M 060CHOBAHHOCTM
BbIMOTHEHWSA JOPErMCTPALIMOHHBIX MHCTMIEKLUIA CneayeT yumTbiBaTb cneayowme akTopsl:

3aaBUTENb paHee He paboTan C MMEILLECS CMCTEMON hapMaKoHaa30opa Ha TeppUTOPUSIX FOCYyAapCTB-4YSIEHOB
UMK HaxoOWTCs Ha CTaauu co3daHus HOBOM cucTeMbl hapMakoHaa3opa;

nony4eHa nHdopmaumsa (Hanpumep, UCTOpUs NpeaLlecTBYOWNX UHCNEKUuA Nnbo yseaomneHve (MHdopmaums)
OPYrMX YMNONHOMOYEHHbIX OpPraHoB rocyapCTB-YIIEHOB O HECOOTBETCTBUM) O TOM, YTO AepxaTerb perncTpaumoHHOro
YOOCTOBEPEHUS MMEET HapekaHus Nno BbIMONHEeHMI0 TpeboBaHwui K cucteme dapmakoHaasopa. Ecnv y pepxarens
pPerncTpaumoHHOro YOOCTOBEPEHUA WMMEETCH WCTOPUS Cepbe3HbiX W (UNK) MOCTOSIHHbIX HECOOTBETCTBUMA CUCTEMbI
hapmakoHagsopa AeNCTBYOWUM TpeboBaHMAM, TO AOPErMCTPaLMOHHAA UHCMEKUUS cucTembl hapmakoHaasopa MoXeT
OblTb OAHVMM M3 MeXaHW3MOB MOATBEPXAEHMSA TOro, YTo cuctema Obina COOTBETCTBYHOLWMM 0BpasoM ucrpasneHa unm
yCOBEPLUEHCTBOBAHA;

npun Hann4nn npo6neM, Kacarowmxcs 6e3onacHocTh onpeaerneHHbIX NeKapCTBEHHbIX npenapartoB, MOXET ObITb
Nnpn3HaHoO HeobX0AMMbIM OLIEHUTb BO3MOXHOCTU CO CTOPOHbI Aepxxatena permctpaumoHHbIX y,u,ocmBepeHMM:

peanmn3aummn MmeponpuaTna no MMHMMn3aunnm puckoB, CBA3AHHbIX C KOHKPETHbLIM NeKapCTBEHHbLIM NMpenapaTtoMm,

HageXxallero BbIMONHEHNSA 0CobbIX Tp66OBaHMI7I no obecnedyeHnto GesonacHocTn NPUMEHEHNA JTIEKapCTBEHHbIX
npenaparos, KOTOpPbI€ MOryT ObITb YCTaHOBJIEHbI;

Haanexaulero BbINOJIHEHUA Mnpouenyp B paMkax PYTUHHOIO cbapmaKOHap,sopa JIeKapCTBEHHOro npenaparta,
BblI3blBalOLLEro onaceHna B OTHOLLEHUN ﬂpOd)I/U'IFl ©e3onacHocTu.

an/IHFlTVIe peweHna no BbINOTHEHUIO ,D,OpeFI/ICTpaLI,VIOHHOIZ WHCNEeKUMM BKIlOYaeT B cebs OUEHKY puckoe C
KOMIMMEKCHON OLEeHKON BOMPOCOB, KacalLWwnxca onpenerieHHbiX nekapCcTtBeHHbIX npenapartoB 1 CUCTEMbI.

4.2.1.3.2. B cnyyae ecnu B pesynsrate LOPErMcTpauuoHHOW MHCMeKunn cuctembl dpapmMakoHaas3opa BO3HUKaeT
06eCnoKoeHHOCTb No NoBoAY CMOCOBGHOCTU AepKaTensl perncTpaumoHHOro YyAOCTOBEPEHUS BhINOMHATL TpeboBaHus K
cucteme papmakoHag3opa, YCTaHOBMEHHble 3aKOHOA4ATENbCTBOM rocydapcCTBa-yneHa u Hactodwumun [MpaBunamu,
YMONHOMOYEHHbIV OpraH rocyaapcTBa-yfieHa MOXET NPUHATb Criegyrolme Mepbl:

a) 0TKa3 B perncrpauun, NOATBEPXAEHUN perncTpaummn (nepeperncTpauum) Unn UHbIX Npoueaypax, CBA3aHHbIX C
peructpauuen;

6) BbINOMHEHME MOBTOPHONW MHCMEKUMN A0 Bblgayu perncTpaumMoHHOro YOOCTOBEPEHNUS C Lenbio NoATBEepXOeHUS
yCTpaHEeHUs KPUTUYECKUX HECOOTBETCTBUIA U BbINOMHEHUS peKkoMeHaaLui;

B) Bblgaya pPerucTpaLuoHHOro YAOCTOBEpPEeHUSs C peKoMeHAauuen npoBeAeHUs WHCMEKUUU CcucTembl
bapMakoHaf30pa Ha paHHeM MoCcTPerucTpaLnoHHOM aTane.

4.2.1.4. lNocTperncTpaunoHHbIe UHCMEKLMN.

MocTperncTpaLmoHHbIe MHCMNEKLMU CUCTEMBbI (bapMakoHag3opa MPOBOAATCS MOCME Bblgaun yOOCTOBEPEHUSA O
rocyaapCTBEHHOW peructpauum u npegHasHadeHbl 079 OUEHKU BbINOMIHEHUS AepXaTeneM perucrpauyMoHHOro
YOOCTOBEPEHMS CBOMX 00A3aTenbCTB No hapmMakoHaasopy. [ocTperncTpaumoHHble HCIEKLMMA MOTYT ObiTb Ntoboro Tuna
B COOTBETCTBUU C NyHKTamu 4.2.1.1 n 4.2.1.2 HacToswux Npasun.

4.2.1.5. ObbsaBneHHble U BHe3arnHble MHCNEKLUN.

BonbLWMHCTBO MHCNEKUMI cucTeMbl hapMakoHaasopa OyayT o6bsiBMEHHbIMW, YTO npegnornaraeT yBeooMIieHue
MHCMNEKTUPYEMOW CTOPOHBLI O HEOBX0AMMOCTU 0becneyeHns NPUCYTCTBUSE COOTBETCTBYIOLUMX MWL, BO BPEMSI NPOBEAEHMS]
nHcnekumn. B psige cnydaeB uenecoobpasHbiM SBNSIETCS MPOBEAEHWE BHe3anHbIX MHCNeKuMn nubo yeBegomreHue
MHCNEKTUPYEMOW CTOPOHbI HakaHyHe NpPOBEeAEHMS MHCMEKUMU (HanpuMep, ecnu npeaBapuTenbHoe 06bsiBNeHne MoXeT
MOCTaBUTbL MOA Yrpo3y LEnU WHCMEKUUW WU eCrlv MHCMEeKUMs MpPOBOOWTCH B CXaTble CPokM no BesotnararenibHbIM
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npuYMHaM, CBSI3aHHbIM C yrpo3oi 6e3onacHocTw).
4.2.1.6. lNoBTOpHbLIE MHCAEKLUN.

MOBTOPHbIE MHCMEKUMM MOTYT NPOBOAWUTLCS Ha PErynsapHON OCHOBE B pamkax NMporpammbl NNaHOBbIX WHCMEKLMiA
cuctembl hapmakoHagsopa. HeobxoayMo OUeHWUTb hakTopbl puUcKa C Lenblo onpeaeneHnsi NpMopuUTETOB MOBTOPHBIX
MHcnekuuiA. MNoBTOpHas MHCMEKUMS Ha paHHEM 3dTane MOXET MPOBOAUTLCA B Crlydae, ecriv BbiSIBIeHO 3HauuTerbHoe
4YMCNO HeCcoOTBETCTBUI U TpebyeTcs NOATBEPXKAEHWE HaAMexXallero BbIMOMHEHUS OENCTBUMA U MeponpuaTui,
HanpaBrieHHbIX Ha YCTpaHeHWe 3ameyvaHWi, U OLEHKM MOCTOSIHHOMO BbINOSIHEHNUS 06S3aTensCTB U cobnogeHus
TpeboBaHWI k cucTemMe papMakoHaa3opa, B TOM YMCIie OLEHKU M3MeHeHWI B cucteme hapmakoHaasopa. MoBTopHas
WHCMEeKUUsi Ha paHHeM 3Tane Takke LernecoobpasHa BCKOpe Mocrie NpoBefeHMs Npedblayllei MHCMeKuMn B criyvyae
HanMunMsa WHGOPMAaUUN O HEBBLINONTHEHUU WHCNEKTUPYEMOW CTOPOHOW HaAnexalux KOPPeKTUpYLWUXx Wu
npeaynpeauTenbHbIX MEPOTPUATUIA MO NPeAnMcaHuio Gonee paHHe UHCMEKLMN.

4.2.1.7. QnCcTaHUNOHHbIE NHCNEKLWN.

[ncTaHUMOHHbIE MHCNEeKUMM cucTtembl hapmMakoHag3opa MpoBOAATCS MHCNekTopamu 6es3 Bblesda K aepxarento
perncTpaunmoHHoOro yaoctoBepeHuss nubo opraHusauumu, KOTOPOW AenernpoBaHO BbIMOMHEHWEe QYHKUMA Mo
hapmakoHaa3opy. YKasaHHble MHCMeKUMn MOryT npoBOAUTBCH C WCMNOMb30BaHMEM TakUX CPeacTB CBA3M, Kak
NHEOPMALIMOHHO-TENEKOMMYHUKaLMoHHas ceTb "UHTepHeT" nnu TenedoHHas cBs3b. [1ogobHbBIN TUN MHCNEKUMI MOXET
TaKkKe MCNOMb30BaTbCH B Cllyyae BO3HWKHOBEHWS NOrMCTUYECKUX TPYAHOCTEN MpU MPOBEAEHVMM MHCMEKUUM Ha MecTe B
Criydae MCKMNIoYMTENbHbIX 06CTOATENBLCTB. PelieHWe O npoBeAeHWM AMCTAaHUMOHHOM MHCMEKUMUM MO YCMOTPEHMIO
MHCNEKTOPOB MOAMIEXUT COrMacoBaHWIO C YMOMIHOMOYEHHbIM OpraHOM rocy4apCTBa-urneHa, BblAaloWwmnM nopyyeHne Ha
npoBeAeHne nHenekumun. Jlornctmdeckne acnekTol AUCTaHUMOHHOW MHCMEKUMM CreadyeT cormnacoBbiBaTh C AepxaTtenem
perMcTpaumoHHOro ygoctoBepeHus. B cnyvae ecnm B xoge npoBedeHUs OUCTaHLMOHHOW MHCMNEKLUUWM BbISBIISOTCA
BOMpPOCHI, TpebyloLime BbINONHEHUS OLEHKN CUCTeMbl (hapMakOHags3opa HEenoCPEeACTBEHHO Ha MecTe, MpUHMMaeTcs
peLueHne 0 NPOBEeAEHNN HCMEKLMMN C BbI€3AOM Ha MECTO MHCNEKTUPOBAHMS.

4.2.2. NnaHnpoBaHne UHCMEKLMNA.

4.2.2.1. TInaHMpoBaHne WHCNeKunMi cuctem dapmMakoHaa3opa OOSMKHO OCHOBBLIBATbLCA Ha CUCTEMHOM MOAXOAe,
OPUNEHTUPOBAHHOM Ha OLIEHKY PUCKOB, C LIEfbH0 ONTUMAarbHOro UCMOoSib30BaHNSA PECYPCOB B paMKax OCYLLECTBNSEMOM
OEATENbHOCTM MO KOHTPOM M 06ecneyeHnio BbICOKOrO YPOBHS 3aluuThl 300p0OBbsa HaceneHusa. Noaxod K nraHnpoBaHuio
WHCMEKLWIA, OCHOBaHHbIN HAa pUCKax, NO3BOMSIET ONPEAENNUTb YacTOTy, HAMPaBEHHOCTb 1 06beM UHCNEKTUPOBAHUS.

4.2.2.2. TporpamMmbl WHCNEKUMA cuctem dpapmakoHaz3opa COCTaBNAKTCA YMNONHOMOYEHHbIMU OpraHamu
rocygapCTB-4neHoB C y4ETOM criefytoLmx ¢akTopoB:

a) (pakTopsbl, CBA3aHHbIE C MHCMEKUUNEN:

NCTOPUA BbIABIIEHUA HEeCcCOOTBETCTBUIN MO pesynbratamMm npenbiaywmnx MHCNEKUNI q)apmaKOHa/J,sopa nnn opyrux
TUMNOB MHCMNEKLNI (B COOTBETCTBMU C HagNhexawnmm (bapMaLLeBTI/I‘-IeCKMMI/I FlpaKTI/IKaMI/I);

JaTa MOBTOPHOW MHCMEKUMW, PEKOMeHAOBaHHAas WHCMEeKTopaMu WM SKcneptamy B pesynbTaTte npeablayluen
NHCMEeKLUNW;

6) pakTopbl, CBA3AHHbIE C NIeKapCTBEHHbLIMU NpenapaTamu:

perncrTpauna JneKapCTBEHHOIo npenapara, AnA KOTOpPOro Ha3HadYeHbl AOOMNOJIHUTENbHble MeponpunaTtna no
d)apmaKOHa,u,aopy nnn MeponpunAaTnda, HanpasrieHHble Ha MUHUMKN3aLU U0 PUCKOB;

perncTpauma nekapcTtBeHHOro npenaparta, Ald KOTOporo Ha3Ha4YeHO npoBeaeHne TMoCTperncTtpaumoHHbIX
nccneaoBaHuin No 6e3o0nacHOCTU UM HasHa4YeH OOMNONHUTENbHbIN MOHUTOPWHT;

perncTtpauna n noctaBka JrneKapCTBEHHOro npenapara C OonblWMM 0ObEMOM npogax, T.e. C noTteHuunarnbHO
3Ha4YMMbIM BO3OENCTBNEM Ha 60]'IbLIJyIO nonynaunio NauneHToB;

perncTpauma nekapCTtBeHHOro npenapara, He MMerLero anbrepHaTBbl HA PbIHKE roCcyaapCTBa-yrieHa;
B) CbaKTopbl, CBA3aHHbIE C aepXarternem perncTpaumoHHOro ygqoctoBepeHuna:

AepxaTtenb pPerucTpauMoHHOro YAOCTOBEPEHUSl, KOTOPbIA HMKOrOa He MNoABeprarncsl MHCMeKUMUM CUCTEMb
hapmakoHagsopa;

aepxartenb permctpaumoHHOINo yaoctoBepeHud, MMEoLNA B 06pau.|,eva| 3Ha4YnTeribHOEe 4YUCIO J1IEKapCTBEHHbIX
npenaparoB Ha PbIHKaXx rocyaapcCTB-4y1€HOB;

noepxartenb pernctpaunoHHOro yaoCcTtoBepeHud, paHee He UMEBLLINI yﬂOCTOBepeHMVI (0} FocyﬂapCTBeHHOIZ
pernmcTtpaunm Ha TeppuTopumax rocynapcCrB-41€HOB;



HeraTMBHas MWHQOpPMaUWA B OTHOLIEHUM BbINONHEHUs 0bs3aTenbHblX TpeboBaHWi W (MNKW) B CBA3N C
BO3HWMKHOBEHWEM Mpobrnem no 6e30macHOCTM NekapCTBEHHbLIX NpenapaToB, NOMyYeHHast CO CTOPOHbI YMOMHOMOYEHHbIX
OpraHoB roCy4apCTB-YNIEHOB U MHbIX TOCYO4apcTB, OCYLLECTBMSOWMX (DapMakoHaZ3op, a TakkKe YNONHOMOYEHHbIX
opraHoB B ApyrMx o6nacTtsx perynupoBaHusi obpalleHusi NeKkapCTBEHHbIX MpenapaTtoB (T.e. COOTBETCTBYHOLLMX
Hagnexalmx papMaueBTU4EeCKMX NPaKTUKax);

Takne U3MeHeHuda B OpFaHVI3aLlI/IOHHOl7I CTPYKTYype Aepxartena permctpaunoHHOro ygoctoBepeHusa, Kak CriuaHua u
nornoLwleHna;

r) doakTophbl, CBA3aHHbIE C CUCTEMON hapMakoHaa3opa:

aepxaTenb perncTpalmoHHOro YAOCTOBEPEHMUS, MMeloWniA cybnoapsigHylo OpraHM3auuto No OCYLLECTBMEHWUIO
AedarenbHoCTM no dapmakoHaasopy (B yactu yHkunn YJ1O B Corose, npeacraeneHnst 0T4eToB no 6esonacHocTy u 1.4.)
1 (M) HECKONBKO OpraHM3aLmii, NPUBAEYEHHbIX A4S OCYLLECTBNEHUS MEPONPUSTUIA Mo chapMakoHaa3opy;

3ameHa YJ1® ¢ MomeHTa nocnegHen nHenekumu;

nameHeHuns B 6a3e (6asax) AaHHbIX MO 6e30MacHOCTV NeKapCTBEHHbIX NMpenapaToB, KOTOPbIE MOryT BKMKOYaTb B
cebs n3mMeHeHve camol 6a3bl JaHHBIX UM B3aMMOCBSA3aHHbIX 6a3 AaHHbIX, cTaTyc Banuaauuv 6a3bl faHHbIX, @ Takke
MHpopMaLIMK O NepefaHHbIX UM NePeHECEHHbIX AaHHbIX;

WU3MEHEHUS B [OrOBOPHbIX OTHOLUEHMSX C MOCTaBLUMKaMW yCnyr no hapmakoHag3opy WM MeCT BbIMOSTHEHMS
dyHKUMIA No hapMakoHaa3opy;

JenerpoeaHve Unu nepefaya ynpasneHns MacTep-caiiniom cuctemMbl hapMakoHagsopa.

4.2.2.3. YNONMHOMOYEHHbIE OpraHbl rOCy4apCTB-YIIEHOB BMpaBe 3anpawimBatb Tpebyemyko WHdopmauuo vy
JepxaTtenen permcTpaLMoHHbIX YOOCTOBEPEHWUI B LIENSAX MaHUPOBAHMSA MHCNEKLMI Ha OCHOBaHWM NOAXO4A MO OLEHKe
pUCKOB, B Criyvae ecrnv Ha MOMEHT MaHMpPOBaHUS OHa He ABMNSETCA JOCTYMHON.

4.2.3. 'HcnekTupyemMble 0ObEKTHI.

Jliobas cTopoHa, ocyllecTBAsoWas MeponpuaTis no apMakoHaA30py MOMHOCTBIO WM YacTUYHO OT MMEHMU
aepxatens perncrpaumoHHOro yAoCTOBepeHWss Nubo COBMECTHO C HUM, MOXeT noaBepratbCs WMHCNEKUMU Ha
nogTeepxgeHne CcrnocobHOCTU Haanexalwlero BbIMNOMHEeHUS AepXxaTenem pPerncTpaumMoHHOro YAOCTOBEpPEHUSN
obsAsaTenseTB 1 cobniogeHnsa obasatenbHbIX TpebosaHu No dapmakoHaasopy. OBbekTbl ANA MHCNEKTUPOBAHUS MOTyT
ObITb pPacnonoXeHbl Ha TEPPUTOPUSX rocyaapcTe-vneHoB Nnbo 3a nx npegenamu. MHcnekumn o6bLEKTOB 3a npegenamm
Coto3a MOryT NpoBOANTLCS, €CNW MaBHbIN LIeHTp hapmakoHaa3opa, 6a3bl AaHHbIX U (Mnn) BbINONHAEMas SeATenbHOCTb
no chapmakoHagsopy Haxogatcs 3a npedenamu Coto3a. Tun M KONMYECTBO WMHCMNEKTUPYEMbIX OOBLEKTOB AOMKHbI
BblOMpaTbCs COOTBETCTBYIOLLUM 06pa3om, YToObl rapaHTUPOBaTb AOCTUXEHNE KMHOYEBbIX LIeMNen MHCNEeKUnM.

4.2.4. O6beM UHcneKumn.

O6bemM MHCNeKuMn 3aBUCUMT OT LENen WHCNeKuMu, oxeaTta npegbigyuimMmm  UHCNeKunaMm  ynoriHOMOYE€HHbIMU
OopraHamMmm rocynapcCTtB-41€HOB, a TakKXe OT Tuna UHCNeKuuw. an/l nnaHMpoBaHUn obbema WMHcNekuMm Heobxoaumo
y4nUTbiBaTh:

a) nHcopMaumio, NpeacTaBneHHyo B MacTep-canne cuctemsl papmMakoHaas3opa;

6) uHdopmMauuio 0 YHKLUMOHMPOBAHUM CUCTEMbl bapmakoHadsopa, Hanpumep, OaHHble O COOTBETCTBUM
CUCTEMbI, MMEOLLIMECH Y YNONMHOMOYEHHOIO opraHa rocyapcraa-yneHa;

B) KOHKpPETHbIEe (haKTOPbl MHULIMMPOBAHNS MHCMEKLUUN B COOTBETCTBUN C NYHKTOM 4.2.1.2 HacTosAwwmx [Mpasun.
4.2.4.1. CtaHOapTHble MHcnekuun papmakoHagsopa.

B npouecce npoeaeHna CcrtaHOapTHbIX WHCMNEKUMA CUCTEMBbI cbapmaKOHamopa npoBepAeTcd cobntogeHue
Tpe6OBaHMVI 3akoHOA4aTeNnbCTBa rocygapcrea-yiieHa n MexXxXayHapoAHbIX OOroBOpoB WM aKTOB, COCTaBIAKLWMX MpaBoO
Coto3a, no cbapmaKOHap,sopy. Ecnn ato NPUMEHNMO, WMHCNEKTUpoBaHMEe [OOJKHO BKIo4YaTb OLUEHKY cneayruinx
ANeMeHTOB CUCTEMDbI:

a) npouenypbl paboTbl C MHAMBMAYANbHBIMA COODOLLEHMSMM O HEeXenaTenbHbIX peakuMsiXx Ha NneKapCTBEHHbIN
npenapart (ganee - UCHP):

cbop, nonyyeHne n obmeH COOBLLEHNAMMN, MOMYYEHHBIMU U3 BCEX UCTOYHUKOB, OT OOBLEKTOB M OpraHusauumi B
pamkax cuctemMbl papmMakoHaa3opa, B TOM YMUCre OT TeX OpraHu3auui, KOTopble Ha KOHTPAKTHOM OCHOBE BbIMOMHAOT
obsasatensctBa No apMakoHaA30py ANd AepXaTens perncTpauyMoHHOro yAOCTOBEpPEHMsi, a Takke OT WHbIX
nogpasfeneHnin opraHn3auum, He OTHOCALLMXCS K cucTeme chapmakoHag3opa;
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oueHKka coobLleHnn, B TOM 4YMCNE MexaHU3Mbl MOMyYEeHUs W npouedypa perncrpaumm OueHKM nuu,
NpeacTaBMBLUMX COODLLEHMS, MUCMONb3yemas TEPMMUHOMOIMNS, OLEHKa Cepbe3HOCTM, OXUOAEMOCTU W MPUYUHHO-
CNeacTBEHHOW CBA3W;

pervcTpaumsi pesynbsTaToB nocneayowero HabnogeHus U NCXo4oB (Hanpumep, UCXOA4 B Criyydasix BO34eNCTBUMS
nekapcTBeHHOro npenapata Ha nnog B nepuos OGepeMeHHOCTM W MeOMUMHCKOEe NOATBEepXAeHMEe COoobLIEeHUI,
MOMYYEHHbIX CO CTOPOHbI NALMEHTOB);

BbINONHEHNE TpeboBaHMI 3aKkoHOOATENbCTBA rOCY4APCTB-YMEHOB M MEXOYHapO4HbIX [OOrOBOPOB W aKTOB,
coctapnsowmx npaso Coros3a, No npeacrtaBneHnto pasnuyHbix Tunos MCHP B cooTBeTcTByHOLME YNOMHOMOYEHHbIE
opraHbl rocy4apcTB-UIieHOB;

BeAEeHMe OOoKyMeHTauun n apxmsmposaHe NCHP;

©) nepunogmdeckme obHoBMSIEMbIE OTHYETLI MO He3onacHoOCTH (eCnU NPUMEHNMO):

NONHOTa U OOCTOBEPHOCTb BKITHOYEHHbIX AaHHbIX, 060CHOBaHHOCTb peUJeHMVI, OTHOCALLNXCA K AaHHbIM, KOTOpPbIE
He BKITHOYEeHbl;

peLueHne BOMPOCOB Mo N3MeHeHUo npodmnga 6e3onacHOCTH, NpeacTaBneHne COOTBETCTBYHOLLMX aHaNU30B U Mep;
odopmrnieHne NMOOB B COOTBETCTBMM C YCTAHOBNEHHBIMY TPeOoOBaHUAMM;

CBOEBPEMEHHOCTL NPEeACTaBIEHNS;

B) HenpepbIBHAs oLeHKa npodunsa 6e3onacHoCTu:

NCMNOmb30BaHMe BCEX UCTOYHMKOB MHOpMaLUmy Ans obHapyXeHUst curHana;

npaBubHOE NPMMEHEHNE METOAONONMM aHanu3a nHdopmMaumm;

COOTBETCTBME MpoLedyp PaccrnefoBaHus M MOCreaylwmux OeUcTBui (HanpuMep, BHEAPEHUe pekoMeHdauui
rnocrie aHanvaa gaHHbIX);

peanvsauusi nraHa ynpasneHusi puckamm unm gpyrmx o6s3aTenbCerB;

cBOeBpeMeHHOe BbiABeHne 1 npeacrtaBrieHne nosHbiX U TOYHbIX AaHHbIX YNOJTHOMOYEHHbIM OpraHam rocyaapcTB-
YrieHOB, B YaCTHOCTU B OTBET Ha KOHKPETHbIEe 3anpocCbl AaHHbIX;

BKMIOYEHME YTBEPXKAEHHbIX W3MEHEHU B coobuleHus, Kacawlimecs 6GesonacHocTu, U MHGOpMaUUo O
nekapcTBeHHOM npenapare;

') MIHTEPBEHLMOHHbIE (NPY HEOOXOOUMOCTM) N HEMHTEPBEHLIMOHHbIE KIMHUYECKNE NCCIEeN0BaHWS:

npencrtaeneHne coobueHn o noao3peBaeMbiX Cepbe3HblX HeOXUAaHHbIX HeXenaTtelbHbliX peakunax B
COOTBEeTCTBUM C TpGGOBaHVIﬂMVI 3aKoHodaTernbCTBa rocygapcrTB-4Jy1eHOB;

nony4yeHue, permctpaumna n oueHka criydaeB HeXenaTtelbHbIX peaKumVl, BbIABIEHHbLIX B XO0A€ WHTEePBEHUMOHHbIX U
HENHTEePBEHLUMNOHHbIX KITMHNYECKUX nccnenoBaHui;

npeacTaBneHne pesyrnbTaToB UCCIeqoBaHus Y COOTBETCTBYIOLWEN MHopMaL My No 6e30MacHOCTM NieKapCTBEHHbIX
npenapaTtoB B 0OpMe OTYETOB COrflacHO TpeboBaHUSIM 3aKOHOAAaTeNbCTBa roCcyAapCTB-4YIEHOB;

COOTBETCTBYIOLMIA BbIGOP CMNpaBOYHOW MHGOpMauuM Mo 6Ge3onacHOCTW, NoadepkaHue aKTyanbHOro YPOBHS
nHcpopMaLumm B GpoLutopax nccrnegoaTtens unm nHdopmaumm no 6esonacHocT Ans NauneHTa;

BKITFOMEHWE JaHHbIX UCCMNeAOoBaHUs B TEKYLLYIO OLEHKY Npoduns 6e3onacHoOCTU NekapcTBEHHOMO Npenapara;

4) npouenypbl cuctembl hapmakoHagsopa:

ponun n obszaHHocTu YI1®, Hanpumep, AOCTYN K cucTeMe kadectBa dpapmakoHaasopa, macTep-gansy CUcTeMb
(hapMakoHaz3opa, nokasatensm 3PQEKTUBHOCTM M MHAMKATOPaM CUCTEMbI, OTYETaM MO ayauTam U UHCNEKUMUsiM, a
TaKkKe UX CNOCOBHOCTb NPUHUMATL MEpPbI MO YNyYLLEHWIO COOTBETCTBUS;

ponu n 0653aHHOCTM AepKaTens permcTpaLMoHHOrO YAOCTOBEPEHUS B OTHOLLEHUM CUCTEMbI (DapMaKoHaa30pa;

TOYHOCTb, MOSIHOTA M NogAepXaHue akTyaNibHOro YpOBHSA WHopMauum B mMacTep-danne cuctembl
thapmakoHansopa;



Ka4yeCTBO N COOTBETCTBME YPOBHA NMOAOTOTOBKHU, KBaJ'IVI(pVIKaLI,VII/I 1 OonbiTa nepcoHana;

OoXBaT U COOTBETCTBUE CUCTEMbI KayeCTBa B OTHOLUEHUN CUCTEMbI Q)apmaKOHa,qaopa, B TOM 4ucne BblNonHeHne
npoLueccoB KOHTPOJ1A KavecTBa U obecneyveHuns Ka4ecTsa;

NPUroaHOCTb NCNOJb3yeMbIX KOMMNbTEPU3NPOBAHHbLIX CUCTEM ONA BbINONTHEHUA KOHKPETHbIX (byHKU,I/IVI;

COrMalleHNst CO BCEMM Y4YaCTBYHOLUMMM CTOPOHAMM, COOTBETCTBYIOLLMM 0BpasoMm oTpaxatoliMe oGsS3aHHOCTU U
MepONpUSATUS MO BbINOSIHEHUIO (hapMakoHaA30pa, a TakkKe Hagnexallee UX BbiMofHeEHe.

MHcnekuus MoXeT BkNovaTb B cebs OLEHKY COOTBETCTBUA OcCyLllecTBndeMbIXx Mep MWUHUMWU3aAUNUUN PUCKOB
YCTaHOBJ1€HHbIM TpeGOBaHI/IFIM.

4.2.4.2. BHennaHoBble MHCNEKLNN.

O6bem BHENMaHOBOW UHCMEKUUN 3aBMCUT OT MPUYMH ee HasHayeHus. B uncno oueHnBaeMbix acnekTtoB CUCTEMB
MOryT BOUTW yKa3aHHble B NyHKTe 4.2.4.1 HacToswmx MpaBun, a Takke cnegyowime acnekTbl:

a) BOBMe4YeHVe U WHGOPMUpOBaHHOCTL YII® no Bompocam, CBSI3aHHBIM C  KOHKPETHLIM J1eKapCTBEHHbIM
npenapaTtom;

6) yrnybneHHoe W3y4YeHue MpOLEeCcCOB, MPOLEAYP MNPVHSATAA pPEeLIeHUA, BbINONHEHUS WMHMOPMUPOBAHMS U
peanusauMm Mep, CBSAI3aHHbIX C KOHKPETHbIM (DAaKTOPOM WHULMMPOBAHUS WHCMEKUMM W (UnK) FeKkapCTBEHHbIM
npenaparom.

4.2.4.3. lNoBTOpHLIE MHCAEKLUUN.

4.2.4.3.1. Onpegenasa obbembl paboT MO MPOBEAEHMIO MOBTOPHOM WMHCMEKUMMW, HYXXHO y4MTbIBaTb cregyloline
acnekTbl:

a) aHanM3 COCTOSIHASI CUCTEMbl M (UNW) NMaHa KOPPEKTUMPYILWMX W NpedynpeauTenbHbIX MeponpusiTUi,
pa3paboTaHHOro No pesynsTaram npeaplayLlen Henekuun hapMakoHaasopa;

6) aHanu3 3Ha4YUTENbHbIX U3MEHEHUI, KOTOPble BHECEHbI B CUCTEMY chapmakoHag3opa CO BpeMeHM NocrneaHen
MHcnekunn dapmakoHagsopa (Hanpumep, uameHeHwe 6asbl AaHHbIX (hapmakoHaa3opa, CrUSIHAE WNU MOrMoLleHne
KOMMaHUW, 3Ha4YNTENbHbIE U3MEHEHUS B JOFOBOPHbLIX BUAAX AesTENbHOCTH, 3ameHa YI1P);

B) aHanu3 npoLeccoB U (Mnun) BONPOCOB B OTHOLUEHUWN KOHKPETHOrO NEeKapCTBEHHOrO MpenapaTta, BbISIBMIEHHbIX B
pesynsTate OUEHKM WHGOpMauuW, NpeacTaBrneHHOW AepXaTenem perncTpauMoHHOIO YAOCTOBEPEHUs, UMW He
BKIMOYEHHBIX B 06bEM UHCNEKTUPOBAHUS NPeAbIAyLLEA MHCNEKUMEN.

4.2.4.3.2. O6beM MNOBTOPHOW WMHCMEKUMM onpeaenseTcd pesynbrataMmy NpelecTBYOWNX MHCNEKUUA U MOXET
ObITb paclIMpeH C y4eToM psaa hakTopos (Hanpumep, BpeMeHW OT AaTbl NPOBEAEHWUs NpeLlecTByoLwen NHCIeKLnn,
o6bema npefLecTByoLEen MHCNEKUNUA, €CN 3TO NPUMEHMMO).

4.2.5. lNMpouecc nHcnekuuu.

4.2.5.1. NHcnekumn dhapmakoHaz3opa Heobxoammo NiaHMpoBaTb, KOOPOMHUPOBATb, MPOBOAUTL, NPEeACTaBnsTb
OTYETbI O HMX, KOHTPONMPOBATb BbINOMHEHWE 3aMeYaHun U OOKYMEHTMpPOBaTb B COOTBETCTBUM C Mpouedypamu
WHCMEKLUWIA, BBINOMHSAEMbIX HAa TEPPUTOPUSX rocyaapcTB-yneHoB. COBEPLUEHCTBOBAHUIO U FApMOHM3aLUN NMPOBEAEHMS

NMHCMNEeKUMn 6yﬂ,yT crnocobcTBOBaThL COrNMacoBaHHbIe npouecchbl 1 npouenypbl, COBMECTHbIE NMPOBEPKU, 0OMeH onbITOM "
o6yquV|e MHCMEKTOopPaToB YNOJIHOMOYEHHbIX OpraHoB rocyaapcTB-4y1€HOB.

4.2.5.2. lMNpoueanypbl MO MHCReKkUnam dapmakoHazasopa cUcTeM papmakoHaz3opa OOSMKHbI BKMYaTb B cebd
crnegyloLme npoueccehbl:

a) obmeH nHgpopmavmen;

©) nnaHnpoBaHMe UHCMNEKLNIA;

B) JOpErMcTpaunoHHbIE UHCIEKLNN;

r) KOOpAUHaLMSA MHCMEKUMI cucTem bapmakoHag3opa B rocyapcTBax-yneHax;

) KOOpAMHaUUS MHCMEKUWA, NpoBOAUMBIX B rocygapcTBax, He sBnswolimxca yneHamu Cotosza (B TOM 4ucne
WHCMNEeKUUIA NoapsSAYMKOB);

e) NoaroToBKa MHCMNEKUNIA CUCTEM cbapmaKOHap,aopa;
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) NpOBEAeHME MHCNEKUMI cuCTeM hapMakoHaa3opa;
3) OTYETHOCTb MO MHCMEKUMSAM CUCTEM (hapMaKkoHaA30pa U NOCneayoLmii KOHTPOSb;
1) MHCPOPMUPOBAHUE U MPUOPUTETHOCTL MHCMEKUMI dapMakoHaa3opa W NofyyYeHHbIX Pe3ynbTaToB;

K) BegeHue y4yeTa M apxXxmBMpOBaHWUA LOOKYMEHTOB, MOMYYEHHbIX B pes3ynbTaTe WMHCNEeKUMn CUCTeM
thapmakoHag3opa;

n) BHE3anHble MHCMNEKUUNY;

M) CaHKUMM U pPerynsiTopHble WnvM MNpUHyaUTENbHbleE Mepbl B Cryvae Cepbe3HOoro HecobntogeHuss TpeboBaHui
3aKoHoAaTeNnbLCTBa rocya4apcTB-4rneHoB 1 HacToswmx MNpasun;

H) pekoMeHaauny No NOArOTOBKE WHCMEKTOPOB, BbIMOMHAKLLMX UHCNEKLMM cuctem dapmMakoHaasopa, n obmeHy
onbITOM paboThl.

4.2.5.3. Mpun HeobxoanmocTy BO3MOXHa pa3paboTka HOBbIX Npoueayp.
4.2.6. KOHTpOnb BbINOMHEHUSA 3aMeYaHnii MHCNEKLUM.

B cnyyae BbIsSIBNEHUss B XoA4e BbIMNOMHEHUS MHCMEKUMM HecobnogeHuss obsizatenscTB no dhapmakoHansopy
TpebyeTcA ycTaHOBMEHWE MOCNeAyWero KOHTPOMS A0 MOMHOMO BbIMOMHEHUS MnaHa KOPPEeKTUPYHLNX U
npenynpeauTenbHbiX AeicTemin. CneqyeT yunuTbiBaTh crieayloLime MeToabl KOHTPONS:

a) aHanu3 nnaHa KOppeKTUpyLWux W npegynpeguTenbHblX AeNCTBUA gepxaTens pernctpaumoHHbIX
YOOCTOBEPEHUM;

©0) aHanu3 nepruogu4eckmx 0BGHOBNSIEMbIX OTYETOB O xoAe paboT (B cnydYae HeobBXoaUMOCTK);

B) NOBTOPHAs MHCNEKUUSA AN OLEHKN Haanexallero BbINOMHEHWS NinaHa KOPPEKTUPYIOLWMX 1 NpeaynpeanTenbHbIX
JEencTeum;

r) 3anpoc O MpeacTaBneHUuV paHee He MPeACTaBlIEHHbIX OaHHbIX, U3MEHEHWUI (Hanpumep, B MHOPMaUMIO O
rieKapCTBEHHOM MpenapaTte), aHanu3a BnusHus (Hanpumep, pesyrnbTal aHanusa paHee He BKIOYEHHbIX B aHanms
[AaHHbIX NPW BbINOSIHEHUW NPOLIEeAYPb! BbISIBIIEHWS CUrHana);

4) 3anpoc O BbIMOSIHEHUN Hapanexallero MHAOPMUPOBAHUS, BKIOYasi BHECEHUE W3MEHEHW B MHdopmaumio,
npeacTaBnsieMyto B paMkax MapKeTMHIOBOM AesATENbHOCTU, U (MnK) peKknamHyo MHOopMaLmIo;

€) 3anpoc O BCTpeye C AepaTerem perncTpauMoHHOMO YOOCTOBEPEHWUS C LENbl OOCYKOEHUS BbISIBIIEHHbIX
HedoCTaTKoB (HECOOTBETCTBUI) U UX BIUSIHASA Ha NSiaH MepornpusiTUi;

)K) nepenada pe3ynbratoB MHCNEKU apyrmm ynoriHOMOY€eHHbIM OpraHam rocygapcrtB-4J1€HOB;

3) Apyrve OelcTBusl, CBSiI3aHHble C JIeKapCTBEHHbIM MpenapaTtoMm, B 3aBUCMMOCTU OT BIUSHWS HEOOCTaTKOB
(HecooTBETCTBUIA) U pe3ynbTaToB NOCHeayloWmnx AencTBuin (cloga MOryT BXOAMTb OT3bIBbl UMM OENCTBUS, CBA3aHHbIE C
BblAayeln perncTpaumoHHbIX YAOCTOBEPEHUIA UMW pa3peLleHnii Ha NpoBeaeHNe KIMHUYECKUX UCTIbITaHNI).

4.2.7. encTBusa N caHKUMU YNOITHOMOYEHHbLIX OPraHoB rocygapCcTB-4YNeHOoB.

4.2.7.1. YNONHOMOYEHHbIE OpraHbl FOCY4ApPCTB-YIIEHOB O00ECNeYMBaloT KOHTPOSb BbIMOSTHEHUS AepKaTensimu
perncTpauMoHHbIX YOOCTOBEPEHUIN 00sis3aHHOCTEl Mo apMaKoHag3opy B COOTBETCTBUM C 3aKOHOAATellbCTBOM
rocyaapcTB-y4nieHoB ¥ HacToswwumu [MMpasunamu. B cnyyae oGHapyxeHuss HecobGniogeHuss TpebosaHuii unu
HEBbINOMHeHNA 0653aTenbLCTB Mo PapMakoHaA30py AeNCTBUS, KOTOpble HYXKHO NPeanpuHATL, A0MKHbI onpeaensaTbes no
KaXKOOMY KOHKPETHOMY Ccriyyato oTaenibHo. Kakue OencTBusi MpeanpuHsTb, OOSHKHO 3aBMCETb OT MOTEHLMANbHOro
HeraTMBHOIO BIMSIHUSI HECOOTBETCTBUIN (HECOOMIOAEHMW) Ha 300POBbE HAcereHusl, HO NGOl criyyail HECOOTBETCTBUIA
(HecobGntoaeHW) MOXET YUMTbIBATLCA NPU NPUMEHEHUN NPUHYAUTENbHBLIX Mep. Mpyn HeoBXoAUMOCTU YMNONTHOMOYEHHbI
opraH rocygapcTBa-ynieHa gomkeH obecneunTb, YTOBbI K AepXaTenio perncTpaLmnoHHOro yAoCTOBepPeHNUs NPUMEHSNUCH
2 hEKTUBHBIE, COPpa3MepHbIe 1 cOepKMBaloLLe Mepbl BO3AeNCTBIS.

4.2.7.2. B coorBerctBMM C HacTtosiwmmu [paBunamm u npyv HeobGXoAMMOCTU C npaBunamu, YCTaHOBEHHbIMU
3aKoHO4ATENbCTBOM [OCY4APCTB-UYNIEHOB, B Criyyae HecobniogeHuss obsa3aTenbCcTB NO hapMakoHaa3opy BO3MOXKHbI
crneaylolme BapnaHTbl perynmpoBaHus:

a) obyyeHune 1 cogencTeme: YNnorHOMOYEHHbIe OpraHbl FoCygapCTB-YIieHOB BripaBe 00LaTbCs C NpeacTaBuTensiMmn
aepxaTenen perncTtpaumoHHbIX yOOCTOBEPEHUN (Hanpumep, Ha cobpaHuu), 4Tobbl 00600WMUTH BbISBMEHHbIE
HECOOTBETCTBUS, PA3bACHUTL YCTAHOBMNEHHbIE TPEOOBaHMSA U OXUOAHUS YNIONIHOMOYEHHOMO OpraHa rocyaapcTBa-yreHa,
a TaKXKe pacCMOTpeTb KOppekTupylwue W npegynpeauTenbHble OeUCTBUS, NpeanaraeMble Aep)kaTernem



perncTtpaunoHHbIX yﬂ,OCTOBepeHMVI;

6) npeacTaBneHWe MHGOPMaUMK OPYTMM YMNOMHOMOYEHHbIM OpraHaM TrocydapCTB-Y/IEHOB B paMKax
[I0roBOpeHHoCTEl No obecnevyeHmnio KOHDUAEHLMaNbHOCTY;

B) WHCMNEKTUpOBaHWE AepaTenen perncTpaumoHHbIX YAOCTOBEPEHWU, KOTopble He cobnogalT obssaTenscrsa
WKW He BbINOMNHSAIT TpeboBaHWSA, MOXET NMPOBOAMTLCS C LIEefbio onpeaeneHns cteneHun HecobniogeHns (HeBbIMONHEHNS)
3aKkoHofaTenbCTBa rocyaapCTB-YNEHOB U MeXAyHapoAdHbIX OOrOBOPOB W akToB, cocTasnswlowmx npaso Cotosa, u B
nocrnegyoLweMm ¢ Lenbio NOATBEPKAESHNS X COBNoAeHUs (BbIMONHEHWS);

r) NMcbMO-NpeaynpexaeHne, 3asBneHne 0 HecoOniogeHMn (HEBLINOMHEHUN) UMW YBEOOMIIEHWE O HapyLleHuu,
BblAaBaemble YNOMHOMOYEHHBIM OpraHOM rocydapCTBa-yfieHa C yka3aHMeM HOPMAaTMBHOMO NpPaBOBOrO akTa, KOTOPbIN
OblsT HapyLlleH, C LEeNbl HarnoMVHAHUSA OepXXaTernsM PerMcTpaLMoHHbIX YOOCTOBEpeHM 00 mx obasaTtenbcTBax Mo
dapmMakoHaa30py UM Mepax, KOTOpble OHM OOSMKHbI MPUHATb, @ Takke O CPOKax, YCTAHOBIIEHHbIX AMS YCTPaHEHWUs
HEeCOOTBETCTBUI UMW HapYyLUEHWI;

/J,) paccMoTpeHne YnoJIHOMOYEeHHbIMW OpraHamMmn rocyaapcCTB-4J1€eHOB BOMpoca 00 OI'IyGJ'II/IKOBaHVIVI CnnckKa
p,epmaTenePl perncTpaunmoHHbIX yﬂOCTOBepeHI/IV’I, KOTOpble Cepbe3HO WM noCTOAHHO HapywakT Tpe6OBaHl/I$'-|
3akoHOo4aTeNnbCTBa rocygapcCrB-4J1€HOB U MeXOyHapOo4HbIX 40roBOPOB N aKTOB, COCTaBNAKLWNX NpaBo Coto3a;

€) OeNCTBUA B OTHOLLEHUM PErMCTPaLIMOHHOIO YAOCTOBEPEHUS! UMK 3asiBNEeHMS Ha perncTpaunto nekapcTBeHHOro
npenapara, Hanpuvep:

9KCTpeHHOe BBeJEHNE orpaHquHMﬁ, CBA3aHHbIX C npod)mneM 6e3onacHocTK NleKkapCTBEeHHOro npenapara,
NPUOCTaHOBKA U aHHYNMMpoBaHMe permcTpaunoHHOro yaqoCctoBepeHnd NiekapCTBEeHHOIoO npenapara;

NPUOCTaHOBKa PacCMOTPEHNS HOBbIX 3asiBIIeHWIA Ha MofyYeHne YOOCTOBEPEeHWI O rocydapCTBEHHOW perncTpaumm
[10 peanu3aumm KOPPEKTUPYIOLLMX U NpeaynpeanTenbHbIX AeACTBUIA;

Ha3Ha4eHune goperncrTpaumoHHbIX MHCMNEKUNA CUCTEMBI cbapmaKOHap,sopa;

) OT3blB NEKAPCTBEHHOrO MpenapaTta C pblHKa (Hanpvumep, B crlyyae ecnn B MHGOPMAaLUI0 O JeKapCTBEHHOM
npenapare He BKIOYeHbl BaxKHble NpeaynpexaeHns no 6esonacHocTn);

3) AENCTBUS, CBSA3aHHbIE C MAPKETUHIOBOMW UNN PEKITaMHOM MHpopMauuen;

VI) BHeCeHMe nonpaBoK B MPOTOKOJbl UK NPUOCTaHOBKA KIMMHUYECKUX nuccrnegoBaHun B cly4yae BblABI1E€HUA
N3MEHEHNI ﬂpO(*)I/I.I'IFl ©e3onacHocTn KOHKPETHOrIO J1ieKapCTBEHHOIO Nnpenaparta,

K) aQMUHMUCTPaTMBHbIE LWITPadbl B COOTBETCTBMM C 3aKOHOAATENbCTBOM FOCYAapCTB-4IIEHOB.
4.2.8. Ksanudumkaumsi 1 oby4eHne MHCNeKTOpOB.

MHcnekTopbl, KOTOpble Y4acTBYHT B MNPOBEAEHMM WHCNEKUMA cucTem dapmakoHagsopa, LOMKHbl ObiTb
crneumanMcTamMun  yrnorTHOMOYEHHbIX OpraHoB rOCyAapCTB-YNIEHOB WAM IUUAMW, Ha3HAYE€HHbIMU B COOTBETCTBMM C
TpeboBaHMAMKM 3akoHOOATENbCTBA rOCYAapCTBa-YneHa, a TakkKe AOIMKHbl cobnopaTte MOMOXEHMS PykoBOACTBa MO
KayeCTBY WHCMEKTOpaTa YMOMHOMOYEHHOrO oOpraHa rocygapcTBa-yneHa. PekomeHngyetcsa, 4TOObl HasHayeHue
WHCNEKTOPOB OCHOBBLIBANOChH Ha UX OMbITE U MUHUMAnNbHbLIX TPEOOBaHUAX, ONpeaeneHHbIX YNONHOMOYEHHbIM OpraHoOM
rocygapcrea-yneHa. VIHCnekTopbl AOMKHbI NPOMTU 0ByvyeHne B TOM o6beme, KOTopbI Heobxoamm anga obecnevyeHus mx
KOMMETEHTHOCTUN B Tex 0bnacTtsax, KoTopble He0BXoaAMMbI AF1S NMOArOTOBKU U MPOBEOEHNS UHCMEKUNIA, @ TakKe NOAroTOBKU
oTyeTa O npoBefAeHHbiX WHcnekumsax. OHW JOrKHbI Takke nNponTM obydeHue npoueccam M TpeboBaHUAM
hapmakoHaza3opa Takum 06pa3oM, YTOObl ObITb CMOCOGHBIMY OLLEHUTL Pa3NMNYHbIE acneKTbl CUCTEMbI hapMakoHag3opa
B Cnyyae OTCYTCTBMSI COOTBETCTBYHOLLIErO OnbiTa.

4.2.9. YnpaBneHue Ka4eCcTBOM npoLecca UHcnekumnmn oapMmakoHaasopa.

KauecTBo npouecca WHcnekuMyn cuctembl apmakoHag3opa perynupyetcst YrnorHOMOYEHHLIMU OpraHamu
rocygapcrBa-ynieHa, BXOAMT B YMCMO BOMPOCOB, Ha KOTOPblEe pPacnpocTpaHseTcs cucTemMa KadecTBa CUCTEMbI
hapmakoHaa3opa ynofIHOMOYEHHOTO OpraHa rocygapcrsa-yneHa, 1 NoanexvT ayauTy.

4.3. CotpyaHuyecTBo B pamkax Cotosa

4.3.1. KonnekTneBHOe ncnonb3oBaHve nHdopmaumm.

YNONHOMOYEHHbIE OpraHbl rocy4apCTB-YneHOB 00s3aHbl COTpyAHUYaTh, YTObbl 0bnerynts 06MeH UHpopmaumen
MO MHCMNEKUUSM CUcTeMbl (hapmakoHagsopa, B YaCTHOCTHU:

a) vHdopMaumen ob MHCNEeKUUsX, KOTOpble 3anfaHupoBaHbl U MPOBEOEHbl, C LENbi YCTPaHEHUS HEHYXHbIX



MOBTOPOB U AybnmpoBaHusi pabot B Cotose, a Takke Ans ONTUMM3aLMn UCNOMb30BaHMS MHCMEKUMOHHbBIX PECYPCOB;
©) nHcpopmaumeii 06 odbeme NMHCNEKLMM C TEM, YTOObI NITAaHNMPOBATh OyayLLME MHCNEKUUN;

B) MHGbOpMaUMen o pesynbratax MHCMNEKUMN, B YaCTHOCTM B TOM Clydae, Korga pesyrbsTaTtoM SBMSEeTCH BbiSBEHNe
dakTa HEBbLINOSTHEHUS OepXaTereM PerMcTpauMoHHbIX yOoCToBepeHun TpeboBaHUM 3akoHoOaTenbCTBa rocyaapCTB-
4YneHoB W HacToswmx [lpaBun. YNOMHOMOYEHHbIE OpraHbl rOCyAapCTB-YNIeHOB OOMEHMBAKOTCS MHopMauuen o
KPUTUYECKMX U CYLLEeCTBEHHbIX BbISIBIEHHbLIX HeOocTaTkax, a TakkKe KpaTKUM W3MOXEHUEM KOPPEKTUPYHOLLUX U
npeaynpeavTenbHbIX AEACTBUI U UX anbHENLLMM KOHTPOMNEeM.

4.4. Ponb gepxartenemn perucTpaumoHHbIX YO0CTOBEPEHUI

[epxaTtenu pernctpaumoHHbIX YOOCTOBEPEHUI, MUMeloWMne 3aperucTpupoBaHHble Ha TeppuUTopusX rocyaapcTs-
YrIeHOB NeKapCTBEHHbIE NpenapaTthl, MOANeXaT MHCNEKUMSM cucTembl hapMakoHaasopa. [epxatenu perMcTpaumoHHbIX
yOOCTOBEPEHUI 06S13aHbI:

a) Bcerga ObiTb rOTOBBIMU K MHCMEKLNN, MOCKOJbKY MHCNEKUNN MoryT ObITb BHE3AMHBIMY;

©) BecTm u npeacTaBnAaTb NO TpebOBaHWMIO WMHCMEKTOPOB He no3gHee 7 paboumx OHEeW nocne nonyyeHust
COOTBETCTBYHLLEIO 3anpoca Mmactep-gann cuctemsl papmakoHaasopa;

B) rapaHTnpoBaTb norfy4vyeHue cornacma Ao Havana WHCNekuun Ha npoBegeHne WHcnekumm oT 0ObEKTOB,
Bbl6paHHbIX Aanda nHenekunmn, K KOTopbiM MOryT OTHOCUTbCA OpraHu3auunu, BbiNONHAKOLWNKE (*)yHKLJ,VIVI no cbapmaKOHap,sopy
Nno cornaweHnto ¢ gepxxarternem permcTpaumoHHbIX y;l,OCTOBepeHMVI;

r) NpeacTaBuTb MHCMEKTopaM NtoGyo MHGopMaUuMio 1 (MNn) AOKYMeHTauuio, koTopasi Heobxoauma Ansi NoAroTOBKU
K MHCTEKLMW, B YCTaHOBIEHHbLIE CPOKM UMK BO BPpeMsl MPOBeAEHNS MHCMEKLNY;

/J,) rapaHTnpoBaTb, 4TO COOTBGTCTByI-OLLI,VIVI nepcoHarn, y‘-IaCTBleIJJ,VIﬂ B AeATeribHOCTU Nno cbapmaKOHa/J,aopy nnn
B3aMMOCBSI3aHHOMN [OEATENbHOCTMY, 6y,u,eT NPpUCyTCTBOBaTh BO BpeMA UHCNEeKunn wun p[aBaTtb pa3bACHEHUA No
BO3HUKaKOLLMM BONpocaMm;

e) rapaHTnpoBaTb Haanexatlee n ceoespeMeHHOe BblINMONMHEHME NITaHOB KOPPEKTUPYOLWNX U npeaynpeanTenbHbIX
MGpOI‘IpVIFlTI/IVI Ona yCcTtpaHeHuA BbIABMEHHbIX BO BpeMA MHCNEeKUUn HeOoCTaTKoB (HeCOOTBeTCTBI/IVI) C yCTaHOBIiEeHneMm
NPpMopuUTETOB NO KPUTUYECKUM U CyLLleCTBEHHbIM He4OoCTaTKamM (HeCOOTBeTCTBI/IFIM).

4.5. VIHCNEeKUMOHHbIe cOopbl
C6opbl 3a NpoBeAeHNe MHCNEKLUA B3MMAIOTCA B COOTBETCTBMM C 3aKOHOAATENbCTBOM FOCYAapCTB-4MEHOB.
5. AyauT cuctembl chapMmakoHaasopa
5.1. CTpyKTypbl 1 NpoLiecChbI
5.1.1. AyauT cuctembl hapmakoHag3opa u ero Lernu.

5.1.1.1. Lenbio npoBedeHus ayauta cucTeMbl cbapmakoHags3opa SBNSEeTCA MNOATBEepXKAeHWe COOTBETCTBUS U
9 DEKTUBHOCTU BHEAPEHNSA U (PYHKLMOHUPOBaHUS CUCTEMbI (hapMaKoHaa30pa NyTem aHanusa U OLeHKM 0ObEKTUBHbIX
(paKToB, BKMHOYAsA CMCTEMY KadecTBa cucTeMbl hapMakoHad3opa.

5.1.1.2. AyauT npencrtaBnsdeT coboM CUCTEMATUYECKUNA, YNOPSALOYEHHbIN, HE3ABUCUMbBIA N OOKYMEHTUPOBAHHLIN
npouecc nonyvyeHns 1 0ObEKTUBHOM OLEHKN (haKTOB, XapakTepU3yHLKMX paboTy cuctembl hapmakoHaasopa, C Lenbio
OonpefeneHnss cTerneHn BbINOMHEHUS KPUTEPUEB ayauTa, CNOCOOCTBYHOLLMX YIyYLIEHWMIO MNPOLECCOB YnpaBreHus
puckamu, KOHTPOMS W ynpaeneHus npoueccamun. Ayautopckme ¢akTbl COCTOAT M3 3anucen, [AOKyMeHTalbHbIX
NOATBEPXKOEHUA UMM MHOW MHOpMauun, KOTOpas UMEET OTHOLUEHUE K KpUTepusiM ayguta u noggaeTcs npoBepke.
Kputepun ayouta oTpaxalT CcTaHZapTbl BbIMOMHEHUS W KOHTPOMNS OeATEeNbHOCTW, MO OTHOLUEHUIO K KOTOPbIM
BbIMOSTHSAETCA OLEHKA MPOBEPSIEMON CTOPOHbI U ee pedatenbHocTW. lMpumMeHnTenbHO K cucteMe hapmakoHagsopa
KpuTepun ayamta LOSKHbI OTpaxaTb TpeboBaHus, npeabsiBrisieMble K cucTeme hbapmakoHagsopa, B TOM 4ucrne K
cuctemMe KadecTBa BbINOMHSAEMbIX Mpoueayp nNo dapmMakoHad3opy, KOTopble onpegensoTca TpeboBaHusaMMU
3aKoHoAaTenbCTBa rocyaapCcTB-4rneHoB 1 HacToswwmx MNpasun.

5.1.2. OcHOBaHHbIN Ha pUCKe MNOAXOA K ayauTam cuctemMbl hapmakoHazsopa.

OcHoBaHHbLIM Ha pUCKe MOOXOAOM SIBMSIETCS TaKoW Moaxod, Npy KOTOPOM WUCMONb3YTCS METOAbl OnpeaerneHus
obnactn pucka. [Mog pUCKOM MOHMMAETCH BEPOSITHOCTb HACTYMNEHUs COObITUS, KOTOPOE OKaXeT BhvsHME Ha
AOCTWKEHNE MOCTABIIEHHbIX LiENIel, C yYETOM CEPbE3HOCTU ero MocrneacTBuii U (Unv) BEPOSITHOCTUM He OGHapyXeHUs
Apyrummn metogamu. OCHOBaHHbIA Ha pyUCcKe NOoAXoA K ayautam OpueHTMpoBaH Ha obrnacTi caMoro BbICOKOTO pUcka ans
cuctembl hapMakoHags3opa opraHusauuW, B TOM 4ucrie Anst CUCTEMbl KadecTBa cUCTeEMbl dhapmakoHazsopa.



nepBOCTeI'IeHHoe 3Ha4YeHne MMeeT pPUCK NpuiInNHeHna Bpena 300poBbiO0 HACENeHUA. Puck oueHnBaeTcs Ha cnegyrowmx
aTanax:

nnaHWpoBaHWe ayauTa Ha CcTpaTernyeckoM YPOBHe, pes3ynbTaToM KOTOpOoro SIBMSieTCs cTpaterns ayauta
(monrocpoyHbIi NoAxoMd), KoTopas AoMKHa YTBEPKAATbCA BbICLLUMM PYKOBOACTBOM;

nnaHnpoBaHne ayamta Ha TaKTU4eCKOM YpOBHE, pe3yribTaTOM KOTOPOro 4ABndeTcA nporpamMma ayauTa,
yCTaHOBIneHne uenen ayauTa, a Takke obnactu pacnpoCcTpaHeHua ayanTta,

nrnaHnpoBaHne ayauta Ha onepatuBHOM YPOBHE, pe3ynbraTOM KOTOPOro ABNAETCA niaH ayauta OnA OTAeNbHbIX
ayanTopCKmMxX 3afad, onpeneneHme npnopuTteToB 3agady ayamta Ha OCHOBaHUU OLEHKM PUCKOB, UCMNONb3oBaHMe MeTon0B
BbI6OpOLIHOFO ncenenoosaHna U TeCTupoBaHUA, OCHOBAHHbLIX Ha pUCKe, OTYETHOCTb MO pe3ynbrataM ayguToB B
COOTBETCTBUMN C OTHOCUTESIbHbIM YPOBHEM PUCKA, a TakKKe peKkoMeHOauun no ayauty.

OueHka pucka OormkHa [OKYMEHTarbHO MOoATBEpPXAaTbCs AN CTpaTerndyeckoro, TakTUYECKOro U onepaTMBHOMO
nraHMpoBaHUs ayaAUTOPCKOM OeATEeNbHOCTU cUCTeMbl hapMakoHad30opa B opraHu3aLmu.

5.1.2.1. NMnaHupoBaHWe ayanTa Ha CTpaTernyeckom ypoBHe.

5.1.2.1.1. Ctpaterns ayouTa npegcraBnser cobon onpegeneHne Ha BbiCLLEM YPOBHE NNaHUPOBaHUS ayguTOPCKUX
MEepPOoNpUsITUIA, NPOBEAEHNE KOTOPbIX 3annaHMpoBaHO Ha cpok 6onee 1 roga (kak NpaBuro, Ha cpok 2 - 5 ner). Ctparterns
ayouTta BKNoyaeT B cebs nepeyeHb ayoMTOPCKUX MPOBEPOK, BLIMNOSIHEHWE KOTOPbIX MOXET ObiTb [OCTaTOYHbIM.
Crpaternsa ayguta ucnonb3yeTcsa Ans onpegeneHus obnactu, HaMmeyeHHOW AN npoBedeHus ayawTa, Tembl ayauTa, a
Takke MeTo0B 1 AoNyLLEeHU (BKIoYas, HanpuMmep, OLEHKY p1cKa), Ha KOTOPbIX OCHOBaHa nporpaMmmMa ayaura.

5.1.2.1.2. CTpaTervm ayauTta OOJKHa OXBaTbiBaTb OpraHM3auuio ynpasneHud npoueccom, ynpasiieHne puckamm un
cpencrtea BHYTPEeHHEro KOHTpOosA BCeX COCTaBNALWNX CUCTEMbI d)apmaKOHa,u,sopa, BKIo4Hasa crneayrowmne:

a) BCe rnpouecchbl 1 3aaa4vYn CUCTeMbl cbapmaKOHamopa;
6) CucTemMa KadyecrtBa geATeNIbHOCTU B CUCTEME cbapmaKOHa,qaopa;
B) B3anMogencTBmne n CBA3yLMe 3BeHbA C APYyrmMun nogpasgerneHnamm (Flpl/l HeOGXOﬂ,MMOCTM);

r) MeponpusiTUs Mo oapmMakoHag30py, NPOBOAMMBIE NOAYUMHEHHBIMU OPraHN3aUMsIMU UMW AenerMpoBaHHbIe pYroi
opraHusauuu (Hanpumep, PpervoHasnbHbIM LEeHTpaM, NpeacTaBnsAlWUM MHbopmauuio, dunuanaMm pepxaTens
PerncTpauLmMoHHOrO YOOCTOBEPEHUS,, TakMM TPETbUM NuuaM, Kak noApsiAHble opraHusauuv W Opyrue gepxarenu
PerncTpaLMoHHbIX YAOCTOBEPEHMUIA).

5.1.2.1.3. ®akTopbl pUCka, KOTOpble CriedyeT YYUTbIBaTh NPU BhIMOMHEHUM NPOLIEAYPbI OLEHKM pyCKa, BKMOYaloT B
cebsi B TOM umncne criegytolme akTopbl:

a) UsMeHeHUs1 B 3aKoHoaaTeNbCTBE rocy4apCcTB-YneHoB Mo papmMakoHaasopy Unu Hactoawmx Mpasunax;
6) KpynHasa peopraHusaunsa Unu apyrue npeobpasoBaHus cucTembl hapmakoHaasopa, CrnsHUS, NpuobpeTeHus;
B) M3MEHEeHWe KIoYEeBbIX YNPaBreHYeCKUX YHKLWIA;

I) PUCK HEXBaTKV HaAnexawum obpa3om NOAroTOBIEHHBIX M OMbITHLIX COTPYAHUKOB chapMakoHad3opa (Hanpumep,
BBMAOY 3HAYMTENbHO TEKy4eCTU NepcoHarna, HefoCTaTKoB B NpoLeccax obyyeHus, yBenuyeHst o6bemMoB pabor);

) CyLleCTBEHHble WM3MEHEHWst B cucTeMe dapMakoHag3opa C MOMEHTa npeabigyliero ayaurta (Hampumep,
BBeAEHNE HOBOW 6a3sbl JaHHbLIX MO AEATENBHOCTU NO hapMakoHaA30py U 3Ha4YMTeNbHOE OOHOBIEHNE CYLLECTBYHOLLEN
6asbl AaHHbIX, WU3MEHEHWUs MPOLLeCCOB M BUAOB [OEATENbHOCTU C Yy4EeTOM HOBbIX TpeboBaHUN 3akoHoAaTenbCTBa
rocygapcTB-4eHOB);

€) NepBbI NeKapCTBEHHbIN Npenapar Ha pblHKE (ANs AepXartenen perucTpaumoHHbIX YAOCTOBEPEHUI);

X) NneKkapcTBEHHbIM NpenapaT Ha pblHKE C BBEAEHHbIMW MepaMn MUHUMW3aLUMN PUCKOB UMK APYTUMU YCITOBUSIMM
obpaleHus, cBAs3aHHbIMW C npodunem ©He3onacHOCTM feKkapCTBEHHbIX MpenapaToB (Hanpumep, HasHavyeHue
OOMONHNUTENBHOIO MOHUTOPWHIA);

3) cTeneHb KPUTUYHOCTM NpoLecca, B YaCTHOCTU:

NS yNoNHOMOYEHHbIX OpPraHoB rocy4apCTB-4MeHOB - HACKOMbKO KpUTUYHA 06MacTb UMW NPOLECC MO OTHOLLEHUIO K
Hagnexawemy @yHKLUMOHUPOBaHUIO cucTeMbl apmakoHad3opa rocyAapCTB-YneHoB M o6Llei uenu cuctemsl
30paBOOXPaHeHNs;

ONns gepxartenen permcTpaumoHHbIX YAOCTOBEPEHUI - HACKOMNBbKO KPUTUYHA 06nacTb MM NpPoLECC NO OTHOLLEHWUIO



K Hagnexawemy QyHKUUMOHMPOBAHNIO CUCTEMbI dapmakoHaasopa. [py NpuHATAM pelleHnst O MpoBeAeHMM ayauTa
kakoro-nnbo cmnmana unmn TpeTbero nNuua gepxatenb PeErMcTpaLMoHHOIO YAOCTOBEPEHNS] AOIMKEH YYNTLIBATL XapakTep
N KPUTUYHOCTb MEPONPUATUIA NO hapMakoHaA30py, KOTOpble NMPOBOAATCH B HAcTosiLLee BpeMsa OUnManom unu TpeTben
CTOPOHOW OT MMEHMW AepXaTens PerucTpauuMoHHOro yaoOCTOBEPEHUS, MOMUMO ydeTa APYrMx OakTOpPOB, BKIHOYEHHbIX B
HacTosLen nepedeHs;

W) pesynbratbl Npeabliaylwmx ayautoB (NPOBOAMMAMCH NM KOrga-nvbo aygouTbl 3TOM obnactu unu npouecca,
pesynbrathl NpegblayLiero aygura);

K) BblSIBNEHHbIE NpoLleaypHble HegocTaTkn (HECOOTBETCTBUS), KacaroLMecs KOHKPETHbIX obracten AesaTenbHOCTU
Mnn NPoLeccos;

n) Apyrve opraHu3auMOHHbIE M3MEHEHWs!, KOTopble MOFYT HEeraTMBHO OTPa3nTbCs Ha obnactu AesTensHOCTU Un
npouecce (HanpuMep, €crnv MPOUCXOAUT M3MEHeHWe Takoi BCroMoraTenbHOW (OYHKUUKM, Kak MHGOPMaLMOHHO-
TexHonormyeckasi noaaepxka).

5.1.2.2. lnaHvpoBaHWe ayauTa Ha TakTU4eCKOM YpOBHE.

5.1.2.2.1. MNporpamma ayauta nNpeacTaBrnsieT cobon nepedeHb ayanTOB, COCTOSLLMIA U3 OQHOIO MM HECKONbKUX
ayguToB, 3amniaHMpOBaHHBIX HA KOHKPETHbI CpoK, 0OblvHO Ha 1 rog. MogroToBka nporpamMMbl ayguMTOB OOMKHA
OCYLLECTBMATLCA B COOTBETCTBUM C JONTOCPOYHOM cTpaternen ayguta. [Nporpamma ayauTta formkHa ObiTb ogobpeHa
BbICLLMM PYKOBOACTBOM C OBLLIEN OTBETCTBEHHOCTLIO 3a ONEPAaTUBHYIO U YNPaBNeHYeCcKyo CTPYKTYpPY.

5.1.2.2.2. Mporpamma ayauTa OCHOBbLIBAETCA Ha HadNexallel oueHKe PUCKOB U AorkHa ObiTb OpUeHTUpoBaHa Ha
OLIeHKY crneayoLLyxX acrneKToB:

a) cucTema kayecTBa cUcTeMbl (hapMakoHaa3opa;

6) KpUTUYECKNE NpOLLECChI B cUCTEME (dapMakoHaa30pa;

B) KJlOYEBbIE CUCTEMbI KOHTPOSTS, ONMUpaloLLIMECs Ha MeponpusTUa papmMakoHaas3opa;

r) o6rnacTy BbICOKOIO pvcka nocre BHEAPEHWUS NpoLeayp KOHTPOMsS U Mep MUHMMU3ALUMKN pUcKa.

5.1.2.2.3. OcHOBaHHasi Ha p1CcKke nporpaMMa ayamTta AOoMKHa Takke yYMTbiBaTb pesynbraThl NpeablayLmx ayauToB
B 4acTM HeJOCTaTOYHOro oxBaTta obnacten AeATenbHOCTU, HanpaBNEHUA BbICOKOrO PUCKA, a Takke HenocpeaCcTBEHHOrO
yKas3aHus pyKOBOACTBA W (MnK) N, KOTOpble HECYT OTBETCTBEHHOCTL 3a CUCTEMY bapmakoHaa3opa.

5.1.2.2.4. [JokymeHTauuss nporpaMmmbl ayguTa [OfKHa BKMoyaTb B cebsi kpaTkoe onucaHWe nnaHa Kaxgoro
aygouta, KoTopbii OygeT npoBefeH, B TOM 4ucrie obbem ayguta u uenn. OBOCHOBaHWE CPOKOB, NEPUOOUYHOCTU U
obbema OTOenbHbIX ayguToOB, KOTOpble SABMASAKTCA 4YacTblo NporpamMmbl ayauToOB, AOSMKHbI OCHOBbLIBATbCSA Ha
OOKYMeHTanbHo 0OpMIEHHON oOueHKe puckoB. OCHOBaHHblE Ha OLEHKE pucka ayauTbl CUCTEMbl (hapMakoHaasopa
OOIMKHbI  BbIMNOMHATLCS PErynsipHO B COOTBETCTBUM C TpeboBaHMsMWM 3aKoHoAaTernbCTBa [OCYAapCTB-YNEHOB U
MeXOyHapOoOHbIX JOrOBOPOB U aKTOB, COCTaBNsoLWMX npaBo Coto3a. BHeceHne 0060CHOBaHHbBIX M3BMEHEHUI B NporpaMMy
ayguTa LOSMKHO ObITh Hagnexalwmm o6pa3omM LOKYMEHTMPOBAHO.

5.1.2.3. lNnaHMpoBaHMe 1 OTYETHOCTb NO ayauTy Ha onepaTUBHOM YPOBHE.
5.1.2.3.1. lNnaHMpoBaHMe 1 cOop AaHHbIX HA MecTax.

OpraHuzaumst goMmkHa BHeOpWTb Mpoueaypbl, NMPUHSATbIE B BUAE [OKYMEHTOB B MUCbMEHHOW (hOpMe, C y4ETOM
NaHMPOBaHUS M NPOBEAEHVs OTAEeNbHbIX ayauToB. Cpoku peanvsauuM BceX Mep, HeoOXoOMMbIX AMS BbINONHEeHWs!
oTAenbHOro ayamTa, OOMKHbI ObiTb YCTAHOBMNEHbI B COOTBETCTBYIOLLMX NpoLiedypax, CBA3aHHbIX C NpoBeAeHMEM ayamTa.
OpraHusaums gomkHa obecneynTb NpoBeaeHne ayauToB B COOTBETCTBMU C STMMW MPOLEAyPaMmn COrMacHO HaCTOSALLIEMY

pasgeny.

OtgenbHble ayouTbl cUCTEMbl (bapMakoHaa3opa [OMKHbl MPOBOAUTBCS B COOTBETCTBUM C  YTBEPXKAEHHOM
nporpaMmMon ayguTta, OCHOBAHHOW Ha puckax B COOTBETCTBMM C NyHKTOM 5.1.2.2 Hactoswwmx [pasun. [Mpu
NNaHNMpoBaHUN OTAENbHbIX ayauTOB ayauTop onpedensieT U OueHWBAaEeT PUCKU, COMPSKEeHHble C paccMaTpuBaemon
obnacTtblo, MPUMEHSIA camMble MoAXoAsimMe MeToAbl BbIDOPOYHbLIX UCCIefoBaHNA U TeCTUpOoBaHuA. Metog BbINOMHEHNS
aygouTa Hagnexawmum obpa3omM AOKYMEHTUPYETCS B NIlaHe NpoBedeHus ayauTa.

5.1.2.3.2. OTYeTHOCTb.

BbiBoAbl ayaUTOPOB AOKYMEHTaNbHO OTpaXatoTCs B ayAUTOPCKOM 3aKMHYEHUN U CBOEBPEMEHHO [OKMaAbIBaOTCA
pykoBoacTBy. lNpouecc ayauta OOmkeH BkModaTb B cebsi MexaHW3Mbl nepefayvn BbIBOAOB ayauTa oObekTy ayauTa,
nonyyYeHust 0GpaTHON CBSI3W U NPELCTaBMNEHUS ayAUTOPCKOM OTYETHOCTM PYKOBOACTBY M 3aMHTEPECOBaAHHLIM CTOPOHaM,
B TOM 4ucre nuuam, OTBETCTBEHHbIM 3a cucTemy apmakoHag3opa, B COOTBETCTBUMM C TpeboBaHMSMMU
3aKOHOAATENbLCTBA TOCYAAPCTB-YIIEHOB U MEXAyHapOOHbIX [OOroOBOPOB M aKTOB, cocTasnsiowmx npaso Coto3a, u
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pekomerHgaumamm no ayguty CUCTemMbl cbapmaKOHamopa. Pe3yﬂbTaTbI ayouTa OOJDKHbI NpeacTtaBnATbCA B COOTBETCTBUN
C OTHOCUTESIbHbIM YPOBHEM pPUCKa U KJ'IaCCVI(bI/ILI,I/IpOBaTbCFl C uenbko yka3aHuda UX KPUTUHHOCTU MO OTHOLUEHUIO K pUCKaM,
BInAKOWLMM Ha CUCTEMY cbapmaKOHap,aopa, npoueccbl 1 KOMMOHEHTbI MPOLIECCOB. Cuctema KJ'IaCCI/Id)MKaLI,I/II/I OOJKHa
ObITb onpegeneHa B OonNUCaHUM CUCTEMbl KadecCTBa (bapmaKOHap,sopa N OO0IKHa y4duTbiBaTb creayruine noporoeblie
3Ha4YeHund, KoTopble crnegyet ncnornb3oBaThb B JanbHeunwen oT4ETHOCTH:

KPUTUYECKUM SIBNSETCA NPUHUMNNANbHBIA HEAOCTATOK (HECOOTBETCTBME) OAHOMO MU HECKOMBbKUX NMPOLECCOB WK
BbINOMHAEMbIX MPOLEeayp cucTeMbl hapMakoHaa3opa, KOTOpbIA HEraTUBHO BIUSIET Ha BCKO cMcTeMy hapmakoHagsopa v
(vnn) npaBa, 6e3onacHocTe M Onarononyyve nauMeHToOB, U (MNM) NpeacTaBnsieT coOOM MNOTEeHUMarnbHYK yrposy
3[0pOBbI0 HAaceneHus U (MNU) cepbesHoe HapylleHne TpeGoBaHWI 3akoHOAATeNbCTBA FOCYAAPCTB-YNEHOB U
MeXAyHapOoaHbIX JOroBOPOB U akToOB, cOCTaBnsowmux npaso Coto3a;

CYLLECTBEHHbBIM SIBMSIETCS 3HAYUTENbHbIA HEOOCTATOK (HECOOTBETCTBME) OAHOMO MMM HECKOMbKMX MPOLECCOB MMM
BbINOJTHAEMbIX npouenyp cuctembl qaapmaKOHa,qsopa, nnn I'Ipl/lHLl,I/II'II/I3J'IbeIVI HegOoCTaToK Kakon-nnodo 4actu Oo4HOIro nnun
HECKONbKMX MPOLECCOB MMM BLIMOMHSAEMbIX npoueayp dapmakoHagsopa, YTO OTpuuaTenbHO CKasblBAETCsl Ha BCEM
npouecce 1 (Unu) NoTeHUManbHO MOXET cKasaTbCA Ha npaBax, 6e30MacHOCTU K Bnarononyynun nauueHToB, U (Unn)
MOXET NpeacTaBnATb NOTEHUMAanNbHY0 ONacHOCTb AN 300POBbS HaceneHus u (unu) npeactaBnsieT coboi HapylleHne
TpeboBaHMIN 3aKOHOAATENbLCTBA rOCYAAPCTB-YNIEHOB M MEXAYHapoOHbLIX AOrOBOPOB W aKTOB, COCTaBMSKLMX MNpaBo
Coto3a, KOTOpOe, OHAKO, HE CYMTAETCH CePbE3HbIM;

HECYLLLECTBEHHbIM SIBMSIETCS HEAOCTATOK (HECOOTBETCTBME) KAKOro-rimbo KOMMOHEHTA OOHOMO WIIN HECKOMbKUX
npoueccoB Uinn BbiNONMHAEMbIX npouenyp CMctemMbl cbapmaKOHa,u,sopa, KOTOpbIE, KaK OXXngaetTcd, He MOryT oTpudarteribHO
ckasaTbCsl Ha Bcel cucteme cpbapmakoHag3opa wnu npouecce, u (Mnu) npaeax, 6esonacHocTM K Gnarononyyum
nauueHToB.

Mo BonpocaM, KoTopble Heo6Xo4MMO pellaTb B CPOYHOM MoOpsigke, HeobXoAuMMO HesamMeanuTernbHO
MHPOPMMPOBATL PYKOBOACTBO O6bEeKTa ayauTa 1 BbiCLIEE PYKOBOACTRO.

5.1.2.4. [lenctBuns, OCHOBaHHbIE Ha pe3yrbTaTtax ayauTa U nocrneayowero KOHTpos ayamTos.

5.1.2.4.1. HesamegnutenbHble OEWCTBUS, ONEpaTuBHbIE AEWCTBUS, AEWCTBMS B pasyMHble CPOKW, a Takke
BOMPOCKI, MO KOTOPbIM HEOOXOOAMMO CPOYHOE MNPUHATUE pelleHus nnbo cpovHoe WHGOPMUPOBAHME, yKasaHHble B
HacTodWeM pasgene, npedHasHayeHbl AN BbIMNONHEHUS B CPOKU, KOTOPble SABMSIOTCA Haanexawunmu, yMeCTHbIMU U
COOTBETCTBYIOLLUMN OTHOCUTENBLHOMY PUCKY Ans cuctembl hapmakoHaasopa. HeobxoaMmo ycTaHOBWUTL MPUOPUTETHI
KOPPEKTUPYOLLMX U NpegynpeauTenbHbiX OENCTBUA ONS YCTPaAHEHUs! BbISIBNEHHbIX KPUTUYECKUX U CYLLECTBEHHbIX
HeJoCTaTKkoB (HECOOTBETCTBUM). TOYHbIE CPOKM AEWCTBUW, CBSA3AHHbLIX C BbISIBIEHHBIM KPUTUYECKUM HEOO0CTaTKOM
(HecooTBETCTBMEM), MOIYT BapbMpPOBAaTLCS B 3aBUCUMOCTM OT XapaKTepa BbIBOAOB U 3aniaHMpOBaHHOIO AENCTBUS.

5.1.2.4.2. PykoBOACTBO oOpraHusaumm obecrneynmBaeT HanuuMe B OpraHu3auum MexaHu3ma, MO3BOMSHLEro
Haanexalwmm obpasom pellaTb BOMPOCHI, CBS3aHHbIE C pe3ynbrataMu ayauTa cuctembl dbapmakoHaasopa. Komnnekc
MEeponpuUATUA [OMKEeH BKMoYaTb B cebA aHanuM3 u3HadanbHOW MNPUYMHBLI BbISIBIEHHOTO HeaocTaTka, BIUSHUSA
BbISIBIIEHHbIX Pe3yNbTaToOB ayauTa, a Takke NoAroTOBKY MiaHa KOPPEKTUPYIOLWLMX U NpeaynpeanTernbHbIX MEPONPUSATUIA.

5.1.2.4.3. Bbicwiee pyKOBOACTBO W nuvua, HageneHHble PyKOBOAALUMMU MOMHOMOYMUAMMU, AOMKHbI N03ab0TUTLCHA O
TOM, 4YTOObI NPeanpuHATbL BCe HeobxoduMmble 3(PdEKTUBHbIE Mepbl MO YCTPAHEHUIO HEeOOCTaTKOB, BbISIBIIEHHbLIX B
npouecce ayauTa. BeinonHeHne cornacoBaHHbIX ENCTBUN OOMKHO CUCTEMATUYECKN KOHTponuposaTtbes. MHdopmaums
0 Xofe peanusauun KOPPEKTUPOBOYHbLIX U MPeaynpeauTenbHbIX MeponpuaTUn AOMKHA Nepuoanyeckn OBOAUTLCS A0
CBedeHMs BbICLLIEro pyKOBOACTBa COOOpasHO 3annaHMpoBaHHbIM AencTBuAM. [oaTBepxaeHne 3aBepLUeHns Komnsekca
KOPPEKTUPOBOYHBLIX W NpeaynpeavTenbHbIX MEeponpuATUA AOIMKHO Haanexawum obpa3om [OOKYMEHTMpOBaTbCH.
Mporpamma ayguTta OOrMkHA npegycMaTpuBaTth MOTEHUMarnbHYl0 BO3MOXHOCTb MPOBEAEHWUS KOHTPOSbHbLIX ayauToB,
KOTOpble BbIMOMHSOTCS N0 Mepe HeOBXOAMMOCTU, C LeNblo NOATBEMKAEHNS 3aBepLUEHUS BbIMNOMIHEHWS COMMacoBaHHbIX
AENCTBUN.

5.1.3. Cncrema kayecTBa 1 AOKYMEHTUPOBaHMS.
5.1.3.1. KomMneTeHTHOCTb ayaAMTOPOB U YNpaBreHnst Ka4eCTBOM ayaAUTOPCKON OeATENbHOCTY.
5.1.3.1.1. HezaBucumocTb 1 06bEKTMBHOCTb ayauta n paboTbl ayauTopoB.

OpraHuzaums OormkHa HasHauuTb KOHKPETHOEe NWLO, KoTopoe OydeT oTBeyaTb 3a AesATenbHOCTb No ayauTy B
obrnactu dapmakoHaasopa. [eATenbHOCTb MO BLIMOMHEHWI0 ayauToB CcuUCTeMbl dhapmakoHadsopa [OomkHa 6biTb
He3aBUCKMOW. PyKoBOACTBO opraHu3auuy AOMKHO 06ecneuntb U AOKYMEHTUPOBaTh He3aBUCUMOCTb U OGbEKTUBHOCTL
ayauTOpOB.

Ayoutopbl OOMKHblI ObiTb CBOGOAHBLI OT BMeLUATeNbCTBa B onpederneHve obbema ayaouTta, NpoBedeHve ayauTa
cucTeMbl hapmakoHagsopa 1 MHopMupoBaHue O pesyrbratax ayamTa. OCHOBHasi OTYETHOCTb AOSKHA HanpaBnsThCs
BbICLLEMY PYKOBOACTBY, KOTOPOE HECET MOJHYI0 OTBETCTBEHHOCTb 3@ WCMOMHUTENBCKYIO U YPaBNeHYECKY CTPYKTYPY,
YTO MO3BONSIET ayAMTOPY BbINOMHATL CBOM 06S3aHHOCTM U MPeacTaBnsTb HesaBUCUMOe U OGbeKTMBHOE ayamTopckoe



3aKriro4yeHune. Ay,El,VITOpr MOTyT KOHCYJbTUPOBaTbCA C 3KCneptamu, nepcoHanoM, ydacTBywWKMM B npoueccax no
cbapmaKOHa,u,sopy, a TaKkKe C nuuoMm, YnoJIHOMOYEeHHbIM nNo cbapmaKOHa,qsopy, npn coxpaHeHn HenpeaB3AToro
OTHOLUEHUA U OTCYTCTBUM BITUAHNA Ha 0OBEKTUBHOCTbL U KA4YE€CTBO BbINOSTHAEMbIX pa60T.

5.1.3.1.2. KBanudukauus, npodeccroHanmam, onbIT U HeNpepbiBHOE NOBbILLEHUE KBanudukalnum ayamTopos.

AyouTopbl OOMKHbl 0bnagatb TpebyeMon kKBanudukauven v noaaepxuBaTb €e B 4acTU 3HAHWWA, HaBbIKOB W
cnocobHocTen, Heobxoaumbix Ans 3EKTUBHOIO NPOBEAEHMS ayANUTOPCKUX MEPOMPUATUI CUCTEMbI (hapMakoHaa30pa,
a Takke ansa ydactus B HUX. AyguTopbl AOMKHbI 06nagath HaBblkamMu, YMEHMSIMU U 3HAHUSIMU B YacTu:

a) NpuHUMNOB, NpoLeayp ¥ MeToaoB ayauTa;

0) cyLecTBYOLINX HOPMATUBHbIX NPaBOBbIX aKTOB, PYKOBOACTB M OpPYrMx TPebOOBaHWUM, OTHOCALLMXCA K cucteme
tdhapmakoHansopa;

B) MeponpuaTuiA, NpoLeccoB 1 npoleayp bapMakoHaa3opa;

r) CUCTEM ynpaBneHus:;

[) OpraHn3aLMOHHBIX CUCTEM.

5.1.3.1.3. OueHka ka4yecTBa ayguTOPCKOW AeSATENbHOCTMU.

OueHka KayecTBa aygMTOPCKON AeATENbHOCTM MOXET OCYLLEeCTBNATECA NOCPEeACTBOM TeKyLlel U Nepuoamyeckon
OLEHKN BCeW ayguTOpPCKOW [OesATENbHOCTM, OT3blBOB OObekTa ayauMTa M CaMOOLIEHKM ayOuTOPCKOW OesiTENbHOCTU

(Hanpumep, KOHTPOIb KayecTBa ayaMTOPCKOW OeATeNnbHOCTM, cobnodeHVne Kogekca MoBedeHUsi, Mporpamm ayauTa u
ayaAMTOPCKUX npoLeayp).

5.1.3.2. AyauTbl, NpoBeAEHHbIE BHELIHUMN MOCTaBLLNKaMN ayaAUTOPCKUX YCNYT.

OcCHOBHasi OTBETCTBEHHOCTb 3a (PYHKUMOHMPOBAHME U 3(PEKTUBHOCTL CUCTEMbI (DapMaKoHaA30pa NeXUT Ha
opraHusaumu. B cnyyae ecnv opraHusauus NpyHUMAET pelleHne NpuberHyTb K BHELUHEMY MOCTaBLUMKY ayAUTOPCKMX
ycnyr ansl BbIMNONHeHUs TpeboBaHWiA No ayauTy cucTeMbl dapMakoHaa3opa Ha OCHOBE COOTBETCTBYHOLLMX TpeboBaHui
HacToawmx MNpaeun, cnegyet cobntoctu cnepyowme TpeboBaHus:

a) Tpe6OBaHVIF| M NOoAroToBkKa OUEHKM ayaAUTOPCKOro pucka, ctparermm ayauta, nporpamMmbl ayauta U OotaeribHbIX
ayauMTOPCKUX 3adaHuMn AOMKHbl OblTb [OBEAEHbl OpraHvM3auven OO0 CBEAEHMS BHELUHUX MOCTaBLUMKOB YCNyr B
nMcbMeHHOM hopme;

0) obbem paboTbl, 3agauM M npouenypHble TPeOOBaHWS K MPOBEOEHUIO ayauTa [OOSMKHbl ObiTb [LOBeAEHbI
opraHusaumen 0o cBeeHWs1 BHELLIHUX NMOCTaBLUUKOB YCIyT B MMCbMEHHOW hOpME;

B) opraHmzauua OoJfmKHa nonyyvnTb AOKYMeHTaribHoe noareBepxxXgeHne He3aBUCUMOCTU U OOBbEKTMBHOCTU BHELLHMUX
NOCTaBLLNKOB ayAUTOPCKUX yCIyr;

r) BHEWHWI MOCTaBLMK ayaMTOPCKMX YCIyr [OMKeH Takke cobriodaTb COOTBETCTBYHOLME TpebGoBaHus,
npeaycMoTpeHHble HacToswmmy Mpaeunamu.

5.1.3.3. XpaHeHune oT4yeToB 06 ayguTax.

OT4eTbl 06 ayauTax U CBedEeHWUsl, NoATBepXaalollue 3aBeplueHune OeWCTBUI Mo pesynbratam ayauTa, OOMKHb
XPaHUTbCA B COOTBETCTBUM C TPEGOBaHUAMM, YKa3aHHbIMU B pasgerne 2 HacToswmx MNpasun.

5.2. TpeboBaHusa K NnpoBeaeHUo ayamTa

5.2.1. Oepxatenu perncTpaunoHHbIX YAOCTOBEPEHUN.

5.2.1.1. TpeboBaHus k NpoBegeHNO ayanTa.

OepxaTenn pernctpaumMoHHbIX yOOCTOBEpPEeHM 00sA3aHbl perynspHO NpPOBOAUTb OCHOBAHHbIE Ha pUCKe
ayauMToOpCKMe MNPOBEPKN CBOEW CUCTEMbl apmakoHag3opa, BKMAl4Yasd ayauT CUCTEMbl KayecTBa CUCTEMBI
dapMakoHag3opa, C uenbko obecneyeHUss COOTBETCTBUSA [OEWCTBYIOLEN CUCTEMbI KayecTBa NpeabsiBNseMblM
TpeboBaHuaM. [aTbl npoBedeHWs ayauToB W pesynbraTbl NPOBEOEHHbIX ayauToB, a TakkKe KOHTPOMbHbIX ayauToB
OOMKHbI Hagnexaw M obpasom JOKYMEHTUPOBATLCA.

5.2.1.1.1. Jlnuo, ynonHoMo4eHHOE No hapMakoHaA30py B rocyaapcTBax-yneHax.

JNnuo, ynonHomMo4eHHoe No dhapMakoHaa3opy B rocydapcTBax-yrieHax, AOMKHO MNomny4yaTb OTYeThl O pesynbraTax
ayauTa cucTembl papmakoHaasopa, a Takke NpeacTaBnsATh MHAOPMALMIO ayauTopamM, MMEIOLLIMM OTHOLLIEHME K OLEHKe
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PUCKOB, BKIHOYasi CBEAEHMSI O COCTOSIHUM BbINOMHEHMWST KOPPEKTUPYIOLMX U NpeaynpeauTenbHbiX MeponpuaTui. Jluuo,
YNOTHOMOYEHHOE MO hapMakoHaA30py B rocyAapcTBax-yneHax, 4OMKHO nonyYvatb MHopMaLmMio o pesynsratax noboro
aygouTa, MMeroLLEero OTHOLIEHME K CUCTEME (papMakoHaa3opa B rocydapcTBax-yfieHax, BHE 3aBMCMMOCTM OT MecTa ero
NpoBeAeHUs.

5.2.1.2. YNonHOMOYeHHble opraHbl FOCyAapCTB-4reHOB.
5.2.1.2.1. TpeboBaHWs K NpoBeAEHMNIO ayauTa.

YNonHOMOYeHHbI opraH rocydapcTBa-ynieHa [OIKeH PerynspHo MNpoBOAUTb He3aBUCUMble MPOBEPKU 3adad
cucTembl chapMakoHaA3opa rocyaapCTB-YNeHoB, PerynspHblii ayauT cBoel cucTeMbl dhapmMakoHaasopa Y OCHOBaHHbIe
Ha puckax ayauTbl CUCTEMbl KadecTBa C Lenbio obecrneyeHns COOTBETCTBUS CUCTEMbl KavyecTBa MNpeabaBnsaeMbiM
TpeboBaHusAM. [atbl nNpoBedeHust U pesyrnbTaTbl MPOBEAEHHbIX ayAWTOB, a Takke KOHTPOSbHbIX ayAuMTOB AOSKHbI
HagfexalimMm o6pa3oM JOKYMEeHTUPOBATLCSI.

5.2.1.2.2. MNMpuHaTas meTogonorus.

B uensix oGecneyeHusi COrmacoBaHHOIO WU rapMOHM3NPOBAHHOIO MilaHNMpoBaHMA W peann3aumm ayamnTtoB U
noarotToBkM UX OTYETHOCTU ayauThbl, NpoBOAMMBbIE B YMOJIHOMOYEHHbIX OpraHax rocygapcCrB-4J1IeHOB, [OOJIKHbI
OCHOBbIBATbCA Ha I'IpVIHFITOVI TEPMUHOITIOTUN N MEeTOO0J10TUN.

5.2.2. TpeboBaHns kK aygUTOPCKOM OTYETHOCTH.
5.2.2.1. OT4eTHOCTb AepxaTens permcTpaLMoHHOro Y40CTOBEPEHMS.

5.2.2.1.1. [epxatenb perncrpaumMoHHOro yAOCTOBEPEHUS [OIMKEH BKMAYUTb MNOACHUTENbHYIO 3anucb Mo
KPUTUYECKMM M CYLLEeCTBEHHbIM pe3ynbTaTtaM ayguTa CcucTeMbl apmakoHag3opa B MacTep-gann cuctemsl
dapmakoHagsopa. OcCHOBbIBasiCb Ha pe3ynbratax ayauTta, AepXaTefb PervcTpaumoOHHONO YAOCTOBEPEHWUs] OOMKeH
obecrneynTb NOArOTOBKY W peanun3auuio COOTBETCTBYKLIEro nnaHa, B KOTOpPOM noApoOHO ykasbiBaloTCA
KOppeKTupytoLwme 1 npegynpegutensHbie MeponpuaTus. MNocne BbINOMHEHNS KOPPEKTUPYIOWNX 1 NpeaynpeanTenbHbIX
MeponpusiTUIA B MONTHOM oGbeMe 3annchb B Mactep-thanne MoxeT ObiTh yaaneHa. [ns yganeHusa kaknx-nnbo ceegeHunn,
Kacawwmxca ayouTta, M3 mactep-pamna cuctembl hapmakoHagsopa TpebytoTcsa ob6bekTMBHbIE MogTBepXaalLue
OaHHblE.

5.2.2.1.2. [epxaTenb perncTpauuoHHOro YyAOCTOBEpPEeHUs AoimkeH obecnevnTb BKOYEHME CMUCKA BCEX
3annaHMpoBaHHbLIX M MPOBEAEHHbIX ayguTOB B MPUIOXEHWE K MacTep-channy cuctembl hapMakoHagsopa, a Takke
BbINOSTHEHME BCEX 3amnfaHUpOBaHHbIX ayguMTOB C cobnopgeHneM 0653aTenbCTB MO OTYETHOCTW, MPELYCMOTPEHHbIX
3akoHOO4aTeNbCTBOM rocygapcCTB-41€HOB, HacCToAWUMU I'IpanmaMM N BHYTPEHHUMU npaBunamMmun, npuMeHAaemMmbiMn K
OTYETHOCTWU. ,U,aTbI N pe3ynbratbl NMpoBeAEHHbIX ayaAUuTOB, a TaKXe KOHTPOJibHbIX ayAUTOB [AOJIKHblI Haanexalinm
00pa3om JOKYMEHTMPOBATLCS.

5.2.2.2. OT4ETHOCTb YNOITHOMOYEHHbLIX OPraHOB rOCy4apCTB-4JIEHOB.

YnonHoMo4YeHHbIe OpraHbl rocy4apcTB-UNeHOB AOMKHbI rapaHTUpoBaTb, YTO OHW obecneynBaloT cobniogeHue
0643aTenbCTB N0 NPeACTaBIIEHNI0 OTYETHOCTU MO BbLINOSIHEHHBIM ayauMTam B COOTBETCTBMM C HacToswmmu Mpasunamu,
MeXXayHapoaHbIMU JOrOBOpaMu U akTamu, cocTaBnsowmumm npaeso Cotosa, U 3akoHoaaTeNlbCTBOM roCyAapCTB-YIEHOB, a
Takke BHYTPEHHUMW NpaBUnamu, NPUMeHsIEMbIMU K OTYETHOCTU.

5.2.3. KoHdbunaeHumnanbHOCTb.

C pokymMeHTamu 1 uHdopmaumen, cobpaHHON BHYTPEHHUM ayaAMToOpoOM, criegyer obpallaTbcs ¢ cObniogeHuem
TpeboBaHMIN 3akOHO4ATENbLCTBOM FOCYAapCTBa-yfieHa, B TOM 4ucrne B cdepe 3aliuTbl MEepCOHarnbHbIX AaHHbIX W
KOHdMAeHLManbHOW nHdopmaLmu.

6. Cuctema ynpaBneHus puckamm
6.1. BBegeHue
Mpouecc ynpaeneHus puckamm cocTouT u3 3 B3aMMOCBSI3aHHbIX 1 MOBTOPSHOLLMXCS] CTaaNN:

COCTaBlieHne XxXapakTepucTtukumn I'IpOCbl/IﬂFl GesonacHocTn NIEKapCTBEHHOIro npenapara, BKI4Yaa WU3BECTHblE U
HEeNn3BECTHbIE aCneKThl,

nnaHMpoBaHWe AeATenbHOCTU MO (bapMakoHan30py MO XapakTePUCTUKE PUCKOB U BbISBIEHUIO HOBbLIX PUCKOB, a
Takke NoBbILLEHNEe 0bLLEero ypoBHsi 3HaHWU 0 npodmne 6e3onacHOCTX NiekapCcTBEHHOrO Npenapara;

NNaHUPOBaHNE W OCYLLUECTBEHUEe AeATENbHOCTU MO MUHMMU3AUMM NOCNEACTBUA PUCKOB, a Takke OLeHka
3(pPEeKTUBHOCTM 3TON AEATENBHOCTH.



6.2. CTPYKTYpbl 1 NpOLeCChbI

6.2.1. MpuHUMNbI ynpaBneHnsa puckamu,

OcCHOBHOM Uenblo npouecca ynpaeneHuss puckamu sensieTcs obecnevyeHne MNpUMEHEHUs NeKapCTBEHHOro
npenapaTta npuM MakCMmasribHO BO3MOXHOM MPEBbILEHMN MOMb3bl ONPEOEeneHHOro NlekapCTBEHHOro npenapara (unu
COBOKYMHOCTM feKapCTBEHHbIX NpenapaToB) Haj pUcKamm AN KaK4oro nauveHTa v ans uenesblX NOMynsAuMn B LENOM.
OTO MOXeT ObITb JOCTUTHYTO MyTEM YBENUYEHMWS NOMb3bl UMK MYTEM CHUXEHWUSI pUCKOB. [NMpouecc ynpaBneHus puckamm
HOCUT LI,I/IKJ'IVNHbIVI Xapaktep U COCTOUT U3 NOBTOPAKLKMXCA 3TAnoB NO onpeaeneHnto U aHanm3dy pPUCKOB U NOJSib3bl,
OLeHKe COOTHOLLEHUS "nomnb3a - pUck" ¢ onpegeneHmemM BO3MOXHOCTM ONTMMM3aunK, BbIBOPY 1 NNaHMpOBaHUIO METOO0B
XapakTepUCTUKA U MUHMMMW3ALMN PUCKOB, BHEAPEHMIO MEPOMPUSATUIA MO XapaKTepUCTUKE U MUHUMMU3ALMM PUCKOB, COopy
AaHHbBIX C MOHUTOPUHIOM 3OEKTUBHOCTN MPUHATBLIX MEP.

6.2.2. OTBETCTBEHHOCTbL 3a YNpaBneHne puckaMmm B pamkax opraHv3aunm.

OCHOBHbIMU yvyacTHMKaMn npouecca, HenocpeacTtBeHHO BOBIe4YeHHbIMU B NilaHMpoBaHWe ynpaBrieHnAa puckamm
JNIEKapCTBEHHbIX MpenapaTtoB, ABNAKTCA AOepXaTenn pernctpaumnoHHbIX yD,OCTOBepeHVIﬂ N YNOJTHOMOYEHHbIE OpraHbl
rocygapcCrtB-4J1€HOB, OTBETCTBEHHbIE 3a perynnposaHune npouecca o6pau.|,eHV|s| JNIEKapPCTBEHHbIX NMpenapaTtos.

6.2.2.1. depxatenu perncTpaumoHHbIX YAOCTOBEPEHUN.

B oTHoLweHunn npouecca ynpasneHnAa puckamu, CBA3aHHbIMU C BbilMyCKaeMbIiM J1€KAapCTBEHHbIM MpenapartomMm,
nepxartesnb permcTpaumMoHHOro ygqoctoBepeHuna HeceT OTBETCTBEHHOCTD 3a:

a) obecneyeHne MOCTOSAHHOIo KOHTPOJIA PUCKOB, CBA3aHHbIX C NpUMMEHEeHuUem JeKapCTBEeHHOro npenaparta, B
COOTBETCTBUMN C Tpe6OBaHI/IF|MVI 3akoHOA4aTeNnbCTBa rocygapcCrB-4J1€HOB U npeactaBsleHne nonyyaembiX pe3yrnbratoB B
CoOoTBEeTCTBYIOLME YNONMHOMOYEHHbIE OpraHbl rocyaapCTB-4J1€HOB;

6) NpUHSTUE BCEX HEOOXOAMMbLIX Mep AN MUHMMMU3aLUKM PUCKOB, CBSI3aHHbIX C NMPUMEHEHMEM feKapCTBEHHOro
npenapaTta, a Takke AN OOCTMXKEHUS MakcUmarbHO BO3MOXHOW MOMb3bl, BKMYasi obGecrnedvyeHne [OoCTOBEepPHOCTU
MHOpMaUun, npeacTaBnseMoi aepaTenem PerucTpalMoHHOTO YAOCTOBEPEHUS B OTHOLUEHUU TEKapCTBEHHbIX
npenapaToB, ee CBOEBPEMEHHOE OOHOBMNEHME 1 NpeacTaBrneHne HOBOM MHAOpMaLIMK MO Mepe ee NoNyYeHust.

6.2.2.2. YNONMHOMOYEHHbIE OpraHbl FOCY4apCTB-4IIEHOB.

0O653aHHOCTAMU YNONTHOMOYEHHbBIX OPraHOB rOCYAapCTB-YNEHOB B OTHOLUEHUWM MpoLecca ynpasreHus puckamu
ABNSOTCS:

a) MOCTOSIHHBIA MOHUTOPUHI MOMb3bl M PUCKOB JIEKAPCTBEHHLIX MPenapartoB, BKMYAs OLIEHKY COOOLeHun O
BbISIBJIEHHbLIX HEeXenaTenbHbIX peakuusax, MNpeacTaBNeHHbIX Aep)XaTensMu pPerucTpaumMoHHbIX YOOCTOBEPEHUN,
MEONLMHCKUMN 1 papMaLeBTUHECKUMU pabOoTHUKaMM, NauueHTamMmmn 1 NofyvYeHHbIX N3 ApYrMx UCTOYHMKOB MHAOPMaLMm
(npu HeoGXxoaMMOCTHN);

6) NpuHATME COOTBETCTBYIOLUMX PEryfnsiTOpHbIX Mep MO MWHUMW3ALWMM PUCKOB, CBA3AHHbLIX C NEeKapCTBEHHbIMM
npenaparamu, 1M obecneyeHne MOMyvYeHUs MaKCMManbHO BO3MOXHOW MONb3bl, BKM4ad obecrnievyeHne TOYHOCTU W
MOMHOTbI BCEW WHOPMaUuK, NPEeAcTaBNAeMon AepXaTensaMmu perucTpauuoHHbIX YOOCTOBEPEHWA B OTHOLUEHUU
nekapcTBEHHbIX Npenaparos;

B) obGecneyeHne BbINOMHEHWUS MEPONPUATUIA NO MUHUMM3ALUN PUCKOB HA HALMOHANbHOM YPOBHE;

r) 9apdeKkTUBHbIN OOMEH AaHHbIMW C 3aUHTEPECOBAHHbIMWM CTOPOHAMM MPU HaNUYUM HOBOW OOCTYMHOM
uHpopmaumn. B atoT obmeH BxoguT npegocTaBneHvMe MHopmMauun B COOTBETCTBYKOLLEM bopmaTte naumeHTam,
MeOULMHCKUM 1 chapMaLeBTUYECKMM paboTHUKaM, rpynnamM naumMeHToB, Hay4YHbIM coobLlecTBam U T.4.;

O) obecneyeHve nNPUHATUS COOTBETCTBYIOLIMX MeEp MWHMMMU3auUW PUCKOB (NpU KX OnpederneHnun) Bcemwu
aepXxarensamm perncTpaumMoHHbIX YAOCTOBEPEHWA B OTHOLUEHWM Kak OpUrMHasnbHbIX, Tak W BOCMPOM3BEOEHHbIX,
BroaHanornyHbIX NIeKkapCcTBEHHbIX NpenapaTos.;

e) npefcTaBrneHWe WHgOpPMaUMM OPYrUM  YMOSIHOMOYEHHBIM OpraHam rocydapCTB-YNIeHOB, B TOM 4uchie
yBegoMrieHne o noboit gesaTenbHOCTM Mo obecriedyeHnio 6e30nacHOCTM B OTHOLLEHUM JIeKapCTBEHHOro Mpernapara,
BKIoYas yBeaomMneHve 06 n3amMeHeHusxX B MHdopmaLuumn 06 opurMHansHOM NekapcTBEHHOM Mpenapare.

6.2.3. Llenn nnaHa ynpaBneHus puckamu.

6.2.3.1. MnaH ynpaeneHns puckamu (ganee - NYP) cogepXuTt uHdopmaumio, Kotopasi 4OSPKHa COOTBETCTBOBATb
crnegylwmm TpeboBaHNSM:

a) onpenensTb U XapakTepn3oBaTb Npodurbs 6e30MacHOCTU NekapCTBEHHOMo Npenapara;



6) YKa3blBaTb, KaKuM O6p830M MOXXHO [OONOJTHATb p,aaneVlLuyro XapaKTepUCTUKy I'IpO(pVIJ'IFI 6e3onacHocTn
JNIEKapCTBEHHOIo npenapara;

B) OOKYMEeHTalnlbHO noarBepXxXaaTtb NpuHATMEe Mep no npeaorspaleHnio nn MMHMMn3aumm puckos, CBA3aHHbLIX C
npnmMmeHeHneMm riekapCTtBeHHOro npenapara, BKI4asa OLEeHKY Sd)(beKTI/IBHOCTVI AaHHbIX MepOI'IpI/IﬂTI/Il‘/‘I;

F) OOKYyMeHTalnbHO noATBepXAaTb BbINOJIHEHUE NOCTPEerncTpaunoHHbIX obsas3atenbcTtB no obecnevyeHuro
Ge3onacHocTn NnpuMeHeHud, BBEAEeHHbIX Npu pernctpaunmn nekapCTtBeHHOoro npenapara.

6.2.3.2. [Ina BbINonHeHUss TpebOBaHWW, yKasaHHbIX B MyHKTe 6.2.3.1 HacTtoswwux [paBun, B uHdopmaumio,
copepxawytocs B NMYP, 4OMmKHbI ObITb BKIHOYEHbI:

a) onucaHve N3BeCTHON N HeU3BECTHOM MHpopmMaLun o npodune 6e3onacHOCTU NekapCcTBEHHOro nNpenapara;

6) ykasaHue, KakoBa CTeneHb YBEPEHHOCTM B TOM, 4TO 3(PEeKTVBHOCTb fleKapCTBEHHOro npenapara,
NPOAEMOHCTPUPOBAHHAA Y LerneBbiX NOMynsAuMi Npyu NpoBeAeHUN KIMHUYECKMX MccrnegoBaHun, OyaeT gocturatbesi B
NOBCEAHEBHON MEAMLMHCKOW MpakTuKe, U AOKYMEHTarnbHO NoaTBepX4aTb BO3MOXHYH HEOBXoAMMOCTb MCCNeaoBaHUn
3(pPEeKTUBHOCTM B NOCTPErNCTPaLMOHHOM nepuoae;

B) yKasaHue nnaHnpyemMoro crnocoba oueHkn 3adhdekTUBHOCTU Mep N0 MUHUMMU3ALIMN PUCKOB.

6.2.3.3. MYP s9aBnaetca AMHAMUYHO U3MEHSIOLLMMCS, CaMOCTOATENbHbIM [OKYMEHTOM, KOTOpPbIA [O0IMKEH
OOHOBNATLCSA Ha MPOTSKEHMM BCETO XXU3HEHHOIO LMKNa fiekapCTBEHHOro npenaparta. [ns nekapcTBeHHbIX NpenapaTos,
Tpebytowmx coctarnenus NMNOOB, HekoTopble (YacTu) mogynu MYP moryT ncnonb3oBatbes B Lensx coctaBnenunsa NOOB.

6.2.4. Ctpyktypa NYP.

MYP BkntoyaeT B cebsa 7 MHpOPMaLMOHHbLIX YacTen:

yacTb | - 0630pHasa nHopmaums No nekapcTBEHHOMY Npenapary;

yactb Il - cneumdmkaumsa no 6GesonacHocTH:

mogynb Cl - anugemmnonornst nokasaHui no LenesbiM NONynsaumsam;

moaynb CIl - goknuHu4yeckas 4acTb;

monynb ClII - Bo3gencTeme nekapCTBEHHONO Npenapara B XOA4e KIMMHUYECKUX UCCIEeA0BaHNM;
moaynb CIV - nonynaumm, He N3yYeHHbIEe B XO4€ KMMHUYECKUX UCCNEAOBAHNN;

moaynb CV - NoCTperncTpaunoHHbIN ONbIT NPUMEHEHNS;

moayne CVI - gpononHutensHble TpeboBaHus K cneundurkalmm no 6esonacHocTy;

moaynb CVII - ngeHTudnumpoBaHHbie U NOTEHLMANbHbBIE PUCKU;

mogynb CVIII - 0606LweHHast Hpopmauwmsi no npobrnemam no 6e3onacHoOCTH;

yacTb Il - nnaH no chapmakoHaasopy;

yacTb |V - nnaH nocTperncTpaumoHHbIX UCCrneqoBaHni ahEKTUBHOCTY;

YyacTb V - Mepbl N0 MMHMMMU3ALMM PUCKOB (BKIMOYas OLEHKY 3h(PEeKTUBHOCTM MEP MUHUMU3ALNN PUCKOB);
yactb VI - pestome MYP;

yacTtb VII - npunoxexus.

Ecnn TTYP cocTtaBnsieTca Ha HECKOMbKO NNIeKapCTBEHHbIX npenapartoB, ANd KaXaoro un3 JeKapCTBEHHbIX
npenaparoB O0IXHa ObITb npegycmMmoTpeHa otaenbHada 4acTb.

6.2.5. lNoapobHoe onucaHne kaxagon Yactu MNYP.
6.2.5.1. YacTtb | ITYP - 0630pHas nHdopmaums no rnekapcTBEHHOMY npenapary (JlekapCTBEHHbIM Npenaparam).

[aHHasa yacTb JomKkHa cofepXaTb agMUHUCTPaTMBHY nHdopmaumio o MNYP, a Takke 0630pHY0 nHOPMaLMIo No
nekapcTBeHHOMY npenapary (nekapcTBeHHbIM NpenapaTtam), Ha kotopoe coctasnsietcs [MYP.

YKaszaHHas 4acTb OOSMKHa cogepxaTb crnegyrLulyro Mchopmau,wo:
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a) uHpopMaumst 06 aKTMBHOM BELLECTBE:

aKTUBHble ¢apMaueBTMYeckme cybcTaHuMKM (OelcTByOWME BellecTBa) JIeKapCTBEHHOro npenapara
(nekapcTBeHHbIX NpenapaToB);

dapmakoTepaneBTudeckas rpynna (kog ATX (ATC));

HaVMeHOBaHWe gepxatens permcTpauuoHHOro yooCTOBEPEHUS;

[aTta 1 rocygapcTBo NepBow perucrtpaumm B Mupe (ecnu npyuMeHnmo);

Aarta v rocygapcrso, B KOTOPOM ObINo Ha4aTo MeanUUHCKOe NPpUMEHeHWe (ecnv NPUMEHNUMO);
KONMMYeCTBO NeKkapCTBEHHbIX NpenapaTos, KOTopble BKMtoYeHb! B [MYP;

0) agMunHucTpaTmBHasa nHgopmaums o MNYyP:

[arta okoH4YaHusi cObopa AaHHbIX B pamkax Tekyuiero [MYP;

nata npegctasnenus [NMYP 1 Homep Bepcuu;

nepevyeHb Bcex 4acten u moaynen NYP c npeactaeneHnem uHdopmauum o gate u sepcum MNYP, B pamkax
KOTOpOro B NocregHun pa3 0OHOBMANUCH U NPEACTaBSANINCG YaCTb UNN MOAYIb;

B) MHpOpMaLUS MO KaXKAOMY NleKapCTBEHHOMY npenapary, BkrtodeHHomy B [MTYP:
TOProBble HaMMEHOBaHWS B rocygapcTBax-yfeHax;

KpaTKoe onucaHue NeKkapCcTBEHHOro npenaparta (Bkniovaiowee B ceba: XMMUYECKWIA Knacc, KpaTkoe onucaHue
MexaHusMa [eNCTBUS, BaXKHY0 WHGOPMauUuio O ero coctaBe (Hampumep, MPOUCXOXOEHWE aKTMBHOTO BeLlecTBa
GUONOrMYecKNX NEKapCTBEHHBIX NpernapaToB, COOTBETCTBYHOLLMX afblOBaHTOB AN BaKLMWH));

nokasaHus (ogobpeHHble 1 Npeanaraemble (€CrnvM NPUMEHUMO));
pexum go3npoBaHus (0gobpeHHbIV U Npeanaraemblii (€Crnv NPUMEHUMO));
nekapcTBeHHble (PopMbl U JO03MPOBKa (040BpeHHbIE 1 NpeanaraemMblie (€CnNu NPUMEHNMO));

o6LLEMNPOBO PerynsaTopHbI CTaTyC C ykasaHMeM Mo CTpaHam (Jata peructpauum unv otkasa B permcrpauuu,
AaTa pasmMeLLeHNs Ha pbIHKe, TEKYLLMIA CTaTyC permMcTpauum, NoICHUTENbHbIE KOMMEHTapWN).

6.2.5.2. Yactb Il MYP - cneundukaumsa no 6esonacHoOCTU.

Llenblo gaHHOM 4YacTu sIBNsieTCs NpefcTaBrieHne KpaTkoro ob3opa npodwuns 6e30nacHOCTU flekapCTBEHHOIO
npenapata C ykaszaHMeM MW3BECTHOW MHGopmauun no 6e3onacHOCTU, a Takke onpeneneHus pasgenos npodung
6e30nacHOCTM, MO KOTOpbIM 6e30nMacHOCTb He SABMSAETCA [OCTAaTOYMHO M3yyeHHow. Cneumdmkauma no 6esonacHocTu
OOIKHa NpeAcTaBnAaTb COOOM pesioMe BaXHbIX MAEHTUULMPOBAHHBIX PUCKOB JIEKAPCTBEHHOrO npenapara, BaXKHbIX

NOTEHLMANbHbIX PUCKOB N BaXXKHOW OTCYTCTBYOLEN nHpopmauun. Cneundmkaums no 6esonacHoctn B MYP cdopmupyet
OCHOBY NnnaHa papmakoHagsopa v nnaHa MMHUMMU3aLmMmM PUCKOB.

Cneundmkauus 6esonacHocTu B MYP BkntovaeT B cebsa 8 pa3genos:

mogynb Cl - anngemmnonorns nokasaHui nNo LenesbiM NONynsaumsm;

moaynb CIl - goknuHu4yeckas 4acTb;

monynb ClII - Bo3gencTeme nekapCTBEHHONO Npenapara B XO4e KIMMHUYECKUX UCCIEeA0BaHNi;
moayne CIV - nonynsaumm, He N3yYeHHbIe B XO4€ KMMHUYECKUX UCCNEAOBAHNN;

moaynb CV - NoCTperncTpaunoHHbIN ONbIT NPUMEHEHNS;

moayne CVI - gononHutenbHble TpeboBaHus K cneundurkalmm no 6esonacHocTy;

moaynb CVII - ngeHTudnumpoBaHHbie U NOTEHLMANbHbIE PUCKU;

mogynb CVIII - 0606LeHHast nHpopmauumsi no npobrnemam no 6e3onacHoOCTy.

Cneu,mbvmau,vm no 6e3onacHOCTM MOXET BKYaTb B cebsi OOMOMHUTENbHbIE 3MIEMEHTbI B 3aBUMCMMOCTU OT
CBOWCTB JIEKapPCTBEHHOIO npenapara, nporpamMmmbl €ro pa3pa60TKV| N N3y4veHusa, BKIOHadA achnekTbl KaydeCTtBa U UX



BNMsiHWE Ha npodunb Ge3onacHOCTM U 3cheKTUBHOCTM NEKAPCTBEHHOIO Mpenaparta, pucka, CBsi3aHHOro ¢ chopMoi
BbINycKa, M MHbIX acnekToB, MoandUUMPYOLLKMX NPodunb Ge3onacHOCTH.

6.2.5.2.1. Mogynb CI IMYP - anugemuonorns nokasaHui no LenesbiM Nonynsumusm.

dnuaemronorns nokasaHui ABNAeTcs npegMeToM OMnvMCcaHus M OueHKM B AaHHOM mopayne. OnucaHue J0mKHO
BKNtoYaTb B cebsA OueHKY ypoBHS 3aboneBaemMoCcTu, pacnpoCcTpaHEeHHOCTU, CMEPTHOCTW, pacnpoCTPaHEHHbIX B LieneBom
nonynauMM ConyTCTBYIOLMX 3aboneBaHWi M MO BO3MOXHOCTW AOIMKHO ObITb MpeacTaBneHo Co cTpatudukaumen no
BO3pacTy, Moy 1 pacoBoMy W (MnK) STHNYECKOMY NPOUCXOXAEHWM0. Pasnnuua B anngemMmonornn B pasHblX permoHax
Takke [OMKHbI nodBepratbCs oueHke W onucaHuo. CrnegyeT Takke npegocTaBuTb WMHMOPMaLMIO O BaXHbIX
conyTcTBylOWMX 3aboneBaHuaX UeneBoW nNonynsauMm U BO3MOXHOM BAWSIHUM NEKapCTBEHHOro npenapata Ha
COMyTCTBYIOLLYIO natonornio. B Mogynb Bknioyaetcs uHdopMaums O npeanofiaraeMoM Ha3HavyeHWM NeKapCTBEHHOro
npenapaTta, Hanpumep, npedHa3HayeH IM NeKapCTBEHHbIN npenapaT Ana npodunakTukn 3aboneBaHun, Ang
npegoTBpaLLeHns HEKOTOPbIX CEepPbEe3HbIX UCXOO0B B CBA3WM C onpefereHHbIMU 3aboneBaHusamMn unu Ans TOPMOXEHUs
nporpeccmpoBaHus XpoHudeckoro 3abonesaHus. [orkeH Takke ObiTb npeacTaBneH KpaTkmin obB3op MecTa
rfiekapCTBEHHOrO npenapara B TeparneBTM4eCKOM apceHarne nekapCTBeHHbIX NpenapaTos.

6.2.5.2.2. Moagynb CII IMYP - goknuHn4yeckas 4acTb.

HanHbin mogyne MYP gomkeH copgepxaTb pe3toMe BaXKHbIX OAHHbIX, MOSYYEHHbIX B pes3yrbrate NpoBefeHus
OOKIMMHNYECKUX nccnegoBaHum 6e30nacHoOCTy, Hanpuvep:

nccrnenoBaHMe TOKCUYHOCTM (KMoYeBble AaHHbIe O TOKCUYHOCTU, MOMyYeHHbIe B XOAe UCCMeaoBaHus, Hanpuvep, o
XPOHUYECKOW TOKCUYHOCTM, PEernpoayKTUBHON TOKCUYHOCTU, IMOPUOTOKCUYHOCTH, TEPATOrEHHOCTU, HE(POTOKCUYHOCTM,
renaToTOKCUYHOCTM, FEHOTOKCUYHOCTM, KaHLEPOrEHHOCTH);

daHHble 06 o6Wux dhapmMaKosiormyecknx CBOWCTBaxX (HampuMmep, BIMSIHUE Ha CEepAeYHO-COCYAMCTYIO CUCTEMY,
BKNoyas yanuHeHne QT-uHTepBana, HEpBHYIO CUCTEMY U T.4.);

AaHHble O peaKuunax B3anMOLENCTBUSA JIEKapPCTBEHHOIO Mnpenapara;
MHble JaHHble O TOKCUYHOCTW.

B mogyne gomkHa cogepxaTbCa MHOpMaumsi O 3Ha4YMMbIX TOKCUYECKUX CBOMCTBAX M aKTyarnbHOCTU BbIBOAOB MpU
NCnonb3oBaHMM Ha nogax. 3HAYMMOCTb [aHHbIX OMNpedensieTcs MNPUMEHUTENbHO K CBOWCTBaM JleKapCTBEHHOMO
npenapata, 0COOEHHOCTAM LieneBow NONynsAuMm 1 oOnbiTy NpUMEHeHUs NOJoOHbBIX COEAMHEHWIA UM NOAXOAO0B K Tepanuu
npyv NPUMEHEHUN IEKAPCTBEHHbIX MpenapaToB Tow e rpynnbl. MNMOMUMO 3TOro, [OMMKHbI 0OCYXAAaTbCsi acnekThbl
KayecTBa, B Cryvyae eCnu OHM MOryT 3Ha4yMMO OTpas3uTbCs Ha npodune 6e3onacHOCTU nekapCTBEHHOro npenapara (B
YaCTHOCTU, BaxkHas MHopMaumsi 06 akTMBHOM BELLECTBE UMW €ro NPUMECSX, HanpumMmep, reHOTOKCUYECKMUX MPUMECSIX).
Ecnn nekapcTBeHHbI Mpenapar npegHasHadeH Onsi NpUMEHEHUs XXeHLMHaAMKN OEeTOPOAHOro BO3pacTa, B JOKYMEHTe
OOMKHbl ObITb YNOMSIHYTbI AaHHbIE O PEMPOAYKTMBHOW TOKCWYHOCTM W BAWSIHUM HA pasBUTME Moga, a Takke o
nocneacTBUAX MUCMNONb30BaHWS NEKapCTBEHHOro npenapara y AaHHOW rpynnbl naumMeHToB. MHdopmauuio no npovmm
ocobbIM rpynnam HaceneHmss HeobxogumMo MPUMBOAUTL B 3aBUCUMOCTM OT YTBEPXOEHHbIX MOKa3aHWn u Lenesoun
nonynsumm, a Takke OT HeOH6XOAMMOCTU HaNNYMS KOHKPETHBLIX AOKIMHUYECKNX OaHHbIX.

6.2.5.2.3. Mogyns ClII NYP - Bo3aencTere nekapCTBEHHOMO nNpenapara B Xo4e KIMHUYECKUX UCCNEeaoBaHUN.

B moayne AomkHbl ObiTb NpeAcTaBreHbl AaHHble O MauMeHTax, KoTopble Obinv BKMOYEHbl B KNUHWYECKUe
nccnegoBaHus (Ha Kakux rpynnax nauueHTOB M3yyancs fekapCTBeHHbI npenapart). [aHHble AomkHbl ObiTb
npeacTaeneHbl B popmare, ygobHOM Anst aHanusa, Hanpumep, B dopme Tabnuu nnm rpadmko. O6bem nccrnegyemom
nonynsunmM SOrmKeH ObITb NOAPOOHO ONUCAH C yKa3aHWEM AaHHbIX O KONMMYECTBE NaUMEHTOB U BPEMEHHOIO NMPOMEXYTKa
(8 Buge "naumeHTto-net", "mauueHTo-mecdAueB"), B TeYeHMEe KOTOpPOro mnaumeHTbl noaBepranucb BO3OEWCTBUIO
nekapcTBeHHoro npenapata. [JaHHble N0 NonynaumsM, BKMOYEHHbIM B KIMHUYECKUE WCCMEAOBaHWUS, TakKe OOMKHbI
OblTb CTpaTUUUMPOBaHLI B 3aBUCMMOCTW OT TuUNa uUccnegoBaHust (NONynauvuM, BKIKYEHHbIE B OCNEnfeHHoe
paHAOMM3NPOBaHHOE UCCreaoBaHne, U NOMynsauun, BKIIOYEHHbIE BO BCE KIMHUYeCKne ncenegosanus). Ctpatndukaums
NONyNSAUMOHHBIX NOArPYNM TaKMX B Criyyasix, Kak NpaBuIio, BKIOYaeT B Ce0s:

BO3pacT U Mnori;
nokasaHus;

[03VPOBKY;

pacoBoe MpoucXoXaeHue.

MpoaomKkMTENbHOCTL BO3AENCTBUS A0MKHA ObiTb n3obpaxeHa nubo rpaduyeckn (MyTem HaHeceHust Ha rpadmk
TOYeK, COOTBETCTBYIOLLUX KONMMYECTBY NaUUEHTOB 1 BpeMeHn), nubo B popmaTte Tabnuupl.



B cnyyae Heo6xoguMoCTV OomkHa ObiTb NpeAcTaBrieHa MHGopMauus 06 M3ydYeHUU BO3OENCTBUS Ha OTAEMNbHble
NonynsiUMOHHbIe TPyNMbl (6epeMeHHble XeHLUVHbI, KOPMSLIME MaTepu, MNauueHTbl C MoYeYHOM HegoCTaTOYHOCTbLHO,
NneyeHOYHON HeOoCTaTOYHOCTbIO, HaPYLEeHUSAMU CepaedYHO-COCYAUCTON CUCTeMbl, Noarpynnbl HaceneHus ¢
COOTBETCTBYIOLLNM FEHETUYECKUM nonMmopduamom). Takke OOMmKHa OblTb yKazaHa CTeneHb TSKECTU HapylleHus!
hYHKLUMM MOYEK, NEYEHM U CEPAEYHO-COCYAMCTON CUCTEMBI, a TakKe reHeTUYecKkoro nonmmopguamMa).

Mpn npeacTaBneHUM AaHHbIX O BO3pacTe AOMMKHbI ObiTb BbIOpaHbl KaTteropuu, KOTOpbl€ MMEKT OTHOLUEHME K
ueneson nonynsuun. JJaHHble No neguaTtpuyecknm u NOXMIbIM NaumeHTam OOMMKHbI ObiTb pa3geneHbl B COOTBETCTBUM C
MPUHATLIMU BO3pacTHbIMU KaTeropusmu (Hanpumep, no kareropusm 65 - 74 nert, 75 - 84 net mn crapwe 85 net gns
NoOXunbIx nauneHToB). [ns nekapCTBeHHbIX MNpenapaToB, obnagatwwmx TepaToreHHbIM OEeWCTBUEM, CTpaTudukaums
OOMKHa CTPOUTBLCHA NUCXOOA U3 BO3PACTHBLIX KaTErOPUIM XXEHCKOM YacTu nonynauum coobpasHo 4eTOPOAHOMY NOTeHLmany.
MToroBble pe3ynbTaThl AOMKHbI NPEACTABMATLCA B KOHLE Kaxxaon Tabnuupbl nnu anarpaMmmbl (No mepe HEOOXO04MMOCTN).

3a ucknveHnem Cny4aeB, Korga 310 ABndeTca H806X0,D,I/IMI3IM, AOaHHble NO KINMMHNYeCKnM nccnegoBaHMAM OOJ1KHbI
npeacTaenaTbCss B 00OOLWEHHOW hopMe C cymMMMpoBaHMEM Mokas3aternen no rpacdam u pasgenam (ecnm 3TO
obocHoBaHO). B cnyyae ecnv ogHa u Ta e rpynna nauveHToB Obina BkNoyeHa B Goree 4yeM OgHO uvccnegoBaHue
(HanpvmMep, NPOAOIMKEHNE OTKPLITOro HabnaeHNs Nocne OKOHYaHUs KITMHUYECKOTO MCCEeNoBaHUs), OHa BKITOYAETCS B
Tabnuvuy no rpynne Bo3pacTa, nona u packl 0guH pa3. B cnyvae ecnu mexay Tabnuuamy BoO3HUKAeT HECOOTBETCTBUE MO
4Yucny nauneHToB, OOJTKHbI ObITb OaHbl COOTBETCTBYOLNE PA3BACHEHUA.

Ecnu MNMYP npeacraensieTcss BMECTE C 3asiBIEHMEM Ha BHECEHWE HOBOIO MOKa3aHWud, OTAerNbHO B Hadane AaHHOoro
MOAynsi U B CBOAHbLIX Tabnuuax AormkHbl OblTb NpeacTaBneHbl AaHHbIE MO HOBOW fieKapCcTBEHHOW hopme unm cnocoby
BBEAEHUS, AaHHbIe KMMHUYECKUX UccregoBaHnii, cneunduyHble Ans GaHHOro NoKasaHus.

6.2.5.2.4. Mogynb CIV MYP - nonynaumu, He ndydeHHble B XOA4€e KIMMHUYECKNX UCCIEA0BaHNN.

B gaHHom mopayne MYP gomkHa 6biTh NpeacTaBneHa nHopMaLmsa 0 TOM, Kakme noarpynnbl NaunMeHToB LeneBbIxX
nonynsaumMi He ObinM M3ydeHbl UNu GbINM M3yYeHbl MWL B OrPaHUYEHHOW CTEMEHM B npedenax rpynn nauuMeHToB,
BKIMIOYEHHbIX B KIMHUYECKNne wuccnegoBaHnsa. OrpaHuMYeHus KIIMHUYECKUX WCCrEeAoBaHUA Takke [OOJMKHblI OblTb
NpeacTaBreHbl C TOYKM 3PEHUSI PENEBAHTHOCTM KPUTEPUEB BKITHOYEHMSI M HEBKITHOYEHMSI B OTHOLLEHMU LENEBbIX
nonynsuni, a Takke pasnuynii, KOTopble MOTYT BO3HMKHYTbL B 3aBUCUMOCTU OT MapamMeTpoB UccreaoBaHui (Hanpumep,
BonbHMYHaa unu obLlasa npakTuka). BeiBoabl 0 BO3MOXHOCTU NPOrHO3MPOBaHMS 6e30MacHOCTM ANs UeneBbiX Nonynsauun
OOMMKHbI OCHOBBIBATbCA Ha TOYHOM M NOAPOBHON OLIEHKE OrPaHNYEHUN UMEHOLLMXCSA AaHHbIX KITMHUYECKUX NCCrneqoBaHni
nmbo mnx oTCcyTCTBMM ANl Kakmx-nnbo nogrpynn. Takke gormkHa ObiTb NpepctaBneHa vHgopmauus o6 orpaHu4eHusax
KnunHn4eckon 6a3bl JaHHbIX B OTHOLLEHMWM BbISIBIIEHUS HEXenaTernbHbIX peakLmin No cregyrowmm NpudnHam:

KOJIMYECTBO BKITIIOYEHHbIX B UCCIEA0BaHMUS NaUUeHTOB;
KYMYNSTUBHOE BO3AEVCTBME NEKAPCTBEHHOIO npenapara (Hanpumep, cneumduyeckas OpraHOTOKCUYHOCTb);
ANVTENnbHOCTb NPUMEHEHUS (Hanpumep, Npu OLEHKe KaHLEPOreHHOCTH).

Ecnun otcytcTBylOWwaa nHgopmaumnsa MOXET NPeacTaBnATb CEpbe3HbIA PUCK AN LeneBbiX Nonynsuuin, cCBegeHus
00 3TOM TaKkKe crieqyeT BKAUUTL B KadecTBe npobrnembl no 6esonacHocty B mogynb CVIIITTYPR.

6.2.5.2.4.1. PaccmaTpvBaemMble rpynnbl NauMEeHTOB OOMKHbI BKAKOYaTb cregylowme nonynsauum (HO MOryT He
OrpaHNYmMBaTbCa UMK):

neguaTtpuyeckas nonynsiums - Aetv (OT poXkaeHUs 1 Ao 18 NneT ¢ y4eToM pasnuyHbIX BO3PACTHbIX KaTeropui unm
(Npn HeobxoaMMOCTM) C Y4EeTOM APYrUX Fpymnm, 3HAYMMbIX C TOYKM 3PEHUS] Pas3BUTUS,, TO €CTb C YYETOM KOHKPETHbIX
NepvofoB pPas3BUTUS);

NnoXunble NaumeHTbl. [JormkHbl OLLEeHMBATLCA NOCNEACTBUSA MPUMEHEHUS NTEKAapPCTBEHHbLIX NPenapaToB y NaunueHToB
B Bo3pacTe cTapwe 65 ner. OueHka COOTBETCTBEHHbIM 0O0Opa3oM [OKHA y4UTbIBaTb Hambonee noXunbiX
npegcraBuTenen gaHHow rpynnbl. OueHKa BAWAHWSI COMYTCTBYHOLLEN MaTONMOMMM MM HapylleHus (OYyHKLMU OpraHoB
(Hanpumep, No4vek, NevYeHu) NPUMEHUTENBbHO K AaHHOW MONYMALMOHHOW noAarpynne AenaeTcs C y4eTOM BO3MOXHOro
OQHOBPEMEHHOTO Hanununms HEeCKONbKUX (PakTopoB (Hanpumep, MHOXECTBEHHOW CONyTCTBYKOLWEN natonorum u
MHOFOKOMMOHEHTHON feKapCcTBEHHOM Tepanuu, OKasblBalLWMX OOHOBPEMEHHOE BO34enCTBMe, MoauduumpyoLlee
npocdune 6e3onacHOCTU NekapcTBEHHOro npenaparta). Crnegyer oueHWTb HeoBXOOUMOCTb MPOBEAEHUS B MITAHOBOM
nopsigke nNabopaTtopHOro CKpPMHMHIA MPU Ha3HAYeHWW NEKAPCTBEHHOrO Npenaparta B AAHHOW noarpynne nauveHTos. B
OLEeHKe [OOSMKHbl OTAENbHO paccMaTpmMBaTbLCS HEXenaTerbHble peakuun, KOoTopble MOryT npeacTaBnsaTb 0Cobyo
ONacHOCTb AN MOXWIMbIX NauMeHToB (Hanpumep, rONOBOKPY)KEHWE WNN BO3AENCTBME HA LEHTPanbHYyl HEPBHYIO
cucTemy);

GepeMeHHble UMM KOpMSILLME XeHLWMHbL. Ecnn B LieneByto Nonynsuuio BXOASAT XEHLMHbI 4eTOPOAHOro Bo3pacTa,
OOMKHbl paccMaTpMBaTbCs MOCHEACTBUS MPUMEHEHWUs NeKapCTBEHHOro npenapata B nepuon GepemMeHHOCTU W
KopMmneHus rpyabto. Ecny nekapcTBeHHbI npenapaT He npedHasHayeH cneuuanbHo AN MPUMEHEHUSI BO BpeMmst
GepeMeHHOCTM, HEOOXOAMMO OLIEHUTb UCXOAbl U TedeHue nobbix GepeMeHHoCTel, KoTopble GblvM 3adMKCUpoBaHbI B



Xoae KIMMHUYeCKOoro wuccnenoBaHuda JieKapCTBEHHOIo npenapara. Ecnu ycrnoBunem BKIMIOYEHUNA B KIMMHUYECKOoEe
nccrnegoBaHne ObINo NPUMEHEHNE KOHTpaUeNnTUBHbIX CpeacTB, aHallnd TeYeHUA U KNCXoOoB 6epeMeHHOCTl/I TaKkxke
OOJDKEeH BKIK4YaTb aHanus npuyvnH, no KOTOpPbIM MNPUHATbIE Mepbl KOHTpauenunn He nMmenmn ycnexa (eCJ'II/I I'IpI/IMeHI/IMO), a
Takke NocneacTBu Ansi UCNONb30BaHUSA B MeEHee KOHTPOINMNpYEMbIX YCNOBUAX noBceaHEBHON MEANLNHCKOM NPAaKTUKK;

nauyneHTbl C HapyLeHUAamMun q.)yHKLI,I/IM ne4vyeHu;
nauyneHTbl C HapyLweHUAaMn (byHKLI,I/IM noyek;

nauueHTbl C MPOYMMM 3HAYMMbIMK COMYTCTBYOLWMMK 3aboneBaHUsMU (HanpuMep, cepaevyHO-CoCyAUCTOM
natonorvei, UMMYHOAEMULUTHBIMU COCTOSHUAMU);

nauMeHTbl, CTeneHb TsXKecTn 3aboneBaHus KOTOpPbIX OTNnn4yaeTca OoT I/I3y‘-IeHHOIh B XoAde KIMMHUYEeCKUX
nccnenoBaHuii. [ormkeH paccMmaTpmnBaTbCA nodon onbIT NnpuMeHeHna nekapCTtBeHHOro npenaparta y nauneHToB C
pa3J'II/I‘-IHOI7I CTENEeHbIO TSHKEeCTM 3aboneBaHusi, B YaCTHOCTU, €Cnn 3asiBNsiemMoe MnokasaHue OorpaHn4eHo B OTHOLUEHUN
naymneHToB C KOHerTHOVI CTeneHblo TsKecTn 3aboneBaHus;

nogrpynnbl NauneHToB, ABMAKLWUXCA HOCUTENAMU U3BECTHOIO U pefieBaHTHOIo reHeTn4eckoro nonmmopcbmsma.
HomkHa ObiTb paccMoTpeHa cTeneHb (apMaKoreHeTUYECKOro BIUSIHWUS, BIUSIHUE NPUMEHEHUsI NEeKapCTBEHHOMO
npenapaTta y nauueHTOB C HEU3BECTHLIMW UMM PasfUYHbIMU FEHOTUMAMKU, MOCNEACTBUS UCMONb30BaHUS FEHETUYECKUX
GuomapkepoB B LIeNeBon rpynne nauveHToB. CneayeT OLeHUTb BO3MOXHOE BIIMSIHWE Ha LIENeByo NONynsuuio, a Takke
onpenennTtb, HAaCKOIIbKO MNpuMeHeHne nekapCTBeHHOro npenapara y nauyueHToB C HEeM3BECTHbIM WU OTJINYHbLIM
reHOTUMNOM MOXET NnpeacTaensaATb cobon npobnemy no 6esonacHocTU.

Ecnn noTeHUManbHO KAMHWYECKU 3HAYMMBIN FEHETMYECKUA nonmmopdmam Obin onpegeneH, HO He MOSTHOCTbIO
N3y4eH B XOAE KIMMHMYECKOW NporpaMmbl paspaboTku, 3TO criegyeT paccMaTpuBaTth Kak OTCYTCTBYHOLLYIO MHOpMaLUmo
(nnn) noTeHUManbHbIN pUCK. Takke 3Ta MHopMaUMsa AoMmkHa ObiTb OTpaxeHa B cneumndumkaumm no 6e3onacHocT 1 B
nnaHe dapmakoHaasopa. OnpegeneHne OaHHOIO sIBfieHUst Kak npobrnembl No 6e30nacHOCTU OLEHMBAETCS UCXOOs U3
KNMMHNYECKOW 3HAYMMOCTM BO3MOXHbIX MOCHeaCTBUN;

nauveHTbl PasNMYHOrO pacoBOro W (MnM) 3STHUYECKOro NpoucxoXaeHus. [orkHbl paccmaTpuBaTbCs OMbIT
NPUMEHEHUA Ha MauueHTax PasfMYyHOro PacoBOro M (UMW) 3THUYECKOrO MPOUCXOXAEHWS, a Takke BrMAHWE AaHHOro
pa3nuumsa Ha apPEKTMBHOCTbL, 6E30MacCHOCTb U PAPMaKOKUHETUKY B LieneBbiX nonynaumsax. MNpu Hannuum BeposTHOCTU
BNMUAHNA pPasfnyMii pacoBOM MU 3THUYECKOW MPUHAOSIEXXHOCTU Ha 3(P(EKTUBHOCTL NEKapCTBEHHOrO npenapaTta
Aenaetcs oLeHKa BO3MOXHOWN HeobxoaMMOCTY NpoBeAeHUs NOCTPErncTpaLmoHHbIX NccrnegoBaHnin adeKTUBHOCTY.

6.2.5.2.5. Moaynb CV IMYP - nocTperncTpaumoHHbIN OnbiT NPUMEHEHNS.

Llensio gaHHoro mogyna MYP aensetca npegcraeBneHne MHOpMauMm O KONMYecTBE NauVeHTOB, KOTOPbIM Ha
NMOCTPErMCTPaUNOHHOM 3Tane MNPMMEHEHMS Ha3Hayarcsl JNIeKapCTBEHHbIA MnpenapaTt, OCOBEHHOCTAX NPUMEHEHUS B
NOCTPErncTPaLnoOHHON MEOULMHCKON NpaKTUKe, BKIHOYasd HasHayeHue ocoObiM rpynmnaMm nauMeHTOB, YKa3aHHbIM B
moayne CIV MYP, o konnyecTBe nNaumeHTOB, BKMOYEHHbIX B HabnogaTenbHble UCCNEAOBaHUsl, B Xo4e KOTOpbIX Obiin
cobpaHbl JaHHble Mo 6e30MacHOCTU U NPUHATHLI PerynaTopHble Mepbl Ansa npusegeHns nHdopmauumn no 6esonacHocTu
NEeKapCTBEHHbIX NpenapaToB B COOTBETCTBME C MMEKLLMMUCA AAaHHBIMM.

6.2.5.2.5.1. Mogynb CV TMYP. Pasgen "PerynatopHble AeNCTBUMS WM OEWCTBUS JepxaTensd peructpaumoHHOro
YAOCTOBEPEHUS], CBA3aHHblE C 6€30MacHOCTLIO NNeKapCTBEHHOIO npenapara”.

B paHHOM pasgene moayns ykasbiBalOTCH BCE PErYNATOPHbIE 4ENCTBUSA Ha NIOOOM pbiHKE, NPEANPUHATLIE B CBA3N
C BbISIBNIEHHbIMY Npobnemamu no 6e30nacHOCTU NEeKapCTBEHHOMO npenapara (B TOM 4YMcie Mo UHUUMaTMBe Aepxarens
perMcTpaumnoHHOro yaoctoBepeHus). aHHbI nepeveHb JOMKEH codepXaTb NepPeYnCIieHne 1 onnucaHme NpeanpuHSTbIX
pPerynaTopHbIX OEWCTBUIA C yKka3aHMeMm cTpaHbl U aatbl. [Mpu coctaBneHun obHoeneHun MYP B gaHHOW YacTu OOMKHbI
ObITb OnNUcaHbl AENCTBUS, NPeanpuHATLIE C MOMEHTa nocrneaHero npeactaesneHuns MYP, ¢ kpaTknm onvcaHnem npuynH
NX MPUHATUS.

6.2.5.2.5.2. Mogynb CV MYP. Pazgen "Pe3ynsraTthl NOCTPErMCTPaALUOHHOIO NPUMEHEHNS], NONyYeHHbIE HE B XO4e
KIMMHUYECKMX nccnenoBaHumn”,

Mo pesynbratamMm peanms3aunn nekapCTtBeHHOro npenapara Ha pa3riMyHbiX pbiHKax gepxartenb pernctpaunoHHOro
yAOOCTOBEPEHUA MnpeactaBndaeT COBOKYyMNHble AaHHble MO KONMn4yecTBYy MNauneHTOB, noAdBepriinxca BO3LI,eI7ICTBI/IPO Ha
NMOCTPErncTpaumMoHHoOM aTane. [JaHHble OOSMKHbI ObiTb CTpaTMdUUMpPOBaHbl (MO BO3MOXHOCTU) MO COOTBETCTBYHOLLMM
Kateropmam, BKIOYalLWMM BO3pacT, MNOMf, MoKasaHusa, 003y W reorpaduyeckun pernoH. B 3aBucumocTn ot
neKkapCTBEHHOro npenapara NPUMEHSAIOTCS OONONHUTENbHbIE NepeMeHHble cTpaTudmkaumm (Hanpumep, KOnmMyecTBO
KypCoOB BaKuMHauuun, nyTb BBEAEHUA WUIN NPOOOITKUTENTbHOCTb nequvm). Heo6xo,qv||v|o caenatb KONMUYEeCTBEHHYHO U
andepeHUNMpoBaHHYO OLEHKY BO3L4ENCTBUSA NEKAPCTBEHHOIO npenapara ¢ UCnorb3oBaHNEM 060CHOBAHHOW METOANKM
pacyeTa BO3OEWCTBUSI UCXOAs1 M3 OCOOEHHOCTEM NPUMEHEHUST W UeneBbix nonynsiuMi. BbinonHeHwe pacyerta
BO30ENCTBUSA MCXOOS M3 KONMMYECTBa pearM3oBaHHOIO NeKapCTBEHHOrO npernapata B BECOBOM WM KONMMYECTBEHHOM
NU3MepeHNn U COOTHECEHUS ero Co cpefHen pekoMeHayeMon 00301 BO3MOXHO TOMbKO B Cryyae, eCnu nekapCTBEHHbIN



npenapar BO BCeX Cliyvyasdax Ha3Ha4YaeTCAa B OQHOW J03€ U UMEET OANHAKOBbIN CbI/IKCVIpOBaHHbIﬁ KypC NpUMeHEeHNA. oT0T
cnocob He sBnsietcs NMPUMEHUMbIM  ONA SonblMHCTBA NeKapCTBEHHbIX TMpenapatoB, MNOCKOJIbKY WUX pPeXUMbl
0031MpOoBaHUA N KypCbl NPUMEHEeHUA, KaK npaBusno, He d)I/IKCI/IpOBaHbI.

[ns nekapcTBeHHbIX NpenapaToB C Pas3fnuyHbIMK MyTAMW BBEOEHUSA pacyeT BO3AENCTBUS OOMKeH ObiTb caenaH
OTAENbHO ANS KaXOgoro nyTW BBEAEHUS (€CrnM BO3MOXHO). YMONHOMOYEHHble OpraHbl FOCy4apCTB-YNEHOB MOryT
3anpocuTb OOMOMHUTENbHYK CTpaTuUKaUMIO AaHHbIX MO BO3AEWCTBUIO (HampuMmep, AaHHble MO BO3AEWCTBUIO B
PasnuyHbIX BO3PACTHbIX rPynnax uim B pamMKax pasfuyHbiX yTBEPXAEHHbIX nokasaHuin). OgHako, ecrnn nekapCTBEHHbIV
npenapaTt NPYMEHSIETCA NO pasfUyHbiM MOKa3aHUsAM, B PasHblX peXuMax [O3MpOoBaHWUs, nNMbo NPUCYTCTBYIOT WUHblE
hakTopbl, YAOBMNETBOPSOLLME KpUTEPUAM CTpaTudmKkaumun, aepxaTenb perucTpaumoHHOro yaoCTOBEPEHNst N3Ha4YanbHO
OOMKeH nNpeacTaBnATb [aHHble C COOTBETCTBYKOLWEN cTpatudukauven (ecnu ee MpoBeAeHUE NPUHUUNNANBEHO
BO3MOXHO).

6.2.5.2.5.3. Mogyne CV TMYP. Pasgen "PesynbraTbl MNOCTPErMCTPaALMOHHOIO OMbiTa MNPUMEHEHUs Yy Tpynn
naumneHToB, He U3YYeHHbIX B XOAEe KITMHUYECKUX nccrieqosBaHunii”.

Ecnun noctpeructpaumoHHoe ncnonb3oBaHWe NekapcTBEHHOMoO npenaparta 6bino 3amMKCMpoBaHo Yy 0COBbLIX rpynn
naumeHToB, onpegeneHHbix B mogyne CIV TYP kak noaBepraBLUMXCS OrpaHMYEHHOMY BO3OEWCTBUIO MM BOBCE He
noABepraBLUMXCA BO3AENCTBUIO, CneayeT MpeacTaBUTb OLEHKY 4YMcha nauveHToB, MOABEPrLUUXCH BO3AENCTBUIO, U
ykaszaTb MeTo[ pacyeTa BHE 3aBMCUMOCTM OT TOro, UCMONb30BArcs My NleKapCTBEHHbIA npenapar no yTBepXAEeHHbIM
NnoKasaHusM WMy BHE YTBEPXAEHHbIX NOKasaHunh K npumeHeHuto. [pu NpuUMeHeHun y neguatpuyveckon nonynsauuu
OOMmkHa ObITb caenaHa ccbinka Ha pasgen "Ocobble acnekTbl npuMmeHeHus B neavatpumn” mogyna CVI MYP. Takke
AormkHa 6bITb NpeactasneHa nHopmauma B npodune 6e3onacHOCTU NekapCTBEHHOIO npenapaTta B OTHOLUEHUW 3TUX
0ocobbiX rpynn nauMeHTOB MO CPaBHEHWIO C OCTanbHOM YacTbio LeneBon nonynsumu. B pasgene pgomkHa ObiThb
npeactasneHa nobas MHopmaLuus 0 BO3MOXKHOM M3MeHeHUW nNpoduns nonb3bl (Mpoduns aphekTMBHOCTN) B 0COBOM
rpynne naumeHToB. Jliobble ocobble rpynnbl NAUMEHTOB, OKa3aBLUMECS B 30HE MOBLILIEHHOTO UMM MOHWXEHHOTO pucka B
OTHOLUEHUN KOHKPETHOro acnekta npodunsg 6e3onacHoCTW, Takke [OMKHbl ObiTb PACCMOTPEHbI B paMKaxX OLEHKM
cneunduyeckoro pucka B mogyne CVI MNYP, Ho B gaHHOM pasgene crnegyer ykasaHue O pyUckax W rpynnax nauueHToB,
NOOBEPXKEHHbIX UM.

6.2.5.2.5.4. Mogynb CV NYP. Pazgen "YTBepXaeHHbIE NOKa3aHNA K NPUMEHEHNIO 1 akTUYeckoe NpuMeHeHne".

[na obHoBneHus cneuundukaumm no 6e30NacHOCTM AOMMKHbI ObITb CAEnaHbl KOHKPETHbIE CChINIKM Ha TO, KaKuMm
obpasoM hakTuyeckoe NpUMEHEHNE B MEOANLIMHCKOWN MPaKTMKe OTNNYanock OT MPUMEHEHUS, NPOrHO3MPyEMOro B Moayne
CVII TIYP, n oT ogoOpeHHbIX MOKa3aHW U MPOTMBOMOKa3aHWA K MPUMEHEHMIO (UCMOMb30BaHME BHE YTBEPXKOEHHbIX
nokasaHum K MpuMeHeHuo). B pgaHHbIM pasgen BkMw4vaeTcsa UHGopMauud, noryyeHHad U3 uUccrnefoBaHuUi
MCMNOnb30BaHUA NeKkapCcTBEHHOro npenaparta (Mnv B pesynsrate gpyrnx obcepBauMOHHBIX UCCNeqoBaHWA, B KOTOpble
ObINIO BKMIOYEHO MCCriegoBaHME MOKa3aHUM K NPUMEHEHWMI0 NEeKapCTBEHHOro npenapata), BKMA4Yas uccnegoBaHus
NCMNONb30BaHUA fiekapCTBEHHOIO npenaparta, KoTopble MPOBOAMITUCH MO 3anpocy YNONIHOMOYEHHbIX OPraHoOB rocygapcTB-
YNIEHOB ANA Lenew, OTNMYHBLIX OT YNpaBreHnsi pyuckamu.

MpuMeHeHMe He B COOTBETCTBUM C YTBEPXKOEHHbLIMW MOKasaHWsIMM BKIHOYAET, MOMMMO Mpo4ero, HeogobpeHHoe
NPUMEHEHNE Yy MeaMaTpUYecknx nauueHTOB pasnU4YHbIX BO3PACTHbIX KaTeropui, a Takke NPUMEHEeHue no
HeopobpeHHbIM B OXJIM nokasaHusM B cry4vasix, ecnv 3TO MNPUMMEHEHWE MNPOUCXOOUT HE B paMKax KITMHUYECKOro
nccnegoBaHuA.

B cny4ae ecnn y ynoriHOMO4Y€HHOro opraHa rocygapcraea-yvrieHa BO3HUKaT onaceHna B OTHOLWEHUN NMMeKLLEerocqd
npuMeHeHna neKapcTBeHHOro npenapara no HeO,lJ,O6peHHbIM noKasaHuam, pepxartenb perncTtpaunoHHOro
yAocToBepeHua OoJNKeH KoOnn4yecTtBeHHO OLUEeHUTb AaHHOEe NpUMMeHeHue C yKa3aHnemM UCNosfib30BaHHOIo Metoada OLEHKU
nonyyeHnsa AaHHbIX.

6.2.5.2.5.5. Mogynb CV MYP. Paszgen "lNpumeHeHne B xoge anMaeMMNONormyecknx nccrneaoBaHunin”,

[aHHbIN pasgen cogepXuT nepeyeHb aNMOEMUONOrMYecKnX UCCregoBaHui, KOTopble BKAYanu (BkyaoT) cbop
N OLEHKY AaHHbIX No 6e3onacHocTu. [lomkHa ObiTb NpeAcTaBneHa cnegywowas nHpopmaums: HasBaHne UCCNeaoBaHus,
TUN UccregoBaHnst (Hampumep, KOropTHoe MccrefoBaHve, UccnegoBaHne "criydanm-KoHTponb"), ndydaemas nonynsaums
(BkntoYas HauMmeHOBaHME rocygapcTtBa WM gpyrve nonynsaumoHHble XapakKTepPUCTUKK), MPOLOIMKUTENLHOCTb
nccnenoBaHWs, KOMUYECTBO NaLUMEHTOB B Kaxaow kaTeropuu, 3aboneBaHue (npu HeobxogmmocTun), crtaTyc
nccrnegoBaHns (3aBeplleHo unu npogomxkaercs). Ecnn nceneposaHme 6bino onybnukoBaHo, B AaHHbIM pasgen MYP
OoMmkHa ObITb BKITOYEHA Cebinka, a B npunoxennn N 7 k IMYP npeacrtaeneHa cooTBETCTBYOLLAA Nyonukauus.

6.2.5.2.6. Mogynb CVI MYP - gononHutenbHble TpeboBaHUA K cneumdukaumm no 6e3onacHoCTu.
6.2.5.2.6.1. Mogynb CVI MNYP. Pasgen "lNoTeHUmanbHbIN pUck nepegosmpoBkn’.
Ocoboe BHMMaHWe cnegyetr yaenuTb IeKapCTBEHHbIM MpenapatamM, B OTHOLUEHUM KOTOpbIX CyLLeCTBYeT

noTeHuManbHbI PUCK NEepego3vpoBKN KaKk NpegHaMepeHHOW, Tak U criydyarHon. [prMepsbl BKMOYaT nekapCTBEHHbIe
npenapaTtbl C Y3KMM TepaneBTUYECKUM WHTEpPBaNOM WNW feKapCTBEHHble npenapaTbl, KOTopble MOryT BbI3BaTb



OGLUIMPHbIE [0303aBUCUMbIE TOKCMYECKME peakuMn M (Mnv) B OTHOLLEHUWM KOTOPbIX CyLeCTBYyeT BbICOKAN PUCK
npeaHamepeHHOW nepeno3npoBKU Y LieneBow nonynsumu (HanpuMep, npu genpeccumn). B cnyyae onpegenexHus pucka
nepenosnpoBkn kak npobrnemsl no 6esonacHoCT! NoO AaHHOMY acnekTy 6esonacHoOCTU npegnaranTcs AONOMHUTENbHbIE
Mepbl B COCTaB COOTBETCTBYHOLLMX MEP MUHUMMN3ALMN PUCKOB, M3NOXEHHbIX B mogyne V MYP.

6.2.5.2.6.2. Mogynb CVI MNYP. Pasgen "lNoTeHUmanbHbIn pyUck nepegadn MHPEKUNOHHLIX areHToB".

OepxaTtenb perncrtpauMoHHOro YOOCTOBEPEHWs OOSKEeH caenaTbh OLEHKY MOoTeHUManbHOro pucka nepegayu
MHMEKLMOHHBIX areHToB. OTO MOXET ObITb CBA3AHO C XapakTepoM MPOM3BOACTBEHHOIO NMpoLecca UM UCnonb3yeMbiMu
maTtepuanamMmu. B oTHoLeHUN BakumMH HEOOX0AMMO pacCMOTPETb Mo6O NOTEHUMAnNbHbIA PUCK NEPEaYn XMBOFO BMpYcCa.

6.2.5.2.6.3. Moagynb CVI MNYP. Pasgen "MoTeHUManbHbI pUCK 3noynoTpebneHns 1 Ucnornb30BaHUs B HE3aKOHHbIX
uenax".

B pasgene cnegyeT coenatb OLEHKY NMOTEHLMANbHOMO pycka 3roynoTpebneHms 1 ucnonb3oBaHus nekapcTBEHHOro
npenapata B HE3aKOHHbIX Uensx. Heobxoanmmo paccMOTpeTb LernecoodpasHocTb Mep (MpyM HeobxoammocTun) no
OrpaHMYEHU0 3110YNOTPEONIEHNsT U UCMONb30BaHUS NEKapCTBEHHONO MNpenapata B HE3aKOHHbIX Lensx (Hanpuvep,
Mcrnonb3oBaHWe cneumarnbHbIX Kpacutenen n (Unv) apomaTnsaTopoB B JIEKAPCTBEHHOW popMe, OrpaHUYeEHNe pasmepa
YMaKoBKM M KOHTPONMpYEMOE pacnpoCcTpaHeHWe NiekapCTBEHHOIO nNpenapaTta).

6.2.5.2.6.4. Mogynb CVI MYP. Pasgen "MNoTeHumanbHbI PUCK BO3HUKHOBEHUSI OLIMOOK MPU Ha3HaYeHUN Wnu
npuveme nekapcTBEHHbIX NpenapaTtos”.

JepxaTtenb perucTtpauuMoHHOro YAOCTOBEPEHUS AOIMKEH perynsapHo MpoBOAUTb OLEHKY BO3MOXHOCTU
BO3HMKHOBEHMS OLIMOOK MpU HasHaYeHUW WNu npueme rneKkapCTBEeHHbIX mnpenapaTtoB. B yacTHOCTW, 4O nocTynneHus
NeKapCcTBEHHOro npenapara Ha PbIHOK OH AOMMKEH OLEHWUTb O6LMe MCTOYHUKM OWMWBOK Mpu Ha3HadYeHun unm npueme
nekapcTBeHHOro npenaparta. B xoge pa3paboTkv 1 Ha 3Tane NMPOEKTUPOBaHMWS BbiXO4a NMEKapCTBEHHOrO npenaparta Ha
PbIHOK 3asiBUTENb OOMKEH MPUHATE BO BHUMAHWE BO3MOXHbIE MPUYMHBLI BO3HUKHOBEHMS OLUMOOK NpWU HasHa4YeHun unm
npuemMe rnekapCcTBeHHbIX npenapartoB. [OMKHbI YyYMTbIBATLCA HauMMEHOBaHWE, XapaKTepUCTUKM OpMbl  Bbinycka
(Hanpumep, pasmep, opma U UBET NeKkapcTBeHHOW opMbl U ynakoBku), uHdopmaumns B OXJIM (Hanpumep, B
OTHOLUEHUW pasBedeHus, NapeHTepansHOro Nyt BBeOEHWs, pacdeTa 403bl) M MapKMpOBKa NeKapCTBEHHOMO npenapara.
Heobxoammo cnegoBatb TpeboBaHUSAM MO 06eCneYeHno YNTaeMoCTU MapKMpoBKU 1M MHopMaLmumn Ansa naymeHTa. Ecnu
MCMomnb3oBaHMEe IeKapCTBEHHOIO Mpenaparta MMEET MOTEeHUMarnbHbIA PUCK HaHECEHWs Cepbe3Horo Bpeda u3-3a
HenpaBWIbHOrO MyTU BBEAEHUs!, CreaQyeT Takke pacCMOTPeTb BONPOC O TOM, Kak usbexarb NogobGHOro HenpaBUbHOrO
nyTn BBEOEHUA. ITO onaceHne B 0COH6EHHOCTM 0OOCHOBAHHO, KOraa YacTblo PYTUHHON MEOULIMHCKON NPaKTUKN ABMSETCA
NpMMEHeHWe fnekapCcTBEHHOro npenapara COBMECTHO C APYrMMM fleKapCTBEHHbIMW MpenapaTtamMu, BBOOUMbIMU KaKUM-
nnbo noTeHumManbHO onacHelM nyTem. B gaHHOM criyyae puck BO3HMKHOBEHMS OWIMBOK Npy Ha3Ha4YeHUN fIeKapCTBEHHOIO
npenapaTa LOJPKEH paccMaTpmBaTbhbCs B Ka4ecTBe nNpobnemMbl no 6e3onacHocTu.

Mpy Hanuyum opM C pasnMyHOW [O3NPOBKOW JeKapCTBEHHOro MNpenapata OLEHWBAETCs [0CTAaTOYMHOCTb
BU3yarbHOW (Mnn donsmyeckoit) amcpdepeHumaumn Mexay nekapcTBeHHbIMU NpenapaTtami ¢ pasnyHbIMU 403UPOBKaMu
N Mexay nekapCcTBEeHHbIMU NpenapaTamMu, Kak npaBuno, HasHadaembIMy UN NPUHUMaeMbIMU OQHOBPEMEHHO. B criyyae
€CN Ha pbiHKE UMEeKTCs ApYrue NnekapcTBeHHble npenapartbl C TeM Xe OEWCTBYIOLIMM BeLLEeCTBOM, AN KOTOPbIX He
Obina noaTeepkaeHa 6MO3KBMBANIEHTHOCTb, AOMKHbI ObiTh NMPEAnoXKeHbl Mepbl NpeaynpexaeHNs MEAULIMHCKUX OLIMGOK
Y MUHUMK3ALMW pUCKa.

Ecnvn nekapcTBeHHbIN NpenapaT npeAHasHavyeH Ans UCMOoNb30BaHNsA y crnaboBmasLLen rpynnbl HacerneHusi, ocoboe
BHYMaHWe HeoGXoAMMO YAENUTb BO3MOXHOCTM COBEpPLLEHMS! OLLIMOKM Npy NpuemMe riekapCTBEHHOro npenapara, KoTopble
Npy YCTaHOBMEHUN prcka AOMKHbI paccMaTpuBaTbCs B kKa4ecTBe nNpobrnemMbl no 6e3onacHocTy.

OueHuBatoTcs puck mn Mepbl nNo npeaoTreBpalleHnto CJ'Iy‘-I8I7IHOFO npornarbiBaHNA wnn AOpyrux criydaes
HenpeaHamMmepeHHOro Ncnosfib3oBaHNA AETbMA.

Owwunbkn npu npueme nekapcTBEHHOrO npenaparta, BbIsIBMEHHblE B xode paspaboTku npogykTa, BKMYas
KNMHWYeCKue nccneoBaHus, A0MkHbI OblTb PAaCCMOTPEHBI, a Takke AomkHa ObiTb NpeacTaBneHa nHdopmaums o cammx
owmnbkax, X NoTeHUManbHbIX MPUYMHaX U cnocobax ux ycTpaHeHusi. B cniyyae HeobxogumocTu criegyeT yKkasaTb, Kakum
06pa3om Bce yka3aHHble PUCKM Obinv MPUHATBI BO BHUMAHME HA OKOHYaTEmNbHbIX CTaausx pa3paboTku nekapcTBEHHOro
npenapara.

B cly4yae eclnn B Xofge nocTperncTtpaunoHHOro nepunoga ObINM BbISIBNEHbI HEXenaTernbHble peakunun, asmeLLnECA
pe3yneratom MegunuunHCKNX ownboK, OHU OOSMKHbI ObITb paccMOTpeHbl B obHoBneHun TYP un npennoXeHbl nyTu
MWHUMM3AL MU OLLMOOK.

B cnyyae usaMeHeHMsi cocTaBa W [OO3VMPOBKWU 11€KapCTBEHHOMO MpenapaTta pUCK BO3HWKHOBEHWUsI OWMGOK Mnpu
npueme nekapcTBEHHOro npenapaTa [AOMKeH paccMaTpuBaTbCA B KayecTBe NpobGrnembl No 6e3onacHoOCTW, a Mepbl,
KOTopble GyayT NpeanpuHATHI AepXaTeneM perucTpaumoHHOro yAoCToBepeHna Ana npeaoTspalleHns nepenyTbiBaHus
MeXOy CTapbiM W HOBbIM NeEKapCTBEHHbIM MpenapaToM, MPUBOOATCA B paMKax MnaHa MWUHMMU3ALUUU PUCKOB.
OueHuBaeTcs LenecoobpasHOCTb MeponpuAaTUiA MO MUHMMU3ALMU PUCKOB B OTHOLUEHUM W3MEHEHUI (OopMbI



NnpeacTaBneHusi, pasMepa YMakoBKW, NyTW BBEAEHWSI UMM MPOYMX XapakTepUCTUK BbiMyCKAaeMoro feKkapCTBEHHOro
npenapara.

Ecnn nekapcTBeHHbI npenapaTt AOMKEH NPUMEHATLCA BMECTe C MEeQULMHCKMM YCTPOWCTBOM (BCTPOEHHBIM MIu
HeT), HeobxoAMMO paccMOTpeTb BCe (paKTopbl ONAcHOCTW, KOTOpble MOryT MPEACTaBNSATb PUCK ANs NauueHTa
(HencnpaBHOCTb MEANLIMHCKOTO YCTPOWCTBA).

6.2.5.2.6.5. Mogynb CVI MYP. Pasgen "Ocobble acnekTbl NpUMMEHEHWS B neamMaTpumn”.

B paHHOM pasgene paccmaTpvBaloTCs criegylolime acnekTbl MCNOnb30BaHMSA NeKapCTBEHHbIX NpenapatoB B
neguatpun, He ykasaHHbole B mogyne CIV MYP:

a) npobremsbl, BbISIBNIEHHbIE B MnaHe neavaTpuyeckux MccrnegoBaHW. YKasbiBaloTcs nobble pekomeHgauuv no
nocnegywoLwiemMy AnNUMTENbHOMY MOHUTOPUHIY 6e3onacHoCTM U 3PEEKTUBHOCTM NPU NPUMEHEHWM Y MNaLMEHTOB
neguatpudeckon nonynauun. B cnyyae ecnn gaHHbIi acnekt 6Gonee He dBndeTcd nNpegmMeTtoM OnaceHum no
6e30nacHOCTH, AOMKHO OblTb AAaHO COOTBETCTBYOLLIEE OObsICHEHME U OBOCHOBaHME.

I'Ipep,no>|<eH|/|;| O npoBeaeHnn onpeaeneHHbIX AO0JITOCPOYHbIX neanaTpuyeckmnx nccrnegoBaHMn Heobxoanmo
paccMoTpeTb Ha MOMEHT nogayn 3adaBiieHnA Ha BBedeHune neamaTpuvyeckmnx nokasaHun. Ecnu CyLLEeCTBYOT COMHEHNA B
OTHOLWIEHMN HEeOoBXOAMMOCTU AaHHbIX OOJNrOCPOYHbIX negnaTpuy4ecKkmnx nccnefoBaHum, Haanexur npeacrtaBuTb
cooTBeTCcTBYylOLimne 000CHOBaHNS;

6) noTeHuMan Ans NeguaTpuMYeckoro MCMoMb30BaHWA BHE YTBEPXKOEHHbIX NOKasaHWW K npuMmeHeHuto. Cnepyet
OUEHUTb PUCK NPUMEHEHMS FEeKapCTBEHHOro Mnpenapata BHE YTBEPXOEHHbIX MOKa3aHUMm K MNPUMEHEHUIO Y
neguatpudeckon nonynsauum nubo kKakon-nmbo ee yacTu, B Cryvae ecnm HO30MOorus, SBNSKLWAscs Of0BpeHHbIM
nokasaHvem MpPUMEHEHUs NeKapCTBEHHOro npenapaTa, Takke BCTpeYaeTcsa W B neanaTpuyeckon nonynauum, Ho
npUMeHeHVe Yy nocrnegHen He sBnsieTcs ofobpeHHbIM. Bce BO3MOXHblE hakTuveckue HampasneHus MpUMeHeHUs
NeKkapcTBEHHOro nNpenaparta crnegyert oTpasuTb B pasgene "OnbIT NOCTperncTpaumMoHHoro npumeHexus” mogyna CV MyP
(kak aTO ykasaHo B NyHKTe 6.2.5.2 HacToswmx NMpasun) n B pasaene "PesynbTaTel NOCTPErMCTPALMOHHOIO NPUMEHEHUS Y
rpynn naumeHToB, HE U3YYeHHbIX B XOA4e KNUHMYeckux uccnegosaHuin” mopyna CV YP (kak 9TO ykasaHO B MyHKTe

6.2.5.3 HacTosawmx MNpasun).
6.2.5.2.6.6. Mogynb CVI IMYP. Pasgen "lNporHosmpyemoe nocTpernctpaumoHHOe Ucnonb3oBaHme".

Ona npegpervcTpauvoHHoro MYP unu npyu nogadve 3asBreHUss Ha BBeAEHVE 3HAYMTEMbHbIX WU3MEHEHWA B
MoKasaHus Mo MEeOMLMHCKOMY MPYMEHEHWI0 AepXaTenb PerncTpauMoHHOro YOOCTOBEPEHUA [OIKeH npeacTaBuTb
noapobHy MHGpOPMAaLMIO O MPOTrHO3MPYEMOM HarpasfeHun MNPUMEHEHUs, npearnonaraemMom npuMeHeHUn
1IeKapCTBEHHOro Mpenapata C TeYeHWeM BPEMEHW, MONOXKEHWU JeKapCTBEHHOrO npenapara B TepaneBTUYeCKOM
apceHarne.

Heobxogumo cpenatb OUEHKY NoTEHUNanbHON BO3MOXHOCTU NPUMEHEHNA JeKapCTBEHHOIo npenapara BHE
Oﬂ,06peHHbIX nokasaHun K NPUMEHEHUIO.

6.2.5.2.7. Mogynb CVII MYP. "MiaeHTumumpoBaHHbIe 1 NOTEHUMANbHbIE PUCKK".

OanHbin mogynb MYP cogepXuT MHGOpMaUuio O BaXHbIX WAEHTUMULUPOBAHHBLIX W MOTEHUManbHbIX pUCKax,
CBSI3aHHbLIX C UCMONb30BaHMEM NEKAPCTBEHHOrO npenapara, BkMto4Yas MHpOpMaLUno O BbISIBIIEHHbIX U NOTEHLUMANbHbIX
HexenaTernbHbIX peakuusix, BbISIBIEHHOM W MOTEHUMarnbHOM B3aMMOAEWCTBMU C OPYTMMU feKapCTBEHHbIMU
npenapaTtamu, NpoayKTaMu NUTaHWS U OPYrMMY BeLLeCTBaMM, a Takke 0 dapMakoformyeckux KrnaccoBbix adpdekTax.

6.2.5.2.7.1. Mogynb CVII NYP. Paszgen "HoBble naeHTUhULMPOBaHHbIE PUCKK".

B paHHOM pasgene [omkHbl ObiTb nepeyncneHbl nNpobrnembl Mo 6e30MacHOCTM, BbISIBEHHbIE CO BpPEMEHU
nocnegHero npegcrasnexHus MYP, koTopble 6yayT nogpobHO NpoaHanM3npoBaHbl B COOTBETCTBYOLLEM pasgerne Moayns
CVII MYP. B gaHHOM pasgerne yKasblBalOTCs MPUYMHHBIA (hakTop npobrnemMbl no 6e30nacHoOCTH, MHGOpMaums O TOM,
ABMAETCA NU JAHHbIA acreKkT pucka BadKHBIM UAEHTUMULMPOBAHHBLIM UMW BaXHbIM MOTEHUMAarNbHbIM PUCKOM, AaeTcs
060CcHOBaHME MO BO3MOXHbIM HEOOXOAMMbIM MepaM MUHMMMW3ALMN PUCKOB MIIN HOBbIM CreumanbHbIM UCCNEAOBaHNAM
no JaHHOMY acnekTy pucka.

6.2.5.2.7.2. Mogyne CVII IMYP. Pazgen "MoapobHas uHdopmaunsi 0 BaXHbIX UOEHTUMULMPOBAHHBLIX U BaXHbIX
noTeHumnanbHbIX puckax".

B paHHOM pasgene npenctaBnsieTcs nogpobHasi nHdopmaums o Hanbonee BaXkHbIX MAEHTUULMPOBAHHBIX U
BaXHbIX MOTEHUManbHbIX puckax. [daHHbIn pasgen AormkeH 6bITb KpaTKUM M He OOMXeH npeactaBnsaTb cobor BbIGOpKY
AaHHbIX N3 Taﬁj'II/ILl N CNUCKOB HeXernaTernbHbIX peaKLWII7I, BO3HUKLUMX B pedynbrate KIUMHUYEeCKUX I/ICCJ'Iep,OBaHI/IIZ, nmbo
KonupoBaTb Npegnaraemoe unu dakTuyeckoe cogepxaHune pasgena "HexenartenoHble peakumm” OXIMM.

lMoHATME BaXKHOro pucka 3aBUCUT OT HECKOJIbKUX CbaKTOpOB, BKIOMasi BO3OEWCTBME HA OTAENbHOrO NauueHTa,
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CEepbE3HOCTb pUCKa WM BUsIHME Ha 340pOBbe HaceneHus. JIloOol pUCK, KOTOPbIA OOMKEH MM MOXET ObiTb BKIOYEH B
NpOTMBOMOKa3aHUs Unu npegynpexaeHns n mepbl npegoctopoxHocTn OXIIM, Heobxoaumo BKIoYaTb B AaHHbIA pasgen.
Baanmogencteus, nmerowme BakHOE KITMHUYECKOE 3HavyeHMe U BaxHble hapmakonormyeckme knaccoble 3deKThl,
Takke crnegyeT BKIYaTb B AaHHbIA pasgen. Kpome Toro, puckn, KOTopble 0ObIMHO HE HAaCTOMbKO CEepbe3Hbl, YTOObLI B
OTHOLLEHUN UX TPeboBaNUCb KOHKPETHbIE MPeaynpexXaeHus UNn Mepbl NPeLOCTOPOXHOCTU, HO KOTOPbIE BO3HMKAKOT B
OTHOLLIEHUWN 3HAYUTENBHOWM YacTW MUCCregyeMOon rpynnbl HACENEHUs!, BIIUAIOT Ha Ka4eCTBO XXM3HU NauMeHTa, YTO MOXET
NMPMBECTM K CEPLE3HBIM NOCNEACTBUSAM NPU OTCYTCTBUM HAAMEXaLLero nevyeHnst (Hanpumep, cunbHas TOLWHOTa M pBOTa,
CBSI3aHHas C XxumuoTepanuen Unn MHOM NeKapCTBEHHOW Tepanuen), cnefyet pacCMOTPETb Ha npeaMeT BKIIYeHUs B
AaHHbIV pasgen.

[na HekoTopbIX NekapCTBEHHbIX MpenapaTtoB AOMKHbI ObiTb PACCMOTPEHbI PUCKW, CBA3AHHbIE C yTunusauuewn
MCMONb30BaHHOIO NEKapCTBEHHOro npenapara (Hanpumep, ANs TpaHcAepmarnbHbIX nnacTeipen). Tawke MoryT ObiTb
criydan BO3HMKHOBEHMS 3KOMOrMYeCcKOMW OMacHOCTM MpU YTUAM3auun NeKapCTBEHHOro npenaparta us-3a W3BeCTHOro
naryGHOro BO34enCTBMSA Ha OKpYyXalolylo cpedy (HanpvmMep, BeLecTBa, KOTopble ABMSATCA 0COBEHHO onacHbIMU ANd
BOOHOW oriopbl U hayHbl U KOTOPble He OOMKHbI ObITb YTUAM3NPOBaHbI Ha CBarnkax).

MpencTaBneHme gaHHbIX O pUCKaxX OOMKHO BKMYaTh B cebs cneayoLlyo NogpobHy NHGOpMaLumio:
4yacToTa;

BO3[ENCTBUE Ha 300POBbE HAaceNeHns (CTeneHb TSXKECTU, CEPbE3HOCTb, 00PaTUMOCTb, UCXO0L);
BO3ENCTBUE HA OTAENBbHOMO NauMeHTa (BNUsSHME Ha KavyeCTBO XU3HN);

dakTopbl pucka (B TOM uucrne akTopbl, Kacalwowuecs nauueHTa, A03bl, Nepuoa pwucka, agauTMBHbIE WK
CUHeprmdHble akTopsbl);

npesoTBpaTUMOCTb (TO €CTb NpeAcKasyeMOCTb, BO3MOXHOCTb MNpeAoTBpaTuTb pas3BUMTUE WM BO3MOXHOCTb
BbISIBNIEHWNS HA HaYanbHOM aTane);

BO3MOXHbI MEXaHU3M pa3BnTUA;
NCTOYHUK OaHHbIX N YPOBEHb OKa3aTellbHOCTU.

[aHHble no 4YacToTe pasBUTUA AOSMKHbI OblTb MpPUBEdEHbl C YY4ETOM [OCTOBEPHOCTU U YKaszaHWeM WCTOYHMKA
AaHHbIX no GesonacHocTu. YacToTa pa3BUTUS He [OIMKHA OLEHMBATLCS HAa OCHOBAHUWM AaHHbIX CMIOHTaHHbLIX COOBLLEHNIA,
MOCKOSIbKY [OaHHbIA MeTod He MO3BOMSeT BbIMNOMHATbL OLEHKY napaMeTrpa 4actoTbl C TpebyembiM YpOBHEM
[OCTOBEPHOCTU. ECn B OTHOLLIEHMUN BaXKHbIX MOEHTUMULMPOBAHHbLIX PUCKOB HEOBXOAMMO BbIYMCIUTL TOYHYIO YacToTy,
crnieqyeT OCHOBbIBATbCA Ha CUCTEMaTUYECKUX WCCNEedoBaHMAX (Hanpumep, KIMHUYECKUe WuccrnefoBaHus Wnu
anuaeMmoriormnyeckme UccrneaoBaHust), B KOTOPbIX U3BECTHO TOYHOE YMCIO MauUMeHTOB, NOABEPraloLMNXCs BO3OENCTBUIO
NekapcTBEHHOro npenaparta, W YMCINO MalUMeHTOB, Yy KOTOPbIX OTMe4Yanocb MpOosiIBNEHWE COOTBETCTBYHOLLENO
NAeHTUDULMPOBAHHOIO prcKa.

HomkHo GbITb yKa3aHO, KakoW WCMONb3yeTcs MoKal3aTellb 4YacToTbl, TO €CTb B KaKuX eAMHMLUax M3MepeHus
Bblpa)XeH 3HamMeHaTerb (Hanpumep, KONMMYecTBO MaUWEHTOB, MAUMEHTO-AHEN WNU 3KBUBANEHTHbIX eauHul (Kypchbl
neveHus, peuenTtbl U T.4.)). Takke cnegyeT ykasaTb [OBEPUTENbHble MHTepBasbl. [puM MCNonb3oBaHWM eauHULEbI
n3MepeHns "KOnM4yecTBO MaLMEHTOB B YCTAHOBMEHHLIA MPOMEXYTOK BpeMeHM" HeobXxoAMMO OCHOBbLIBATLCA Ha
NpegnornoXeHnM o TOM, YTO (DYHKLMS OMACHOCTU AOIkHA OblTb NMPakTUYecKM MOCTOSIHHOM B TeYeHMe MOCrenyloLlero
BpemMeHu. B npoTuBHOM cryvae ee criegyeTt pas3butb Ha COOTBETCTBYIOLLME KaTEropuUn, B paMKkax KOTOPbIX BbINOSHSETCS
npeanonoXeHne O NOCTOsIHCTBE. OTO OCOOEHHO BaXkHO, ecnv ANUTENbHOCTb NeYeHus npeactaensieT cobol gakTop
pucka. B cnyyae HeobGxoguMmocTu criegyet onpedenutb nepuos Haubonbliero pucka. Yacrtota naeHTMduLMpoBaHHOrO
pucka formkHa ObiTb NpeacTaBneHa Ans nonynsuum B LENoM 1 Ansi COOTBETCTBYHOLLMX NONYNSILMOHHBLIX Noarpynm.

UTo KacaeTcsi BaXHbIX MAEHTUULMPOBAHHBLIX PUCKOB, HEOOXOAMMO MPeacTaBUTb MHPOPMaLMIO O NPEBbILLEHNM
YacToTbl Pa3BUTUSI TAKOBLIX B rpynne cpaBHeHusi. Heobxogumo Takke 0606WMTL AaHHble NO BPEMEHM [0 Hayana
pasBUTUSA HexenaTernbHbIX COObITUIA C MCNONMb30BaHMEM METOAO0B OLEHKM BbbkMBaeMocTu. MoxeT ObiTb ncnonb3oBaHa
PYHKUMA COBOKYMHbIX PUCKOB ANsi NPeACTaBMNeHUs AaHHbIX MO KYMYMATUBHOW BEPOSTHOCTU Pa3BUTUS HexenaTerbHbIX
peakuuin.

B OTHOWEHMU noTeHuManbHbIX PUCKOB HeobXxoauMmMo npencTtaBuTb AaHHble O 6a3nMcHOM 4acToTe
(pacnpocTpaHeHHOCTH) B LIeNeBor Nonynsaumm.

B MYP, Bkntovatowem B ceba eanHMYHbIE NEKapCTBEHHbIE Mpenaparbl, PUCKKU, Kacarolmnecs HernocpeacTBEHHO
MoKa3aHUM K NMPMMEHEHMIO UM COCTaBa, Kak NpaBuio, paccMaTpmMBaloTCA Kak oTAenbHble NpobnemMbl No 6esonacHoCTU
(Hanpvmep, cnyvyanHoe BHYTPMBEHHOE BBEAEHME MOXET MpeacTaBnsaATb cobon npobnemy no 6GesonacHoOCTU Ans
OTAENbHOIO FEeKapCTBEHHOrO npenapara Kak Ans ero nepopanbHOW fekapCTBeHHOW opMbl, Tak ¢opmbl Ans
MOAKOXHOIo BBEAEHWS).



B MYP, Bkniovatolwem B cebsi HECKONbKO JIeKapCTBEHHbIX MpenapaToB, KOTOpble MOTryT MMETb 3HaYMTENbHble
pasnuuns B OTHOLLEHUM MAEHTUMULUPOBAHHBLIX U NOTEHLMAlbHBIX PUCKOB, LienecoobpasHo KrnaccuduumpoBaTb PUCKU,
yTOObl MOKa3aTb, KAKOW PUCK MMEET OTHOLUEeHWEe K KaKoMy fekapcTBeHHOMY npenapaTy. B gaHHoi knaccudumkaumm
HEeoBX04MMO NPedyCMOTPETb CreayoLLMe 3aroNoBKM:

a) pWUCKU, cBsi3aHHble C [OeWCTBYWLWMM BewecTBOM. B 3Ty kaTeropuito MOryT BXOAWUTb BaXHble
NOEHTUDULMPOBaHHBIE UMW NOTEHUMarnbHble PUCKK, 0bLUMe ANA BCEX COCTABOB reKapCTBEHHbIX Npenapartos, cnocobos
BBEEHWS M LENeBbIX rpynn HaceneHusi. BeposiTHee Bcero, B [AaHHYlO KaTeroputo nonageT GoSbUMHCTBO PUCKOB,
XapaKTepHbIX Ans 60MbLUMHCTBA NIeKapCTBEHHbIX NpenapaTos;

©) puCKM, CBAA3aHHblE C OMNpeAerieHHbIM COCTaBOM MM crnocobom BBepeHusi. MoryT Bkmtoyates B [MYP ¢ aByms
nekapcTBeHHbIMM (hOpMaMy JIeKapCTBEHHOro npenapara (Hanpumep Ha ¢opmy AN BHYTPUMBILLEYHOTO BBEAEHUSA
NPOMOHIMPOBAHHOIO AEeNCTBUSA 1 (hopMy AN nepopansHOro BBeaeHus. Npu aToM JoNoNHUTENbHbIE PUCKK, KacatoLLmecs
CMyYanHOro BHYTPMBEHHOIO BBEOEHWs, O4EeBMAHO, He ByayT KacaTbCs nekapCTBEHHbIX npenapaToB AMs nepopanbHOro
BBEAEeHUs);

B) pPUCKW, CBSA3aHHble C uenesBon nonynsauven. lNMegmatpudeckas nonyndums npeacrtasnsieT cobon Hanbonee
OYeBMAOHBIA NpUMep LeneBov MnonynsauuM, B OTHOLUEHUW KOTOPOWM MOFYT MPOSBAATLCA OOMOMHUTENbHbIE PUCKK,
Kacawowmecss U3NYECKOro, MNCUXMYECKOro W MOSIOBOro0 pas3BuTUSA, YTO He OyaeT NpYMEHVWMO K JleKapCTBEHHOMY
npenapary, NnpeaHasHa4eHHOMY UCKMYMTENbHO ANA B3POCIbIX NaLNEHTOB;

F) PUCKN, CBA3aHHbIE C NepexogoM Ha OTNYCK JIEKapCTBEHHOIO npenapara oes peuenTa.

6.2.5.2.7.3. Mogynb CVII MYP. Pasgen "VoeHTudMUUPOBaAHHbIE M MNOTeHUManbHble B3aMMOLENCTBUS,
BKITIOYAOLLME B3aUMOAENCTBUS C APYTMMW NIeKapCTBEHHbIMU NpenapaTaMy 1 NpogykTaMmy nutaHus”.

NaeHTuduumpoBaHHble M noTeHumarnbHble dapmMakokuHeTudeckne M dapmakoguHaMuyeckme B3anMOQenCTBUA
HeobxoAMMO paccMaTpuBaTb Kak B OTHOLLEHWMW CXEM fle4eHWUs No oAobpeHHbIM MOKa3aHUAM K NMPUMEHEHWIo, Tak U B
OTHOLLEHMN Haubonee 4acTo WCMOMb3yembiX B LENeBON MNOnynsiuum nekapCTBEHHbIX NpenapartoB. [ns Kaxagoro
BO34eNCTBUS cnegyeT ob6o0WwuTb MMerLlmecs AaHHble U gokasaTenbHylo 6asy, nogTeepxaatoLyto B3aMMogencTeme u
BO3MOXHbIA MexaHu3M. [MpoBOAMTCS OLeHKa MOTEeHUMAarnbHbIX PUCKOB Afsi 340POBbSl, BO3HUKAOLWMX MO pPasfvyHbIM
MoKasaHusaM M B PasnuyHbIX rpynnax HacerneHus. KnuHWYeckn BadkHble B3auMOAEWNCTBUS HeobxoauMO BKMOYUTL B
pasaen MYP 06 ngeHTMduumMpoBaHHbIX U NOTEHUMANbHBLIX PUCKaXx.

6.2.5.2.7.4. Mogynb CVII MYP. Pazgen "®apmakonornyeckume knaccoble ahdekTbl”.

B gaHHOM pasgene JaloTcs XxapaKTepucTyKa M OLEHKa BaXKHbIX PUCKOB, CBOMCTBEHHbIX ANS (dapMakonornyeckoro
knacca. OueHMBaEeTCsl COOTHECEHME YacTOTbl Pa3BUTUSA HEXernaTeNbHbIX peakuui Npu NPUMEHEHUW FeKapCTBEHHOIO
npenapaTa ¢ YacTOTOW, XapakKTePHON ANSA APYrMX NeKapCTBEHHbIX NpenapaTtoB AaHHOW dapMakonormyeckon rpynneol.

Ecnn puck, BO3HWKHOBEHWE KOTOPOro sBNseTcs Oo6WUM AnsS APYrux nekapCcTBEHHbIX MpenapaTos
(hapMaKonorM4eckoro Krnacca, He cumtaeTcsa npobnemon no 6e30NacHOCTM B OTHOLLEHUW NIeKapCTBEHHOrO npenapara u,
cnepnoBatesibHO, He BKIllo4aeTCcA B NnepedYeHb I/Ip,eHTI/Id.)VILI,I/IpOBaHHbIX M noteHumanbHbIX PUCKOB, B OaHHOM pasfene
HeobXxoAauMo NpeacTaBuTL NOATBEPXAAOLLME 3TO AoKa3aTeNnbCTBa.

6.2.5.2.8. Mogynb CVIII MYP - o6o6weHHasa nHdopmaumsa no npobnemam 6e3onacHoOCTy.

B mogyne ykasbiBaeTcsa 06006LleHHas uHgopmaums no onpegendembiM npobnemam no 6e3onacHoOCTH, koTopas
KnaccudmumpyeTcs Kak:

a) BaXHbIN NAEHTUMULNPOBAHHbLIV PUCK;
©) BaXHbIN NOTEHUMANBHBIA PUCK;
B) BaXkHasi OTCYTCTByOLLasA MHOpMaLms.

Ecnu TYP BKkntoYaeT HECKONbKO INEKApCTBEHHbIX MpenapaTtoBs, Lenecoobpa3Ho B JaHHOM Mopyne pasgeneHue
06006LLeHHON MHGOpMauMn no npobnemam no 6e30nacHOCTU Ha rpynnbl (aHaNMoOrM4YHO NpeacTaBNEHMIO AaHHbIX B
pasgenax mogyna CVII IYP). MNpu 3aToM gonyckaeTcs Mcnonb3oBaTh NpeactaBneHne uHgopmaumm B BUAE CreayoLmx
rpynn:

npobnemsl No 6e3onacHOCTU, CBA3aHHbIE C AENCTBYIOLWMM BELLECTBOM;
npobnembl No 6e3onacHOCTU, CBSA3aHHbIE C OnNpeaeneHHbIM COCTaBOM Ui CnocoboM BBEAEHNS;
npobnembl No 6e30MacHOCTM, CBsI3aHHbIE C LIeNeBow nonynsiunen;

ﬂpO6J'IeMbI no 6e3onacHoOCTK, CBSA3aHHbIE C nepexoaom Ha OTnyckK JieKapCTBEHHOIo npenapara 6es peuenTa.



6.2.5.3. YacTs Il TYP - nnaH no cdhapmakoHagsopy.

Llenbto nnaHa no chapmakoHag3opy sIBNsieTcst onpeaeneHme Toro, kKakuM obpasoM depkaTternb perncTpauvoHHOro
YOOCTOBEPEHUA MMaHUPyeT [anee BbiSIBNATb M (UMW) XapakTepusoBaTb PUCKW, YyKasaHHble B TpeboBaHMsIX Mo
6e3onacHocTy. MnaH no dapmakoHaa3opy NpeacTaBnseT cobo CTPYKTYPUPOBaHHbIN MnaH, paspaboTaHHbIi C Lenblo:

BbISIBNEHNs HOBbIX Npobrem no 6e3onacHocTy;

AanbHenLwen xapakTepucTuKM N3BeCTHbIX Npobnem no 6e3onacHoCcTy, BKNoYasa onpegeneHe akTopoB pUCKa;
nccnefoBaHva AeNCTBUTENBHOIO HanMumsa noTeHumanbHbIX npobnem no 6esonacHocTy;

onpegeneHus METOAOB NOMyvYeHUs BaXXHOW OTCYTCTBYOLLEN MHAOpMaLMK.

MnaH no dhapmakoHaa3opy OOSMKEH OblTb OCHOBaH Ha Npobrnemax no 6esonacHocTu, 0606w eHHbIX B moayne CVIII
yactu Il MYP - cneundmkaums no 6esonacHocTu.

HesatenbHocTb MO hbapmMakoHag3opy MOApasdensieTcss Ha pPyTUHHbIE MeponpusTus no dapmakoHaasopy W
OONOMHUTENbHbIE MEPOMPUATUA MO hapMakoHaa30py. B oTHoweHMU kaxaow npobnembl no 6e3onacHoCTV Aepxatesnb
PErMCTPaLMOHHOIO YAOCTOBEPEHUS [OMKEH MEPevYMCnUTL 3anfaHWpPOBaHHbIE CO CBOEW CTOPOHbI MeponpuaTvst Mo
hapmakoHagsopy. MnaHbl no dapmakoHaa3opy AOMKHbI ObiTb CopasMepHbl pUckaM MNPUMEHEHUS NeKapCTBEHHOro
npenapata. Ecnu pyTuHHblEe MeponpusaTMs no dapmakoHaa3opy OOOCHOBAHHO OLIEHMBAKOTCS Kak AOCTaTOvHble A4S
obecnedeHust Hagnexaiiero nocTperMcTpaunoHHOro MOHWUTOpMHra 6e3onacHoCTM M He TpPebyrT AONONHUTENbHBLIX
OencTBuA (Hanpumep, uccnegoBaHun ©e3onacHoCTM), HeoBXoAMMO OCHOBbLIBATbCS Ha "pyTMHHOM hbapmakoHagsope”,
HanpaBneHHOM Ha AanbHenLwyo paboTy ¢ npobnemamum no 6esonacHoOCTw.

6.2.5.3.1. Yacts Il MYP. Pazgen "PyTuHHbIE MeponpuaTusa no dhapmMakoHaasopy".

PyTuHHbBIE MeponpusaTMa No  apMakoHag3opy nNpeacTaBnsitoT cobOM KOMMMEKC MEPONpUATUN, PerynsipHo
NPOBOAMMbIX [epXaTeneM permcTpauMoHHOro yAOCTOBEPEHUS C uenbilo obecneyeHusi BbINOMHEHUs TpeboBaHun
3aKkoHofartenbcTBa Mo dapMakoHag3opy rocygapcrB-yneHoB. MacTtep-ain cuctembl hapMakoHaasopa COLAEPXUT
nogpobHyto MHpopMaLMIo O cMCTEMax M Npoueccax, peanu3yeMbix AepKaTenem perucTpaunoHHbIX yA0CTOBEPEHUI ANns
OOCTWXKEHNS YKa3aHHOW Lenn, AaHHas uHdopmauns He aybnupyetca B [YP.

YNonHOMOYEHHbIN OpraH rocyapcTBa-yneHa Bnpase NpeasioxkuTb AepXKaTento perncTpauuoHHOro Ya0CTOBEPEHUS
M3MEHUTb AeNCTBYIOLWME MNpoleaypbl cbopa, BepudmkaLumum, OLEHKN U NpeacTaBeHnst MHOPMaLnum 0 HexenaternbHbIX
peakuusix, MOMy4YeHHOW B paMKax CMOHTaHHOro penopTMpoBaHus. B aTom cnyyae B AaHHOM pasgene aepxartenb
perncTpaumoHHOro yAOCTOBEPEHWUS MPUBOAUT MOSICHEHWE NO WM3MEHEHUSIM B PYTUHHBIX MEpPOMNPUSATUAX MO
hapmakoHaa30py, BHECEHHbIM COMMAcHO NPeAnoXeHUsIM YNONHOMOYEHHOIO opraHa rocyaapcTea-yneHa.

Ecnn gns BbINONHEHWS PYTUMHHBLIX MeponpuaTMA no apmakoHaa30py AepxaTento perncTpauyMoHHOro
yoocTtoBepeHusi TpebyeTcs cocTaBuTb crieumarnbHble ONPOCHWKNM NO nocreyowemMy HabnioaeH o 3a HexenaTenbHbIMU
peakumsiMM UM ecrim OH NMaHUpPyeT UCMNOMb30BaTb ChneuuanbHble ONPOCHUKU AN MNOMyyYeHUs CTPYKTYpUPOBAaHHON
NHGOPMALMM O BbISIBIIEHHBIX HEXenaTenbHbIX peakunsx, NPeacTaBnsaiowmx ocobbin nHTepec, To B npunoxenun N 6 k
MYP pepxatenb perncTpaunoHHOro yAOCTOBEPEHNS AOMKEH NPeacTaBnTb KONMM AaHHbIX ONPOCHUKOB. VIcnonb3oBaHne
cneumanbHbIX ONPOCHWKOB MO Mocneaylowemy HabnogeHuo 3a penopTMpyeMbiMin Nogo3peBaeMbIMy HexXenaTenbHbIMU
peakuMAMM OTHOCUTCA K PYTUHHBIM MEPOMNPUATUSAM NO chapMakoHaA3opy.

6.2.5.3.2. Yactsb Il MYP. Pasgen "dononHuTenbHbIE MEPONPUATUA MO chapmakoHaasopy".

,D,ep>|<aTenb permcTtpaumMoHHOro yaocrtoBepeHunAa OOofmKeH OUeHUTb CUTyauun, B KOTOPbIX Tp66y9TCF| npuHATNE
OONONHUTENbHbLIX MepP Nno d)apmaKOHap,3opy no npun4ynHe HEBO3IMOXHOCTU OOCTUXEHUA uenn no Hagnexallen oueHke n
N3y4eHUNO pUCKa npu noOMoLLUnN PYyTUHHbBIX METOO0B q)apmaKOHa,u,sopa.

Llenn gononHMTEnNbHbIX MeponpusTUn no dapMakoHaz30py, Kak MpaBuio, pasnuyarTcsi B 3aBUCUMOCTU OT
npobnem no 6e3onacHOCTW, Ha KOTOpble OHW HanpaeneHbl. ViccneooBaHWs B paMkax nnaHa no dapmakoHaasopy
OOMKHbl BbiTb CBsI3aHbl ¢ npobnemamu no 6esonacHocTn, 0603HaYeHHbIMM B crneumdukauum no 6e3onacHoCcTn, BHE
3aBMCMMOCTM OT TOrO, HauerneHbl UCCreOOBaHWs Ha BbISBIIEHWE U XapaKTEPUCTWKY PUCKOB WM TOMbKO Ha OLEHKY
3(PPEKTUBHOCTU MEPONPUSATUIA MO MUHUMMU3ALMU PUCKOB. [epxaTtenb pPerncTpauMoHHOrO YAOCTOBEPEHUS OOMMKEH
BKITIOYMTb ClOa BCE WCCNEAOBaHMWS, HanpaBfieHHble Ha M3yYeHUe U OLeHKy npobrnem no 6Ge3onacHocTu, a Takke
nccnegoBaHns, KOTopble MOTYT NPELOCTaBMTb MONE3HYH0 MHpopMaumio No 6e30nacHOCTM, XOTA NPU 3TOM OLEHMBaEMbIE
B pamkax MYP npobnembl no 6€30MacHOCTN MOryT HE BXOAUTb B YMCIO NPUOPUTETOB UCCMNEAOBaHNS. DTN UCCneaoBaHns
BKNoYaT B ceba nocTtperucrtpaumoHHble uccrnegoBaHua 6GesonacHocTu, uccnegoBaHus B obnactu
dapmakoanugemmonorum, apmMakokKMHETUYECKME UCCNEAOoBaHWs, KIMMHUYECKNE WUCCIELOBaHUSA UM OONOINHUTENbHbIE
OOKNMHMYeckme wuccrnegopaHusa. lpu npoBeAeHUM [aHHbIX MCCNefOBaHUWA crneayeT pPyKOBOACTBOBaTbCHA
MeXayHapoaHbIMU JOroBOpamMm U akTamm, cocTaBnstowmmm npaso Cotosa, 1 3aKoHOA4aTeNbCTBOM rocy4apCTB-4YEHOB.

npOTOKOﬂbI nccrnegoBaHun B pamMkKax nnaHa no (bapmaKOHap,sopy n pe3rome OT4HEeTOB MNO pesylnbratam



NUccnegoBaHWI, BBIMOMHEHHbIX B paMKax [AOMOIHUTENbHbIX MeponpuATMA No dapMakoHaasopy, AOIMKHbl ObiTb
npegcrtasneHsbl B npunoxeHunax k MyP.

BrivsiHne HOBbIX AaHHbIX HA COOTHOLLUEHME "Mosb3a - PUCK" NIeKapCTBEHHOIO NpenapaTa AOMMKHO ObiTb TLiaTeNbHO
oLieHeHo, cneuundukaums no 6esonacHoOCTH, NNaH Nno gapmakoHaa3opy U NnaH No MUHUMMU3ALMKU PUCKOB AOIMKHbI GbiTh
AopaboTaHbl COOTBETCTBYIOLLMM 0GPa3oM C y4ETOM MOoMyYeHHbIX AaHHbIX N0 Ge30nacHOCTH.

6.2.5.3.2.1. Ocobble cutyaumm nNo NOCTPErMCTPaLMOHHLIM UCCrenoBaHNsIM No 6e30MacHOCTY.

WccnepoBaHna adhekTUBHOCT Mep MO MUHUMM3ALMM PUCKOB CreAyeT BKIOYUTL B NMaH No gapmakoHaasopy
BMecTe ¢ 0cobbiMu hbakTopamu onacHoCTH, a Takke nogpobHO onucatb B NaHe No MUHUMMU3aUUU pUCkoB. OHY LOMKHbI
BKItOYaTb CrneayoLmMe OCHOBHbIE acnekTbl (HO He OrpaHNYnBaTbLCS UMN):

nccrnenoBaHUss UCMNONb30BaHUA NeKapCTBEHHbIX MNpenapaTtoB MOryT MNPoBOAMTbLCA No TpebGoBaHU
YNOMHOMOYEHHbIX OpraHoOB FOCYAAPCTB-UYMNEHOB AN MOHWUTOPMHrA MCMOMb30BaHUA NEKapCTBEHHbIX MpenapaToB Ha
onpeaeneHHon TeppUTopun, 4YacTo B CBS3N C OLIEHKOV MEeXaHU3MOB KOMMEHCaLMN rocyaapCTBOM HacerneHuo CpeacTs,
3aTpauMBaembiX Ha npuobpeTeHWe neKapCTBEHHbIX npenapaTtoB. [aHHbli TUM UccrieqoBaHW HEMOCPEACTBEHHO He
npegHasHadeH AN U3YY4EeHUs acneKToB Ge30omnacHOCTW NeKapCTBEHHbIX MpenapaToB, HO MOXET [aTb MONe3Hyto
MHpOPMALIMIO O TOM, SIBMSAOTCA N MEePONnpUATAA N0 MUHUMU3ALMKM PUCKOB 3MEKTUBHBLIMKU, a Takke O Aemorpadum
LienesbIX rpynn HaceneHus;

COBMeCTHble wuccrnegosaHus. Ecnu npobnema no 6esonacHoCcTM pacnpocTpaHsieTcs bonee yem Ha oOAuwH
nekapcTBEHHbIA npenapat (NMMbo Ha OAHO [AEeWCTBYHLLEE BELEeCTBO MPUXOOUTCA HECKOMNbKO Aepxateneun
PerMcTpaumnoHHOIo yOOCTOBEPEHMS), YNOIMHOMOYEHHbIV OpraH rocydapCTBa-yrieHa AOIDKEH MPeanoXuTb AepXaTensm
pervcTpaumnoHHOro yaoctoBepeHus npoeecTn coBmecTHoe [NPUB. lNpoBegeHve COBMECTHbIX WUCCREeOOBaHWUA Takke
MOXeT OblTb HeoOXoAMMbIM B Clny4vasx, KOrda KONMUYEeCTBO MNaLMEHTOB OrpaHu4veHo (pegkue 3aboneBaHusi) unu
HebnaronpusiTHble peakuuu HabnwaaTcs peako. YNonHOMOYEHHbIN OpraH rocyaapcTBa-yneHa JOmKeH cnocobCcTBoBaTh
cornalleHno 3anHTEPECOBaHHbIX Aep)KaTernen permcTpaumoHHbIX YOOCTOBEPEHMI pa3paboTaTb eanHbIA NPOTOKON AN
NMPUB n coBmecTHO npoBoAUTbL UccrefoBaHue. Ecnv B TeyeHue cpoka, onpeaeneHHOro ynosIHOMOYEHHbIM OpraHoOM
rocygapcTBa-yrieHa, 3auHTEePEeCOBaHHbIE AepXaTenn PEerMcTpauMOHHbIX YOOCTOBEPEHUIM Tak M HE CMOMMW MPUATK K
COrnalleHnio O Cco3gaHuM eOuHOro MpOTOKOMa, YMOMIHOMOYEHHbBIM OpraH rocygapcTBa-yneHa BhpaBe HasHa4duTb
nposenenne MNPUB u onpegenuTtb o6WWMA OCHOBHOW MNPOTOKON WMAWM KIOYEBblE 3MeMEHTbl MPOTOKOMa, KOTopble
aepxxarenu permcTpaumoHHOro yaoocToBepeHus AomkHbl OyayT cobntogatb B Tpebyemble CPOoKu;

peFI/ICTp, KOTOprVI I'IpeD,CTaBJ'IﬂeT COGOIZ BU4 I'IpOCI'IeKTI/IBHbIX HeI/IHTepBeHLI,I/IOHHbIX KOFOpTHbIX MCCﬂeﬂ,OBaHMVI.
PekomeHayeTca npegycMoOTpeTb B PErMCTPE BKIOYEHME TPyMnbl CPABHEHUS, B CBSA3W C 3TUM peructp 3aboneBaHui
Oynetr €ABNATbCA, Kak npaBuno, Gonee npeanovYTUTENbHbIM, YEeM PErucTp, OrpaHUYeHHbl onpeneneHHbIM
riekapCTBEHHbIM MpenapaToM. [lpoTokon perncTtpa [OMKEH npedycmaTpuBaTb BHECEHME B PeecTp AaHHbIX Mo
nauMeHTam, KOTOpbIM BbiNUCaHbI COOTBETCTBYIOLUME NEKAPCTBEHHbLIE MpenapaTtbl UM KOTOpble MMEKT OOHO U TO Xe
3aboneBaHue.

6.2.5.3.3. Yactb lll MYP. Pasgen "lMnaHbl 4eACTBUI NO AOMNOMHUTENBHLIM MEpPONPUATUSM NO hapMakoHaa3opy B
OTHOLLEeHMU Nnpobnem no 6esonacHocTn".

Mpy HanuuMn AOMOMHUTEMBHBLIX MEPONpUATU No dapMakoHaa3opy, MnaH OEWCTBUN B OTHOLLUEHUW Kaxaow
npobnembl No 6e3onacHOCTM JOMKEH BObITb NpeAcTaBneH B COOTBETCTBMU CO CriedyioLen CTPYKTYPOW:

npobnema no 6e3onacHoCTy;

uenb npeanaraemMblx 4ENCTBUN;

npeanaraemMble 0eNCTBUS;

OCHOBHbI€ 3Tanbl OLLEHKN N OTYETHOCTMW.

OpaHoM 13 cocTaBnaoLWNX Mep, Npeaiaraembix B OTHOLIEHUN KaXkgon npobrnembl no 6e3onacHocTy, Bcerga dbyaet
ABMATLCSA PYTUHHBLIN apmakoHaasop. [MoMMMO nepevyncneHnss LOMOSNHUTENbHLIX MEPOMNPUATUA B MYHKTE

"Mpegnaraemble gencteua” gaHHoro pasgena MYP, B npunoxenunn N 5 k MYP Heobxogumo npeactaBuTb NPOTOKONbI AN
npoBeAeHns nobbix nccneaoBaHnn (B BUAE NpoeKTa Unm apyroro 4OKyMeHTa).

6.2.5.3.4. Yacrb Il MYP. Pa3gen "CBogHasa Tabnuua no 4onofnHUTENbHBIM MEPOMPUSATUAM MO ddapMakoHaasopy".

B paHHOM pasaene AorxkHa ObITb npencrasrieHa cBoaHasdA Tabnuua BCeX AOMOSTHUTENbHbIX MepOHpMﬂTMVI no
cbapmaKOHa,u,aopy, BKIoHasa ninaHnpyemble OaTbl 3TanoB UX BbIMOTHEHUA.

6.2.5.4. Yactb IV MYP - nnaH noctpernctpaumoHHbIX nccnegoBaHnun aheKTUBHOCTH.

TpeGOBaHVIﬂ K MNOCTperncrtpaumoHHbiIM wnccnegoBaHnAaAM Mo ©e30MacHOCTU OTHOCATCS WCKMOYUTENBHO K



Oﬂ06peHHbIM nokKkasaHnAaM JneKapCTBEeHHOro npenaparta, a He K uccregoBaHndaM AOONONHUTENbHbIX, HE 0ﬂ,06peHHbIX
nokasaHuin. MccnegoBaHus no 6GesonacHOCTH, sIBNSOWMECs 0cobbiMM 00si3aTenbCcTBaMu U (VIJ'II/I) ycnosmem nOnda
nonyvyeHna ygoctoesepeHunsa o FocyﬂapCTBeHHOVI perncrtpaunu, HeobXxo4MMO TakKe BKINHYNUTL B OaHHYI0 4acCTb nyp.

6.2.5.4.1. Yactb IV MNYP. Pasgen "lMpeactaeneHne gaHHbIX 06 3ddeKkTUBHOCTU".

C uenbio 06bACHEHUS MPUYMH NPELNOXEHHBIX UccneaoBaHMn 3hEKTUBHOCTA U BKOYEHUSA 0OOCHOBBLIBAOLLNX
OaHHbIX B [YP B gaHHOM pasgene npeacraensieTcs obobuiatowas nHgopmaums no gokasaHHon 3ddekTUBHOCTH
NNeKapCTBEHHOro npenapara, a Takke yKas3aHue, Ha KakuxX KIUHUYeCKMX nccrnenoBaHnAax U KOHEYHbIX TOYKax OCHOBaHa
AaHHaA oueHKa. ,D,OJ'I)KHa ObIiTb BbINOMHEHA OUeHKa TBepAOCTU KOHEYHbIX TO4YeK, Ha KOTOpbIX OCHOBaHa OLEHKa
3hPEKTUBHOCTH.

B paHHOM pasgene npuBoAMTCH KpaTkas oULeHKa HeobGXoguMOCTU npoBedeHUs AdaNbHenwWwux
NOCTPErncTpaLMoHHbIX UccrnenoBaHuin 3deKTUBHOCTM NO CreayloLwUM acrnekTam:

NPUMEHUMOCTb AaHHbLIX 06 3P MEKTUBHOCTM ANS BCEX NaLMEHTOB B LIeNeBoi Nonynsauum;

dakTopbl, KOTOpble MOFYT MNOBMAUATL Ha 3(PPEeKTUBHOCTb JIeKapCTBEHHOrO npenapata B MNOBCeOHEBHOW
MeOULMHCKON NpaKTUKe;

BapuabenbHOCTb TepaneBTnyYeckoro acpdhekta B cybnonynsumsix.

B paHHOM pasgene pomkHa ObiTb npegcTaBneHa cBogHas Tabnuua 3annaHMpoBaHHbLIX WCCMeqoBaHWA C
yKasaHueM CPOKOB M OCHOBHbIX 3TanoB BbINOMHEHUS. [1pOeKTbl NPOTOKONOB ANS AaHHbIX KMMHUYECKUX UCCregoBaHun,
BKkntovatotca B npunoxenme N 7 k NYP.

6.2.5.5. Yactb V MYP - mepbl N0 MUHUMU3ALUN PUCKOB.

B cootBeTcTBMM CO chneundukauven no 6e3onacHOCTN AepxaTtenb PerncTpauyoHHOro YAOCTOBEPEHUS AOSMKEH
OLEHWTb, Kakne MeponpusaTUs NO MWHMMU3ALUW PUCKOB HEOOXOAMMbl B OTHOLUEHMU Kaxaow npobnemsbl no
6esonacHocT. [naH NO MWHUMWM3AUMM PUCKOB AOSMKEH BKIIOYATb NOAPOOHYH MHMOPMAaUUIO O MEPOMNPUATUSX MO
MWHUMMU3ALNN PUCKOB, KOTOpble AOSMKHbI OblTb MpPOBeAeHbl C LEeNbl YMEHbLUEHUS PUCKOB, CBA3AHHbIX C KaXdoW u3
yCTaHoBreHHbIX npobnem no 6esonacHocTu. [Npegnaraemble Mepbl MMHUMU3aLMM MO PUCKOB MO KaXaow u3 npobnem no
6e30nacHOCTM MOTYT BKIoYaTb 6onee ogHOro MePONPUATUS MO MUHMMM3ALUN PUCKOB.

MeponpuaTtis No MUHUMU3ALUKM PUCKOB MOTYT COCTOSITb U3 PYTUHHBLIX MEPOMPUSTUA MO MUHUMM3ALMN PUCKOB U
AOMNOSHUTENBHBIX MEPONPUATUIA MO MUHUMM3ALMN PUCKOB. Bce meponpusaTusi o MUHMMMU3aUMN PUCKOB AOMKHbI UMETh
4yeTko 0603HaYEHHYHO Lienb.

6.2.5.5.1. YacTtb V MNYP. Pasgen "PyTUHHbIE MEPbLI NO MUHUMU3ALUNN PUCKOB".

PyTUHHbIE Mepbl MO MUHUMM3ALMUM PUCKOB BKIOYaOT B cebs Meponpustus (AeWCTBUS), KOTOpblE MPOBOAATCSA B
OTHOLLIEHMW KaXXAoro NekapCTBEHHOro npenapara. PyTWHHbIE Mepbl pacnpOoCTpaHsoTCs Ha:

OXIrT;

MapK1POBKY NEeKapCTBEHHOro npenapara;

UMM (J1B);

pa3Mepbl yNakoBKY;

perynsTopHebIi cTaTyc NekapCcTBEHHOIO Npenapara.

OXJIM n MI (J1B) s1BNSIt0TCA BaXXHbIMU UHCTPYMEHTaMM MUHMMMU3aLMW pucka, MNOCKOSbKY NpeacTaBnsatoT cobon
KOHTPONMpYeMbI U CTaHOAPTU30BaHHbIN hopMaT MHPOPMUPOBaHUA MeQULMHCKMX U hbapMaLeBTUYeCcKnx paboTHMKOB, a
Takxke NauMeHTOB O NeKapCTBEHHOM npenapare.

Pasvep ynakoBKW, MO3BOMSIIOWMA OFPaHUYUTL KONMYECTBO E€AMHWL, BbIMMCAHHOMO NeKapCTBEHHOro npenapara,
ABNSIETCS elle OAQHWM M3 PYTUHHBLIX MEpPONpUATUA MO MUHMMM3AUUK pUckoB. [pu orpaHMYEHUM KonuyecTBa eauHuL
BbIMMCAHHOIO reKapCTBEHHOrO npenapaTta MNauueHT BblHYXOeH obpallaTbCs K revallemy Bpady Yepes MeHbluune
MPOMEXYTKM BPEMEHW, YTO ONTUMUIUPYET MPOLIECC KOHTPOJISI €0 COCTOSIHUA U COKPaTUT BPEMSl ero HaxoxaeHus 6e3
COOTBETCTBYIOLEr0 HabnoaeHusl. Bbinyck ynakoBoK Ha HebosblUOe KONMYECTBO O03MPOBaHHbIX eduHUL (B 0CobbIX
cryyasx - Ha ogHy JO3MPOBaHHY eanHULY) Takke MOXKET OblTb NonesHbIM B criydae, eCnii O4HUM U3 OCHOBHbLIX PUCKOB
cYMTaeTCs Nepeso3vpoBKa.

PerynsaTtopHbliA cTaTyc nekapcTBEHHOro npenaparta, Npu KOTOPOM BBOAWTCS KOHTPOMb YCIOBWI €ro oTnycka
HaceneHno, MOXXET NMOMOYb CHU3WUTb PUCKW, CBA3AHHBIE C €r0 UCMOMb30BaHUEM UMK HenpaBUnbHbIM NpUMEHeHneM. JTo
MOXET ObITb AOCTUTHYTO MyTEM PEryrivMpoBaHusl YCIOBWIA, MpW KOTOPbLIX JIEKAPCTBEHHbIA Mpenapar MOXeT ObiTb



Ha3Ha4eH, unn YCJ'IOBMVI, NPpn KOTOPbIX NauneHT MOXET NoNny4nTb J'IeKapCTBeHHbIVI npenapart.

B pernctpaunoHHoe yOooCTOBEpPEHME HEeOoOXOOMMO BKIOUMTb MOAPOOHYI MHGOpMauuilo O fobbIX YCNOBUSIX,
OrpaHUYeHUsiXx TMOCTaBOK WM WCMONb30BaHWM JEeKapCTBEHHOro Mnpenapara, BKl4Yasi YCIoBUSl, NMPU KOTOPbIX
NeKapcTBeHHbIN MNpenapaT MOXeT cTaTb AOCTYMHbIM AONs nauueHToB. OObIYHO 3TO HasbiBaeTcs "perynsaTopHbIM
cTaTycoM" ekapCTBEHHOro npenapara. [aHHblii cTaTyc BkmioyaeT B cebs MHGOpMaUuio O TOM, MOANEXUT N
neKkapcTBeHHbI NpenapaT npogaxe no peuenty wunu Ges peuenta. OH Takke MOXET oOrpaHMyMBaTb MecTa
pacrnpocTpaHeHus (HanpuMmep, OrpaHUyYeHue MPUMEHEHUMEM TOMbKO B CTaUMOHAPHOM yypexaeHuun). B oTHoleHun
1eKapCTBeHHbIX NMpenapaToB, NPUOBPECTU KOTOpble MOXHO TOMbKO MO peuenTy, HeoGXoanMo BBECTM OOMNOMNHUTENbHbIe
YCIOBUS,, @ UMEHHO KnaccuuuMpoBaTb UX Ha NEeKapCTBEHHble Mnpenaparbl, KOTopble MOXHO NPUOBpecTn TONbKO Mo
cneumansHoOMy peLenTy.

BonbLlMHCTBO r|po6neM no 6esonacHocTn MOryT ObITb COOTBETCTBYOLLMM o6pa30M peLwleHbl nNpu ocyuwecTBrieHNn
PYTUHHbIX MGpOI‘IpVIHTVIVI no MUHMMU3aALUMN PUCKOB. Tem He MeHee B OTHOLUEHUU HEKOTOPbIX PUCKOB PYTUHHbIE
mMeponpuaTna no MMHUMKU3aUunn puckoB MoryTt ObITb HegoCTaToO4YHbIMKU, MO3ITOMY MOryT I'IOTpe6OBaTI:CF| gononHuternbHble
mMeponpuaTnda no MUHUMMU3aLunm puCcKoB.

6.2.5.5.2. Yactb V MNYP. Pasgen "[JononHuTtenbHble MEPONPUSTUS MO MUHMMMN3ALIMA PUCKOB".

JononHuteneHble MeponpuaTUS N0 MUHMMU3AUUN PUCKOB (TO €CTb MEpPOMpUATMS, KOTOpble He OTHOCATCH K
PYTUHHBIM MEPOMNPUATUSAM MO MWUHMMM3ALMN PUCKOB) OOMKHbI ObITb MpeanoXeHbl, Korga PYTWHHbIE MeponpuATUS
ABMSAOTCA HedocTaTtouHblMu Ans obecneyeHus 6e3onacHoro U 3hHEKTUBHOMO MCMNOMb30BaHWS JEeKapCTBEHHOMO
npenapata. Pag gononHUTenbHbIX MeponpuAaTUA MO MMHUMM3ALUMM PUCKOB OCHOBaH Ha cnocobax MH(opMMpoBaHMWS,
KoTopble BbIxogaT 3a pamku OXJTN n UMIT (J1B).

Mo [ONONMHUTENbHBLIM MEPONPUATMAM N0 MWHUMM3AUUW PUCKOB NPEACTaBNAOTCA AeTanbHOE OnucaHue u
060CHOBaHNe HeOBX0OMMOCTN NX NpUMeHeHus. B aaHHbIn pasgen NMYP Heob6xoanmo BKMOYUTL TONBKO T€ MEPONPUATKS,
KOTopble cBA3aHbl ¢ 6e30nacHbIM 1 3EKTMBHBIM NCMOMNB30BaHMEM, OHU TaKKe AOMKHbI ObITb HAYy4YHO OOOCHOBAHHbLIMU,
pa3paboTaHHbIMK 1 BbIMOITHATHCS CNeumanmMcTaMmm ¢ COOTBETCTBYIOLLEN KBanMdUKaLunen.

[lononHuTenbHble MEPONPUATUS NO MUHUMU3ALUN PUCKOB MOCHE MX COMMacoBaHWst C YNOMHOMOYEHHLIM OpraHoMm
rocydapcTB-4IIEHOB CTAHOBSTCH YCMOBMEM ANS MOMyYEHUS PErMCTPauMOHHOIO YAOCTOBEpeHus. B cooTBETCTBYHOLLMX
crnyyasax nonHas MHAOpPMauMs O OOMOMHUTENBbHbIX MEepPOonpUATUSIX MO MUHUMU3ALMU PUCKOB (B TOM 4YMCIEe YEPHOBOW
BapuaHT y4ebHbIX MaTepuarnoB) AOSMKHa ObITb NpeacTasneHa B npunoxexHun N 9 k MYP.

O6yqarou.|,we maTtepuanbl He O0IXHbl HOCUTb peKﬂaMHbIVI XapakTep. YNONMHOMOYEHHbIE OpraHbl rocygapcre-4iieHOB
cormacoBbIBaOT 1 yTBEPXOAKT o6yqarou.|,14e maTtepuansl, pa3pa60TaHHb|e B paMKax nnaHa no MMHMMMU3aLunn PUCKOB.

[ns nekapcTBeHHbIX NpenapaToB, COAEepXaliMx OOHO M TO Xe [eWCTByloLlee BelleCcTBO, PEeKOMeHOyeTCH
paspabaTbiBaTb MakcumanoHO ©6nuskue no dopme u copepxaHuio obyvalowme MaTtepuansl U MaTepuansl Ans
nauMeHToB.

6.2.5.5.3. ®opmat nnaHa (NNaHoB) N0 MUHUMMU3ALIMN PUCKOB.

Kaxxgass npobrnema no 6esonacHocTu, onpederneHHas B crneundukauum no 6Ges3onacHOCTW, AomkHa ObiTb
npoaHanuanposaHa B AaHHoM pa3gene MYP no cnegytowen opwme:

onucaHue npobnembl No 6e3onacHoCcTy;
uenb npeasioXkeHHbIX 4ENCTBUN;
PYTUHHbIE MEPbI MUHUMU3ALIMN PUCKOB;

AoNnoJNIHUTENbHbIE MeponpuaTna no MWUHUMU3aunn pPUCKOB (ech VIMeI-OTCFI), 3ajaynm no Kaxgomy
OOMNMONMHUTENbHOMY MEepPOonpuUATUIO 1 0b0oCcHOBaHNe HEOOXOAUMOCTMU;

crnocob oueHKN 3MEEKTUBHOCTU MePONPUATUIA MO MUHUMMU3ALUM PUCKOB C TOYKM 3PEHUSA [OOCTUKEHUS
nocTaBneHHbIX Lienew;

uenb MUHUMU3aLMN PUCKOB (KPUTEPUM OLIEHKMN YCMELLHOCTU NPUHSATBLIX Mep);

OCHOBHbIE 3Tarbl OLEHKMN N OTYETHOCTM.

[Ona pyTMHHLIX Mep MO MMHMMM3aUMM PUCKOB TeKcT, npegnaraembii B OXJIM n UMIT (JIB), pomkeH ObiTb
npeacTaBrneH BMecTe C AeTalnbHbIM OMUCaHMEM [PYrMX PYTUHHBIX MEPOMNpUATUA MO MUMHMMWU3ALUW PUCKOB,

npeanoXXeHHbIX B CBA3N C npo6nemaMM no 6esonacHocTu.

6.2.5.5.4. OBGHOBNEHMA NNaHa N0 MMHUMM3ALMM PUCKOB.



Mpu oGHoBneHun [MYP pomkeH BKMAOYATb OLEHKY BbIMOMHAEMbIX PYTUHHBIX W (MNW) OONOMHUTENbHbIX
MepONpUATUIA N0 MUHUMU3AUMKU PUCKOB. PesynbTathl oduuUManbHOW OLEHKM MeponpusaTAn Mo MUHMMU3aLUU PUCKOB
TakXe [OOMKHbl ObITb BKMOYEHbl B [aHHbIN pasgen. B pamkax OaHHOW KpPUTUYECKONM OLIEHKU [OepxkaTtenb
pPerncTpaunoHHOro yAOCTOBEPEHUA [OOMMKEeH BbISBNSATb W oueHuBaTb pakTopbl, KOTOopble nMbBO CnocobCTBYOT
OOCTWXKEHUIO MOCTaBMEHHbIX Lenei Nno MUHUMM3aUUM pucka, NMbO MNOKasbiBalOT HU3KUA YpoBeHb 3((EeKTUBHOCTM
MEepONPUATUIA N0 MUHUMU3ALUU PUCKOB. [lormKeH ObiTb AaH KOMMEHTapuii B OTHOLLEHUM BO3MOXHON HEeoBXoaMMocTu
BBeAEHNs JOMNONHUTENBHLIX MEPONPUATUIA U (UNN) U3MEHEHWS BBINOIHAEMbIX MEPOMPUATUIA N0 MUHUMKU3ALMK PUCKOB MO
kaxxgon npobneme no 6e3onacHOCTM.

6.2.5.5.5. Hactb V MNYP. Pazgen "OueHka appekTUBHOCTM MepOonpUATAA MO MUHUMN3ALIMU PUCKOB".

MeponpuaTvs No MUHUMK3ALMKM PUCKOB NPeACTaBnsitoT coboW AEWACTBUS, HanmpaBMeHHble Ha npefoTBpalleHue
pa3BUTUSA HexenaTenbHbIX peakuui, CHXKEHWE YacTOTbl Pa3BUTUSA UMM CTEMEHU TAXECTU HeXenaTernbHbIX peakuui, a
TaKKe MVHUMU3AUMIO HebnaronpusATHbIX MNOCNEeACTBUIA BO3OEWCTBMS Ha MNaumMeHTa npu pasBUTUM HexenaTerbHON
peakuMm Ha nekapcTBeHHbI npenapaTt. OueHky S¢(EKTUBHOCTM OESATENbHOCTM MO MUHMMU3ALUKU PUCKOB NpuU
peanu3auuu 3aTUX Lenen crnegyet BbINOMHATL Ha MPOTSHKEHWM BCEro XXM3HEHHOTO LMKIa feKapCTBEHHOro npernapara,
yTtobbl ybeauTbca B TOM, UYTO HebGnaronpusiTHble MNOCNEACTBUS, CBSI3aHHblE C HeXemnaTelbHbIMU peakuusiMu,
MWHUMW3MPOBAHbI 1, CrieqoBaTenbHO, COOTHOLLIEHME "NoMb3a - PUCK” NeKapCTBEHHOro nNpenapara onTUMU3NPOBaHO.

B Clniy4yae BbldBIieHUsA Hea(*)cbeKTVIBHOCTI/I KOHerTHOIZ cTpartermm no MWUHUMU3aALUN PUCKOB HeobxoaQMMo
pa3p860TaTb N BHEOAPUTb anbTrepHaTuUBHbIE MEepPONnpPUATUA. B onpeneneHHbIX crnyyvadax B pe3ynbrate OUEeHKU cTpaTernu
MOXET ObITb cAenaH BbIBOA, YTO mMeponpuaTna no MUHMMMU3aunn pUCKOB HE MOIyT KOHTPONMpOBaTb PUCKAN B Tpe6yeM0|7|
cTeneHn gnsi obecneveHus NpUMEeHeHUA IneKkapCTBeHHOro npenaparta npu npeBbilUeHUN NOoNb3bl HAaA4 PUCKOM, 4TO
0O3Ha4yaeT HeobXoaUMOCTb OT3biBa JNIeKapCTBEHHOro npenapara C pblHKa UM orpaHn4yeHmna ero npuMeHeHnsa ToJ1bKo TOM
FIOD,I'pyI'IﬂOVI nauneHToB, B OTHOLLEHUN KOTOpOVI nonb3a nepeBeLlunBaeT PUCKN.

6.2.5.6. Yactb VI MNYP - pestome nnaHa no MMHMMU3auumn pPUCKOB.

Pestome TYP gns kaxpgoro NekapCTBEHHOro npenapara LOIKHbl ObiTb AOCTYMHbI 0OWecTBeHHOCTU. Pestome
OOMMKHO BKMOYaTh KItoueBble areMeHTbl MMYP ¢ 0cobbiM BblOENEHNEM MeEPONPUATUIA MO MUHUMMU3ALUN PUCKOB. YTO
KacaeTcs crneumdukauum no 6e3onacHoOCTM paccMaTpMBaeMoro fiekapCTBEHHOIMO Mpenapara, oHa AOofkKHa coaepkaTb
BaXkHY0 MHGopMaLmMo 06 MAEHTUDULMPOBAHHBLIX M MOTEHLMANbHBLIX PUCKaX, a Takke 06 OTCYTCTBYHOLEN NHOPMaLIMK.

HaHHasa dvactb [YP pomkHa cogepxatb cnegylowmne obobuieHHble pasgensl MHdopmaumMmM, OCHOBAHHOW Ha
mogynsx Cl, CVIll vactu Il MYP nyactax IV u V MYP:

0630p anugemuonorumn 3abonesaHuni;

0606LLEeHHbIE faHHbIE MO OLEeHKe 3PHEKTUBHOCTU U MONb3bl;

OTCYTCTBYHOLLAs MHOPMaLMs No 3PEPEKTUBHOCTU U NONb3E;

0000uweHHast MHdopmauus no npobnemam no 6es3onacHoOCTY;

Tabnuubl:

cBoAHas Tabnvua MeponpusaTMin Mo MUHUMN3ALMN PUCKOB B OTHOLLEHWUM Kaxaow npobrnembl no 6e3onacHocTy;

nnaHMpyemasi NoCTperMcTpaumnoHHas AesaTenbHOCTL No oueHke 3dEKTUBHOCTU U pa3BuTUo hapmakoHaasopa,
BKItOYalOLWas AeTanbHOe OonucaHve U OObSCHEHVME MO BCEM MEPOMNPUSATUSIM, SIBMSIIOLMMCS YCIOBUSMU MOMyYeHUs
PErMcTpaLmMoHHOrO yAOCTOBEPEHUSI.

6.2.5.6.1. Yactb VI MYP. Pasgen "OG63op anugemuonormn 3aboneBaHus n 0606LLIEHHblIE OaHHbIe MO OLEHKEe
3PEKTUBHOCTM M MOMb3bI".

[epxatenb perncTpaunoHHOro yaoCTOBEPEHNS OOIMKEH 0000LWMTL JaHHbIE MO 3ANMMAEMMONOrMM 3aboneBaHnst unm
COCTOSIHMSA, SABMSAOLErocs NnokasaHWeM K Ha3HaYeHWo NeKapCTBEHHOro npenapata, C YY4eTOM OEeTanbHOro OMUCcaHust B
moayne Cl vactu Il MYP. MNMpu aTOM MHOPMaLUA JOHOCUTCS A0 LeneBor Nonynsauun MeToaoM U3NoXeHns akToB U Ha
COOTBETCTBYIOLLEM HecneLMann3npoBaHHOM 43blke. ECnNu nekapCTBEHHbIN npenapat MNPUMEHSETCA B KadyecTse
ONarHOCTUYECKOro CpeacTBa, UCMOMb3yeTcsa Mpyu aHeCcTe3nn MM MMEET MHble CXOAHble MOKasaHusl, He CBS3aHHble C
KOHKPETHLIM 3ab0neBaHMEM UM COCTOSAHUEM, AaHHLIN pa3aern 063opa MOXET ObITb ONyLLEH.

6.2.5.6.2. Yactb VI MNYP. Pasgen "O6o6weHHas nHdpopmaums no npobnemam no 6e3onacHOCTU (M3NOXEeHHaa Ha
OOCTYMHOM Ans notpeburtens asbike)".

B pnaHHoM pasgene criegyeT KpaTKo onucaTb NpobGrnemMbl No Ge3onacHOCTU Ha A3blKe, NMOHATHOM Ans NauMeHToB
(nnu, ocyllecTBNSALIMX yxoO 3a nauueHTamu). Pasgen Takke BKMOYaeT onucaHue 4acToTbl M CTEMEHU TAXKecCTU
COCTOSIHMI, OBYCMNOBMNEHHbIX MpobnemaMu Mo 6e3onacHocTM. YTo KacaeTcss BaHbIX MOTEHUMWANbHbLIX PUCKOB,



HeobXoauMO Pas3bsCHWUTL MPUYUHBI BO3HUKHOBEHMSI OAHHbIX PUCKOB, a Takke BO3MOXHbIX HeomnpederieHHoCTen B WX
oLieHKe (Hanpumep, PUCK XapakTepeH ANs COedVMHEHWA [OaHHOro Kracca, HO He Obin BbISIBMIEH B KIMMHWYECKUX
nccnefoBaHUsX MpW Has3Ha4YeHWM [OaHHOTO JeKapCTBEHHOro npernaparta). B OTHOLWEHWMM BaXkHOW OTCYTCTBYHOLLEN
MHpOPMaLIMN YKa3blBAETCA, Kakoe BMMsSIHMEe 3TO MOXET OKasaTb Ha LeneByl MOMNynsAUMIO MU Kak oTpaxaetca Ha
pekoMeHaauusix (Hanpumep, Hanmune NPOTUBOMNOKa3aHWUiA, MPEeaoCTEPEXEHWIA).

6.2.5.6.3. Yactb VI IMYP. Pazgen "CBogHasa Tabnvua meponpuatuii N0 MMHUMMN3aLumMmM PUCKOB B OTHOLLIEHMMW KaXK4oMn
npobnembl No 6esonacHocTn".

B naHHOM pasgene HeobxoAnMo nepedncnuTb Npobnemsbl No 6e30nacHOCTU U NpeAcTaBUTL pestoMe MeponpUATUI
Mo MUHMMMU3ALMM PUCKOB, NPEANOXKEHHbIX AN KaXaon npobrnemsl no 6e3onacHocTu. Mpu Hanuuumn Gonee ogHOro nraHa
MUHUMU3aALUM PUCKOB (NpeacTaBneHHbix B Yactn V MYP) ansa kaxporo M3 HUX HeobxoamMMo npeacTaBuTb OTAENbHYH0
Tabnuuy.

6.2.5.6.4. Yactb VI MYP. Pazgen "MnaHnpyemasa nocTperncTpaLmoHHas AeaTenbHOCTb No oueHke 3 dekTUBHOCTU
N pas3suTUIO dhapmakoHagaopa".

B paHHOM pasgene gomkeH ObiTb MpeacTaBneH cnvcok (B TabnmyHom dopmare) nnaHnpyemMbiX MEPONPUATUIA B
OTHOLLEHUN uccnenoBaHnsa apeKTUBHOCTM M AanbHENLero nydyeHnsa npobnem no 6esonacHocTu. Llenbio sBnsetcs
npeactaeneHne o63opa 3annaHMpOBaAHHOIO NOCTPErMCTPALMOHHOIO Pa3BMTUS NIEKApPCTBEHHOMO Npenapara B OTHOLLEHUN
OouUeHKn 3dEKTUBHOCTU M (hapMakoHaa3opa, a TakkKe pPacCMOTPEHME OCHOBHBIX 3TanoOB, CBSA3AHHBLIX C KaXOblM
nuccregoBaHneM unu meponpusituem. [aHHas Tabnuua gomkHa oObeanHATb Tabnuubl 3 nyHKToB 6.2.5.3.4 n 6.2.5.4.1
Hactoswmx [MpaBun. B kaxgow cTpoke Tabnuubl ykasbiBaeTcs MNpuYMHa NPOBEAEHUSI UCCNeNOBaHWUs, Ha3BaHWe U
KpaTkoe onMcaHue UccreaoBaHusi, CPOKN N OCHOBHbIE 3Tarbl BbIMOMHEHUS.

6.2.5.6.5. Yactb VI MNYP. Pasgen "Pestome nsameHeHuin, BHECEHHbIX B NIaH ynpasneHus puckamm".

B pasgene npeacrtaensieTcs UHgopMaumsi B TabnuyHoi dopme C nepeyHem BCEX CYLUECTBEHHbIX M3MEHEeHWH,
BHeceHHbIX B MYP, B xpoHonoruyeckoM nopsgke. MIHbopmaums fJomkHa BKIoYaTb, HanpuMep, AaTy BKIHOYEHUS B MnaH
HOBbIX NpoGrnem no GesonacHOCTU UMK UCKMoYeHUst 0603HaYEHHbIX paHee, AaTbl A0GaBNEHNs UM OKOHYAHUS HOBbLIX
nccrnenoBaHmin 6e3onacHoCTU, KpaTkoe pestoMe U3MEHEHMIN, BHECEHHbIX B MaH MEPONPUSATUIA N0 MUHUMM3ALUK PUCKOB,
a TakkKe AaTbl COrMacoBaHUs AaHHbIX U3MEHEHWUA.

6.2.5.7. Yactb VII MYP - npunoxenuns k MYP.
MYP gomxeH cogepxatb criegytowme npunoxXeHus:

npunoxenne N 1 k MYP: Tekywasa (vnv npegnaraemas, ecrnv NekapcTBEHHbIN MpenapaTt He 3aperncTpupoBaH)
Bepcusa OXIIM n UMM (11B);

npunoxenne N 2 k MYP: KpaTkuin 0630p BbINOMHAEMbIX Y 3aBEPLLEHHbBIX NPOrpamMmm KIMHUYECKUX ccnegoBaHnii;

npunoxeHune N 3 k MNMYP: KpaTkuit 0630p BbINOMHSAEMbIX U 3aBepLUEHHbIX NporpaMmM hapMakoanMaeMmnonormyeckmnx
nccneaoBaHum;

npunoxenue N 4 k MYP: MNpoTokonsl npeanaraeMbix 1 NPOBOAUMbIX nccnegosanui no yactu ll MYP;
npunoxeHne N 5 k MYP: CnewumanbHble (opMbl NOCNEAYOLWEro HAONIOAEHMS 32 HEXENaTENbHBIMU peakLsaMu;
npunoxexune N 6 k MYP: MNpoTokonbl NpeanaraeMbix 1 NPOBOANMbIX UccrnegoBaHuin no Yactu IV MNyP;
npunoxenne N 7 k MYP: HoBble gocTynHble 0TYETHLI 06 UCCNE[OBaHUSIX;

npunoxenne N 8 k TYP: lNogpobHas vHdopmMauuss O NpeasiIoKEeHHbIX OOMOMHUTENBbHLIX MEPOMNPUATUAX Mo
MUHMMM3ALUN PUCKOB (ECNN MPUMEHMMO);

npunoxenne N 9 k MYP: Opyrue BcnomoratenbHble AaHHbIE (BKMOYasi CCbINTOYHbIA MaTepuan);
6.2.6. Bsanmoceass mexay MNMYP n nepnogmnyecknm o6HOBNSIEMbIM OTYETOM MO 6e30nacHOCTH.

OCHOBHbIMU MOCTPErNCTPaALNOHHBIMWN AOKYMeHTaMu hapmakoHaasopa sienstores [MYP u NMOOB. MasHow uenbto
MOOBb saBnsieTca MHTErpMpoBaHHasi MOCTPErNCTPaUMOHHAs OLEHKa pucka W nosb3bl, B TO Bpemsi kak uenbto [MYP
ABMAETCA Npe- M NOCTPEerucTpauMoHHOE ynpaereHne 6anaHcoM pucka M Nomnb3bl M MMaHUpoBaHME, Takum 06pasom
OaHHble JOKYMeHTbl siBnsitoTcs B3avmogononHsaowmnmn. NOOB paccmatpmBaeT obwmii npoduns 6e3onacHocTn Kak
YacTb MHTErPUPOBAHHOM OLEHKM pUCKa M MONb3bl JIEKAPCTBEHHOMO NpenapaTta B YCTaHOBMEHHbIE BPEMEHHbIE Nepuoabl,
noaToMy B HeM OygeT paccmarpuBaTbCs obWmn Npodmnb pyUcka M Nofb3bl NIEKAPCTBEHHOINO npenapata (B ropasgo
bornee LUMPOKOM Amana3oHe BO3MOXHbIX HexenaTtenbHbiX peakuuit). [Npegnonaraercs, 4YTo Nuwb Hebonbluasi 4YacTb
puyckoB OydeT knaccuduumpoBaTbCA Kak BaXHble WAEHTUMUUUPOBAHHbIE WM BaXHble MNOTEHLMANbHbIE PUCKU U
paccMmaTtpuBaTbcsl B kayecTBe npobrnem no 6esonacHocty B pamkax MYP.
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B cnyyae ecnu NOOB n INMYP npegcrtaenstoTcs ogHoBpeMeHHo, [TYP gormkeH oTpaxaTb 3akmodeHne no npodusio
6e3onacHocTh u addektTuBHocTH, caenaHHoe B NMOOB. Hanpumep, ecnu B NMOOB caenaH BbIBOA O BbISIBIIEHUN HOBOIO
curHarna u ero OTHeECEHUN K YUCNY BaXKHbIX MAEHTUULUPOBAHHBIX UMM BaXHbIX NOTEHUWANbHbLIX PUCKOB, AAHHBLIN PUCK
JormkeH ObITb BKMAOYEH B 4ucrio npobrnem no 6esonacHocT B 0OHoBNeHHyto Bepcuio [1YP, npepcraensemyto
opgHoBpemeHHo ¢ MOOB. MNMnaH nNo dapmakoHaa3opy U MnaH No MMHUMM3ALMKM PUCKOB OOIMKHBbI B 9TOM cryvae ObiTb
COOTBETCTBYIOLUM 00pa3oM OOHOBMEHbI C OTPAXEHUEM MNPEANOXEHUA AepXaTens perncTpauuoHHOro yaoCTOBEPEHNS
no fanbHenweMy n3y4eHunio JaHHon npobrnemMbl No 6e30NacHOCTU U MepaM Mo MUHUMMU3ALIMM COMPSPKEHHOTO pyUCKa.

6.2.7. MpuHuMnbl oueHkn MYP.

OcCHOBHbIE BOMPOCbI, KOTOPble AOMKHbI OblTb PacCMOTPEHbI MpW MNOAroToBke wnu nepecmotpe [YP ans
NeKapCcTBEHHOro npenapara, BKMYalT aHanu3 nHopMaLmu, BbIMOMHSAEMbIA C YY4ETOM MpPOuns COOTBETCTBYHOLLETO
OOKyMeHTa cuctemsl hapmakoHaasopa, Unm aHanms MeponpuaTuii no chapmakoHaasopy.

6.2.7.1. Cneuncmkaums no 6€30nacHOCTM aHanM3upyeTcs Mo CriedytoLMM Bonpocam:

Oblny Nn BKMOYEHbI B cneumdukaumio no 6e3onacHoCT BCe COOTBETCTBYIOLLME YaCTy;

ObINM N NepecMOTpPEeHbl BCE COOTBETCTBYIOLLME AaHHbLIE MPU COCTaBMNEHMM creumdukauum no 6e3onacHoCcTn, To
€CTb MMEKTCHA N BaXHble (HepeLleHHbIe) BOMPOChI U3 ApPYrMX pasfdenoB AOCbe, KOTOpble He ObinMM pacCMOTpeHbl B

cneunduKauun no 6e3onacHoCTu;

€CNnn 4YacTb Luenesom nonyndauunm He Obina N3y4veHa, ObINIM NN BKIIHOYEHDI cooTBeTCcTBYHOLME I'IpO6J'IeMbI no
©e30nacHOCTM B CBSI3M C NOTEHLManbHbIMK pUuckamm n OTcyTCTByI'OLLI,eIZ I/IHd)OpMaLI,MeIZ;

Kaknme CyuecTByOT OrpaHn4yeHus 0a3bl gaHHbIX Mo GesonacHocTM W KaKylo CTeneHb YBEpPeHHOCTU OHa
obecneymBaeT B OTHOLLEHWM npaBuUbHOCTU OLIEHKN I'IpOd.)I/IJ'IFl no 6esonacHocTn NNeKapCTBEHHOro npenapara;,

BKMOYaeT N crneundukaums no 6e30MacHOCTM OLEHKY Crneunduyecknx pUCKOB, TakuX, Hanpumep, Kak
NpMMeHeHWe He Mo oA0OpEeHHbIM MOoKa3aHWsIM, PUCK HEMNpPaBWUIIbHOrO MPUMEHEHUSI U PasBUTUS 3aBUCUMOCTU, PUCK
MeaMLMHCKON oWnbKK, nepeaadm MHPEKLUMOHHbIX areHToB;

npeacTaensaet nu cneundukaumsa no 6e3onacHOCTU pearnbHoe OTpakeHue npobnem no 6esonacHocTn (TO eCTb
BaXHble BblABIIEHHbIE PUCKWU, BaXXHble MNOTEeHUWUalbHble PUCKU U BaXXHadA OTCYTCTBYrOLlaA MHd)OpMaLI,VIﬂ), KacarLwmxcsa
rniekapCTBEHHbIX NPenapaTos.;

COOEepXUT Nn creundukaums no 6e30MacHOCTU FreHEePUYECKOro JIeKapCTBEHHOMo npenapara Bce npobnemsl Mo
Ge30mnacHOCTW, YCTaHOBIEHHbIE AJ1si pedhepeHTHOro NiekapCTBEHHOMO NpenapaTa;

COOTBETCTBYET /M yKasaHHOEe MECTO JieKapCTBEHHOro npenapaTta B TepaneBTUYECKOM apceHarne
npeanonaragMoMy Ha3Ha4YeHMo 1 COBPEMEHHOWM MEAULIMHCKON NMpaKTUKe.

6.2.7.2. [naH no hapmMakoHaa30opy aHanM3npyeTcd No CrieayroLmmM Bonpocam:

BCe N Npobnembl No 6e3onacHOCTH, yCTaHaBnMBaeMble creuudmrKkaumnen no 6e3onacHOCTH, BKIOYEHbI B NiiaH Mo
hapmaKkoHaa3opy;

AOCTaTOYHO M PYTUHHBIX MEeponpusiTUA Mo dhapmakoHaa3opy (Kak 3TO NpefcTaBfieHO B OMUCaHWU CUCTEMb
(hapmakoHag3opa) unm ectb HEoGXoAMMOCTb B NMPOBEAEHUN OOMOMHUTENBHBIX MEPONPUATUI MO hapMaKoHaA30py;

JaHo v YeTkoe onpeferieHne 1 onvcaHue AesiTenbHOCTU Mo dhapmMakoHaa3opy B MiaHe Mo dhapMakoHaa3opy,
ABMNAETCS NW [daHHas WHdopMauus [OCTaTOYHOW ANs WAEHTUdUKALUKW, WM XapakKTePUCTUKU PUCKOB, WU
npeacTaBneHnst OTCYTCTBYIOLLEN MHdopMaLuK;

BkNntovaet nu NMyP COOTBETCTBYOLME N afeKBaTHbIe npeanoXeHna onad MOHUTOPUHra MeguunHCKUX owmnbok npu
NnpUMEHEeHNN NeKapCTBeHHOro npenaparta,

ABNAKTCA NN NpeanoXeHHble JONONMHUTENbHbIE NCCITeqoBaHNA HeobxoanMbIMK U (I/IJ'IVI) NoNe3HbIMU;

cormnmacHo npeacTtaBfieHHbIM NMPOEKTaM NMpPOTOKOJ10B nccrnegoBaHuim SBNAKTCA Nn npegnaraemMble nccnegoBaHuA B
nnaHe no cbapmaKOHap,sopy afjiekBaTHbIMU 1A N3yHYeHUA Hay4HbIX BOMPOCOB U BbIMOTHUMbIMU;

onpegerneHbl N COOTBETCTBYIOLLME OCHOBHbIE CPOKM U 3Tambl B OTHOLLEHUM NpeasiaraeMblx Mep, NpeacTaBneHns
pes3ynsTaToB U 0GHOBNEHUS MnaHa No dpapMakoHaa3opy.

6.2.7.3. NnaHbl NOCTpPpEerncTpaumnoHHbIX nccnegoBaHuin 6e3onacHoOCTU aHaNM3npyrTCcd No cneayrowmmMm Bornpocam:

COOTBETCTBYIOT J1IM OnncaHue C-)CbeeKTVIBHOCTVI J1eKapCTBEHHOrO npenapara u VIH(bOpMaU,I/IFI 00 nccrnegoBaHusx n
KOHEYHbIX TO4YKaX, Ha KOTOpPbIX OHA OCHOBbIBanacb, coaep>XaHuto 40Cbe,



HOCAT N Kakue-nnbo u3 npennoXXeHHbIX nccrnegoBaHui peKJ'IaMHbIVI Xapakrtep (TO €CTb He ABNAKTCA JIn OHU
nccnegoBaHUAMU, KOToOpble HE CTaBAT nepen cobowm ﬂOCTOBeprIVI HayLIHbIVI BOMPOC B Ka4ecCcTBe rlepBooqepe/J,Hoﬂ uenmun
KOTOpble npeaHa3Ha4vYeHbl AnA noBbilUeHUA cnpoca Ha J'IeKapCTBeHHbIIZ npenapaT);

HaCKOJNMbKO HaaeXHbl AaHHble Mo SCbeeKTI/IBHOCTI/I M CyliecTeyeT Jn HeobxoaMMocCTb 3anpoca Ha nposegeHune
JanbHenLWnx nccnegoBaHni 3(*)(*)6KTI/IBHOCTM B Ka4yeCTBe yCnoBua nony4vyeHmna permctpaunoHHOro ynoctoBepeHus.

6.2.7.4. MeponpusaTUsi N0 MUHUMU3aLIMN PUCKOB aHanmM3npyoTcs Mo CrieayroLwWwmnM Bonpocam:

COOTBETCTBYIOLLMM N1 06pa3om MHGOPMaLUS O NekapCTBEHHOM MpenapaTte OTpaXaeT BCe BaXHbIE BbISIBIEHHbIE
PUCKU 1 BaXKHYO OTCYTCTBYIOLLYIO MHGOPMALMIO;

HeobXoaAMMo N BKIOYUTL B |/|H¢)opmau,mo O JNNeKapCTBEHHOM npenaparte noTteHuunanbHble PUCKK, OOCTATO4YHO
aKTyalibHble B OTHOLUEHUMN ©6e3onacHoro u GCbieKTI/IBHOFO NnpuMeHeHn4a NekapCcTBeHHOro npenapara,

COOTBETCTBYET N1 npegnaraemasi GopMynmMpoBKa O pUCKax U UX BbISIBEHWU MHGOPMaLMM U pekoMeHAaunsM B
OXIrT;

PaCcCMOTPEHbI NYTU CHUXEHUA pUCKa MEONLIMHCKNX owmnbok npu npuMeHeHnn nekapcTtBeHHOro npenapara,

Obl NI MEPONPUATUA NO MUHUMMU3ALMN pUCKa UCMONb30oBaHbl Npu pa3paboTtke OXIIM, UMM (J1B), cneumanbHbIX
Mep NPUMEHEHWs NnekapcTBEHHOro npenapara (Bknoyas paspaboTky crneumanbHOW KOHCTPYKUMKM YCTPOWMCTBa BBOAA U
KOHTEVHEepOoB B Criyvyae HeobXoAMMOCTM) U AM3aiiHa YNakoBKY;

Obinn nu npegnoXeHHble MmeponpuaTna no MUHUMMU3aunn pUCKOB afekBaTHbIMU pUCKaM U OOCTATOYHbIMU;

GbIiNKY N NPeanoXeHbl AOMONHUTENbHbIE MEPOMPUATUS MO MUHUMU3ALIMA PUCKOB U MOTYT N OHU ObITb OLIEHEHbI
Kak copasMepHble puckam U aieKBaTHO 060CHOBaHHbIE;

BKIMKOYEHO J1n I'IO,EI,pO6H08 onucaHmne npeanoXeHHbIXx MeToAuK AOnA U3MepeHnAa U OLEeHKU Sd)q.)eKTI/IBHOCTI/I
MGpOI‘IpVIFlTI/IVI no MUMHUMU3aLUMnN PUCKOB U ABMAKOTCA JT1 OHU LLeJ'IeCOO6pa3HbIMI/I;

Obinu nun KpUTepmn OLeHKHU 3(*)¢)eKTI/IBHOCTM AONOJTHUTENbHbIX Meponpmmmﬁ no MWUHUMKU3aALUN PUCKOB
onpeaeneHbl n3Ha4varbHo.

6.2.7.5. lNpu oueHke HeobxoaMMOCTHN NOAroToBKM 06HOBNEHUA MYP aHanuanpyoTca cneayowue Bonpochl:
ObInM N HOBbIe AaHHbIe BKIOYEHbl B cneumdmkaumio no 6e3onacHocTy;

GbiNKn N B MnaH no papmakoHaa30py BHeCeHbl COOTBETCTBYIOLLME U3MEHEHUS (€CN 9TO HeoBXoauMO C YYEeTOM
HOBbIX AAHHBIX);

HaCKOIbKO SQ)d)eKTI/IBHbIMI/I ObIN BBEAEHHbIE mMmeponpnaTna no MMHMMMNU3aunn pUCKOB;
Oblnin N B cny4yae HeobxoamMmocTu npennoxeHbl UISMeHEHUA B MeponpuAaTnda no MMHUMMNU3aLUnn PUCKOB;

CBUAOETENLCTBYIOT NI HOBbIE AaHHble O TOM, 4YTO TpebyeTcda odwuumanbHas OueHKa COOTHOLUEHWS "monb3a -
puck" (ecnu aTo ewe He 6bino caenaHo B NMNOOB).

6.2.8. CuctemMbl KadecTBa 1 ynpasreHne JOKyMEHTaunen.

HecmoTpst Ha To 4TO B mpouecc HanucaHus MNMYP MoxeT ObiTb BOBEYEHO MHOMO 3KCMEPTOB, OKOHYATEMbHYHO
OTBETCTBEHHOCTb 3a €ro KayecTBO, TOYHOCTb M Hay4HYK LENOCTHOCTb HECYT YMNOSIHOMOYEHHbIE nuua no
hapmakoHaas3opy B rocygapcrBax-yneHax. [epxartenb perncrpauyoHHOro yAOCTOBEPEHUS] HECET OTBETCTBEHHOCTb 3a
obHoBneHve [MYP, korga cTaHOBUTCA AOCTYMHOW HOBas MHopMaums, 1 SOMMKEH NPUMEHATb NPUHUMNLI obecnevyeHns
KayecTBa, W3MNOXeHHble B pasgene 2 Hactoswmx [paBun. [depxatenb perncTtpauMoHHbIX YAOCTOBEPEHWUNA OOIDKEH
obecnevnTb KOHTPOSb M JOKYMEHTMPOBaHWE npoueaypbl npeacrtasneHus NMYP B ynonHOMOYEHHbIE OpraHbl rocyaapcTB-
YNIEHOB C yKasaHWeM [aT NPeACTaBleHUs M BCEX 3HAYUTENbHbIX M3MEHEHMWN, BHECEHHbIX B Kaxayto Bepcuio [YP.
OaHHble 3anvcuy, MYP 1 nobble JOKYMEHTbI, UMetoLLMe OTHOLLEHNE K MHdopmaLmm B pamkax MYP, MoryT nogBeprHyTbcs
npoBepke KBanMnuMpoBaHHbLIMMU UHCIEKTOpamMu No hapMakoHaa3opy.

6.3. TpeboBaHVsa K NpeacTaBneHunto
6.3.1. Cutyaumu, B KOTOpbIX 4OIMKeH BbITb NpeacTasneH MYP.

Mpenctaenexne MYP unu (B COOTBETCTBYIOLMX Cryvasx) ero 06HOBNeHUa MoryT notpebosaTtbcs B noboe Bpems
B TEYEHME XXNIHEHHOrO LKA NeKapCTBEHHOrMO npenapara.

6.3.1.1. lNpwn nepBMYHON Nodade 3asBMEeHNs Ha perncrTpauuio nekapcTeeHHoro npenapara [MYP npeacraensercs B
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cnegyrowmnx cnydvasax:

MpuM nogaye Ha PErucTpaumio NEeKapCTBEHHOro npernapara, COAEPXKallero paHee He 3aperMcTpupoBaHHOe
rocyapCTBOM-YNIEHOM AENCTBYIOLLIEE BELLECTBO;

npu nodaye Ha PerucTpauuio JeKapCTBEHHOro rpenaparta, COAEPXKallero paHee He 3aperncTpupoBaHHYH
rocyapCTBOM-YfIEHOM KOMGUHALIMIO AEVACTBYIOLLMX BELLECTB;

npwn 3adaBl1IEHNN Ha perncTpauunto fiekapCTtBeHHOro npenapara Guonornyeckoro NMPONCXOXKAEHUA.

YNONMHOMOYEHHBI OpraH rocygapcrTBa-dneHa BnpaBe notpeboBaTtb npeactaeneHve [YP npu 3aaBneHun Ha
perucTpaumio fiekapCTBEHHOro npenapara B MHbIX Cryyasix, korda obecneyeHve MNpYMEHEHUs NeKapCTBEHHOIO
npenapaTta npu nNpeBbILEHNN MOMb3bl Haad PUCKOM TpebyeT BBeAEHUS [OMOMHUTENbHLIX MEPOMPUATUA MO
dhapmakoHaa3opy Unn MeponpuaTUin N0 MMHUMU3ALLIUN PUCKOB.

6.3.1.2. YNonHoMO4eHHbIN opraH rocygapcrBa-ynieHa Bnpaee notpeboBatb npeacTtaeneHue MYP B cneayowmx
cny4vasix:

NpU BHECEHMWN 3HAYUTENbHBLIX U3MEHEHUI B CyLLECTBYyiOLLee PerncTpaunoHHOe YOOCTOBEPEHUE NeKapCTBEHHOro
npenapara, obnactb NpUMeHeHWsl, acnekTbl MPOM3BOACTBEHHOMO MpoLecca (Hanpumep, HoBasa nekapcTBeHHas dopma,
HOBbIV CNocob BBeAeHWsl, HOBbIM Cnocob NpoM3BOACTBA GUMOTEXHONOMMYECKUX JNIeKapCTBEHHbIX MpenapaToB, BBEAEHUE
neamaTpuYecKknx NokasaHuii, pyrne aHaduTerbHble U3MEHEHUS B MOKa3aHusAX);

ecnu cywecTtsyeT npobrnema no 6e30nacHOCTH, OKasbiBaloLLas BIUSHNE HA COOTHOLLIEHME "Nonb3a - pUckK";

npu noaTBEPXAEHUN perucTpauum (nepeperucrpauum) nekapCcTBEHHOro npenapaTta, €Cnu B OTHOLUEHUM
nekapCcTBEHHOro npenapaTa umeetcs cywectaytowmin MYyP.

6.3.1.1. TpeboBaHus B 0COOLIX CUTyaLNAX.

Kak npasuno, Heobxoammo npeactaenaTb Bce YyacTu [NYP. Tem He meHee B HEKOTOPbIX Cry4vasx, OMMCaHHbIX HUXeE,
B COOTBETCTBMM C KOHLENUMENn NponopLMOHanbHOCTM HEKOTOPbIE YaCcTU UM MOZYNM MOTYT BbITb OMNYLLEHbI, €CRN TONBbKO
YMNOMHOMOYEHHbIV OpraH rocyaapcTBa-yneHa He NpeacTaBnsaeT MHbiX TpebosaHui. Jliobble npobnembl No 6esonacHoCTH,
BbIIBMEHHblE B OTHOLWEHUN pedepeHTHOro nekapCcTBEHHOro npenapata B pasgene, WCKYeHHOM u3 obuiero
npegctasnerus MNYP, Heobxognmo BknounTb B Mogyne CVIII MYP, 3a ucknioyeHvem crnyyaes, korga oHu bonblue He
ABMAOTCH aKTyanbHbIMU.

nepBI/I‘-IHaﬂ nogada Ha perncrtpauuto reHepmny4eckmnx fiekapCrBeHHbIX NMpenapaTos.

B cnyyae nepBvYyHOM nofadn Ha perucTpauuio reHepuyecKknx nekapcTBEHHLIX MpenapaToB, AMS KOTOPbIX MO
opurMHanbHbIM NekapcTBeHHbIM npenapatam BeegeH MMYP, mogynu Cll - CV cneuudpmkaumm no 6esonacHoctn MYP
MoryT ObiTb onywieHbl. Moayne CVI cneundukauumn no 6esonacHoctn MNMYP gomkeH GbiTb OCHOBaH Ha NpefcTaBneHnn
nHdopmaumm o npobrnemax no 6e30MacHOCTUN, YCTAHOBMEHHbIX A4S OPUIMHANbHOIO NIEKapCTBEHHOMO npenapara, ecnu
TONBbKO FrEHEPUYECKMI NTIEKAPCTBEHHbIV Npenapar He OTNMYaeTcs Mo CBOMM CBOMCTBaM HACTOMbKO CYLLECTBEHHO, YTO 3TO
MOXET MOBNUSATb Ha Npocunb 6esonacHocT, NGO ecnu nHoe He TpebyeT YNONMHOMOYEHHbIA OpraH rocyapcrea-yreHa.
Ecnu B oTHOLLEHNN OpUIrMHANbHOrO NeKapCTBEHHOIO Npenaparta He BBe4EeHO HUKaKUX AOMOSTHUTENbHBIX MEPOMNPUSTURA NO
dapmakoHag3opy WM NpoBefeHut0 uccrnenoBaHuin 3EEKTUBHOCTU B KayeCTBE YCNOBUSA ANS MONYyYEHUs
permctTpaumnmoHHoro yagoctosepeHus, yactu Il n IV TMYP n pasgen o nnaHnpyeMoMm NOCTperncTpaumoHHOM pasBuTUnN B
yactu VI IMYP moryT He npeactaBnsaTbCs.

Mpwn npenctaeneHnn obHoeneHust NYP B ero Heobxoanmo BkMounTL Moaynb CV cneumdukauum no 6esonacHoCcTu
nyp.

Mogaya Ha BKMAKYEHME HOBOMO MNOKasaHWs Mo MeaANLUMNHCKOMY TMNMPpUMEHEHUI0 J1eKapCTBEHHOro npenapara,
3apPEerncTpmpoBaHHOINO Ha TeppUTOpPUAX rocygapcrea-yrieHa Ha NnpoTaXeHUn nocnegHunx 10 ner.

Mpu nogade 3asBrEeHWs Ha BKIOYEHME HOBOIO MOKAa3aHWs Ha YXe 3aperncTpyMpoBaHHBIN Ha MNPOTSXEHUN
nocnegHux 10 NeT Ha TEPPUTOPUSAX FOCYAAPCTB-YNIEHOB NEKAPCTBEHHbIV Npenapar AaHHbIE KMMHUYECKUX UCCIeaoBaHus,
CBSI3aHHble C YXe O0[00peHHbIMM MoKasaHuaMK, MoryT ObiTb uckniodeHsl n3 moaynsa Clll cneuudmkauyum no
6esonacHoctn MYP, a mogynb CIV cneundmkaumm no 6esonacHoctn MYP gomkeH BkAYaTh MHAOPMALMIO TOMBKO B
OTHOLLIEHUWN LEeNeBbIX rpynn nonynsiuMmM nNo HOBOMY MOKAa3aHWI0, €CN TONbKO YMOSTHOMOYEHHLIN OpraH rocygapcrea-
yfieHa He NpeacTaBrnsieT MHbIX TpeboBaHWi. Tem He MeHee MOryT ObITb BKITHOYEHbI AaHHble 06 OMbiTe MCMOSb30BaHNS
yXXe 3aperncTpupoBaHHbIX NIEKAPCTBEHHbIX NPenapaToB Y 0COObIX rPynn HACENEHUs], KOTOPbIE aHanNM3npylTCa B Moayne
CIV cneuundmkaumm no 6esonacHoctu MNMYP.

Mpu nogaye 3asiBNEHVMA Ha NEPBUYHYHO TFOCYAAPCTBEHHYIO peructpaumio TpeboBaHUS K MpeacTaBreHuio
nHdopmaumm no yactam MYP npusegeHsl B Tabnuue 1.



Tabnuua 1. TpeboBaHUA Kk NpeacTaBneHNIo MHpopMaLnn Mo YacTam
MYP npun nogaye 3asiBNeHnst Ha perucTpauuio

Bua Yact Yactb Il Yactu
nekapcTBeHHor bl cih ciu cm civ cv cvl  Cvia cocvi cvil i Iv VvV | VIVI
O npenapata
HoBoe + + + + + + + + + + + + + + +
aencTeytoLLe
€ BeLLeCcTBO
BuoaHnanorun + + + + + + + + + + + + + + +
YHbIN
(6ronogobH
bIlA)
neKkapcTBeH
HbIN
npenapart
leHepunyeck + + + + + * * + * +
nn
nexkapcrBeH
HbIi
npenapar
dukcmposaH + + § 8 + + + + + + + + + + +
Hble
KoMbuHaLUumn
MMbpuaHbIn + + * * + + + + + + + + + +
nekapcTBeH
HbIN
npenapart

Mpumeyanusa: 1. CumBon "§" o3Hadvaer, 4TOo MHGOPMaUMA MO OAHHOMY pas3geny MOXET He MpencTaBnATbCcs B
OTAENbHbIX criydasx (Mpy HanMYMM LOKyMEHTanbHOro 060CHOBaHMS).

nwikn

2. CvMBon ™" 03Ha4aeT, 4To NPeabsBNSATCA MoauduLMpoBaHHble TpeboBaHMA K COCTaBNEHUIO YaCTW.
MepBoHavanbHbln [1YP ans nekapcTBEHHbIX MNpenapatoB, HaxosWmxca B oOpalleHMM Ha TeppuTopusix
rocygapcrsa-dneHa Ha npotsbkeHuun 10 ner.

Ecnn ynonHOMOYEHHbI opraH rocygapcTBa-yfieHa He onpefenseTr uHble TpeboBaHusA, To AepXatenu
perncTpaLmMoHHbIX yAOCTOBEPEHUI, KOTOPbIE AOMXKHbI NPeacTaBuTb NepBoHadanbHbin [MYP aonsg peannsyemblx Ha pbiHKe
rocygapcrBa-yneHa nekapcTBeHHbIX npenapatoB, moryt onyctute moaynu Cll n CIV cneuundmkaumm no 6esonacHoctn
MYP npu cobrntogeHnn BCex Crieaytowmnx yCrnoBum:

neKkapCcTBEHHbIM npenapaT Obin pasMeLleH Ha pbiHKe B TedeHne nocriegHux 10 net unu paHee A0 YCTaHOBNEHUSA
TpebosaHus k MYP;

TpebosaHue k [MYP He cBA3aHO C mogayen 3asiBKM Ha BHECEHWE 3HAYUTENbHOrO M3MEHEHWs B CyLLecTBylOLlee
perucTpaunoHHOe yOoCTOBEpeHne, obrnacTb MpUMEHEHUs, acrnekTbl MPOU3BOACTBEHHOro npouecca. Ecnv gaHHoe
YyCINOBME He NMPUMEHMMO, OAHHbIE KIMMHUYECKUX WCCredoBaHWi, CBSA3AHHbIE C 3TUMW WU3MEHEHUSIMW, OOMKHbI ObiTb
npegctaeneHsl B mogyne Clll cneundukaumm no 6esonacHoctu MYP, a mogynb CIV cneundukaumm no 6e3onacHocTu
IMYP MOXeT ObITb UCKITHOYEH.

OO6cyxaeHne CyLLEeCTBYHOLLMX NOCTPErMCTPALMOHHBLIX AaHHbIX M UX MPUMEHUMOCTU K LeNeBbIM rpynnamM nauneHToB
OO0MmKHO 6bITb NoApobHO pacnucaHo B pasgene CV cneundurkauum no 6esonacHocTu MYP.

6.3.2. OGHOBMNEHMS NNaHa ynpaBrieHus pnuckamu.

Ecnn MYP 6bin paHee npeacTaBneH fAepxaTtenem pPerucTpauuoHHOro yAoCTOBEPEHUA Mpu npouenype
perncTpaumm Ans OEeNCTBYIOLWEro BellecTBa, Nobble nocrneaylowme npeacTaBneHus AOMKHbI NOogaBaTbCA B BUAE
OOHOBNEHWS 32 UCKIMIOYEHNEM CryYaeB, Korga oropapmBanuch nHble TpeboBaHus. Kaxxgoe npeacraenexuve MNYP gomkHo
NUMETb YETKUIN HOMEP BEPCUMU M BblTb AaTMPOBAHO. ITO OTHOCUTCA K nNpeacTtasneHnto MNMYP nomHOCTBIO nnm TOMbKO K ero
yactu wunu mogyn. Bepcum € M3MEHeHUsIMU, UMEeLIMEe WAEHTUMUUMPYIOLWYI WMHGPOPMAaUUI, LOMKHbI ObiTh
npegcTaBneHbl BMECTE C COMPOBOAMTENbHBIM MUCbMOM, BKIOYAKLWMM NOAPOOHOE OMUCaHWE M3MEHEHUI C MOMEHTA
nocrnegHen npeacTaBneHHoN BepCUun.

Cpoku npencrtaBneHns obHoeneHuin MYP ycTaHaBnMBalOTCA NpU €ro BBEAEHUN U TakkKe ABMSATCA YCroBUEM
COXpaHEeHMs1 perynaTopHoro crartyca. [daHHble YCTaHOBMEHHbIe CPOKU ABMSATCA MaKCUMarnbHO OOMYCTUMbIMU U He
CHMMaIOT OTBETCTBEHHOCTb C AepXKaTens PerMcTpauMoHHOrO YAOCTOBEPeHMs Mo KOHTPOM npoduns Ge3onacHocTu



nekapcTBEHHOro npenapata v TpeboBaHuin No nNpeacTasneHnio obHoeneHHoro MNYP B ciyyae BbIABNEHWS 3HAYUTENbHbIX
N3MEHEHW B OLIEHKE COOTHOLUEHMS "nofb3a - pPUCK" COOTBETCTBYHOLUMX NEKAPCTBEHHLIX NMPEenapaToB, BKITHOYEHHLIX B
IMYP, BHe ycTaHOBRNEHHOrO rpaduka nogadvn 06HOBNEHNIA.

Ecnun ¢ momeHTa nocnegHero npegcrtaeneHuns B MNMYP He ObiNo BHECEHO HUKAKUX U3MEHEHWUI (TO €CTb MIaHOBOE
0BOHOBNEHNE NPONCXOOUT BCKOPE MOCMEe OKOHYaHUA npouenypbl), AepKaTerb perncTpauMoHHOro yaoOCTOBEPEHUS MOXET
npencrtaBnuTb NUCbMO, B KOTOPOM obbscHsaeTca OTCyTCTBUNE I/I3MeHeHI/Il7I, M No cornacoBaHnio C YNOJTHOMOYEHHbIM
opraHom rocygapcTBa-YrieHa He npeacTaBnaTe odHoeneHue MNYP.

Ecnn He oroBopeHo uHoe, B cniyyasx, korga MOOB u MYP saensawTcs HeobxoaumbIMK ONS NIEKAapCTBEHHOMO
npenapara, nrnaHoBble o6HoBreHus MYP gormkHbl 6bITb NPeacTaBreHbl B TO e BPEMS, YTO M MraHoBble OOHOBNEHUS
MOOB.

Mocne o6Hoenenus YP nnaH no MWHMMU3auUMWM PUCKOB MPU HEOBXOAUMOCTM AOSKEH BKMNIOYAaTb OLEHKY
3(PEeKTMBHOCTU U pe3ynbTaToB PYTUHHBIX W (MNKU) OOMOMHUTENbHBIX MEPOMNPUATUIA MO MWHUMWU3ALMWM PUCKOB (B
CO0TBETCTBMM C TpeboBaHNsAMU noanyHkTa 6.2.5.5.4 HacToswmx Mpasun).

6.3.3. NpospayHocCTb.

YNONMHOMOYEHHbIE OpraHbl rOCy4apCTB-YNeHOB 0OecneynBaloT B3auMHYI0 AOCTYMHOCTb OTYETOB O pe3ynbratax
oueHkn npeactaengemblx MNMYP u pesiome NYP 4yepes uHterpmpoBaHHyo MHPOpPMaLMOHHYI0 cucteMmy Cotrosa.

7. OpraHusaumst paboTbl ¢ UHhopMaLMel O HexenaTenbHbIX
peakuuax Ha NekapcTBeHHble npenaparbl

7.1. CTPYKTypbI 1 npouecchbl

Hactosiwmin  pasgen onpenensieT OCHOBHble MNpUHUMMLI Mpoueanyp cbopa, pervcTpaumMu 1 npeacTaBreHus
COOBLLEHN 0 NOA03PEBAEMBIX HEXEMATENbHBIX PeaKUMsAX Ha NekapCTBEHHbIE Npenapars.

7.1.1. C6op coobLUEeHN O HeXenaTenbHbIX peakumsX.

YNONHOMOYEHHbIM OpraHam rOoCyAapCTB-YNEHOB W JepxaTensm pernmcTpaunoHHbIX YOOCTOBEpeHwWn cregyet
NPUMHUMAaTbL COOTBETCTBYKOLWME Mepbl, 4TOObl MpoBOAMTL COOP WM ynopsaodeHue coobweHMn O nodo3peBaeMblX
HexenaTernbHbIX peakuusix, CBA3blBaeMblX C NMPUMEHEHWeM NeKapCTBEHHbIX MpenapaTtoB, MOMYYEHHbIX U3 PasfnyHbIX
NCTOYHMKOB 6e3 NpeaBapuTENbHOro 3anpoca U NOCTYMMBLUMX MO 3anpocy.

B uenax obecneyeHnsi BO3MOXHOCTU cGopa AO0CTaTO4YHOIo KONMM4ecTBa COOBLLEHUIN O HeXenaTernbHbIX peakunax mn
nx I'IOCJ'IG,D,WOLLI,SVI Hay4HO 0060CHOBaHHOWM OLIEHKN HeOBX0AMMO pas3BuBaTb CUCTEMY cbapmaKOHap,aopa.

Cuctema gomkHa bblTb paspaboTaHa Takum obpas3oM, 4ToObl oHa obecneynBarna Hagnexallyto OLeHKY KadecTsa
coBpaHHbIX COOOLLEHNIA O HexenaTernbHbIX peakuusix (B OTHOLIEHUWM MNOANMHHOCTK, pPas3BopyMBOCTU, TOYHOCTH,
nocrnefoBaTenbHOCTM), BO3MOXHOCTU BbINOMHEHWUSI MPOBEPKM M MaKCUManbHOW MOMHOTE OaHHbLIX ANst UX KIMHWYECKON
OLIEHKM.

CrieqlyeT CTpyKTypMpOBaTb CUCTEMY Takum 06Gpa3om, YToObI OHa No3BorsAia CBOeBPEMEHHO BanuamMpoBaTb OTYEThbI
0 Mofdo3peBaeMblX HexenaTenbHbIX peakLuax U 0BMEeHMBATLCA UMW C YNONMHOMOYEHHbIMI OpraHaMu rocy4apcTB-4rneHoB
U OepxaTensMu perMcTpauMoHHbIX YOOCTOBEPEHU B CPOKW, YCTaHaBNMBaeMble 3aKOHOAATENbCTBOM TOCYAapCTB-
YrIeHOB.

7.1.1.1. CooOLeHns, nonyyYeHHbIe He MO 3anpocy.
7.1.1.1.1. CnoHTaHHble coobLeHuns.

CnoHTaHHOe coobLleHne - 3TO coobLieHne, KOTOpoe cneuuanuct CUCTEMbl 34paBOOXPaHEHWs, NMaUVEHT UK
noTpebuTenb HanpaensieT B agpec YNONHOMOYEHHOrO OpraHa rocydapcTBa-urieHa, AepkaTens permcTpauyMoHHOro
YOOCTOBEPEHNS UMW JOpPYroW opraHusaumy (Hanpumep, pervoHarbHbIA LEHTP, TOKCUKONOTrMYeckui ueHTp) 6e3
npeaBapuTENbHOrO 3arnpoca U KOTOpoe OnuCbIBaeT OaHy unu 6Gonee nNogo3peBaeMblX HeXenaTenbHbIX peakuui y
naumeHTa, KOTOPOMY HasHadancs oavH unu 6ornee nekapcTBeHHbIX npenapatoB. K CNOHTaAHHbIM COOOLLEHMSM He
OTHOCATCHA COO6IJJ,eHI/I$|, nony4yeHHble B Xoae MCCﬂe,D,OBaHMVI Mnn NHbIX BUOOB OPraHM30BaHHOIO c6opa AaHHbIX.

[MepBONCTOYHUKOM MOAO3pEBAEMON HexenaTtenbHOW peakuun sBAAeTcd nuuo, KOTopoe npenctaBuno
nHdOopMaUMIo O criyyae pas3BUTUSA HexenaTtenbHow peakuwn. B cnyyvae ecnu mHdopmauusa o6 ogHON HexenaTernbHON
peakumMn MoCTynaeT OT HECKONbKMX MEePBOMCTOMHUMKOB, B TOM 4ucrie OT paboTHUKa CUCTEMbI 3OpaBOOXPaHEHWs,
nauveHTa unu notpebuTensi, AaHHbIE NO BCEM NEPBOUCTOYHMKAM AOIMKHbI ObITb BKIOYEHbI B pasaen "MNepBoUCTOHHKK"
hopMbl COOBLLEHMSA O HEXXENAaTENbHON peakLuu.

Mony4yeHne coOOLLEHWU B OTBET HA Mepbl CTUMYMNMPOBaHWA B BuAe pacchinku "OGpalleHunii K cneuuanuctam


%5Cl%20Par1087%20%20%5C

CncTewmbl 3,El,paBOOXpaHeHVIFI", I'Iy6]'II/IKaLI,l/Il7I B Mnpecce, onpoca cneunanncTtoB cuctemMmbl 3OpaBOOXpaHEHUA
npeacraBuTeENAMn ,qep>i<aTenel7| perncTpaunoHHbIX yﬂ,OCTOBepeHMVI nnn Cy,EI,GGHbIX MCKOB B OTHOLUEHMWN KIlacca
NeKapCTBEHHbIX CPeacCTB, crnenyet Takke CHUTaTb CNOHTaHHbIMU CO06LEHNAMN.

CoobLueHus nauneHTa unm I'IOTpe6I/ITeﬂF| O HeXxenarterlibHbIX peakuuax crieayer 06pa6aTbIBaTb KaK CMOHTaHHbIE
coobLLeHUs He3aBUCUMO OT nocnenywowiero MegmUnNHCKOro noaTeepXXaeHuna.

B cnyyae nony4YeHust CnoHTaHHOrO COOGLLUEHMS O PasBUTMKN HeXenaTerlbHOro SIBMEeHUsi, B KOTOPOM OTCYTCTBYET
yKasaHue Ha HanuumMe npUYMHHO-CNEACTBEHHON CBA3W, OaHHOE HeXenaTenbHoe SBMeHWe paccMaTpuBaeTcs Kak
HexenatenbHaa peakuusa. Takum oGpasoMm, Bce MOCTynawluMe CMoHTaHHble COoOo6lUeHUs, npeacTaBnsaemble
paboTHMKaMK CUCTEMbI 30pPaBOOXPAHEHUS, NaUMeHTaMn UM noTpebuTensmmn, paccMaTpuBaloTcs Kak Nogo3peBaemMble
HexenaTesfibHble peakuuM ucxoas M3 TOoro, YTO WX MNpefcTaBlieHWe COAepPXUT MpeanofiokeHne MepBOMCTOYHMKA
COO0GLLEHMS O HAaNMYMKN B3aNMOCBSA3U. VcknioueHre CoCTaBMAT COOOLLEHMS, B KOTOPbLIX peropTepoM CAenaHo ykasaHue
Ha OTCYTCTBME B3aUMOCBA3N MeXOdy HexenaTenbHbiM SBMeHemM M MNpuemMoM MoAo3PeBaeMoro NekapCcTBEHHOro
npenapara.

7.1.1.1.2. CoobLeHNs 0 HexenaTenbHbIX peakumnsax, onybrnmkoBaHHbIe B MEAULMHCKOW nutepaType.

HayyHas meguumHckasi nutepatypa SIBMSIETCS BaXXHbIM MCTOYHMKOM WMHGOPMaUMKM ANsi MOHUTOPUHra npoduns
6e30nacHOCTM M COOTHOWEHMS "nonb3a - PUCK" neKapcTBEHHbIX MNpenapaToB, B OCOOEHHOCTM B OTHOLUEHWM
OOHapy)XeHMs1 HOBbIX CUrHanoB, CBsI3@aHHbIX C ©e30MacHOCTblO, NMOO akTyanbHbIX BOMPOCOB MO 6e30nacHOCTMU.
HepxaTtensm perncTpaumoHHbIX YAOCTOBEPEHUI criedyeT bbiTb MHPOPMUPOBAHHBLIMIU O BO3MOXHbIX My6nukaumax nytem
BbIMOSIHEHMST cMCTeEMaTM4eckoro ob3opa nMTepaTypbl, LUMPOKO UCMONb3yEMbIX CMpPaBOYHbIX 6a3 AaHHbIX (B TOM 4ucne
Medline, Excerpta Medica unn Embase), He pexe 1 pasa B Hegento. [lepxaTtento permcTpauuoHHOro yaocToBepeHus
crnegyeTt yaoCTOBepuTbCs, YTO 0B30p nutepaTtypbl BKMoYaeT B cebs ncnonb3oBaHne 6a3 gaHHbIX, KOTOpble cogepxar
MaKCMMarbHOE KONMUYEeCTBO CChbINIOK Ha CTaTbW, WMEKLINE OTHOLEHWE K MOHUTOPUPYEMOMY FleKapCTBEHHOMY
npenapaty. [MoM1Mmo 3TOro, cnepyeT NPeaycMOTPETb, YTOObI NPeacTaBUTENLCTBA BCEX KOMMAHWIA OblM OCBEOOMIIEHbI O
nybnukaumsix B MECTHbIX MEOULMHCKUX W3OaHUsSIX M COOTBETCTBYHOLLMM 00pa3oM MHMOPMUPOBANM O HUX OTAEN
6e30nacHOCTM KOMMaHUu.

Oepxatenam permcTpauMoHHbIX YOOCTOBEpPEeHWW criegyer npocmatpuBaTb COOOLiEHWss O nogo3peBaeMbIX
HexenarenbHbIX peakuusax, NyenukyeMmblx B Hay4YHO-MeOULUMHCKON nutepaTtype, B TOM YUChe BaXHble onybrnmkoBaHHbIE
Te3nCbl B MaTepuanax KoHgepeHUUn unu npoekTbl MOHOrpadu, YTobbl BbISBMASATL U PErMcTpupoBaTtb COObLLEeHns O
HexxenaTernbHbIX peakuusaX, CBS3aHHbIX C fleKapCTBEHHbIMWM npenapatamu, npeacTaBnsAllmMe CoBOoW CMOHTaHHbIe
coobLeHns unm coobLueHns, BblSBNIEHHbIE B XOAe HEMHTEPBEHLMOHHbIX NOCTPErMCTPALMOHHbBIX UCCNEA0BaHNN.

Ecnu B nybnukaumm ynoMMHaEeTCsl HECKONbKO JIEKAPCTBEHHbIX MpenapaTtoB, TO COOTBETCTBYIOLLEMY AepXKaTerio
PerncTpauLmMoHHOro YOOCTOBEPEHNS CredyeT paccMaTpvBaTb JeKapCTBEHHble NpenapaTtbl, KOTopble OnpeaensioTcs
aBTOpamMu MyGnuKauuM Kak MMelolMe Mo MEHblUeid Mepe BO3MOXHYI MPUYMHHO-CINIEACTBEHHYH B3aUMMOCBA3b C
BbISIBMIEHHBLIMW MOA03PEBaeMbIMU  HeXenaTenbHbIMU  peakunaMmn. OTO OTHOCUTCH Takke M K COooBLeHusM,
ony6rnuKoBaHHLIM B Hay4yHO-MeOULMHCKON NuUTepaType B rocydapcTBax, B KOTOPbIX AepXaTerb perMcTpaLMoHHOro
YOOCTOBEPEHUS MMEET YAOCTOBEPEHWE O PEerncTpaumu, HO HUKOrda He OCYLUECTBRsT KOMMEpPYecKoe BHeapeHue
neKapCTBEHHOIo npenapara.

CoobLleHUs, OLeHeHHble Kak BanuaHble, noanexart NpeacTaBrneHnio B YMNONHOMOYEHHble opraHbl rocygapcTs-
UrneHoB cornacHo TpeboBaHMSIM 3aKoHOAATeNbCTBa rocydapCTB-YneHoB. Hayano oTcyeTta BpeMeHu, YCTaHOBIIEHHOIO
ONs NpeacTaBrneHns CooBLLUEHUA O HexenaTenbHOW peakuuu, onpedenseTca C MOMeEHTa, Korga B pacnopsiKeHuu
AepxaTtens perncrpauuoHHOro YAOCTOBEPEeHUs oKasanacb MHgopMmauua O criydae HexenaTenbHOW peakuuu,
oTBevatoLLas TpeboBaHUAM K MUHUMArNbHON MHOpPMaLUK ONns CPOYHOro penopTuposaHusa. Creayet odopMnsaTs oauH
criyyalt HexenaTtenbHOW peakuun AnA Kaxooro WAeHTUUUUPYeMOro nauuMeHTa, O KOTOpoM coobliaetcd, U B
COOOLLEHMN NpeacTaBfsATb BaXkHYl ANS OLEHKM MeauuMHCKylo uHdopmauumio. Ccbinkn Ha nyGnukaumu cnegyet
NPUBOAUTL KaK UCTOUYHMK COOBLLEHMS O HeXenaTenbHON peakLui.

7.1.1.1.3. CoobLueHns n3 Apyrmx MCTOYHMKOB.

Ecnn pepxatento perncTpauMoHHOrO YAOCTOBEPEHWS CTaHOBWUTCA M3BECTHO O COObLeHMM O nogo3peBaeMoit
HexxernaTenbHON peakuMn N3 HeMeaMLUMHCKOrO MCTOMHUKA, HanpuMep, U3 HENPOMUIbHbIX NeYaTHbIX U3AaHWUI UK APYTnX
cpeacTs MHopMauun, emy cnegyet obpabaTbiBaTb €ro Kak CnoHTaHHoe coobueHne. Cnegyet NpuUnoXntb MakCUMym
ycunui, 4tobbl npopaboTtaTe criyvan Ans nonyYyeHns MUHUManbHoOW Heobxogumow nHgopmMaLumum, Kotopasa npeacTrasnsert
cobown BanugHoe cooblueHne O HexenaTtenbHoW peakumn. K gaHHoMy Tuny coobLieHun npumeHsitotcss TpeboBaHus B
OTHOLLEHMN BPEMEeHW NpeACcTaBneHns COOBLLEeHNI, Kak U AN BCeX CMIOHTaHHbIX COOOLUEHNIA.

7.1.1.1.4. NucbopmMauuna o nofo3peBaeMblX HeXxenaTenbHbiX peakuumsax U3 UHPOPMAaUMOHHO-
TenekoMMYHUKaLMOHHON ceTn "UIHTepHeT" unn undpoBsbix cpeacTs nHdopmMaLumu.

[epxaTensm perucTpauuoHHbIX YAOCTOBEPEHUI CriedyeT perynsipHo npocmatpumBaTb B MH(OpPMaUMOHHO-
TENEeKOMMYHMKALMOHHOW ceTn "VIHTepHET" unn LndgpoBbiX CpeacTBax MHgopMauun Beb-canTbl, BeOCTpaHuLbl, 6rnoru,
BMAeobnoru, coumanbHble CETU, MHTEPHET-POPYMbI, BUAEOYAThLI, MOpTanbl MO TeMe 34pPaBOOXPAHEHUs, HaxogsLimecs



noa WX YynpaBneHWEM WM OTBETCTBEHHOCTbIO, Ha HannuMe noTeHUManbHbIX COOOWEHWA O MoJo3peBaeMbiX
HexxenarternbHbIX peakuusx. B gaHHOM KoHTekcTe umndpoBble cpeacTBa MHAOPMAaLMU CYMTAKTCA CMOHCUPYEMbIMU
KOMMNaHuemn, ecnun aepxaTternb perncTpaunmoHHOro yooCToBepeHUs BnaaeeT, OnnavymMBaeT UM KOHTPONUPYET KX (Mpu 3TOM
noxepreoBaHue (puHaHCOBOE WM WMHOE) B afpec opraHv3auuuM unm camTa npousBOaUTENEM FEKapCTBEHHbIX
npenapaToB Wnu Aepxartenem perncrpalmoHHOrO YOOCTOBEPEHUS He HABNAETCA BrageHueMm, Mpu YCnoBuM, 4TO
npou3BoanNTENb NEKAapPCTBEHHBIX MpenapaToB WM AepXaTernb PEerncTpaumMoOHHbIX YOOCTOBEPEHUIN HE KOHTPONUPYET
OKOHYaTernbHoe coaepxaHue canta). CnegyeT obecneunTb Takyo NEPUOLMYHOCTb MPOCMOTPA YKa3aHHbIX UCTOYHMKOB,
4YTOObI BLINOMHANOCL TPpeboBaHME B OTHOLUEHWM BPEMEHW MpeacTaBneHUst NoTeHUManbHbIX BanuAHbIX COOOLLEHWUA O
HeXXenaTenbHbIX peakuusax B YronHOMOYEHHbIE OpraHbl rOCy4apCTB-YUNEHOB, HauMHas ¢ Aathbl, Koraa uHgopmaums beina
pasMelleHa.

HepxaTenam perucTpauMoHHbIX YAOCTOBEPEHUI PEKOMEHOYeTCs BbINOMHEHUE akKTUBHOTO MOHWUTOPUHIa
creumanbHbIX MHTEPHET-CANTOB UNW LUGPOBLIX CPEACTB MHGOPMaLMK, B TOM YMCIIe CAUTOB NOALEPKKM MALMEHTOB UK
rpynn ¢ onpeneneHHbIMM 3aboneBaHusiMU, YTOGbI MPOBEPSTh, OMUCLIBAIOT N OHU BaXHble BOMpOChbl Ge3onacHocTy,
KOTOpble MOTyT NOTpeGoBaTb COCTABMNEHUS COODLLEHUSI B COOTBETCTBUU C TpeboBaHusiMU. MNeproanyHOCTs MOHUTOPUHTA
3TUX CaWTOB UMK LUPOBLIX CPEACTB MHOPMaLMM JOIKHA ONpeaensiTbC pUckamu, CBA3aHHLIMU C MOHUTOPUPYEMBIM
riekapCcTBEeHHbIM NpenapaTomM.

Cnyqam nogos3peBaeMbliX HeXenarternbHbIX peaKLLMVI, OorNnncaHHble B I/IHq.)OpMaLI,I/IOHHO-TeJ'IeKOMMyHVIKaLLI/IOHHOIZ ceTun
"MIHTepHeT" unu umdpoBbIX CpeacTBax WHdopmauuu, nonyyvyeHHble 6e3 3anpoca, crnegyetr obpabaTtbiBaTbh Kak
CMOHTaHHbIE COOBLLEHNS C NPUMEHEHNEM K HAM TPebGOBaHWI B OTHOLLEHWN BPEMEHU PEMNOPTUPOBAHUS, KaK ANs UHbIX
CMOHTaHHbLIX COOBLLEHWIA.

B oTHOWeHun crnyyaeB HexenaTemnbHbIX pPeakuui, ONUCaHHbIX B MHPOPMaLNOHHO-TENEKOMMYHUKALMOHHOW CETU
"MHTepHeT" nnu undpoBbIX CpeacTBax MHGOpMauun, MOEHTUMULMPYEMOCTb COCTaBMTENS COOOLLEHMS OTHOCUTCA K
npoBepKe CyLleCTBOBaHUA pearnbHOro nuua, TO eCTb BO3MOXHOCTU MPOBEPUTb MPaBUMNBHOCTb KOHTaKTHbIX OaHHbIX
cocTaBuTens otyeta (Hanpumep, 6bIN NpeacTaBneH AEeNCTBUTENbHBIN aapec SNEKTPOHHOM NoyTbl). KOHTakTHbIe AaHHbIE
crnegyeT MCnonb3oBaTh TONMbKO ANS Lenen dpapmakoHaasopa. Ecnn oTcyTcTByeT cTpaHa NnepBOMCTOYHMKA, TO B Ka4yecTBe
CTpaHbl NEPBOMCTOMHUKA CriedyeT UCMONb30BaTh CTPaHy, rae nHdopmaums beina nony4vyeHa, B 3aBUCMMOCTM OT TOrO, rae
BbIMOTHAETCA MOHUTOPUHT.

Ecnu pepxatentio perncTpauMoHHOrO YOOCTOBEPEHUs] CTAHOBMTCS W3BECTHO O COOGLLEHMM O MOJO3PEBAEMONA
HeXenaTernbHOW peakuuu, OMUCaHHOM B UWUPOBbLIX CPEACTBax WMHGOPMAaLMK, CMOHCOPOM KOTOPbIX KOMMaHWUs He
ABNAETCs, crnegyeT OLEeHWTb CoobLueHve, 4Tobbl onpegenuTb, MoanafaeT N OHO nop TpeGoBaHWS O BbIMOMHEHUU
CPOYHOIO PEMNOPTUPOBAHUS.

7.1.1.2. CoobLieHns 0 HexxenaTenbHbIX peakumnsax, nonyyeHHbIe no 3anpocy.

CoobLleHnsi 0 Mnogo3peBaeMbIX HeXernaTenbHbIX peakuusiX, MOoMyYeHHble MO 3anpocy, - 3TO COoOo6LUeHus,
Mony4YyeHHblE OT CUCTEM OpraHW3oBaHHOrO cOopa AaHHbIX, KOTopble BKMYalT B cebs KNMHUYEeckue unccrieqoBaHus,
HEUHTEePBEHLUNOHHbIE WCCNEefOoBaHUSA, PEerucTpbl, NepcoHanuM3MpoBaHHble NporpaMmMbl UCMNOMb30BaHWSA
He3aperncTpMpoBaHHbIX JIEKAPCTBEHHbLIX MNpenapaTtoB, ApYyrMe Mporpammbl WCMOMb30BaHUS HE3apermcTprpoBaHHbIX
NeKapCTBEHHbIX MpenapaTtoB B CBSA3W C UCKMOYMTENbHbIMM OGCTOATENBCTBAMM U3 COODpaXkeHWt cocTpadaHus U
MOHUTOpUHra 3abonesaHni, onpockl NALMEHTOB UMW MeOULMHCKUX PaBGoTHMKOB Uy cbop AaHHbIX 06 adhdeKTUBHOCTU
UMM NPUBEPXXEHHOCTU nauneHToB. COOBLUEHUS O HeXenaTenbHbIX pPeakumsiX, Norny4YeHHble OT Kakon-nubo u3 aTux
cucTeM c6opa OaaHHbIX, He criedyeT CYUTaTb CMOHTAaHHBIMU COOBLLEHUSIMN.

B pamkax npouenypbl penopTMpOBaHWS COOOLLEHWS O HexenaTenbHbIX peakuusix, MofyYeHHble Mo 3anpocy,
crnegyeT knaccuduumpoBaTb Kak COOOLLUEHWS, MOMyYeHHblE B XOA4E WCCNEAOBaHWNA, U BbIMOMHATbL OLEHKY NPUYMHHO-
CNEeACTBEHHON CBSI3N C LeNbo UX COOTBETCTBUS YCIMOBUSIM CPOYHOTO PENOPTUPOBAHMS.

7.1.2. Banngaumsa coobLeHni.

7.1.2.1. CpoyHOMY penopTUpoOBaHWIO noanexar TOoNbKo WHAMBMAYarnbHble COOOLEeHMS O HexenaTenbHbIX
peakumsix, KOTopble UMEIT MONOXMTernbHble pesynbratel Banugaumn. C uenbio BbINOMHEHWS 3Toro TpebosaHus Bce
CcoOOLIEHNA O HeXenaTernbHbIX EKapCTBEHHbIX Ppeakuusix OO0 WX NpeacTaBneHnst B YMNOIHOMOYEHHbIE OpraHbl
rocy4apcTB-YI1IEHOB [OMKHbl ObiTb MOABEPrHYThbl BanugauMuM Ha Hanuune MUHWMarbHOW Tpebyemoln mHdopmaumu.
MuHumanesHasa Tpebyemas nHgopmaLmsa BKAoYaeT B cebs:

naeHTudnumMpyembli penopTep (NEPBOMCTOYHUK), KOTOPbLIA MOXET ObiTb WAEHTUMUUMPOBAH MO WMMEHU UMK
nHUUManam, agpecy unu ksanudukaumm (Hanpumep, Bpad, NPoBU30p, dapMaueBsT, PYron MEeQULMHCKUIA Cneumarnucr,
naumeHT, noTpebuTens uMnuM Apyroe nuuo, He SABMsOLEecs cneumManicTtom B cdepe 3gpaBooxpaHeHusi). Penoptep
CcyYNTaEeTCa MAEHTUDULMPYEMBIM B Cllydae Hanu4ums KOHTaKTHbIX AaHHbIX, 06eCcneunBaoLLmMX BO3MOXHOCTb NOATBEPOUTD
cooblleHMe wnu BLINOMHWUTBL Mocnefyulee HabnwogeHwe, ecnu 3To Heobxogmmo. Cnepyet, 4TOObl GbINK
NOEHTUULMPYEMBIMU BCE CTOPOHbLI, KOTOPblE NPEACTABMAIT MHPOPMaLMIO O CriyYae HeXernaTenbHOW peakumu, B TOM
yucne OOonONHUTENbHY MHopMauuio no 3anpocy. Ecnn penoptep He XenaeT NpPeacTaBnsTb KOHTaKTHble OaHHbIE,
cnegyeTt cuymTaTb coobOLleHME O HexenaTenbHOW peakuuu BanuaHbiM NpU YCNOBWMW, YTO OpraHusauus,
NpouHOpMUpOBaHHas O cryyae, CnocobHa NoaTBEPANTL €ro HanpsiMyto C penopTepom;



NOeHTUDULMPYEMBIA NALUMEHT, KOTOPbIA MOXeT OblTb MAEHTUMUUMPOBaAH MNyTeM YyKaszaHWs €ro MHULUMasos,
NOEeHTUMWKALMOHHOIO HOMepa, AaTbl POXAEHWUsl, Bo3pacTa WM BO3pacTHOW rpynnbl U nona. WMHdopmaumsa o6
NaeHTUMUKALUN NauMeHTa oMKHa OblTb MaKCMMarbHO MOMHOI;

No MeHbLUEN mepe oguvH FIO,D,O3DEBaEMbIIZ ﬂeKapCTBeHHbIVI npenapar,

Nno MeHblUen Mepe ofHa nogo3peBaemMasd HexenartenbHad peakuus. Ecnv nepBOMCTOYHMKOM caenaHo
yTBEPXAEHNE B NPAMON (DOPME O TOM, YTO UCKITIOHAETCA HaNMyne NpuYNHHO-CNEeNCTBEHHOW CBA3W MEXAY HasHaYeHnem
nekapcTBEHHOro npenapaTa u HexenaTtenbHOW peakumen, u nonyyartens (YNOomHOMOYEHHbIN opraH rocyaapcTBa-yneHa
UnNu gepkatenb PerncTpauMoHHOro YOOCTOBEPEHMS) corfaceH C 3TMM, COOobLLeHne onpenensieTcsi Kak HeBanuaHoe
MHAMBMAYanbHoe coobLleHne 0 HexenaTenbHOW peakummn, MOCKOMbKY MUHMMarnbHas Tpebyemasn nHdopmaumsa SenseTcs
HenonHon. CoobleHne Takke onpedenseTcs Kak HeBanuaHoe WHAMBMAyallbHOe CcoOobLieHVMe O HeXenaTerbHOW
peakuun, ecnu coobLliaeTcs, YTO NauMEHT NepeHec HexenaTenbHy peakuuio M He MpeacTaBneHo ykasaHue Buaa
HexxenartenbHOW peakuun unu onnucaHve nepeHeceHHon HexxenaTenbHON peakumn.

7.1.2.2. lMpn cbope coobuleHMIA O MNOAO3PEBAEMbIX HeXenaTenbHbIX peakuusx 4epes3 WMHGPOPMaLMOHHO-
TENeKkOMMYHMKAUMOHHYI0 ceTb "WHTepHeT" unu uudppoBble cpeactBa MHGOpMauUUM TepMUH "MaeHTUdULMpyemMbIn”
OTHOCUTCS K BO3MOXHOCTU NMPOBEPKM CYLLIECTBOBAHMS penopTtepa (CocTaBuTeNs CoobLLEHMS) 1 NaLmeHTa.

7.1.2.3. OtcytcTBMEe Kakoro-nnbo m3 aTmx 4 BNeMeHTOB MUHUMANbHOW WHGOPMauUMM O3Ha4aeT, YTo Ccry4van
CYMTAETCA HEMONHbLIM U He MOANEXWUT Mpoueaype CPOYHOrO MpeacTaBneHus CoobLLEeHUs O HexenaTenbHOW peakuuu.
YNONMHOMOYEHHbIE OpraHbl roCyAapCTB-UYIIEHOB W AepXaTenu PermcTpaumMoHHbIX YAOCTOBEPEHWUA AOMXHbI MPOSBAATb
ocobylo TwaTenbHOCTb B paboTe Mo cbopy HeaocCTaloWMX 3MEMEHTOB AaHHbIX B coobuieHusax. Tem He MeHee
COOBLUEHNA O HexenaTenbHbIX peakumsix, MUHMManbHas WMHPOPMaUMS O KOTOPbIX SABNAETCA HEMNOMHOW, crnegyet
perncTpnpoBaThb B pamKax cuctembl hapMakoHaa3opa C Lenbio X UCMONb30BaHUA B TEKYLLEN OeATENbHOCTM MO OLEeHKe
6esonacHoCTH.

7.1.2.4. Ecnun ogHon CTOpOHe (YNONTHOMOYEHHOMY OpraHy rocygapcrea-dneHa unu gepxarento permctTpaLMoHHOro
YOOCTOBEPEHMS) CTAHOBUTCH M3BECTHO, YTO penopTep MOr coobLwuTb O NOA03peBaEMON HEXeNaTeNbHON peakunn Takke
N OpYron 3auHTEPECOBAHHON CTOPOHE, Takoe coobLleHne TeEM He MeHee crnegyeT cyMTaTb BanvaHbIM COObLLEeHNEM O
HexxenartenbHon peakumn. CoobLlleHne O HexenaTenbHOW peakuum OOMKHO BKIYaTh BCHO BaXKHY WMHAOPMaLMio,
Heobxoammyto Anst 0GHapyxeHusa oybnmpytowero coobLieHus.

7.1.2.5. Ecnn umeeTcsa Hecornacve mexay uccrieqoBatenem U gepxaTerneM perucTpallMoHHOro yOooCTOBEPEHUS
UMM CMOHCOPOM WCCMEAOBaHUSA B OLIEHKE MPUYMHHO-CNEACTBEHHOW CBA3WM Mexdy HasHadyeHuem Moao3peBaemoro
nekapcTBEHHOro npenapata WM pasBUTUEM HeXenaTenbHOW peakuuMu Mpu NPOBEAeHUM MOCTPErncTPaLUOHHBLIX
HEUHTEPBEHLMOHHbLIX UCCNedoBaHWii, He criegyeT NepeBoauTb Cryyai HexenaTerlbHOW peakuuyM B Goree HU3Kyl no
CTeneHn LOCTOBEPHOCTV B3aMMOCBSI3W KaTeropuio. B cooblueHun o HexenaTtenbHON peakuuu criegyeT npeacTaBuTb
MHEHMWs UccriefoBaTens v Aepxarens perMcTpaumMoHHOro ya0CTOBEPEHMs UMK CroHcopa uccrnenoBaHus.

7.1.3. MNocneaytowasa pabota ¢ COOBLLEHNSMU O HeXenaTernbHbIX peakLmsX.

7.1.3.1. Ecnu npu nepBoHayanbHOM MOMyYeHUW COOBLLIEHWS O MOAO3peBaeMblX HexenaTenbHbIX peakumax
nHdopmMaumsa B HUX HenomnHasi, criegyeT NpoBOAMTb NnocregyoLyo paboTy ¢ TakMMy coobLueHusMr, Y4Tobbl NonyynTb
OOMOMHUTENBHYIO NOAPOBHY WHMOPMaUMIo, SBASALWYIOCA BaXHOW ANA HayYHOW OUEHKW CcrnyyYyaeB pasBUTUSA
HexxenartenbHbIX peakumn.

7.1.3.2. TpumeHsiemble MeTOObl BOCCTaHOBIEHWS WHGOpMauun cregyer HauenuTb Ha onTummsauuio cbopa
HegocTawowen wHpopmaumm. Mo BO3MOXHOCTM criegyeT nofyyaTb MUCbMEHHOE MOATBEpXAeHue CBedeHun,
npeacTaBneHHbIX B YCTHON dopme. ITy CTaHAapTHYI0 AeATenbHOCTb MO dhapMakoHaas3opy credyeT OCYLUeCTBsATb C
NPUMEHEHNEM Mep, MOOLLPSIOWMX NEePBOMCTOMHUK (penopTepa) NPeAcTaBnsTb HOBYH MHAOPMauUMIo, BaXKHY ONSA
Hay4HOW OLEHKM penopTupyemoro Bonpoca 6e3onacHocTy.

7.1.3.3. Ecnn uHcopmMauus nonydyeHa HEMOCPeACTBEHHO OT MauueHTa unu noTpeduTens, npegnonararolero
HanuuMe HexenaternbHOW peakLuu, U SIBNAETCA HEeMnornHow, crieqyer NpeanpuHATb MOMbITKU NOMydYeHust cornacusa Ha
npeacTaBneHne OONOMHUTENbHOW MHAOPMAaLMKM Y COOTBETCTBYIOLLEro MeauuuHcKoro paboTHuka. Ecnv meguuunHckmii
paboTHMK noaTBepaMn (MOMHOCTLIO WM YAaCTUYHO) Clyyanm HexenatenbHOW peakumu, UcxopgHoe cooblleHne no
KOTOpOMY MpeactaBneHo noTpebuteneM wnvM nauMeHTOM, cregyeT TOYHO OTpas3uTb AaHHY MHGPOPMauuio B
WHAMBUOYaNbHOM COOBLLEHNM O HeXenaTernbHOW peakLui.

7.1.3.4. B oTHOWIEHMM NOAO3PEBAEMbIX HEXenaTenbHbIX peakuui, CBA3aHHbIX C JIeKapCTBEHHbIMU NMpenaparamMmum
GMONOrM4YeckKoro MNPOUCXOXAEHUS, OCODYyl0 BaXHOCTb MMEET TO4YHasa uAeHTUdMKaUUa COOTBETCTBYHOLLETO
neKkapCTBEHHOro npenapara B OTHOLLEHMM ero n3rotosrneHus. NoatoMy cnegyeT NnpyHMMaTh BCe Haanexatime mepbl ons
TOYHOrO yKasaHusl TOProBOro HaMMEHOBaHMWS NIEKapCTBEHHOMO Npenapara U Homepa NapTuKn NekapcTBEHHOMO npenapara.
7.1.4. YnpaBneHue gaHHbIMWN.

71.4.1. 3ﬂeKTp0HHbIe JaHHble N coobLleHns Ha 6yMa)KHbIX HOCUTENAX O NOoAgo3peBaeMblX HeXenaTeslbHbIX



peakuusax crnegyet XpaHWTb M obpalatbCs C HAMU TakuM xe obpasom, Kak U C APYrMMU MeOULMHCKUMK 3anucsamu
(Bkntoyas BbinonHeHve TpeboBaHuii Mo obecneyeHnto KOHMPUAEHLMANBLHOCTU B OTHOLUEHUU WAEHTUDULMPYEMOCTH
nauueHToOB M penopTepoB), B COOTBETCTBUM C TpeboBaHUSIMU 3aKOHOAATENbCTBa rocyaapcTBa-yfieHa o
HENPUKOCHOBEHHOCTWU [aHHbIX. CregyeTr XpaHWTb B TalHe wAeHTU(UUMPYEMble MepcoHarnbHble CBEAEHWUs O
COCTaBNSOLMX OTHETHI CrieumanncTax CMCTeMbl 30paBoOOXpPaHeHns (penoprepax).

7.1.4.2. Yt00Obl 06ECneunTb COXPaHHOCTb M KOH(MAEHUMaNbHOCTb AaHHbIX MO dapMakoHaasopy, cnegyet
obecneunTb CTPOrM KOHTPOMNb AOCTyna K AOKyMeHTam u 6asam gaHHbIX U NpegocTaBuTb MpaBO AOCTYMa TOMbKO
YyMONIHOMOYEHHOMY nepcoHany. [laHHoe TpeboBaHue no obecneyeHnto 6e30NacHOCTU JAHHbLIX PACNPOCTPAHSIETCS Ha BCe
aTanbl MPOXOXAEHUS W obpalleHus AaHHbiX. B cBA3M C¢ aTum cnegyeT peanus3oBaThb npouenypbl obecrneveHus
6e30MacHOCTM U COXPAHHOCTM AaHHbLIX BO BpeMsi nepefayn AaHHbIX.

7.1.4.3. Ecnn nepejadya [OaHHbIX NO apMakoHaa3opy MNpouMCXoauT B MNpedernax opraHu3auun unuv mexay
opraHusaumsiMy, crnegyetr MNpPUMEHSTb TakOM MeXaHu3M, MpuM KOTOPOM WMEETCS MOATBEPXAEHME TOro, 4TO BCe
yBeAOMIIeHMs nony4yeHbl. B gaHHOM crniydyae criegyetT obecneunTb nNpouecc noaTBepXaeHus 1M (Mnm) CBEpKM
nHpopmaumn. MIHbopmaumern o coobLLeHUN O criydae pasBUTUS HEXenaTesbHOW peakumMm MoryT 0OMeHMBaTbLCS TONbKO
3aUHTEPECOBAHHbIE NMLLa B aHOHUMHOM dhopMarTe.

714.4. XpaHEHVIe OaHHbIX B 3JIEKTPOHHOM BuMAE OOJTKHO obecneuymBaTtb K HUM AocCTyn ynoJIHOMOYEHHbIX AL B
pexunme peasibHOro BpeMeHu.

7.1.4.5. MNpoueaypa Ucnonb3oBaHusi cneumanbHOW TEPMUHONOTMM NPY BBOAE AaHHbLIX JOMKHA MOHUTOPUPOBATLCS
1 BbITb BaNUAMPOBAHHOW NyTEM BbINOMHEHUS ayaMTa No obecrneyveHunio KayecTBa cuctematTuyeckm nubo nocpeacTeom
NnpoBefeHNsi Nepuoanyeckon BbIOOPOYHOW oLeHKW. MepcoHan JomkeH ObiTb NPOMHCTPYKTMPOBAH O Mpoueaype BBoAa
OaHHbIX C ucnonb3oBaHMEM TepMUHOIoruu, KB&'IVI(*)I/IKGLWIF! nepcoHana p[orkHa nepuoanyeckn noaTBepXXaaTbCa.
CoobLieHna 0 HexenaTtenbHbIX peakuusax, MOITyYeHHble OT MEepBOMCTOYHMKA (pernopTepa), criegyer obpabartbiBaTb
HenpeaB3sTo, 6e3 TpaHcgopmaumn nHopMaumMn 1 BMeLLATENbCTBa B €e TEKCT, BO BPEMS BBOAA AaHHbLIX UNW nepeaaydn
3MEKTPOHHbIX AaHHbIX creayeT usberatb M3MeHeHUn (qobaBneHus unu yganeHus nHdopmaumum). CoobLLEeHNST OOMKHbI
BKITHOYATb LOCMOBHBIN TEKCT, MCNOSbL3YEMbI B NEPBOMCTOYHUKE, UITM €r0 TOYHbIM NepeBod. ICXO4HbIM OOCNOBHbIA TEKCT
crnepyeT NepekoanpoBaTh C MCNOMb30BaHWEM COOTBETCTBYIOLLEN TEPMUHOMOMNN.

7.1.4.6. XpaHeHue [aHHbIX B 3MEKTPOHHOM BMAE OOMKHO obecneuvmBaTbh MpocnexmnBaemMocTtb ("ayauTopckuin
cnea") Bcex BBEOEHHbIX UM N3MEHEHHbIX AaHHbIX, B TOM YuCne AaThl U UICTOMHUKOB MOMYYEHHbIX AaHHbIX, @ Takke AaThbl
N MecTa, B KOTOPOE 3TV AaHHble NepenarTcs.

7.1.4.7. CnegyeT perynsapHo npoBoAunTb NpoBepky Basbl AaHHbIX Ans 06HapyXeHus n obpaboTku oybnupyowmnx
Co0bBLLEHNI O HexXenaTernbHbIX peakLUsX.

7.1.5. YnpaBneHue Ka4yecTBOM.

7.1.5.1. YNONHOMOYEHHbBIM OpraHaM rocygapCTB-YNEHOB W AepXaTensiM pPerucTpaurMoHHbIX YOOCTOBEPEHWN
crnegyet paspabotatb U BHeApUTb CUCTEMY YNpPaBMneHWs KayeCTBOM, YTOObI rapaHTMpoBaTb COOTBETCTBME CUCTEMbI
hapmakoHag3opa HeobxoAMMbIM CTaHgapTaM KayecTBa Ha Kaxgow craguum obpaiweHus ¢ coobleHusmMu o
HexxernaTternbHbIX peakumsx (Hanpumep, Ha Takux cTagmsx, kak cbop AaHHbIX, Nnepedada AaHHbIX, yrpaBneHne AaHHbIMU,
KOAMPOBaHWE N apXMBUPOBaHWE AaHHbIX, Banuaauus criyyas, oueHka cny4vas, nonydyeHue nocriegyowen nHopmaumm
N npegcTaeneHve MHAMBMAOYanbHbIX COOOLWEHMN O HexenaTernbHbiX peakuusx). COOTBETCTBME COXPaHEHHbIX AaHHbIX
NCXOAHBIM COOBLLEHMAM 1 COOBLLEHNAM, codepalinum nHdopMaumio O nocneayoLwen oueHke, cregyeT npoBepsTb C
MOMOLLbIO MpoUeayp KOHTPONSA KayecTBa, KOTOpble AenalT BO3MOXHOW Banuaauuio COXPaHEHHbIX AaHHbIX
COMoCTaBfiEHNEM C UCXOAHBbIMU AaHHBIMW UK UX M3obpaxeHnsamn. B cBa3m ¢ aTuM cnegyeT MMEeTb MOCTOSIHHBIA AOCTYN
K JaHHbIM MEPBOUCTOYHMKA (Hanpumep, K NMCbMaM, COOBLLEHUSAM, NOMYYEHHbIM (NepegaHHbIM) Mo ANEeKTPOHHOW noYTe,
3anucsM TenedOHHbIX pa3roBOpPOB, KOTOPbIE codepxaT NogpobHble CBeAeHUs O peakuun) Unm n3obpaxeHnsM AaHHbIX
NCTOYHMKA.

7.1.5.2. TlucbmeHHble COIN gormkHbl rapaHTMpOBaTb YETKOE pacnpedeneHve pornen n 0bs3aHHOCTEMN, ACHOCTb
MOCTaBMEHHbIX 3ajad Ans BCex yyacTBywwmx B paboTte € uHpopmaumen O HexenaTenbHbIX peakuusx Ha
nekapcTBeHHble npenapaTbl CTOPOH. [omkHO ObiTb pa3paboTaHo M BHEAPEHO MOSIOXEHME O HAAMNEXalleM KOHTposne v
npu Heobxogumoctn 006 wn3ameHeHum cucTembl. [daHHoe TpeboBaHue pacnpocTpaHsAeTcs Ha LesATeNnbHOCTb,
OCYLLIECTBIEHNE KOTOPOW MPOU3BOAUTCH MO KOHTPAKTY C TPETbUMM CTOpOHamMu, nucbMeHHble COI koTopbIx cnegyet
npoBepsATb, 4TOObI yaoctoBepuTbes, 4To Takme COIll ABRAKOTCA COOTBETCTBYHOLWMMM M OTBEYalOT MPUMEHSEMbIM
TpeboBaHMAM.

7.1.5.3. Cnepgyetr npoBoouTb Hagnexaulee obyyeHune nepcoHana, KOTOpbIi HEMOCPEACTBEHHO OCYLLECTBISET
OesTeNnbHOCTb MO hbapMakoHaA30py, a Takke nepcoHana Apyrmx oTA4enoB, KOTOPble MOTyT 3aHMMaTbCst NOMy4YeHNeM Unm
obpaboTkon coobuweHun no 6esonacHocTy (Hanpumep, nogpasgeneHust Mo KIMHUYECKoW paspaboTke, npoaaxam,
MeOULUMHCKOM MHdOopMauun, topuanydeckon paboTte, KOHTponto kadectBa) OOydeHMe [OMKHO MNpPOBOAUTLCA MO
COOTBETCTBYIOLLIMM pasfenamMm 3akoHoOaTenbCTBa UM PYKOBOACTB B cdhepe dhapmMakoHaas3opa, a Takke BKYaTb
crneymanbHoe o0y4yeHne no BbINOMHEHUIO 06paboTkM OTHETOB.



7.1.6. Ocobble cutyaumm.
7.1.6.1. icnonb3oBaHne NneKkapCTBEHHbIX NpenapaTtoB BO BpeMsi 6EPEMEHHOCTI NN KOPMIEHUST TPYObIO.
7.1.6.1.1. BepemeHHOCTb.

Cnepnyet obecrneunTb Mocrieaytollee OTCleXuBaHWe CcriyYaes, korga aMOpUOH WMNM Nogd Mor MoABepraTbest
BO3EMCTBUIO NEKAPCTBEHHBIX CPeACTB (NMOCPeaCTBOM BO3AEWCTBUS HA MaTb NGO nepedayun NekapCTBEHHOIO CPeacTBa
Yyepes criepMmy nocrie Bo3dencTBus Ha oTua), YTobbl cobpaTb MHGOpMaunio 06 ucxonge GepemMeHHOCTU U BO3MOXKHOM
BNUSIHUW NeKapCTBEHHOTO Npenapara Ha pa3BuTue pebeHka. Ecnu geiicteytollee BellecTBo (Mnu 1 3 ero MeTaGonuToB)
UMeeT ANUTENbHbIA Mepuod NonyBbiBedeHWs, 3TO crneayeT MpUHWMaTb BO BHWMAaHWE MNPU OLEHKE BO3MOXHOCTU
BO34eVCTBUSA NeKapCTBEHHOro Npenapara Ha nog, B CriyYae ecrnv NekapcTBEeHHbIN npenapat NpuHUMarncs Ao 3adYatus.

Cnepyetr obecneunTb Hanuune MakcMmanbHO MNOAPOOHbLIX CBeAeHWNn B COOBLEHUAX O BO3OEUCTBUM
NEKapCTBEHHbIX MpenapaTtoB Ha OpraHuam maTepy M nnoga BO Bpemsi GEepeMeHHOCTU C Lenbi BO3MOXHOCTM
NpoBEAEHNss OLEHKM MPUYNHHO-CIIEACTBEHHOM CBA3M. [N OLEHKM Takux coobLleHui MoryT ObiTb paspaboTaHbl u
NCNonb30BaTbCs CTaHAAPTHbIE BOMPOCHUKM.

OtgenbHbie cnyyaun € HexenartesllbHbIM NCXO0OO0M, CBA3blBaeMble C BO3ENCTBUEM J1eKapCTBEeHHOro npenaparta BO
BpemMA 66peMeHHOCTI/I, Knaccmcbmu,wpyromﬂ KaK Cepbe3Hble HeXeraTtelbHble peakuun, KOTOopble noanexar CPpo4YHOMY
penopTnpoBaHno B COOTBETCTBUN C Tpe6OBaHMFIMI/I MeXxayHapoaOHbIX 4OroBOPOB U akKTOB, COCTaBNAKLWNX NpaBo Coto3a,
M 3akoHOOAaTeNnbCTBOM rocygapcCrB-4J1€HOB.

Takne Cny4aun BKINKOYaKT:
coobLeHus o BPOXAOEHHbIX aHOManunax nnmn otTCtaBaHMn B pa3BsnUTnn y nnoga uin pe6eH|<a;
coobLeHus o CcCMepTu nyoga n camMmornpon3BosyibHOM a60pTe;

coobLeHus o nopgos3peBaeMbiX HeXenaTtelnbHbIX peakuuax y HOBOPOXAEHHOro, KoTopblie KJ'IaCCVI(*)VIU,VIpyI-OTCﬂ KaK
cepbe3Hble.

He noanexat cpo4YHOMY penopTMPOBaHUIO TaKUE MHbIE CrlyYaun, Kak COOOLLEHNS O NpepbiBaHNM GepeMeHHOCTH 6e3
yKasaHus MHOPMauuM O Hanmuuun WnyM OTCYTCTBUM BPOXOEHHOrO MOpOKa pasBUTMSl, COOOLLEHWS O BO3OEWCTBUM
neKkapcTBEHHOro npenapara Ha TedeHne GepeMeHHOCTU 6e3 AaHHbIX 06 UcXoae UM CoOoBLLIEHMS!, B KOTOPbIX COAEPXKUTCS
mmbopmau,vm O HOpMaribHOM wucxone, MOCKOJIbKY B HUX He coOoepXUTCcA OAHO3HaYHOro YyKalaHuAa Ha Hanundue
nogo3peBaemMon HexenartenoHon peakumn. OgHako AaHHble coobLleHust crieqyeT obpabartbiBaTb Takke, Kak U apyrue
COOGLLEHUS O HEXENATENbHbIX PeakUMsX Ha fekapcTBEHHbIN npenapar.

B onpeaeneHHbix crniyyasix Bce COObLLEHUS O BO3OEWCTBMM NEKapCTBEHHOrO Npenaparta Ha opraHu3M matepu u
nnoga Bo BpeMsi 6epeMeHHOCTN MOTyT noafiexaTtb CPOYHOMY penopTupoBaHmio. [JaHHoe TpeboBaHue (YCrioBUE) MOXET
6bITb BKMoYeHO B MYP u, kak npaBuno, o6ycnoBneHo HannyneM npoTMBOMNoKasaHus Mo NPUMEHEHUIO NeKapCTBEHHOIO
npenapata BoO Bpemsi 6epeMeHHOCTM MM €ero BblPaXEHHOW TepaTOreHHOCTbID M HEeOOXOAMMOCTbI 00s3aTenbHOro
TWaTeNbHOro MOCMeaylLWwero MOHUTOpUHra 6Ge3onacHoCcTW (Hanpumep, B OTHOLUEHMU IeKapCTBEHHbIX CPeACTB,
NnogobHbIX TanMaoMuay, U30TPETUHOMHY).

CneayeT HesameOnuTenbHO YBEAOMIATL YNOMHOMOYEHHbIE OpraHbl roCcyaapCTB-YrNeHOB O BbISIBNEHWX curHana o
BO3MOXXHOM TepaToreHHOM adphekTe (HanpumMep, CUrHamna o rpynmne CXO4HbIX aHOMaslbHbIX MCXOO0B 6epeMeHHOCTH).

7.1.6.1.2. KopmneHue rpyabio.

Cneayet cooblatb O MoAo3peBaeMblX HexenaTenbHbIX peakuusax, KOTopble BO3HWKAKT Yy MMageHUeB nocre
BO3EMCTBUS HA MX OpraHv3M fieKapCTBEHHOIO npenapara npu ero NPOHUKHOBEHUW B IPYAHOE MOSIOKO.

7.1.6.2. icnonb3oBaHWe nekapCTBEHHOMO Npenapara B Neguatpumn 1y NOXUnbIxX nogen.

CnepyeT NpeanpuHsTb BCE BO3MOXHbIE Mepbl AN YCTAHOBIEHMS M yKa3aHUs BO3pacTa Mnu BO3pacTHOMW rpynmbl
nauveHTa, ecrnv o crnyyae HexenaTenbHOro AerNcTBUs coobLLaeT cneumanncT CUCTEMbI 30paBOOXPaHeHWs, NauneHT unm
notpebutens, Ana Toro 4ToObl MMETb BO3MOXHOCTb YCTaHOBWUTb MOTeHUMalnbHble curHanel no 6esonacHocTw,
cneunduyHble Ans onpeaeneHHoNn Bo3pacTHOW rpynnbl HAaceneHus.

Ecnu vcnonb3oBaHne nekapcTBEHHOrO npenapaTta pacnpoCcTpaHeHO cpeaw rpynn NauueHTOB, He BKIOYEHHbIX B
ofobpeHHyto OXJIN, BaxHO, YTOObI YNOMHOMOYEHHble OpraHbl FrOCyAapCTB-UNEHOB W AepXaTenn perncTpaumoHHbIX
YOOCTOBEPEHMI OCYLLECTBASNM MOHUTOPMHI Niobbix nocnegywowux npobnem no 6Ge3onacHOCTM WM NpUHMMAanu
COOTBETCTBYIOLWMNE Mepbl No paboTe ¢ curHanamm ob aTnx npobnemax. [epxatensam perncTpaunoHHbIX YAOCTOBEPEHUN
M YNONHOMOYEHHbIM OpraHaM rocyAapCTB-4YNIeHOB CredyeT MOOWPSATb CheunanucToB CUCTEMbl 30PaBOOXPaHEHUs
COCTaBNATb U NpPeAcTaBnsaATb coobleHnsa 060 BCex NOA03peBaeMbIX HeXenaTenbHbIX peakumsax, Aaxe ecnv 3Tu peakuum
MMelT MeCTO cpeaw rpynn HaceneHus, He BKIOYEHHbIX B 0foOpeHHylo obnacTb MpUMEHEHWS NeKapCTBEHHOro



npenaparta cornacHo ero OXJI.

7.1.6.3. CooOweHns o nepeno3vpoBKe, 3rOynoTpedbrneHun n HenpaBWIIbHOM MPUMEHEHUN NEKAPCTBEHHOrO
npenapara, a Takke O MeAMUMHCKMX owunbKax unu BO3OENCTBUW NEKAPCTBEHHOrO npenapata, CBA3aHHbIX C
npodeccroHanbHON AeATENBHOCTLIO.

B cnyyae ecnu nepeno3vpoBka, 3rnoynotpebneHue, HenpaBWUIbHOE MPUMEHEHME, MeduuMHCcKasa owmbka unu
BO3ENCTBME NEKAPCTBEHHOrO npenapara, CBs3aHHble ¢ NPOodeCCMOHarnbHON AeATENbHOCTLIO, HE NPUBENU K pasBUTUIO
HeXXenaTenbHON peakuuu, CBeAEHNs O HUX He MOAnexXar npoueaype CPOYHOro penopTMpoBaHus. OTW AaHHble criegyet
BHOCUTb B cootBeTcTBytowmin NMNOOB mn MYP (ecnn npumeHumo). Ecnv gaHHble cooblieHns copepxkaT AaHHble Mo
6e30MacHOCTH, BNMSIIOLLME HA COOTHOLLEHME "Morb3a - PUCK" NeKapCTBEHHOro npenapara, O HUX cneayeT yBeaOMNATb
YMONTHOMOYEHHbIE OpraHbl rOCy4apCTB-4YIEHOB B COOTBETCTBMM C TpeboOBaHUAMM 3aKoHoA4aTENbCTBA roCcyAapcTBa-yreHa.

7.1.6.4. OTCcyTCTBUE TEpaneBTMYECKON 3pPEKTUBHOCTH.

CoobueHnss o6 oTcyTcTBMM TepaneBTudeckon 3GEEKTUBHOCTM CriedyeT pPerucTpupoBaTb U BbIMOJHATb
nocrnegywwyo paboTy MO MOMy4YEeHU0 MOMHOW WMHAopMauuu. [aHHble CcOOobLUeHUs, Kak MnpaBwuio, He noanexar
CPOYHOMY penopTMpoBaHuto 1 yunteiBatoTcst B NMOOB. B onpegeneHHbix crniyvasx MOXeT notpeboBatbcsa npeacTaBneHme
coobueHun o6 OTCyTCTBUM TepaneBTU4ecKon 3(PEKTUBHOCTM B TeuyeHue 15-gHeBHOro cpoka. K Takum cnyyasam
OTHOCATCHA OTCYTCTBME TepaneBTU4EeCcKon 3(PPEKTUBHOCTU NpPU NPUMEHEHUN NOLO3PEBAEMOrO JNEKApCTBEHHOIO
npenaparta gns neyenuns saboneBaHuin, NPeOCTaBNSIOLMNX YIPO3Y XMU3HU (BKIOYAA YIPOXKAKOLNE XU3HN MHAEKLMOHHbIE
3aboneBaHusl, Bbi3BaHHblIE YYBCTBMTENMbHbBIMU MWKPOOPraHn3mMamu nmMbo COnpoBOXAawlmMecss MOSBIEHMEM HOBOMO
YCTOMYMBOrO LWTaMMa MUKPOOPraHuM3Ma, paHee CYMTaBLUerocsi BOCMPUMMYMBLIM), @ TaKXe B Cly4yae ecnu
nogo3peBaemMbIMU NeKapCTBEHHLIMM NpenapaTtaMmn ABRASOTCA BaKUMHbI U KOHTPaLENTMBLI.

Ona BakumH cnegyeT coobliaTb O cryyasx OTCYTCTBUS 3(MEKTUBHOCTM, B YACTHOCTM, 4YTOObI BbIAENUTL
noTeHUManbHble CUrHambl O CHWXKEHHOW WMMYHOrEHHOCTU B MOArpynne BakuWH, CHWXKEHHOM WMMYHUTETE Wnn
3amelleHun wtamma. Takue curHanbl MoryT notpeboBaTb onepaTMBHbIX OEWCTBMA W AanbHEWLIero u3yvyeHusi B
MOCTPErMCTPaLMOHHBIX MCCNefoBaHnsax 6esonacHocTu.

7.1.7. CpoyHOe npencraBneHne NHAMBMAyanbHbIX COOBLLIEHNA O HeXenaTenbHbIX peakumsax 1 MHOM HopMaLmm
no 6e3onacHOCTV flekapCTBEHHOIo Npenapara.

lMpenctaBneHnio B YMONTHOMOYEHHbIE OpraHbl FOCYyAapCTB-YIEHOB MoAnexaT TOJNIbKO CcooOweHuss o
HeXxenaTenbHbIX peakumsax, npowegwune Banupauunto. OTcYeT BpeMEHU BbIMOMHEHUS npouenypbl CPOYHOro
penopTUpoOBaHUs COOBLLIEHMI HAaYMHAETCA C TOFO MOMEHTA, korda MHdopmauusl, coaepXallass MUHUManbHbIe KpuTepum
ONs npegcTaBneHns coobuleHus, cTana LOCTyNnHa [AepXaTenio perncTtpauyMoHHOIo YAOoCTOBEepeHus (BKroyas
MeOULMHCKUX NpeacTaBuMTenen n nogpagymkoB). OTa Aata cunmtaeTcsa gaTton Havana otcdeTa ("geHb Homb").

Ecnn pepxaTenb perMctpauMoHHOro YAOCTOBEPEHWUs] OTAaeT YacTb AesTENbHOCTU Mo (hapMakoHaA3opy Ha
ayTCOPCUHI, HeobxoanmMo obecnednTb Hanmuume MPUHATLIX B DOPME MUCBMEHHOTO AOKYMEHTa TOYHbLIX Mpoueayp vmnm
3aKITYEHHbIX COrMMaleHnn O pasgeneHun obsasaHHocTem B obnactm papmakoHags3opa Mexay ayTCOPCUMHIOBOM
opraHu3aumen (NUMUOM) M AepxaTenemM perncrpauyMoHHOro YOOCTOBEPEHMS [OM1S BbINOMHEHUA 00A3aTenbcTB Mo
npencTaBneHnio CoOBLLEHUI O HeXenaTemnbHbIX peakuusax B NofiHOM o6beme. [JaHHble Npoueaypbl AOMKHbI OnpeaensTh,
B YaCTHOCTM, nNpoLecchbl obMeHa nHdopmaumen no 6e3onacHOCTM fiekapCTBEHHOIO Npenaparta, B TOM YUCie BpeMEHHbIE
WHTepBanbl npeacTasneHns uHdopmaumm n 06A3aHHOCTb NPEeACcTaBrnATb COOOLEHUA O HexenaTernbHbIX peakumsax B
YNONMHOMOYEHHbIE OpraHbl rocygapcrte-vneHoB. CnepyeTr usberate aybnupoBaHuma nepegayn coobueHun B
YMOSTHOMOYEHHbIE OpPraHbl rOCyAapCTB-4YIEHOB.

B oTHOWeHWM uHAamMBMAYanbHbIX COOOLLEHUA O HexenaTerbHbIX peakumsXx, ONUCaHHbIX B Hay4YHO-MeOMLIMHCKON
nutepatype, otcyeT BpeMeHu ("AeHb HOMb") HauuHaeTca C AaTbl yBeAOMIleHMs O nybnukauuu, coaepxaiien
MUHMMarnbHYl0 WHdopmaumio. Ecnn ¢ ayTCOpCMHrOBbIM NULOM MMM OpraHu3aumelnt YCTaHOBMEHbl [OroBOpHbIE
OTHOLUEHMS Ha BbINOMHEHWE Nomncka no NUTepaTypHbIM UCTOYHUKAM U (MNN) COCTaBnEeHNe COOBLLEHMIN O HexXenaTenbHbIX
peakuusix, HeobxoguMmo, 4ToObl ObiNM OopMNeHbl NMUCbMEHHble MNOAPOOHbIE CcOrnaweHns O pacnpegeneHuun
06513aHHOCTEN, NO3BONALIME rapaHTUpOBaTh, YTO AepXKaTernb PerncTpaumMoHHOro YAOCTOBEPEHNS CMOXET BbIMOMHUTb
TpeboBaHWsA 3aKOHOAATENbCTBA roCyAapCTBa-yreHa no penopTupoBaHuIo.

Ecnn nonyyeHa gononHuTenbHas BaxHas MHOpMaLus 0 paHee npeacTaBneHHOM COOBLEeHUN O HexenaTenbHON
peakuun, OTCHET BPEMEHW ONSA COCTaBMeHMs nocregylowero coobweHns B OTHOLIEHUW AaHHON peakumum HaunmHaeTcs
3aHOBO (TO eCTb CPOK Mojayn nocneytowero coobLeHns OTCUUTbIBAeTCA C AaTbl NOMyYEeHUss BaXHOW MocreaytoLlen
nHdopmaumm). MNMpu coctaBneHmn coobLLEHNs BaXXHON AONOMHUTENBHON MHAOPMaLMen cYMTaeTcs HoBas MeguLUmMHCKas
NN agMMHUCTPaTUBHAsA MHAOPMaLMS O NOA403PEBAaEMON HeXXenaTenbHOM peakuun, KOTopas MOXET OKasaTb BMSHWE Ha
OLEHKY W1 ynpaeneHune criydaem unv MOXeT U3MEHWUTb ero Knaccudukaumio no cTeneHu TaxecTn. HecylecTBeHHas
AONOnHUTENbHasA MHGOPMaUns BKOYaeT OOHOBMEHHbIE KOMMEHTapuM OTHOCUTENbHO BbIMOMIHEHHOW OLEHKM Cry4vaeB
Unu ucnpaeneHnsa Tunorpadmyecknx owmnbok B NpeabiayLiem coobLueHnn o cryyae.

7.1.7.1. TpeboBaHUs1 N0 CPOYHOMY MPEACTaBIEHNIO COOBLLEHMI O HEXENATENbHBIX PeaKLUsX.



[epxxaTenu perncTpaumoHHbIX YOOCTOBEPEHUI B TedeHe 15 kaneHgapHbIX AHeN ¢ AaThl NMosfyYeHus gepxaTtenem
pPerncTpaunoHHOroO YAOCTOBEPEHUS WNU ero YrnofIHOMOYEHHbIM MpeacTaBUTENEM MUHUMAanbHOW Tpebyemoii
MHpOpMaLMN B COOTBETCTBMM C MyHKTOM 7.1.7 HacToAwmx [MpaBun npeacTaBnsioT B YNONMHOMOYEHHbI OpraH
rocyaapcrea-uneHa:

COO06LLEHVE O CEepbe3HON HeXenaTenbHOM peakuuy Ha NekapCTBEHHbIN npenapart, BbISIBNIEHHON Ha Tepputopum
rocyfapcTBa-yneHa;

cooblLeHne 0 cepbe3HON HenpeaBUaEHHOW HexenaTenbHOW peakumMn Ha NeKkapCcTBEHHbIN npenapart, BbiABNEHHON
Ha TeppUTOpPUAX UHbIX TOCYdapCTB.

YCTaHOBMEHHbIN CPOK PENOPTMPOBAHNS PACMpPOCTPAHAETCS Ha MEPBUYHYIO M AOMOMHUTENbHY MH(OpMauuo o
HexxenaTenbHOM peakunn Ha NiekapCTBEHHbIM npenapar.

B cnyyae nepeBofa HexenaTenbHOM peakummn N3 Kateropum Cepbe3HON HexenaTernbHON peakuun B HECEPbE3HYHO
HexenaTtenbHyl peakumio gaHHas uHdopmaums gormkHa ObiTb NpedcTaBneHa B YNONHOMOYEHHbIM OpraH rocydapcraa-
yneHa B TeveHne 15 kaneHgapHbIX gHEN.

7.1.7.2. Cnocob n oopma npeacTaBneHnst COOBLLEHNI O HeXenaTernbHbIX peakuusx.

MuouBmayanbHble COOBLLEHNST O HexenaTtenbHbIX peakuusx gepxarensM perncrpauuoHHbIX YOOCTOBEPEHUN
crnegyeT NpeacTaBnsATb B YNOIHOMOYEHHbBIV OpraH rocyaapcTBa-yneHa B areKTpoHHOM Buae. dopmMaT MHANBMAYaIbHbIX
cooOLeHNA O HexenaTenbHbIX peakuMsx [OOIDKEH COOTBETCTBOBaTb hopmaTty, YCTaHOBMEHHOMY PYKOBOACTBOM
MexayHapoaHONW KOHMEPEHUUN MO FapMOHMU3aLMN TEXHUYECKUX TpeboBaHWA K NeKapCTBEHHbIM Npenapatam Ans
MeguLUMHCKOro npumeHeHusa (ganee - ICH) "YnpaBneHue gaHHbIMK MO KNUMHUYECKON 6e30nacHOCTU. OneMeHTbl OaHHbIX
ans nepepayvm coobLueHnn o6 nHanBMayanbHbIX Cnydasx HexenaTenbHbix peakumin” (E2B).

7.1.7.3. TpeboBaHus MO CPOYHOMY NPEACTABMAEHUO WHOW WHGOpMauuM no 6e3onacHOCTU neKapCTBEHHbIX
npenapaTos.

CpoyHOMY npencTaBneHuio B TevyeHue He Oonee 15 kaneHAapHbIX OHEN NOANEXWT creaylollasl BaXHas
MHpopmaumss no 6e3onacHOCTU, KOTOpasi MOXET CBUMAETENbLCTBOBATb 00 M3MEHEHMSIX B COOTHOLLEHUN "Monb3a - puck”
nekapcTBEHHOro npenapara:

npesbilleHne OXngaemom 4acTtoTbl pa3BUTUA Cepbe3HbIX HeXenaTtelrbHbIX peaKu,m?l, KOTOpOE MOXEeT OKasaTb
BNUSIHWE Ha COOTHOLLEHME "nosnb3a - pI/ICK" JIEKapCTBEHHOIO Mnpenapara;

OrpaHUYeHUss B pacnpoCTpaHeHUU JfIeKapCTBEHHOro MpenapaTa, OT3blB JIeKapCTBEHHOrO Mnpenaparta C pblHKa,
HenpoasfieHne, aHHynMpoBaHWe WM MPUOCTaAHOBKA OEWCTBUS PEerMcTpauMOHHbIX YOOCTOBEPEHWIA (paspelueHunii Ha
MapKeTUHI) Ha TeppuUTOpUsX OPYrMX rocydapcTB Mo MNpuuYMHaM, cBA3aHHbIM C 6e30MacHOCTbIO U 3PdEeKTUBHOCTbLIO
nekapcTBEHHOro npenapata, a Takke WHULMUPOBAHHbLIE YMOMHOMOYEHHLIMW OpraHaMu rocyaapCTB-4feHoB Wnu
AepxaTensiMy perMcTpaumoHHbIX YAOCTOBEPEHMUI JaHHOTO NEKAapCTBEHHOTO Npenapara;

BHECEHME CYLLECTBEHHbIX 3MEHEHUIN B peKOMeHZaunn o MeauUUMHCKOMY MPUMEHEHMWI0 Ha TePPUTOPUSIX OPYruxX
rocyaapcTB Mo npuyrHaM, CBA3aHHbIM ¢ 6e30NacHOCTBI0 NeKapCTBEHHOrO npenapara;

npoﬁnema no 6e3onacHOCTU, BbISIBNEHHAs B Xo4e HEeNHTepPBEHLUMNOHHOIo NOoCTperncTpaymMoHHOro ncernegosaHua,
KINMMHWUYEeCKOoro nccnegoBaHuna Unm goKnMHN4YeCcKoro ncerieqoBaHusa,

OaHHble No 6e30MacHOCTU, KOTOpble YCTaHOBIMEHbI B pe3ynbraTe OeATENbHOCTU MO BbISIBIIEHUIO CUrHana M Moryt
OKasaTb BNUSAHWE Ha COOTHOLLEHME "nosnb3a - pUck”;

npobrnembl Mo 6e30nMacHOCTU, CBA3aHHble C MPVMEHEeHWEM JIeKapCTBEHHOro npenapaTta He B COOTBETCTBUM C
oxnr;

npobnembl Mo 6e30MacHOCTU, CBSAI3aHHble C owwmnbovHOM MHopmaumen B OXIM, VMIT (JIB) nnn mapkupoBke
neKkapCTBEHHOrO NpenapaTa;

HegocTaTouHasi appeKTUBHOCTb JIEKAPCTBEHHbIX MpenapaToB, NMPUMEHSIEMbIX MPWU NaToNorun, NpeacTaenstoLLen
YIrpo3y XN3HW YeroBeKa, a TakkKe BaKUMH U KOHTpaUenTUBHbIX CPeacTB (UK ee OTCYTCTBUE);

npobnemsbl No 6€30MacHOCTU, CBA3aHHbIE C UCXOOHBLIM CbipbEM AN NMPOM3BOACTBA NEKAPCTBEHHOrO npenapara u
(vnn) ero noctaBkamu.

HaHHas uHdopmaunua no GesonacHOCTW MNpeAcTaBMsieTCs B MUCbMEHHOM BMOE B YNONIHOMOYEHHbIA OpraH
rocygapcTBa-yfieHa, Ha TeppuTOpMM KOTOPOro 3aperucTpupoBaH MoAo3peBaeMblii NeKapCTBEHHbIN Mpenapar.
MpencraBneHne ykasaHHOW MHopMaumMmn no 6e3onacHOCT Unu adpdeKTUBHOCTM NeKapCTBEHHOro npenaparta criegyert
BbINOMHATL HE3AMEANMTErnbHO, NOCMe TOro, Kak O HeW CTano M3BECTHO AepXKaTento PerucTpaLyoHHOrO Ya0CTOBEPEHUs!
WM ero ynorIHOMOYEHHOMY npeacTaBuTento. B npeactaBnsiemoint mMHdopmauun credyeT NpUMBECTM OnucaHue
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BblLLEeyKa3aHHbIX AaHHbIX Mo 6e3onacHocT unu 3gdeKTUBHOCTM MOA03PEBAEMOrO NEKapCTBEHHOro npenapara,
[AeNCTBMS UK Mepbl, NpeanaraeMble B OTHOLLEHWU NOJ03PEBAEMOro NEKapCTBEHHOrO npenapara. YkazaHHble acneKThl
npocunsa 6e3onacHOCTM nopariexar BKIOYEHW0 B cooTBeTcTBylowme pasgensl [MOOB nekapcTBEHHOro npenapara v
aHanmay.

7.2. CHop coobLieHnn 0 HexenaTernbHbIX peakumsix.
7.2.1. OBA3aHHOCTM rocy4apCTB-4YEHOB.

YNONHOMOYEHHbIE opraHbl Kaxgoro rocyaapctBa-diieHa OOJDKHbl pacnonaratb cuctemom c6opa n perncrtpauum
BCEX COOBLLEHNI O nogos3peBaeMbiX HexenarterbHbIX peakunax, KOToOpble BbIABNAOTCA HA €ro TeppuTopun U Ha KOTopble
06paLu,a+0T BHMMaHWe cneunarnnctbl CUCTEMbl 34paBOOXpaHEHUA, MNauNeHThl, I'IOTpeGVITeJ'II/I nnn pgepxarenu
perncTtpaunoHHbIX yﬂ,OCTOBepeHMI?I.

YNONMHOMOYEHHbIE OpraHbl Ka)Ooro rocygapcrBa-yneHa [OOMmMKHbl MPUMEHSTb COOTBETCTBYIOLIME Mepbl Ons
NOOLLPEHUS CMEeLnanucToB CUCTEMbl 30PaBOOXPaHEHUS Ha CBOEW TeppuTopuUM K NPEeAcTaBneHu0 COoOOLIeHUiA o
noJo3peBaemblX HexenaTernbHbIX peakuusiXx Ha fekapcTBeHHble npenapaTbl B YNOMHOMOYEHHbI opraH rocyaapcrea-
yneHa. Kpome TOro, ynomHOMOYEHHLIi OpraH rocygapcTBa-yrieHa BhnpaBe HamnoXuTb Ha CrneunanucToB CUCTEMbI
30paBoOOXpaHEeHUs cneumarnbHble 065S3aTenbCTBa Mo NpeAcTaBrneHnio CoobLLEHNA O NoA03peBaeMbiX HexenaTerbHbIX
peakUusiX Ha nekapcTBeHHbIe npenapaThl B YNONMHOMOYEHHbI OpraH rocyaapcrea-yneHa.

B uenax ontMmusauumy npouenypbl NpeacTtaBneHns MHAPOPMaUMM O HexenaTernbHbIX peakumsx CTaHdapTHble
dopmbl BGraHKOB C BO3MOXHOCTbIO WX HEMOCPELACTBEHHOrO 3amnoflHEHWS MONb3oBaTeNieM [AOMKHbl HaXOOWUTbCS B
cBoOOAHOM JocTyne Ha oduumanbHbIX CaWTax YMONTHOMOYEHHbIX OpPraHoB (YMOMIHOMOYEHHbLIX OpraHv3auun) B
WHOPMALIMOHHO-TENEKOMMYHUKALMOHHON ceTn "UHTepHeT" BMecTe € WHdopMauuen O pasnuyHbix cnocobax
npeacTaBneHMa uHdopmaunum O NOAO3PEBAEMbIX HexXenaTernbHbIX peakuusax, CBA3aHHbIX C MPUMEHEHUEM
neKkapCcTBEHHbIX Npenaparos.

KoHcynetaHTlntoc: npumeYaHue.
AG3au naTbii nognyHkTa 7.2.1 nyHkTa 7.2 BcTynun B cuny ¢ 1 noHs 2016 roga.

YNONHOMOYEHHbIMMU OopraHamu rocygapcCrtB-4yieHOB OO0J1KHO ObITb 0bOecneYeHo BKMNOYEHUE B €ANHYH 683y OaHHbIX
HeXxenaTtesbHbIX peaKLLMVI rocygapcrte-4iieHOB BCeX coobueHnn o Cepbe3HbIX HeXenaTenbHbIX peakuuax, BblABIMEHHbIX
Ha Tepputopuax rocyaapctB-yiieHOB, npencTtaBlieHHbIX B COOTBeTCTByIOLLLI/IVI yI'IOJ'IHOMO'-IeHHbIVI opraH rocypapcrtea-
YrieHa U oueHEeHHbIX KakK BanngHble.

YNONMHOMOYEHHbLIM OpraHaMm rocy4apCTB-YfeHOB cregyeT NPUMEHATb Mepbl "BblpaKeHust npusHaTtenbHocTU" 3a
paboTy no npencTaBneHuMo COOOLLEHWMIA O HexenaTenbHbIX peakuusix, BKMoYas MpeacTaBneHne penopTepam
OOMONHUTENBHOW MHGOPMaLMK O pesynbTatax AanbHenero paccCMOTPEHUSA COOBLLEHNI O HexenaTernbHbIX peakumsix
Ha nekapCcTBeHHble npenaparbl.

Mpu npencTaBneHUM COOGLLEHUA O HeXenaTenbHbIX PeakUusiX Ha NeKapCTBEHHble npenapatbl AepXaTtensmu
PErMcTPaLMOHHbIX YOOCTOBEPEHUI, YMNONHOMOYEHHbIE OpraHbl rOCY4apCTB-YNIEHOB, HAa TEPPUTOPMSX KOTOPbIX MMena
MeCTO nogo3peBaeMas HexenarternbHas peakumsl, Bnpase npvBnekaTb gepxarenen permcTpaumoHHbIX YAOCTOBEPEHUN K
nocnegytowen pabote No AaHHbIM COOBLLEHMAM.

Kaxkgoe rocyqapcTBo-yneH JOMmMKHO obecneyunTb, YToObl ero YNorHOMOYEHHbIN OpraH, OTBETCTBEHHbIN 3a KOHTPOSb
obpalleHns nekapcTBEHHbIX NpenapaTtoB, Oblfl NPOMHGOPMUMPOBAH O MO0 NOAO3PEBAEMON HEXEeNaTeNbHOW peakLmm,
Ha KOTOpylo OOpaTunM BHMMaHWe crneumanucTbl noboro Apyroro opraHa rocygapCTBEHHOMO ynpasreHusi, BeOOMCTBa,
YyUYpEeXAEHUS UNN OpraHu3aumm, OTBETCTBEHHbIX 3a 0e30nacHOCTb NauMeHTOB B JaHHOM rocygapcTBe, M 4ToObl 3Th
coobLeHusa BbiNu npeactaBneHbl B HaumMoHanbHyo 6a3y gaHHbIX. B cnyvasx korga coobuleHus O nogospeBaemMbix
HeXenaTterbHbIX peakKuuax Obinn HanpaelieHbl HenocpeacTBeHHO B WMHble OpraHbl rocygapCTBeHHOro ynpabsleHUd,
BEOOMCTBA, OpraHu3aumy n (Mnum) yYypexaeHus B AaHHOM rocygapCTBe-yfieHe, YNONMHOMOYEHHbIN OpraH rocydapcrsa-
yfieHa, B MOSMIHOMOYMS KOTOPOrO BXOAWT OCYyLLeCTBreHue dapMakoHaasopa B cdepe obpalleHus NnekapCTBEHHbIX
cpeacTs, OOMKEH UMETb C HUMK cornawleHns o6 odbMeHe AaHHbIMU, NS Toro, YTobbl 3TN COOBLLEHMS HaNpaBnsnMCcb B
OaHHbIN YNONMHOMOYEHHbIA OpraH rocygapcrtBa-dneHa. YkasaHHoe TpeboBaHMe pacnpoCTpaHsieTCd Takke Ha crydau
pas3BuTnA HexenarteribHbIX peaKLWII7I Ha JeKapCTBeHHble MnpenapaTtbl, KOTOopblie ABWIIUCb cneacrtBunemM MeanunHCKUX
owmnbok.

7.2.2. OBAsaHHOCTM AepaTenen perncTpauuoHHbIX yA0CTOBEPEHNN.

Kaxgblin gepxxatenb permcTpauuMoHHOro yAOCTOBEPEHNS OOMKEH YCTaHOBUTbL U MOOAEPXKMBATbL cuctemy cbopa u
permcTpaumm Bcex CooOLeHMn 0 Nogo3peBaeMblX HEXenaTernbHbIX peakumsix Ha NiekapCTBEHHbIE npenapaTthbl, KOTopble
nocTynawT B €ro pacnopsikeHuMe Kak B paMKax CMOHTAaHHOro penopTUpOBaHUSA chneunannuctamm CUCTEMbI
30paBOOXpaHeHnst, NnaumeHTamMmm unm NnoTpeduTensmMm, Tak U B Xxoae NpoBeAEHNsi MOCTPErMCTPALMOHHbBIX UCCIIE40BaHNN.
Jepxatenu pernctpauuoHHbIX YOOCTOBEPEHMI OOMXKHbI CO34aTb MexaHu3Mbl, obecnevMBalrolne BO3MOXHOCTb
npocnexunBaHmsa coobLleHnn 1 nocneayoLen paboTbl C COOBLLEHNSAMU O HEXeNnaTenbHbIX peakuusx.


%5Cl%20Par14%20%20%5C

006s3aHHOCTb MO COOpPY CBEAEHWI O NOAO3PEBAEMbIX HEXeNaTeNbHbIX peakuusx AepXaTensamy PermcTpaunoHHbIX
yOOCTOBEPEHUI PacrnpoCTpaHsAeTCs B TOM YWCMe Ha COOOLLEHWUs, OTHOCSLLUMECA K JeKapCTBEHHbIM Mpenaparam,
BnajeHve KOTOPbIMW He MOXeT GbiTb WCKMIYEHO MCXOAA M3 YyKasaHHbIX B COOOLieHMM o noJo3peBaemoin
HexenaTesibHOW peakuuy Ha NeKkapCTBEHHbIN npenapaT HaMMeHOBaHWUA OeWCTBYIOLWEro BELLecTBa, COCTaBa, HoMmepa
napTum, cnocoba BBEAEHWS, TOCyAapcTBa NepBOMCTOYHMKA NN FOCyaapcTBa pasBuTUS NOLO3PEBAEMON HexXenaTernbHOM
peakuuu.

7.2.2.1. CnoHTaHHble coobLeHuns.

Oepxatenn perncTpaumoHHbIX YOOCTOBEPEHUA [OOMKHbI PEerncTpupoBaTtb BCE CMNOHTaHHble COoobLeHns o
nogo3peBaeMblx HexxenaTerbHbIX peakumax, BO3HUKALWMX Ha TEpPUTOPUAX roCyaapCTB-YIeHOB UMK 3a UX npegenamu.
Takme coobLueHns BKIIOYAKT BCE CUrHasbl O NOA03PEBaeMbIX HexXenaTenbHbIX peakuusix, MoflyYyeHHble B 3ANIEKTPOHHOM
BMAE WNM KakMMu-nnbo ApyrmMu noaxopsaimmmn cnocobamu. [lepxatenu perucTpaumoHHbIX YAOCTOBEPEHWUN MoryT
ncnonbL3oBaTb CBOW CanTbl B WHOPMALMOHHO-TENEKOMMYHUKaUUoHHON ceTn "WHTepHeT" ana copgencteus cbopy
CBEAEHUN O MoJo03peBaeMbIX HexenarterbHbIX peakumsax, NpegocTaBmMB Ha HUX BnaHku ons 3anofnHeHus coobLeHun o
HexxenaTernbHbIX peakUUsaX N1 COOTBETCTBYIOLLME KOHTaKTHbIE AaHHble Ans HENOCPeaCTBEHHON CBA3M.

7.2.2.2. CooOueHuns, NonyyYeHHble No 3anpocy.

[epxatenn pernctpaumoHHbIX YAOCTOBEPEHUA OOMKHbI PErMcTpupoBaTh BCe COOBLLEHWA O Mnodo3peBaeMblX
HexenaTesibHbIX peaKkuusix, BO3HMKAOWMNX Ha TEPPUTOPUSAX TOCYAapPCTB-YNEHOB MK 3a UX NpeaeriaMmun U BbISIBIIEHHbIX B
Xofe MOCTPEerncTpaumnoHHbIX MccredoBaHuii. B aaHHble coobLieHusl, NoryyYeHHble MO 3arnpocy, BXOAAT COOGLUEeHUs,
nonyyeHHble Mo pesynbTaTtam opraHvM3oBaHHOro cbopa [aHHbIX, KOTOPbI WHULMUPYETCH, YyhpasBnseTca wunu
mHaHcKpyeTca OepaTenamy perMcTpaumoHHbIX YAOCTOBEPeHU. [laHHble COOBLLEHUA Takke BKIOYalT cBeaeHus,
MOCTYNUBLUME B XOA€ BbINOMHEHUS HEWHTEPBEHLMOHHbLIX MOCTPErucTPaLMOHHbLIX WUCCrneqoBaHMin, nporpaMm
NCMONb30BaHNs JIEKAPCTBEHHOIO MNpenapata B CBSA3W C UCKMIOYMTENbHbIMKM  0BCTOATENbCTBAMU M3 COOBPaKEHUIA
CoCTpafaHusi, NepcoHanM3anpoBaHHbIX MPOrpamMm UCMONb30BaHNA HE3aperncTpMpPOBaHHOIO JIekapCTBEHHOMO Npenapara,
ApYrMX nporpaMM noaaepXKku nauveHTOB M MOHMTOPMHra 3aboneBaHuid, Nporpamm noddep)kkM nauueHToB U cbopa
nHpopMaLmMmn 06 3PDEKTUBHOCTU UMM NPUBEPXKEHHOCTU NaLMEHTOB NEYEHNIO, a TaKKe BeeHNs peecTpoB.

[epxaTtenu perncTpaumoHHbIX YA0CTOBEPEHWI O0KHbI BHEAPUTL U UCMONb30BaTb MeXaHW3Mbl cbopa MonHON U
BCECTOPOHHEN WHGOPMaLMM O Cryyasx MoAO03peBaeMblX HeXenaTerlbHbIX peakuuii npyv NepBUYHOM COCTaBMEHUU
COOBLLEHN O Noao3peBaeMbIX HeXenaTernbHbIX peakumax no pesynsTaTy NoslyYeHUst COHTaHHbIX COOBLLEHMI O Takux
peakuusix B UensaAx obecneyeHus BO3MOXHOCTU MPOBEeAeHUs Haanexallel OLEHKM COOGLUEeHUS U BbINOMHEHUS
TpeboBaHWit N0 CPOYHOMY PENOPTUMPOBAHMIO B YNOMTHOMOYEHHbIE OpraHbl roCyAapCTB-YNEeHOB (€CNV NMPUMEHMMO).

7.2.2.2.1. CoobLeHus1, NonyyYeHHble B X04€e NMPOBEAEHNSI HEUHTEPBEHLMOHHBLIX CCNea0BaHUN,

Ecnn gaHHble O I'IO,ElO3peBaeMOI7I HexernaTenbHON peakunn nony4vyeHbl B Xxoge BbINOJIHEHUA HENHTEPBEHLUNOHHbIX
nccnegoBaHuim, cnenyet pasfgenbHO aHann3npoBaTb AaHHble nccrnegoBaHuim co C60pOM NepBUYHbIX OAaHHbIX HANpAMyro
OT MauneHToB U cneunanncrtoB CUCTEMbl 30paBOOXpaHEHUA W UccnegoBaHNMAMU C TaKUMU aunsanHamu, KOTOpbIE
OCHOBaHbl Ha BTOPWMYHOM MWCMONb30BaHNN [OaHHbIX (Hanpl/lmep, nccnenoBaHnd, OCHOBaHHblE Ha MepecMmoTpe
MEONLINMHCKMX KapT NN SNEKTPOHHbIX 3anucen 34paBOOXpaHeHnA, cuctemMaTtnyeckne nepecMoTpbl Unm MeTa-aHaJ'II/I3bI).

CoobuieHne cocTaBnseTcs, ecnu penopTepomMm unn pgepxartenem perncTtpauymoHHOro yanocTtoBepeHus
npeanonaraeTtca Hanunyune, Kak MUHUMYM, BO3MOXHOW I'IpVI‘-II/IHHO-CJ'Ie,D,CTBeHHOVI cBA3NM C nopgo3peBaeMblM
NNIeKapCTBEHHbIM MpenapaTtoM. CoobLieHna 0 HexenaTemnbHbIX SIBMEHUSIX, B KOTOPbIX MPUYMNHHO-CNeacTBEHHAA CBA3b
OLUEeHMBAETCA KakK COMHUTENbHaA, CrieayeT BKIo4aTb B 3aKITYUTENBHBIN OTYET 00 MCCnegoBaHUN.

B oTHoweHun HenHTepBEHUNOHHbIX nccnegoBaHun ¢ nepBUYHbIM C60pOM OaHHbIX HanpAaMyrk OT nauueHToB U
cneunanncTtoB CUCTEMbl 30pPaBOOXpPaHEHUA NpencrtaBlieHUI0 noanexar coobLLEeHNa 0 HexenaTtenbHbIX peakuunax, B
OTHOLWWEHNN KOTOPbIX penoptep unun gepxatelb perunctpauMoHHOro yaoCtoBepeHUd noao3peBaeT, YTO MMEeeTCAd, Kak
MWUHUMYM, BO3MOXHas FIpI/I‘-II/IHHO-CJ'Ie,D,CTBeHHOIZ CBA3b C Mogo3peBaeMbliM JieKapCTBEHHbIM MpenapaToM. I'Ipoqvle
CcoobLEeHns 0 HexenaTternbHbIX peakunax, B OTHOLWIEHUU KOTOPbIX WUMEeeTCA noao3peHue, YTO OHU CBA3aHbl C
NNIeKapCTBEHHbIMU NnpenapartamMn, KOTopble HEe BXOOAT B YMCIIO UCcneayeMblX NeKapCTBEHHbLIX NMpenapaTtoB U B KOTOPbIX
He YCTaHOBJIEHO B3auMogencTesne c ncernegyemMmbiMn  NekapCTBeHHbIMU - MpenapartamMmn, uccriegoesartendm crnegyer
HanpaenATb B YNONTHOMOYEHHbIE OpraHbl rocygapcTB-4y1€HOB (eCJ'II/| 3TO I'IpMMeHMMO).

I'IpM npoeegeHnn HenHTepBEHUMOHHbIX MccrneaoBaHuii, OCHOBaHHbIX Ha BTOPNUYHOM WMCNOJNMb30BaHUN [OaHHbIX,
npeancraesneHne COOOLLEHUN O BbISIBMSIEMbIX HexenaTenbHbIX peakumnax He Tpe6yeTcs=|. Bce gaHHble NO BbISIBMIEHHbLIM
HeXenaternbHbIM peakunamMm CYMMUPYKTCA B 3aKIIOYNUTENTbHOM OTHETE 06 nccnepgoBaHuu.

,D,ep>|<aTenb perncTpaumMoHHOro yaoctoesepeHuna snpaBe YyTOYHUTb Tpe6OBaHI/19| no npeacraBneHunto coobueHnn o
HeXenaTterbHbIX peakunax B COOTBETCTBYHOLWMX YNOJTHOMOYEHHbIX OpraHax rocygapcrBa-4sieHa.

Hepxatento perucrTpaLmoHHOro yOoocTtoBepeHuna cnenyer cobnojatb 3aKoHOOATENbCTBO rocygapcrBa-4iieHa,
npumMmeHaemMmoe K npencraBrneHuto coobLieHnn o cnyydadax nopgos3peBaeMblX HeXenaTenbHbIX peaKu.w?l B He3aBUCUMbIe
3TUYEeCKMe KOMUTETbI roCyaapCTB-4J1IEHOB N UCCrieaoBaTendMm.



7.2.2.2.2. lporpamma uCNonb3OoBaHUSA feKapCTBEHHOro npenaparta B CBA3M C MCKNOYUTENbHbIMU
obcTosATENBCTBAMM M3 coOOpaXxeHWMn cocTpadaHus, nepcoHann3MpoBaHHas MNporpamMma MCMoJb30BaHUS
He3aperncTpupoBaHHOMO NekapCTBEHHOro npenapara.

Ecnu gepxatenb perMcTpauyoHHOrO YAOCTOBEPEHUS UMK CMeLmanicT CUCTEMbI 3paBOOXPaHEHUS U3BELLEHbI O
(hakTe Nogo3peBaeMoit HexenaTenbHOW peakLn UM BbIABMAIOT NMOoA03pEeBaeMyl0 HeXenaTerbHY0 peakumio B paMkax
npoeeneHna nporpamMmmbl NCNOJIb30OBAHUA JTEKAPCTBEHHOIO npenaparta B CBA3UN C UCKNIOYUTENbHbIMU obcTosaTenbcTBaMU
13 COOBpaXeHWt COCTpafaHWs WM MEepCOHaNM3MpPOBaHHON MPOrpamMMbl UCMOMb30BAHWS HE3aperncTpupoBaHHOMo
NeKkapCTBEHHOTO npenapara, COOBLIEHNS O HeXenaTenbHbIX peakUmMax NpeacTasnaTcs cneayowmm o6pa3om:

B CfyyYyae ecnv HexenaTenbHas peakuus Obina BbiSBMEeHa MyTem akTWBHOMO Moucka, criegyetr npeactaenaTb
coobLleHMa TOMbKO O HexenaTenbHbIX peakumsx, Yy KOTOpbIX MPWYMHHO-CREeACTBEHHAs CBS3b C MNPUMEHeHueM
nogo3peBaeMoro InekapCTBEHHOro mnpenapaTta onpegensieTcs MepBOMCTOMHUKOM COOOLLEeHUs unu aepxaTtenem
PerncTpauroHHOro YAOCTOBEPEHUSA Kak BO3MOXHas (Kak MWHMMYM). OTu cooblieHus crnegyeTr paccmatpuBaTb Kak
COOBLLEHUSA O HeXenaTenbHbIX peakumsaX, NoryYeHHbIX o 3anpocy;

B Cry4yae ecnu HexenaTernbHas peakuusi Obina BbisiBieHa He MNyTeM aKTMBHOIO Mnoucka wuny 3anpoca, Bce
HexxenaTerbHble U HenpeaHaMepeHHble peakUmn Ha NekapcTBEHHbIN npenapaTt creayeT paccMaTpyeaTh Kak CooOLeHMs
O Nofdo3peBaeMoil HexenaTenbHOW peakuuun, MofyYeHHOW He MO 3anpocy, U MPeAcTaBnsTb Kak COOTBETCTBYHOLIEE
cooOLLeHue.

7.2.2.2.3. lNporpamma noagepXxkm naumeHToB.

Mporpamma nogdepXku NauueHTOB SABMSAKOTCS Pa3HOBUOHOCTBIO CUCTEM OpPraHM3oBaHHOro cbopa AaHHbIX, Mpu
KOTOpbIX AepXaTenb pPerncrpaumoHHOro YAOCTOBEPEHUS cOOGUpaeT AaHHble, OTHOCSLMECS K WCMOMb30BaHWUI0
nekapcTBEHHOro npenapata GonbwWuMKU rpynnamu nauueHToB. [puMepamu NOCTPErMCTPaLMOHHBLIX MporpamMm
nogoaepXkM MaLWeHTOB SIBASIIOTCA MpPOrpaMMbl MOHUTOpPUHra 3aboneBaHwuii, MOHUTOPWHIra nauueHToB, cbopa
MHpoOPMaLMK O MPUBEPXKEHHOCTU NALMEHTOB NIEYEHMIO, MOHUTOPUHIA B paMKax CUCTEM KOMTMeHcauum (BO3MeLLEHUS).

[Jonyckaetcs npoBedeHNe akTUBHOMO MOUCKa HexenaTernbHbIX peakuuii B XoAe BbINOMHEHUS pasfuyHbIX BUAOB
CMCTEM OpraHM3oBaHHOrO cbopa AaHHbIX, B 3TOM Cry4ae 3TU HexenaTemnbHble peakuuMn crnegyeT yuuTbiBaTb Kak
coobLeHuns, nony4veHHble no 3anpocy. OT4eTbl cregyeT COCTaBNATb TONbKO O HeXenaTerbHbIX peakuusx, B KOTOPbIX
penopTepoM unu Aepxarenem perucTpauvMoHHOro yAOCTOBEPEHWUs MPUYMHHO-CNEACTBEHHAA CBA3b YCTAHOBIEHa Kak
BO3MOXHas (Kak MUHUMYM).

B cnyyae ecnv B paMKkax cUCTEMbl OpraHM3oBaHHOIO cGopa AaHHbIX HexenaTtenbHasa peakums bbina BbisiBNieHa He
B MpoLecce akTUBHOro Moucka (3anpoca), BCe HexenaTeribHble M HenpegHaMepeHHble peakuMn Ha rekapCTBEHHbIN
npenapart, KoTopble BbinM coobLLEHbI AepXaTento PerncTpaumMoHHOro YAOCTOBEPEHUS MEOULMHCKUM paboTHMKOM WUnu
nauuMeHToOM, CriefyeT paccMaTpyBaTb Kak COOOLLEHUst O MOSlyYEeHHON He MO 3anpocy MO403PEBaeMON HexenaTeribHOWM
peakuumn 1 NpeacTaBnsATb COOGLLEHME COOTBETCTBYHOLWMUM 06pasom.

7.2.2.3. CoobueHuns, onybrnmkoBaHHblE B HAyYHO-MELMLMHCKOWM NuTeparype.

JepxaTenam perncrpaunoHHbIX YOOCTOBEPEHMN CriedyeT OCYLLEeCTBNATb MOHWTOPWHI nybnuvkaumi B HayyHO-
MEeOMUMHCKOW nuTepaType BO BCEX lOCy4apCcTBax, B KOTOPbIX paspelleHO MNpPMMEHEHUE COOTBETCTBYHLLMX
nekapcTBEHHbIX MpenapaToB, U NpeAcTaBnAaTb OOHapyXeHHble COOBGLIEHUS O HexenaTenbHbIX peakuusix B
YMONMHOMOYEHHbIe OpraHbl roCy4apCTB-YNEHOB cornacHo TpeboBaHMAM MeXOyHapoAHbIX [OroBOPOB M aKTOB,
cocTasnsowmx npaso Cotosa.

Cpo4yHOMY penopTMpPOBaHWIO He Moanexar crneaylolwme BbiSIBIIEHHbIE MPU MOHWUTOPUHre nyGrnuMkauMin HayqHo-
MeaMLMHCKOWN NuTepaTypbl coobLleHns (MHpopMaLns) O HexenaTenbHbIX peakunsx:

ecnv BrnajeHve nekapcTBeHHbIM NpenapaToM AepxaTenemM perucTpalunoHHOro YaA0CTOBEPEHUS MOXKHO UCKIIOYUTb
Ha OCHOBaHWM yKa3aHHbIX B COOBLLEHUI HaUMEHOBaHWUKN AEVNCTBYHOLLEro BELLECTBa, CocTaBe, crnocobe BBeAeHWs, cTpaHe
MepPBOMCTOYHMKA COOBLLEHUS UM CTPAHE NMPOVCXOXKAEHUS NMOA03peBaeMON HexenaTerlbHON peakuuu;

coobLLeHna Ha OCHOBE MHGOPMALMK HayvHbIX MNyOnukauun, KOTopble NpeacTaBnsalT cobon 000OLEHHbIe
aHanu3bl OaHHbIX M3 00LlenoCTynHbIX 6a3 AaHHbIX MNU cogepXxaT CBedeHUst O nauueHTax B Buae Tabnuy wnu
MOCTPOYHbIX MepevncrieHnin. [aHHbld BUA HaydHbIX Nybnukaumid OnucbiBaeT HeXenaTernbHble peakuuu, KoTopble
pa3BuMBaloOTCS B rpyrnne naunMeHToB, NPUHMMaIOLWMNX onpeaeneHHbI NekapCTBEHHbIN Npenapar, ¢ Lerbio BbISBNEeHUsS Unn
KONMMYECTBEHHOM OLIEHKM Yrpo3bl Anisi 6e30nacHOCTM YeroBeKka, CBSI3aHHOW C feKapCTBEHHbIM npenapaTtoM. [aHHble
CTaTbW YacTo CBsA3aHbl C hapMaKoanMaeMUororMieckumMmn nccrnegoBaHns MM, UX FMaBHOW Lienblo SIBNsSieTcs oOHapyXeHne
UM oLEeHKa OnpeaeneHHbIX PUCKOB, KOTOPblE MOMM Obl MOBMMATbL Ha COOTHOLLEHME "Monb3a - PUCK" NEKAPCTBEHHOIO
npenapara B LIEfIOM.

CeegeHusa no 6es3onacHOCTW, NPEOCTaBMEHHbIE B TaKMX HayudHbIX Mybnukauusax, crieqyeT paccmatpuBaTb B
cooTBeTcTBYOWMUX pasgenax NOOB 1 oHW JOMKHbLI MPUHMMATBLCS BO BHYMaHUE Mpu aHanu3e BNUsiHUSE 3TUX CBEAEHWU Ha
COOTHOLLEHNE "nonb3a - puck" nekapcTtBeHHoro npenapata. O noboi HoBON MHopMaumm nNo 6e3onacHoCcTU, KoTopas



MOXET MOBMUSTb Ha COOTHOLIEHVWEe "momb3a - pUCK' JIeKapCTBEHHOro npenapaTta, criegyeT HesaMeanuTenbHO
yBEeOOMIATb YMONIHOMOYEHHbIN opraH rocyaapcTBa-yrieHa, Ha TeppUTopun KOTOPOro 3apermcTpupoBaH rekapCTBEeHHbIN
npenapar.

7.2.2.4. Tlopo3peBaeMble HeXxenaTelibHble peakuun, CBSA3aHHble C AedeKkToM KayecTBa WK
danbcMununMpoBaHHbIMIN NEKAPCTBEHHbIMU NpenapaTtaMmu.

Ecnn coobuieHne o nogo3peBaeMon HexenaTerbHOW peakuun CBSI3aHO C NPUMEHEHWEM IeKapCTBEHHOrO
npenapata, danbcudukaums KoToporo nogo3peBaeTcs nMbO ycTaHOBMEHaA, WNU JleKapCTBEHHOro npenapara
HeHagnexalwlero KayecTBa, AaHHOe COOoOLLeHWe NOANEXUT PenopTUpOBaHMIO (B Crlydae OTHECEHUSI ero K BanugHoMy
coobLeHunto).

B aTux cnyyasx B Lensix oxpaHbl 0GLECTBEHHOIO 3[0pPOBbsS MOXET NoTpeboBaTbCs NPOBeAeHNe TaKMX CPOYHbIX
Mep, KaK OT3bIB C pblHKa 1 AedEeKTHOW cepun NieKapCTBEHHOMO npenaparta unu Gonee. [epxaTensam perncTpaunoHHbIX
yOOCTOBEPEHUIA CriedyeT WCMonb3oBaTb cucTeMy, oGecrnedvBalollylo MNpoBedeHUe He3aMeanUTENbHOW OLEHKU U
paccrnefoBaHWe MNOMy4YeHHOro cooblweHWs O NoAOo3peBaeMOoil HexenaTenbHOW peakuuu, CBA3AHHOW C
hanbCcMpULMpoBaHHBIM NEeKapCTBEHHbLIM NpenapaToM Unu AedekTomM KadecTBa nekapcTBeHHoro npenapara. B cnyyae
noaTBepXkAeHus Hanuuns pedekta kadectBa TpebyeTcs HesamegnuTernbHOe YyBeAOMIIeHME [fepxaTenem
pPerucTpaumMoHHOTO YAOCTOBEPEHUS HEMNOCPeACTBEHHOIo MPOU3BOAUTENSA JleKapCTBEHHOro npenapata U
YNOITHOMOYEHHbIX OPraHoOB rocy4apCTB-YfEeHOB.

7.2.2.5. lNogo3peBaemasd nepefadya MHMOEKLMOHHOIO areHTa Yepes NekapCcTBEHHbIN Npenapar.

MHGEKUMOHHBIM areHToM cuMTaeTcs OO MUKPOOPraHmaMm, BUMPYC MM MHMEKLUMOHHasA 4actuua (Hanpumep,
MPWOH, NPOTEWUH, NepefalLLme TPaHCMUCCHBHYIO rybyaTyto aHuedanonaTtuio), NnaToreHHbIe UMM HenaToreHHbIe.

MogospeHne Ha akT nepegayy MHAEKLUMOHHBIX areHTOB Yepes NeKapCTBEHHbIN NpenapaTt paccMaTpuBaeTcs Kak
cepbesHas HexenaTenbHasi peakuusi, noafiexailasi CPOYHOMY PenopTUPOBaHMIO B COOTBETCTBMU C TpebGoBaHUsSMU
3aKoHoZaTenbCTBa rocyaapcTe-4neHoB. [laHHoe TpeboBaHWe pacnpocTpaHAeTcs Takke Ha BaKUMHbI.

Mepepava BO3OyaMTENS WHMEKUMM MOXET MNOL4O3PEBATbLCA HA OCHOBAHUU KIIMHUYECKUX MPU3HAKOB WU
CYMMTOMOB, a Takke nabopaTopHbIX pe3ynsTaToB MCCNeLOBaHWUM, YKa3biBaOWMX Ha HanuuMe UHMgEKLMM y naumeHTa,
noaBepriierocss BO3AEUCTBUIO NeKapCTBEHHOro npenapata. Cneayet yaensatb ocoboe BHMMaHMe OBOHapyXeHuto
WHpeKumn nnm Bo3dyauTenen NHPEKUNn, O KOTOPbIX MMEETCS MHGOPMAaLMK, YTO OHM CMOCOOHLI NepedaBaThCsl vepes
NeKapCTBEHHBIN Npenapart, HO Mpu 3TOM CNeayeT y4MTbiBaTb TaKKe U PUCK NOSIBMEHUSA HEU3BECTHbIX BO3byaMTeENnen.

OueHky nofo3peBaemMol nepefadn MHMEKLMOHHOTO areHTa MocpeacTBOM JIeKapCTBEHHOTO MpenapaTta cregyet
npoBoAuTe C 0COGOI OCTOPOXHOCTBIO UM obecneunmBaTb, HACKOMIbKO 3TO BO3MOXHO, pasrpaHuyeHue npuynH
MHPULMPOBaHMSA (HanNpuUMep, NHbEKUMA UK NPUeM), UCTOYHKKA MHDEeKUMM (Hanpumep, KOHTaMUHaUUs NekapCTBEHHOTo
npenapaTta) M KINWHUMYECKOTO COCTOAHWUS NauMeHTa Ha MOMEHT npepnonaraemMoro MHUUUPOBaHUSA
(MMMyHOOENPECCMBHOE COCTOSIHME MW NPeALIecTBYoLLas BakLMHaLMS).

I'Io,uTBepmp,eHme KOHTaMuUHauun (BKJ‘IPO‘-IaFl HEeCOOTBETCTBYOLLYIO UHAKTUBaALUMO UMK ocnabneHne BUPYNEHTHOCTU
(aTTeHyaumo) Bo3GyauTENen WHMEKUMM KaK aKTMBHbIX BELIECTB) MOL4O3PEBAEMOro IIEKAPCTBEHHOrO mnpenapara
MOBbILIAET CTEMNEHb AOoKa3aTenbHOCTW nepeaadn Bo30yamTens MHgekunm n Nnogo3peHns Ha Hanuume gedekta kayecTsa
nekapcTBEHHOro npenapara.

7.2.2.6. leproa mexay nogaden 3asdBreHUs Ha rocygapCTBEHHYI pernctpaumio fiekapCTBEHHOro npenapata u
nonyyYyeHveM ygoCTOBEPEHUS O €ro rocyAapCTBEHHOW perncrpauun.

B nepuog BpemMeHu Mexay nogadeit 3asiBMeHUsl Ha rocy4apCTBEHHYIO PErMCcTpaLmio NiekapCTBEHHOro npenaparta u
nonyyeHnem yOOCTOBEPEHMsI O ero rocydapCTBEHHONW pernctpauuv y aepxartens peructpaluyoHHOro YaoCTOBepeHus!
MOXET MOSABUTLCA MWHGOPMaLUUSA, W3MEHSIOLAsA COOTHOLIeHMe "Monb3a - puck" nekapcTBeHHoro npenapata. B
0643aHHOCTMN AepxKaTens pPerucTpaLmMoHHOro YOoCTOBEPEHNs BXOAUT obecrnevyeHne HesaMeanuTenbHOro npeacrasneHus
AaHHOW MHopMaLMKM YNONIHOMOYEHHOMY OpraHy rocygapCTBa-yreHa, KOTOpbIi NPOBOAMT 3KCMEPTU3Y U pernctpaumo
rieKapCTBEHHOIo npenapara.

7.2.2.7. Tlepnog nocne npuoOCTaHOBMAEHUS OEWCTBUMA WM OT3blBa perncTpaumoHHOro yaoctoBepeHus
NekapCTBEHHOro npenapara.

[epxaTenb perMcTpaurMoHHOro YOOCTOBEPEHUsI AOMMKEH MNpodoikaTb cobupaTb CBEAEHUst O Moao3peBaeMblX
HeXenaTerbHbIX PeakUUsiX, CBSI3aHHbIX C paccMaTpvMBaeMbIM JIEKapCTBEHHBLIM MNpenapaToMm, Mocrie NpUOoCTaHOBMEeHS!
[elCTBUS €ero perncTtpauuoHHOro yAOCTOBEPEHUS C BbIMNONTHEHUWEM pPENOPTUPOBAHUS B Cchy4yasix, KOTopble
YOOBMETBOPSIOT KPUTEPUSIM CPOYHOIO PENOPTUPOBAHUS.

B cnyyae oT3blBa perMcTpaLlnoHHOro yaA0CTOBEPEHMS! YNONMHOMOYEHHbIe OpraHbl AOMKHbI NMOHYXAaTb AepaTtens
PerncTpaLMoHHOro YOOCTOBEPEHNA MPOAOMKaTh cobmpaTb CBEAEHUS O MOA03PEBAEMbIX HeXenaTenbHbIX peakuusax Ha
rieKapCTBeHHbIN Mpenapat (Hanpvumep, Afsi obrerdyeHusl BbIMOSHEHUS] OLUEHKW B Cllyvyae pasBUTUSE OTCPOYEHHbIX



HexxenarernbHbIX peakumin Unu Ansi NonyYeHns PeTPOCNEKTUBHBIX COOOLLEHUI O HEeXenaTernbHbIX peakumsix).
7.2.2.8. CocTaBneHne 0TYETOB B NEPUOA Ype3BbIYalHbIX CUTYaUMi B cdhepe 34paBoOXpPaHEHNS.

UpesBblyariHaa cuTyauus B cdepe 34paBOOXpaHeHMs - 3TO yrpo3a OOLEeCTBEHHOMY 3[40POBbI, OduUManbHO
ycTaHoBreHHass BcemupHon opraHusauuen 3gpaBooxpaHeHus. B cnyyae 4ypesBblyaiHOM cuTyauuum B cdepe
30paBOOXpaHEHNs1 YNOITHOMOYEHHbIE OpraHbl BpaBe BHOCWUTL MOMpPaBKM B TPeOOBaHWUS K PErynsipHOCTM COCTaBIEHUS
OTYETOB O NOAO3PEBAEMbIX HEXenaTernbHbIX peakuunsx. Takme nornpaBku NPUHUMAIOTCA OTAEMbHO ANS Kaxdoro cryyas
Ypes3BblYanNHOW CUTyaLuUM U U3BELLUEHUS O HUX pasmeLLaloTcs Ha oduuManbHbIX canTax YMNONHOMOYEHHbIX OpraHoB
rocygapcTB-4neHoB B MH(POPMaLMOHHO-TENEKOMMYHUKaLUNOHHON ceTh "UHTepHeT".

7.2.2.9. CooOueHnsa, OCHOBaHHble Ha cyAebHbIX MCKax B OTHOLIEHUW Bpeda, MPUYMHEHHOTO MPUMEHEHUEM
neKkapCcTBEHHbIX Npenaparos.

C coo0OLeHnaMN, BO3HUKAKLWMMI MO pe3ynbTataM pacCMOTPEHUS CyAebHbIX MCKOB B OTHOLUEHWMW MPUMEHEHMS
NeKapCTBEHHbIX MpenapaToB, cregyetr paboTaTb kak € cooblieHusiMKu, nonyyveHHbiMM 6e3 3anpoca. Crniepyet
NPeAcTaBnsATb COOOLEHMS TOMbKO O HeXenaTerbHbIX peakuusix, B KOTOPbIX PenopTepoM Wiu AepxaTenem
PErmMcTpaLmMoHHOro Ya0CTOBEPEHUS NpearonaraeTcs Hannyne kak MUHUMYM BO3MOXHOW NMPUYNMHHO-CIEACTBEHHOW CBSI3N
HexxenaTtenbHOro BO34EeNCTBMSA C NOAO3pPEBAEMbIM fleKapCTBEHHbIM MpenapatoM. B aTux criyyasix HesameanutenbHoe
penopTMpoBaHNE OCYLLECTBNSETCH, ecnu coobLleHre yaoBneTBoOpsAeT KPUTEPUSAM, YCTAaHOBNEHHBIM MeXAyHapoaHbIMU
[OroBopamu 1 akTaMmu, CocTasnsitoLmmMm npaso Coto3a 1M 3aKkoHOAATENbCTBOM rOCY4apCTB-YEHOB.

7.3. MNMoaroTtoBka MHANBMAYanNbHbLIX COOBLLIEHNI
0 HexenaTtenbHbIX peakUnsix

7.3.1. MH(*)OpMaLI,VIFI O nNogo3peBaeMblX, B3aMM0ﬂ,el7ICTByIOUJ,I/IX M COMYTCTBYHOLLMX NEKAaPCTBEHHbLIX NMpenaparax.

B coobuweHnn o HexenatenbHOWM peakuunn cnenyet yKa3blBaTb HaMMeHOBaHWUA MNoAo3peBaeMblX,
B3aI/IM0ﬂ,el7ICTByI'OLLI,VIX n (I/IJ'IVI) CONyTCTBYHLWKNX NTEKAaPCTBEHHbIX MpenapaTtoB, X peXnuMbl JO3NPOBAHNA U OaTbl Ha4Yana un
OKOHYaHMA Tepanun. Ons KOM6VIHMpOBaHHI:IX NNeKapCTBEHHbIX npenapartoB, KOTOpble cohdepXart Gonee opgHoro
ﬂGVICTByIOLIJ,eFO BeLlecTBa, He0bXoaUMO OTAENbHO YKa3blBaTb Kaxgoe ,D,eVICTByIOLIJ,ee BeLlecTBO.

Ecnu B coobLleHnM onncbiBaeMblil Criydai HexxenaTtenbHON peakuun ykasaH Kak CBA3aHHbIN ¢ TepaneBTUYeckuM
KNaccoM neKapCTBEHHbIX MpenapaToB, Takoe cooblleHMe CUYMTaEeTCA HEemomnHbIM W He OTBeYaeT KpUTepusiMm
He3aMea IMTENbHOro MpPeACTaBleHnst B YNONIHOMOYEHHble opraHbl. B aToM cryyae nuuo, OTBETCTBEHHOE 3a
npeacTaBneHne CoobLLEHNS B YNONTHOMOYEHHbIE OpraHbl rOCyAapCTB-YNEHOB, AOMKHO NPUHATL HEOBXOAUMbIE Mepbl MO
c6opy HeaocTatLeln MHopmaLum 0 NoA03PEBAEMOM fleKapCTBEHHOM Npenapare.

7.3.2. lNogo3peBaeMasd HexenatenbHas peakuus.

B coobLieHnn o HexenaTenbHON peakuun OoMmKeH ObiTb YKasaH BUA UMK NpUBEOEHO OnncaHue nogo3peBaemMoi
HexenaTenbHON peakuuu.

7.3.3. OnucaHune HexenaTenbHOM peakummn U oLeHKa NPUYNHHO-CIIe4CTBEHHOM CBSA3WN.

Ina kaxgoro otgenbHOro cooblueHus npeacTaBnsieTcss BCS MMeEKLWasacs WHgopmauuss no pasBuMBLUENCS
HexxenaTtenbHon peakunn. MHdopmaums o pasBUTMM HexenaTenbHOW peakuuu AormkHa OblTb npeacTaBneHa B
NOrMYeckorn N BPEMEHHOW MOoCreaoBaTeNbHOCTN, B COOTBETCTBUMU C XPOHOMOIMEN U3MEHEHUS COCTOSIHUS MauueHTa,
BKMOYasA KIUHUYECKOEe TedeHue, TepaneBTUYeckue Mepbl, MUCX04 W MOMYYEHHYH MocrneaywLlyo nHdopMaumio.
OnucaHne O0mkHO ObiTb BCECTOPOHHMM W BbICTYMNAaTb Kak CAaMOCTOATENbHbIA MEAULMHCKAA OTYET, COAepXaliun Bce
N3BECTHbIE BaXXHbl€ KIMMHWYECKME OAHHbIE N CBSA3aHHblE C HUMWU CBeAeHus (nabopaTopHble, ANArHOCTUYECKNE U MHbIE
CBEOEHUS), BKIIOYAs XapakKTepUCTUKY MNauueHTa, OeTanusauuio JNleYeHusl, UCTOPuMo OOoNnesHKn, KIMHUYEeCcKoe TeyeHue
NPOSIBNEHNIA, OMArHo3, HexenaTernbHble peakuMn U MX UCXod, BaKHble NnabopaTopHble AaHHble M Nobyo Opyryto
MHdOpMaLMio, KoTopasi NoaTBEPXKOAAET UM ONpoBepraeT nogo3peBaemble HexenaternbHble peakuuun. JomkHbl ObiTb
00600LLEeHbI BaXkHble pe3ynbTaTbl BCKPbITUS UK pe3ynbTaTbl NTOCMEPTHOIO UCCneaoBaHns (ecrnv NPUMEHUMO).

YNONHOMOYEHHbIE OpraHbl rocygapcCrtB-4y1€HOB U AepXaTenn pernctpaumoHHbIX y/J,OCTOBepeHI/Iﬁ BnpaBe caenartb
KOMMEHTapun B OTHOLWIEHUN Xapaktepa N OUEHKU I'IpVI'-II/IHHO-CJ'Iep,CTBeHHOVI CBA3N MeXay nogo3peBaeMbiM
JIeKapCTBEHHbIM MpenapaTtoMm U HexenaTenbHomn peaKLl,VIeVI OONONMHUTENbHO K OLEHKe I'IpVI‘-IVIHHO-CJ'Ie,D,CTBeHHOVI CBA3U,
KOTOpPYHO caenasn nepBoOUCTOYHUK (penopTep), €CJIln 3Ta OueHKa npeacrtaBrieHa.

7.3.4. PesynbTaTbl aHanM30B U MHCTPYMEHTarbHbIX NCCNegoBaHUN.

B onuncaHuu HexenaTernbHOM peakumm crieqyet UKCUpOoBaTh pesynbTaThl aHanmn3oB U NpoLeayp, BbINOMHEHHbIX C
Lernblo OMarHOCTUKM UK NMOATBEPXKAEHMS peakuun (siBrneHust) (BkMovasi aHanu3abl, NpoBeAeHHble ANS UccrenoBaHus
NPUYMHBI, HE CBSI3aHHOM C NeKapCTBEeHHbIM MperapaTom (HanpuMep, CepororMyeckue aHanmsbl Ha MHQEKLMOHHbIN
renatuT Npu NOAO3PEHNM Ha renaTuT, Bbi3BaHHbIA NekapcTBeHHbIM npenapaTtom)). CrneayeTt coobLuaTh 0 NOMOXUTENbHbIX
1 06 oTpuLaTENbHbIX pesynsTatax aHanM3oB U MHCTPYMEHTamNbHbIX UCCMeaoBaHWA.



7.3.5. lNMocnegytowaa nHpopmaums.

OtnpaButenio coobLleHns O HexenaTenbHOW peakuun cregyer HanpaensaTe NOCMeaylLyto MHOopMaumi Mo
HexxenartenbHOW peakumn HesameanuTenbHO, eCcrv Nofy4YyeHa HoBas BaXkHasi MeauumHekas nHdopmaums. BaxHasa HoBas
MHdopMaLMa O3Ha4yaeT B TOM YMCIE HOBble MOOO3PEBaEMble HEXenaTenbHble peakuuui, W3MEHEHWE B OLEHKe
NPUYNHHO-CNEACTBEHHON CBA3M M MOOYI0 HOBYK MWHGOpMauuio unu JaHHble 06 M3MeHeHWn nepBOoHaYanLHON
(MpegwecTByloLlen) UHdoOpMauMm O criyyae, ecnv OHU BRUSAKT Ha MEOMUMHCKYIO OLEHKY HexenaTenbHOW peakuuu.
MoeHTudukaumss BaxXHOW HOBOW WHopmaumm, Tpebylowen CpovyHOro pPenopTMPOBaHUS, BCerga HyXXOaeTcs B
MEONLIMHCKOM 3aKITH4YEHUN.

CrieqyeT yunTblBaTb Kak 3HaYUTENbHbIE 3MEHEHMUSI MHPOPMaLIMKU O HeXernaTerbHbIX peakumsix Nobble cuTyaumu,
MpY KOTOPbLIX MO OTAENbHbLIM CIyYyasiM HexenaTerlbHbIX peakuuii NPOUCXOOUT MOHMKEHWE KpUTEPUEB CEepPbe3HOCTU U
(MNn) OLIEHKM NMPUYMHHO-CNEACTBEHHOW (HanpuMep, nocriegyollas UHopPMaUms NpUBOAUT K U3MEHEHUIO KpUTEPUEB
CEPbE3HOCTU C CEepPbe3HON HexenaTenbHOW peakuuyM Ha HecepbesHylo WM oueHKa MPUYUHHO-CIIEACTBEHHOW CBS3W
N3MEHSIETCA C MMeloLLei Kakon-nnbo ypoBEeHb B3aUMOCBSI3M Ha COMHUTENbHYIO B3aUMOCBSI3b) M COOGLLATH O TaKMX
Cryyasix cornacHo TpeboBaHMsIM K CPOYHOMY NMPeACcTaBneHnio MHGOPMaLMM O HexKenaTesbHbIX peakuusix.

B cnyyae ecnv nocnegyowasa MHopMauusa BHOCUT HE3HAYUTENbHbIE U3MEHEHMS B NMepBOHaYvarnbHble AaHHbIE U
OLEHKY HeXernaTenbHOW peakuuu, OHa He MOoAJIeXWUT HesameanuTenbHOMYy npeacTtaBrneHunto. Kak HesHaunTenbHble
N3MEHEHUS pPacCMaTpUBalOTCA M3MEHEHMSI OTOENMbHbIX XPOHOJMOMMYECKUX [OaT B MNPOLECCEe OMNUCaHWs U OLEHKU
HexxenartenbHow peakumn 6e3 BnusiHMSA Ha oueHKy NMbo nepedadvy crny4vas Uiy UcnpasfeHns onevyaTok B npeabiayLuen
Bepcun cnydas. Cne,qyeT TeM He MeHee MNnonyydYnMtb MeguunHCKoe JKCnepTtHoe MHeHUWe OTHOCUTESIbHO 3Ha4YMMOCTU
nocrnegywowen uHdopmauun, Tak Kak ¢opmanbHas oOueHKa SBMSieTCA HeaoCTaToOuHOM (Hanpumep, U3MEHEHWe B
COOOLLEHUN O HexenaTenbHOM peakuun OaTbl POXAEHWS naumeHTa npeacTaBnsger cobow CylecTBEHHOE M3MEHeHVe
nHcdopmMauum O BO3pacTe naumeHTa, €Cnu MNpPUMBOAUT K MEepeHocy MHAOPMauMmM O HexenaTerbHOM OeWCTBUK
neKkapCTBEHHOro npenapara Ha MHYK BO3PacTHYH rpynny naumneHToB).

7.3.6. AHHynNupoBaHue crny4aes.

AHHYNMPOBAHHbIWA Cryyai - 3TO cryyal, MHbopMaumio 0 KoTopoM Goree He crieQyeT yyuTbiBaTb B Npoueaypax
OLIeHKWN. AHHYNPOBaHWe BbINOMHAETCS, ecrnv Gblno 0GHapyXeHo, YTo B MHopMaLMs O criydae SIBMSeTcs OLWMOOoYHOM
WM B cnydYae [OybnupoBaHMs OTYETOB O Crydae HexenatenbHoi peakuuu. [pouecc aHHynMpoBaHWUA Ccryyast
BbINOMHAETCA NMOCPEeACTBOM YBEAOMIEHNUA OTnpaBuTenem nonyyarens o ToM, 4YTo criyyan Gonee He paccmaTpusaeTcst
Kak pgencTBuTenbHbii. OOHako coo6llueHne npu 3TOM criedyeT coxpaHuTb B Gase [gOaHHbIX dhapmakoHagsopa
oTnpaBuTens.

KoHcynbtanTlnoc: npumeyaHue.
MyHKT 7.4 pasgena 7 Bctynun B cuny ¢ 1 noHsa 2016 roga.

7.4. CoTpygHu4ecTBO co BcemupHon
opraHu3aumen 3apaBooXpaHeHus

YNONHOMOYEHHBIMW OpraHaMu rocygapCTB-4nieHOB 00ecnevMBaeTcs perynspHoe npeactaBneHne cooblleHunii o
BbISIBMEHHbIX Ha WX TEPPUTOPUSX U NOoJO03peBaeMbIX HexenaTerbHbIX peakuMsix Ha ekapcTBeHHble npenapaTbl B
CoTpygHuyarowmi LeHTp BcemupHoOW opraHvsauumn 30paBOOXPaHEHUS C LUEMbH BKIKOYEHUS WHGopmauum o6 3Tmux
cny4vasix B 6a3y JaHHbIX HeXenaTernbHbIX peakumin BcemmnpHoi opraHnsaumm 3gpaBooXpaHeHust.

8. MNepnoanyeckunin obHoBNSIEMbIN OTYET No 6e3onacHoOCTU

Mepuogunyeckuin obHoBnaembin otvyeT no ©OesonacHoctn (MOOB) npeacrtaBnsetr cobor [OKYMEHT Mo
dapmakoHag30py, KOTOPbIA MNO3BOMNSAET AepXXaTeni perucTpauuoHHOro YAOOCTOBEPEHUS MNpPeacTaBUTb OLEHKY
COOTHOLUEHUS "Morb3a - pUCK" NekapCcTBEHHOrO Npenapara Ha onpeeneHHblX aTanax nocTperncTpaLmMoHHoro nepmoaa.

YNONMHOMOYEHHBIMY OpraHaMy roCyAapCTB-YIIEHOB [JOMMKHa BbINONHATLCA oueHka [1OOB ¢ ycTaHoBneHvem
BO3MOXHbIX HOBbIX BbISIBIEHHBIX PUCKOB WM WX BIMUSIHUA HA OLEHKY COOTHOLUEHUS "Monb3a - pUCK" NeKkapCTBEHHOrO
npenapata. Mo pesynsratam oueHkn NMOOB ynonHOMOYEHHBIN OpraH rocyaapcTBa-yneHa onpeaenser HeobxoanmMocTb
BbIMOSIHEHUA JdanbHENWux wuccnefoBaHun 6esonacHocTM wunu 3pEeKTMBHOCTN NEeKapCTBEHHOro npenaparta,
NPUMEHEHNST TEX WU MHbIX OENCTBUA B OTHOLUEHUM PErmMcTpPauMOHHOro cTaTyca eKapCTBEHHOro npenapara wunm
BHeceHust nameHeHun B ero OXJIIN B uensix obecneveHns ero NpUMeEHEeHUs Npu NPEBLILLEHMM NOMb3bl HA4 PUCKOM.

8.1. Uenn NOOB

8.1.1. OcHoeHolM uenbto NMOOB saBndeTca npencTaBneHne MWCYEPnbIBAOWEro0 U KPUTUYECKOro aHanusa
COOTHOLIEHUA "norb3a - puck” NeKapCTBEHHOrO Mpenapata C Y4Y4eTOM BCEX HOBbIX [AaHHbIX MO 6Ge3onacHocTn u
KYMYMNSITUBHOMO BMAWSHUA 9TUX AaHHbIX Ha npodunb 6e3onacHocTy M 3ah(PEeKTUBHOCTM MeKapCTBEHHOro npenapara.
MOOB saBNsieTCA WMHCTPYMEHTOM MOCTPErUCTPALMOHHON OLEHKM COOTHOLIEHMS "Momnb3a - PUCK" JeKapCTBEHHOMO
npenaparta Ha onpeaerneHHbIX 3Tanax XXU3HEHHOrO LuKna NekapCTBEHHOro npenapara.
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8.1.2. [epxaTtenemMm perucTtpaunoHHOIO YAOCTOBEPEHUS OAOIMKHbI MOCTOSIHHO BbIMOMHATLCA OLEHKa M aHanu3
BMUSIHUS HOBbIX AaHHbIX HA COOTHOLLEHMEe "nonb3a - pUCK', MPOBOAUTLCS MepeoLeHKa AaHHOro MokasaTtensi, a Takke
onpenensatbcs HeOBXO0AMMOCTb ONTUMMU3ALIMM COOTHOLLEHUS "nonb3a - puck" nyteMm BBeAeHUs 3hEeKTUBHBIX Mep no
yNpaBneHnto puckamm M UX MUHUMMU3ALUKU MPU BbISIBNIEHMM HOBOM WMHopMaums no ©6e3onacHOCTU NeKapCTBEHHOro
npenaparta B NpoLecce ero NoCTPerncTpauMoHHOro NPUMEHEHNS.

8.2. MprHUMNbI OLIEHKN COOTHOLLEHUS "nonb3a - puck” B NOOB

OueHka COOTHOWEHUs "monb3a - puUCK" AO/MKHA HOCUTb HEMpPEepbIBHbLIA XapakTep Ha MPOTSXKEHUN BCEro
XM3HEHHOrO LMKIa NIeKapCTBEHHOro npenaparta B Uensdx obecneyeHus 3alimTbl 300POBbsi HAcerneHus M MOoBbILLIEHUS
6e30nacHOCTM NauMeHTOB MOCPEACTBOM peanu3aumy 3peKkTMBHLIX Mep Mo MUHUMM3aUuK pucka. NHdopmaums no
Ge3onacHoCcTM U 3(PEPEKTUBHOCTN NEeKApCTBEHHOro npenapara, cobupaemass Ha NPOTSXKEHUUM COOTBETCTBYIOLLMUX
NPOMEXYTKOB BpPEeMEHU, KOTOPble COCTaBNAKT OTYETHble Nnepuoibl, ABNAETCA OCHOBOW and Takomn OLEeHKN 1 aHanuisa.
OueHka BKMO4aeT cnegyowme atanbl.

8.2.1. Kputuuyeckmi aHanmus Bcen wHdpopmaumm no 6e3onacHOCTW, MOMYyYEHHOW 3a OTYETHbIM nepuog, C
onpegeneHneM BO3MOXHbIX BbISBMEHHbIX HOBbIX CWUIHanoB, CBUAETEMbCTBYIOLMX O HOBbIX MNOTEHUMAMbHbLIX WK
NAEHTUDULMPOBAHHBIX pyUcKax NMbO AONONHEeHUM MHOPMaumMen 3TUX CUTHaMNOB YXe MMELWMUXCH 3HaHW Mo paHee
NOEHTUPULMPOBAHHBLIM PUCKaM.

8.2.2. Kputnyeckoe o000OLLEHME BCeW MOMyYEeHHOW 3a OTYETHBLIN nepuog MHopMauun no 6e3onacHocTU U
3(PPEKTUBHOCTU NEKAPCTBEHHOrO npenapara (Kak B pamkax KNMHUYECKUX WCCNefoBaHWW, Tak W Mpu NpUMEHEHUU
nekapcTBEHHOro npenaparta B MEAMLMHCKOW MPaKTUKE) U OLEHKa BNUSHUSA 39TOM MHPOpMaLUmn Ha COOTHOLLEHWE "nomnb3a
- pUCK" nekapCTBEHHOro Npenapara.

8.2.3. BbInonHeHne MHTErpansHOro aHanmu3a COOTHOLIEHUS "Monb3a - PUCK" Ha OCHOBAHMU BCEX KYMYMNSATUBHbIX
AaHHbIX, HauYMHas C AaTtbl MEpBOW perncrTpaumu fnekapCcTBEHHOro npenapata unu Aatbl NepBOro paspelleHus Ha
npoBeAeHne NHTEPBEHLIMOHHOTO KNMHNYECKOTO NCCNeAoBaHMs B KakoM-nNnbo 13 rocygapcTs.

8.2.4. O6oOweHne uHdOpMaUMM NO MepaMm MWUHUMU3ALMU PUCKA, KOTOPbIE MOIMMN BbIMNOMHATLCS UMK
nnaHupyoTCs.

8.2.5. OnpeneneHne nnaHa OLUEHKM CUrHarioB, PUCKOB U (MNX) NPeasIoKEHUn No LOOMNOSMHUTENbHBIM Mepam Mo
dapmakoHaa3opy.

8.3. MpuHumnbl noarotoskn NMNOOB

OepxaTenb perncTpauMoHHOro yAOCTOBEPEHWS OOMMKeH rotoBuTb eguHbin NMOOB ans Bcex npou3BoaMMbIX
NEeKapCTBEHHbIX NPenapaToB, COAepXaliux OAHO M TO e AEWCTBYIOLlee BELLEeCTBO UMW OAHY M Ty Xe KomMOuHauuto
OENCTBYIOLLMX BELECTB MO BCEM OA4OOPEHHbIM MOKa3aHusAM [Nsi AaHHbIX NIEKApPCTBEHHbLIX NMpenapaTtoB, cnocobam ux
BBeOEeHus, bopMaM BbINyCcka U pexumam A03MpoBaHus. B yacTHbIX criydyasx MOXeT notpeboBaTbCs MpencTaBreHune
OaHHbIX MO OTAenbHbIM MoKasaHuaMm, dopMaM BbiMycka, cnocobam BBEAEHMS UNU pexrMMaMm O03MpOBaHUsST Kak
otaenbHoro pasgena NMOOB ¢ cooTBeTCTBYOLWUM ONMCAHMEM M aHanNM3oM acnektoB npoduna GesonacHocTn u 6e3
nogrotoBku otgensHoro NMOOB. MoagroToBka otaensHoro NOOB MoXeT BbiTb 060CHOBaHa B UCKMYUTENBLHBLIX Cy4Yasx
(Hanpumep, nNpy HanMuun OOPMbl BbiNyCKa C MOMHOCTBI OTAMYHBIMU MOKA3aHUAMW K MEOULMHCKOMY MPUMEHEHUIO
AaHHOro nekapCcTBEHHOro npenapara ot Apyrix ero oopM Bblinycka).

8.4. Copepxanue NOOB

8.4.1. MOOBb gomkeH BKNOYaTb KYMYNATUBHbIE OAHHbIE, HAYMHAsA C AaTbl NEPBON perncTpaumnm nekapCTBEHHOro
npenapata W BblAENATb HOBY WHGOPMAaUMIO, MOMYYEHHYH 3a OTYETHbIM nepuop. KymynatuBHas mHdopmaums
paccmaTpuBaeTcsl Npu NpoBedeHun oOLler oueHkn 6e30macHOCTU NeKapCTBEHHOrO npenapata U MHTErpupoBaHHON
OLIEHKW ero COOTHOLLIEHUS "Nonb3a - pUck”.

MOOB pomkeH Bko4aTh 0606LWaoLLyo MHPOpMaunilo 060 BCeX UCTOYHMKAX MOMYyYEHUs] 3HAYMMbIX OaHHbIX MO
3(PPEKTUBHOCTU U BE30MaCHOCTU FeKapCTBEHHOIO Mpenaparta, KoTopble AOSMKHbl YYUTbIBATLCS MNPW  BbINOSHEHUM
ovepeaHON OLEHKN COOTHOLLEHNS "Nomnb3a - PUCK" 1 KOTOpble AOCTYNHbI AepXKaTento perncTpaumMoHHOro yaoCTOBEPEHNS.
YKkaszaHHasa HopMauna BKAOYaET:

o6obLiatoLLyto nHopMaLmio 0 pesynsratax MeauUMHCKOro NMPMMEHEHWS NekapCTBEHHOro npenapara:

AaHHble CMOHTaHHOro penopTUPOBaHUS;

JaHHble MeOULMHCKON NuTepaTypbl;

[JaHHble, NMonyyYeHHble B X0Ae MCMONb30BaHUS akTUBHbLIX METOL0B MOHUTOpPUHra (Hanpumep, aHanu3 BHYTPEHHUX
UNn BHELWHUX 6a3 AaHHbIX);



curHansl no ©6e3onacHocTy, KOTOpbIE €elle npoxoadAT pacCMOTpeHne U OUEHKY depXXaTternem pernctpaunoHHOro
yAOCTOBEPEHUA,

MHOopMaLMIo, NOMYyYEHHYIO OT MAPTHEPOB NO MapKETUHTY UM AUCTPUBLIOLUK;

0606LaoLLYy0 UHPOPMALMIO O KITMHUYECKUX UCCTEN0BaHNAX:

0600LleHMe [OaHHbIX MPOAOIKAWMNXCA KMMHUYECKUX WCCNedoBaHUA MIU UHbIX WCCNEAOBaHUN, KoTopble
BbIMOMNHATCA Aep)XaTeneM perucTpaLyoHHOro yooCTOBEPEeHUs UNU ero npeacraBuTenem, nuéo Obinu 3aBeplueHbl B
OTYeETHbI Nepuop;

JaHHble TepaneBTUYecKoro NPUMEHEHUS UCcriedyeMoro fiekapCTBEHHOIO npenapara;

AaHHble 06cepBaLMOHHbIX UM 3NUAEMUONOrMYECKMX UCCNenoBaHui;

[AaHHble UccrneaoBaHuii No OLEHKE UCMOoNb30BaHUS NeKapCTBEHHOo Npenapara;

[aHHbIE€ JOKIMHUYECKMX NCCNEeAOBaHN (TOKCUKONMOrMYECKNX U MCCnegoBaHuii in vitro);

JaHHbIe KINMHUYECKMX UCCNEeaoBaHWUi, BbIMOMHAEMbIX NapTHepaMn AepxaTtens perncTpaumMoHHOro yaoCTOBEPEHUS
no pa3paboTke Ny pa3MeLLEeHMIO Ha pbIHKE NlieKapCTBEHHOo Npenapara;

AaHHble KIMWHUNYeCKUnXx VICCJ'IGD,OBGHI/IVI, B KOTOpPbIX Oblna BbIABNEHa HegoCTaTo4YHaa TepaneBTu4eckad
3 PEKTUBHOCTb, YTO MOXKET OKa3aTb BIMSIHWE Ha OLEHKY COOTHOLLEHNS "Nofb3a - pUCK" NekapCTBEHHOMO Npenapara;

0600LWwaoLLyo MHOpMaLNIO N3 APYTNX UCTOYHUKOB:

JaHHble, NOMyYeHHbIE U3 UHBIX UCTOYHMKOB, MMEILLMX OTHOLLEHWE K OLeHKe 3((EKTUBHOCTU UMK GE30MacHOCTH
nekapcTBEHHbIX NpenapaToB aHanorM4eckon hapmMakoTepaneBsTUYecKoii rpynmbi;

OaHHble nHbix NMOOB nnun otyeToB NO GesonacHoOCTM paspabaTbiBaeMbIX NEeKapCTBEHHbIX NpenapaToB (Hanpumep,
KOHTPaKTHbIX NApTHEPOB UMW MHULMATOPOB MCCNEAOBAHWN);

BaXkKHY0 MHOpMaLMIO, NONyYeHHY0 nocne 3aesepLueHns noarotosku MOOB.

8.4.2. NMNOOB pomxeH BKNoYaTh criegytoLime pasgensi:

8.4.2.1. TUTyNbHBLIN NUCT, BKMOYasa NOANUCH NUUa, OTBETCTBEHHOro 3a nogrotosky MOOB.
8.4.2.2. Kpatkoe nanoxeHue (pestome) NOOB.

8.4.2.3. CopepxaHue NMNOObB B TabnuyHom copmare.

8.4.2.4. BBegeHue.

8.4.2.5. PernctpaumoHHbI CTaTyC NeKapCTBEHHOrO npenapara B MUpe.

8.4.2.6. Mepbl, MpuHATbIE 3a OTYETHbLIN Nepuod, B CBA3M C NOCTYNMBLUMMM OaHHbIMM MO 6Ge3onacHOCTU
riekapCTBEHHOrO npenapara.

8.4.2.7. ameHeHus, BHECEHHbIE B CNPaBOYHY0 MHOpMaLmio Mo 6e30nacHOCTU NeKapCTBEHHOro npenapara.
8.4.2.8. OueHka yncna naumeHToB, NOABEPrLUNXCA BO3OENCTBUIO NEKAPCTBEHHOrO nNpenapara:

a) obliee 4UCrO MauMeHTOB, MOABEPTLUMXCSH BO3OENCTBUIO JIEKAPCTBEHHOrO npenapaTta B KIAMHUYECKUX
ncenegoBaHUsX;

©0) obwee uyucno nNaumMeHTOB, NOABEPrLLUMXCHA BO3OEWUCTBUIO FIEKAPCTBEHHOrO npenapara no AaHHbIM €ero
NPUMEHEHMUS1 Ha pbIHKE.

8.4.2.9. O600LLEeHHble TabnU4YHbIE JaHHbIE:
a) cnpaBoYHas uHgopmauus;

0) 0606LieHHas nHopMaLMsa No Cepbe3HbIM HeXenaTenbHbIM peakuusiM, BbISIBIIEHHLIM B XOAE KIMMHUYECKUX
nccnenoBaHum;

B) 0600L1eHHas I/IH(bOpMaLI,I/IFl No AaHHbIM NOCTPErncTpaumnoHHOro npuMeHeHna nekapCTtBeEHHOro npenaparta,

8.4.2.10. Pestome 3HaUMMbIX JaHHbIX, MOMYYEHHbIX B XOA€ KMMHUYECKNX UCCNEeAoBaHUA 3a OTHETHbIV nepuos;



a) 3aBepLUEHHbIe KIIMHUYECKME UCCreaoBaHUS;

©0) npogormKkarowmecs KINMHNYECKMe UCCNeaoBaHNs;

B) ANUTENbHbIN NOCNEaYLWMIN MOHUTOPUHI COCTOSIHMS NALNEHTOB;
r) MHOEe TepaneBTUYECKOE NPYMEHEHNE NeKapCTBEHHOMO Npenapara;

0) HOBble OaHHble no 6Ge3onacHOCTM NpW UCMOMb30BaHUM NEKAPCTBEHHOrO npenapata B UKCUPOBAHHbLIX
KoMbuHaUuax 0os.

8.4.2.11. [laHHble HEMHTEPBEHLMOHHBIX UCCIeg0BaHWN.

8.4.2.12. aHHble Apyrux KNMHUYECKUX UccrneqoBaHni U aHHbIe, NONyYeHHbIe U3 APYrMX UCTOYHUKOB.
8.4.2.13. [laHHble JOKNUHMYECKUX NCCNEeAOBaHUN.

8.4.2.14. /icnonb3oBaHHbIE UCTOYHUKN NUTEpaTypbl.

8.4.2.15. [ipyrne neprogunyeckne oOHoBNsAeMble OTHETHI MO 6Ge30MacHOCTMW.

8.4.2.16. HepoctatodHaa TepaneBTnyeckad 3(P(PEeKTMBHOCTb IeKapCTBEHHOro npenaparta, YCTaHOBMEHHasd B
KOHTPONMMPYEMBIX KITMHUYECKNX UCCNEAOBAHMSX.

8.4.2.17. BaxHasi nHdpopmauus, nonyyeHHas nocne 3aBeplueHus nogrotoeku NOOB.
8.4.2.18. O630p curHanoB (HOBble, pacCMaTpPUBaEMbIE U 3aBEPLLEHHbIE).

8.4.2.19. CurHanbl 1 oueHKa pucka:

a) obobLuatoasn nHpopmaums no npobnemam 6e3onacHoOCTy;

0) oueHka curHana;

B) OLleHKa p1CKOB U HOBOM UHOpMaLuu;

I) XapakTepncThKa PUCKOB;

) 9dhEKTUBHOCTE MEP MO MUHUMM3ALIMUN pUCKa (€CIIN OHU MPUMEHSIIIUCD).

8.4.2.20. OueHka nonb3bl:

a) BaxHasa 0asucHas wuHdopMaums No 3PGEKTUBHOCTM NEKApPCTBEHHOro npenaparta, nofydeHHass B XO4e
KNMHNYECKUX UCCIeg0BaHNA U MPUMEHEHWS B MEOULIMHCKON MPaKTUKE;

6) HoBas BbIsSIBNEHHaAs MHoOpMauns No 3PMEKTUBHOCTM, NOMyYEHHAs B XOAE KMUHWYECKUX WUCCNELOBAHUN U
NPYUMEHEHNS B MEAMLMHCKOW NPaKTHKE;

B) XapakTepucTuKa nomnb3bl.
8.4.2.21. HTerpupoBaHHbIV aHann3 COOTHOLIEeHUS "nomnb3aa - puck" No ogobpeHHbIM NoKa3aHusaM:

a) MHTErpupoOBaHHbIA aHanm3 B KOHTEKCTe COOTHOLWeHMS "nomnb3a - puck” (BkMovas MeavuMHCKY0 NoTpebHOCTL 1
Ba)KHble anbTepHaTUBhbI);

©) oueHka npoueaypbl aHanM3a COOTHOLLEHMS "Nomnb3a - pUck”.
8.4.2.22. 3akntoveHue NOOB u npegnaraemMble nocnegyowne OENCTBUSA B KOHTEKCTE CAEMaHHON OLIEHKU.
8.4.2.23. MNMpunoxeHus k NOOB.

8.4.3. TUTYnbHbIN MUCT.

Ha TuTynbHOM nucTe JOMmKHbl ObiTb ykasaHwe Homepa MOOB (MOOB [omkHbl MMETb MNOCNEAOBaTENbHYHO
HymMepaumio), HaMMeHOBaHME NEKAPCTBEHHOIO Npenapara, MexayHapoaHas fata perncrpaumm, oT4eTHbIN nepuog (nMmbo
yKkasaHue Ha BHeodepenHomn nopsagok nogaym NOOB no 3anpocy ynonHOMOYEHHOro opraHa rocyaapcrBa-yneHa), aata
COCTaBMeHUss OTYeTa, JaHHble AepKaTensi perncTpauuoHHOrO YAOCTOBEPEHUSI U yKasaHWe Ha KOHMAeHUManbHOCTb
nHpopmaumm, BkntoveHHon B NOOB. TutynbHbin nuct NMOOB gomkeH GbITh 3aBEPEH NOAMUCHI.

8.4.4. KpaTtkoe nanoxexue (pestome) NOOB.



Llenbio KpaTKoro M3NoXeHUs COAepXXaHus ABMSIETC KpaTkoe npeacTaBneHe B 0600LLEHHOM BMAE COaepXKaHNS 1
Haubonee BaxHOW uWHopmauuu, cocTasnsawwen MOOB. [aHHbIA pasgen [OMMKEH BKIOYaTh CreayroLyto
WHpopmaLmio:

BBeAeHMe, ykasaHmne HomMmepa oT4yeTa M OTY4ETHOIro nepuoaa;

HaMMeHOBaHWe NeKapcTBEeHHOro npenapata, dhapMakoTepaneBTUYecKUin Knace, MexaHuam OeicTBUSA, NoKa3aHus K
npuMeHeHno, hopMa Bbinycka, Ao3a, Cnocob BBEAEHUS;

OUueHKa KyMynaTuBHOIo BO3AENCTBUSA B XO4E KIMMHUYECKUX UCCIEA0BaHWMN;

OouUeHKa uHTepBalla nocCcTperncTtpaymoHHOro npumMeHeHuda unu KyMyJrnaTUBHOIO BO34eNCTBUA 3a 9TOT
FIOCTperMCTpaLI,I/IOHHbIIZ nepwuoa,

nepeYeHb rocyaapcTs, Ha TEPPUTOPUSIX KOTOPbIX pa3peLleHo NPMMEHEHWE NEKapCTBEHHOIO NpenapaTa;
0000weHHas Hdopmauus 06 oLeHke COOTHOLLIEHUS "Monb3a - pUcK”;

NPpUHATbBIE W NpefnaraemMble OEeNncTBuUs, CBA3aHHble C acnekTamu I'IpOd)VIJ'IFI ©e3onacHoCcTK, BKIOYas
CyuwleCTBeHHble N3MEHEHNA, BHECEHHbIE B 6p0LLn0py nccnegoBaTtenst Ha atane KNuHu4veckmux nccrnegoearui n B OXJIN
Ha NnocTperncTtpaunoHHOM atane, Uin nHble Mepbl N0 MUHUMU3aLUNN PUCKA,

3aKr4eHmne.

8.4.5. Pasgen KpaTKoro U3roXxeHus cogep)xaHnsa oT4eTa JOIMKEH ConpoBoXaaTbca Tabnuuen cogepxanunsa NMOOB.
8.5. TpeboBaHus k cogepxxaHuto kaxxaoro pasgena NMNOOb.

8.5.1. Paspgen NOOB "BeeneHune".

BBegeHue OomkHO codepkaTb CrieayroLyo MHopMaLunio:

MeXxgyHapogHasi gata permcrpauum, OTYETHbIM Neprog v MOPSIAKOBbIN HOMEP OTYETa;

HaMMeHOBaHWe NeKapCTBEHHOIO npenapaTa, dhapMakoTepaneBTUYEeCKUI Knace, MexaHuaMm OeCTBUS, NOKa3aHUs K
NpUMeEHeHWI0, hopMa Bbinycka, [o3a, cnocob BBeAEHUS;

KpaTkoe onucaHue I'IOI'IyJ'IﬂLLI/IVI, KOTOpble nony4yarT ne4vyeHne C Ha3Ha4deHuneM nekKapCTBeHHOro npenaparta unu
ObINN BKIOYEHBI B KITMHNYECKNE UCCIEAOBAHNUS;

KpaTKkoe onncaHune n pasbscHeHne nbon nmeroLlen oTHoweHne Kk Tpebyemon nidopmauum B NMOOB, koTopas He
Obina BKMtoYeHa B nogasaembii NMOOB.

8.5.2. Pasgen MOOB "PernctpauymoHHbIA CTaTyC NeKapCTBEHHOrO npenapara B Mupe".

B paHHoM pasgene MNOOB gomkHa GbiTb NpeacTtaBneHa KpaTkas ob3opHas uHdopmaums, BKOYawwas aatbl
MepBUYHbIX PEerucTpaunini B rocyaapctBax, ogobpeHHble MNokasaHus K MPUMEHEHWH, 3aperncTpyvpoBaHHble OpMbl
BbiNycka 1 JO3MPOBKM C yKazaHWeM OEeNCTBYOLWMX perucTpaumii Ha gaty nogrotosku MOOB.

8.5.3. Pasgen OOB "Mepbl, NpuHATbIE 3@ OTYETHbLIN MNEPUOA, B CBA3M C [OaHHbIMM Mo ©Ge3onacHoOCTU
nekapcTBEHHOro npenaparta”.

B pasaene npencrtaBrideTca onmcaHne CyuweCcTBeHHbIX Mep, NMPUHATBIX YNOJTHOMOYEHHbIMU OpraHamMun rocyagapcrB-
YneHoB, AepXaTternem perncTtpaunoHHOro ynoctoBepeHud, CNoHCOPOM KIMMHUYECKUX nccrnegoBaHuim, KOMUTETOM MO
MOHUTOPUHIY N OUEHKE OaHHbIX, KOMUATETOM MO 3TUKE Ha OCHOBaHUW OaHHbIX NO ©e30MacHOCTM 3a OTYETHBbIN nepuoa Kak
B OTHOLWWEHUN npoaoiKaWmnxca KNMMHNYECKNX nccnenoBaHum, Tak u NoCTperncTpayMoHHOro npuMeHeHusa, Kotopble:

oKasanu CylleCTBEeHHOe BMUAHME Ha COOTHOLLUEHWEe "nomnb3a - PUCK" 3aperMcTPUPOBAHHOMO NEKapCTBEHHOMO
npenapara;

oKasanu BMNUAHWE Ha NPOBEdEHME KOHKPETHOro KIMHWMYECKOro MccrnedoBaHWs WnvM B LEMOM Ha nporpammy
KIMUHUYeckol pa3paboTky NiekapCTBEHHOIO Npenapara.

B pasgene ponxHbl ObiTb YyKasdaHbl OCHOBaHWUS ANA NPUHATUMS AaHHbIX Mep W npu HeobxoanmmocTu
AononHuTenbHast Hopmauus (Mpu Hanmumum).

8.5.3.1. Mepbl, NpUHATLIE B OTHOLLIEHUW UCCNEAYEMOrO NIeKapCTBEHHOIrO Npenaparta, MOoryT BKMYaTh:

a) OTKa3 B Bblaa4e paspelleHnd Ha nposegeHune KrnmHU4ecKkoro mnccrieqoBaHmnda no acrnekrtam ©esonacHocTn unu



3TMYECKUM BOMPOCaM;

0) yacTuyHasd vny MonHas NPUOCTaHOBKA KIMHUYECKOrO MCCrnefoBaHuA nubo nonHas OCTaHOBKa KITMHWYECKas
nccrnefoBaHnst paHee NITaHMpPyeMoro Cpoka Mo MPUYMHE BbISBEHHBLIX AaHHbIX MO 6e30nMacHOCTM UNM HeaoCTaTOYHON
TepaneBTU4eckon a(ppeKTUBHOCTMU;

B) OT3bIB UCCIEQyEeMOro JIeKapCTBEHHOIO NpenapaTa unu npenapara CpaBHEHUS;

F) OTKa3 B Bbla4dye pas3peweHunda Ha hnpuMeHeHne no nokalaHuw, wuccnegyemMomy B Xode KIMMHUYeCKOoro
ncecneagoBaHusA, BKIo4as ,CI,O6DOBOJ'IbeIIZ OTKa3 OT noaa4un 3adBlieHNA Ha permcrtpauuio;

/J,) BBeOEeHNE MepP N0 MMHUMU3aLUnn pucka, BKIo4aa:

N3MEHEHMsI, BHOCUMblE B MNPOTOKOST MUCCNenoBaHUS W OOYyCrOBIEHHble AaHHbIMM MO ©Ge30nacHOCTU WK
3(pPEKTUBHOCTU (HAMPUMEpP, M3MEHEHUE pPEXUMA A03UPOBAHMWS, U3BMEHEHMS KPUTEPUEB BKITHOYEHUST UMM HEBKITHOYEHWS,
BBEAEHWE [AOMNOMHUTENMbHLIX MEp MO MOHUTOPUHIY CYObEKTOB WCCINEAOBAHUS, OrpaHUYEHUE MNPOAOIPKUTENBHOCTU
nccnenoBaHus);

orpaHu4eHus nccnegyemomn nonynsLmMm unm nokasaHum K NpUMeEHeEHMIO:

N3MeHeHNs MHPOPMUPOBAHHOIO cornacusl, CBsi3aHHble ¢ acrnektamu npodunsa 6esonacHocTy;

M3MEHEeHNs cocTaBa NIeKapCTBEHHOro Npenapara;

AONOJIHNTEJIbHOE Tpe6OBaHVIe YNOJTHOMOYEHHbIX OpraHoB rocygapctB-4JieHOB nNO ocoGomy nop4aaky
npeancrtaBneHna I/IH(*)OpMaLI,I/II/I no 6esonacHocTu JNIEKapCTBEHHOIO npenapara;

cneumanbHoe MHOPMUPOBaHNe BpaYeii-uccrnenosarenei Unm MeauUMHCKMX paboTHUKOB;
nraHMpoBaHWe NPOBEAEHMUS HOBbIX MCCIIEA0BaHUIA MO OLEHKE acnekToB nNpodurist 6e3onacHoOCTH.
8.5.3.2. Mepbl, MPUHSITbIE B OTHOLLEHMW 3aperMcTpUpPOBaHHOIO JIEKAPCTBEHHOTO NpenapaTa, BKIYatoT:
a) oTKas B NPOANEHUN AEVCTBUS PErUCTPALMOHHOTO YAOCTOBEPEHUS;

6) NprocTaHoOBKa UMK OT3bIB PEMMCTPALIMOHHOIO YAOCTOBEPEHWS;

B) BBeZleHWE MNraHa no MMHUMMW3aLmMKU pycka, BKIoYas:

CYLLIECTBEHHbIE OrpaHNYeHns1 B pacrnpocTpaHeHUn Un BBedeHne UHbIX Mep MUHMMU3aLMUM PUCKa;

CylleCTBEHHblE N3MEHEHUA oxnn, KOTOpbl€ MOryT NOBJINATb Ha nporpamMmmy pa3p860TKVI, BKIo4aA orpaHn4yeHusA
NnoKasaHWN K Ha3Ha4YeHMIO NNn rpynn naumeHToB, KOTOPbIM Ha3Ha4YaeTcA J'IeKapCTBeHHbIIZ npenapar,

cneunanbHoe VIH(bOpMI/IpOBaHVIe MeaNLNHCKNX paGOTHMKOB;

Tpe6OBaHI/Ie YNOJTHOMOYEHHbIX OpraHoB rocygapcCTB-4JieHOB MO npoBeaeHut nocTtpernctpaynoHHOro
nccnegoBsaHuA.

8.5.4. Pasgen NMOOB "MN3ameHeHusl, BHECEHHbIE B CMPaBOYHYy0 MHGOpMaLMio nNo 6e3onacHOCT NeKapCTBEHHOMO
npenaparta".

B paHHOM pasgene nepeudvcnsetca uHdopMauus 060 BCeX CyLIeCTBEHHbIX W3MEHEHMWSX, BHECEHHbIX B
CnpaBoYHyt0 MHpopmaLmio no 6e3onacHOCTY NeKapCTBEHHOIO NpenapaTa 3a OTYETHbIN Nepuof. [aHHble CyLeCTBEHHble
N3MEeHeHNs1 BKMYaloT B cebs uaMeHeHWss B pasgernbl NPOTMBOMNOKa3aHuW, npegocTepexeHuin, ocobbix ykasaHunm,
OOMOMNHEHNe MHgopMaLmen O Cepbe3HbIX HeXenaTerbHbIX peakuusix, HexenartenbHbIX peakuusx, NpeacTaBnsolmx
0cobbIN MHTEpeC, peakuusax B3aMMOAENCTBUS, BaXHble OaHHble MPOAOIIKAMOWMXCA W 3aBepPLUEHHbIX KIMHUYECKNX
nccnegoBaHUN, BaXHble AaHHble AOKMWHUYECKMX WUCCrefoBaHMN (Hanpumep, M3yYeHue KaHLEepOreHHOCTH).
MHdopmaums o [aHHbIX M3MEHEHWsiX [OMmkHa ObITb nNpeacTaBneHa B COOTBETCTBYyOWMX pasgenax [10OOB. B
npunoxeHun k NOOB pomkHa copepkaTbCa Bepcus CNpaBoyHOM MHopmaumy no 6e3onacHOCTV nekapCTBEHHOro
npenapaTa ¢ COOTBETCTBYIOLLMMN U3MEHEHUSMMU.

OepxaTenb perncTpaumoHHOro yaAoCTOBEPEHUS Takke npeacTaBnsaeT MHPOPMaLMIO O BHECEHHbBIX U HaXOASLLMXCH
Ha aTane BHeceHMs wuameHeHuax B OXJIT Ha ocHOBaHMM OOGHOBMEHHOW BEpPCUM OCHOBHOW WHOpMauun no
Ge3onacHOCTH AepxaTens perMcTpaunoHHOro yaoCTOBEPEHNUs C NpeacTaBleHneM ee B NMPUOXKeHNN,

8.5.5. Pasgen NMOOB "OueHka yMcna naumMeHToB, NOABEPILUNXCA BO3OENCTBUIO NIEKAPCTBEHHOrO Npenapara”.

MOOB pomkeH cogepxXaTb TOYHYH OLEHKY Yucna nauMeHTOB, KOTOpble MNOABEprnncb BO3O4ENCTBUIO



JIEKapCTBEHHOIo npenaparta, BKii4ada BCE OaHHble 06 obbeme npoaax wn kKonun4yecrtee Ha3HayeHun. [JaHHasi oueHKa
OOJDKHa conpoBoXaaTtbCA KadeCTBEHHbIM U KONMMYECTBEHHbLIM aHaliMm3oMm MpUMEeHEHNA B peaanoﬁ MEANLNHCKOM
NpakTuKke C yKa3aHunem TOro, Kakumm O6p330M 9TO MOXET OTNnMn4yaTbCA OT O,D,O6peHHOFO NnpUMEHEeHndA, OCHOBbIBaAACb Ha
BCeX [MOaHHbIX AOOCTYMHbIX AepXaTeniko perncTtpaunmoHHOro yaoctoBepeHua u pesyrnbraTtax HabnogaTtenbHbIX
nccrnefoBaHumM No oueHKe UCMNonb30BaHUS J1IeKapCTBEHHOro npenapara.

B naHHOM pasgene gomkHa 6biTb NpeAcTasrneHa oueHka obbemMa M XapakTepUCTUKU NOonynaumKn, nogsepriiencs
BO3ENCTBUIO JIEKAPCTBEHHOTO Npenapara (BKIo4yasi KpaTkoe onvcaHue UCnosib3yeMoro At OLEeHKU MeTofa U yKasaHust
HeJoCTaTKOB MCMOoNb3yemMoro Metoaa).

Cornacyolumecs MeToibl MO OLEHKe BO3AeNCTBUS Ha cyObekTa N nauueHTa OorKHbl UCMONb30BaTbCA BO BCEX
pasgenax NMOOB ansa ogHoro nekapcTBeHHOro npenaparta. Ecnv ymecTHON siBNsieTcs 3aMeHa UCMonb3yeMoro meToaa
oLeHku, oba MmeToaa 1 pacyeTbl MO HAM OOMKHbI BbITk NpeacTasneHsl B MOOB ¢ 06bACHEHEeM 3aMeHbI.

8.5.5.1. MNMogpasgen NMOOB "O6Lee YNCO NaLMEHTOB, NOABEPTLLUMXCSH BO3OENCTBUIO NIEKapCTBEHHOIO nNpenapaTa B
KIMMHUYECKMX nccnegoBaHnax".

OanHbin nogpasgen MOOB pomkeH copepxaTb CReaylolwyio WHGpopMaumMio O nauueHTax, BKIYEHHbIX B
KNUHUYECKne uccrnenoBaHus (pekomeHayeTcsa ncnonb3oBaTh TabnuuHbln popmar):

a) KyMynaTMBHOE 4YUCNO CYGbEeKTOB WCCNedoBaHWs, BKIIOYEHHbIX B MNPOAOMKaloLMecs M 3aBeplueHHble
KMUHUYECKNEe WCCNeaoBaHna U NOABEPrLUMXCH BO3OEeNCTBUIO UCCMedyemMOoro nekapCcTBEeHHOro npenapara, nnaue6o u
(vnn) akTUBHOrO Mpenaparta CpaBHEHWs C MexayHapodHoW AaTbl ogobpeHus paspabaTbiBaemMoro rnekapcTBeHHOro
npenapara. [Ina nekapcTBeHHbIX NpenapaTtoB, ANUTENbHOE BPeMsl HaXOAsLWMUXCA B obpalleHun, ykadaHHasi AeTanbHast
MHpopMaLMs MOXKET ObITb HEQOCTYMHA;

6) 6onee AeTanbHas KyMynaTUBHasA MHOpMaLMA O cyGbeKTax UCCrenoBaHus, NoABeprilnXcs BO3OeNCTBUIO (Npu
Hanuuuu) (HanpuMmep, CrpynnupoBaHHasi MO BO3pacTy, MOfly, PacoBOW NPUHAANEXHOCTU NO BCeW MporpamMmme
pa3paboTku);

B) BaXHble pasnuuna Mexay WUccrnefoBaHWsSIMU B OTHOLUEHWM HasHavaeMblX 003, NyTeld BBedeHus, noarpynn
naumeHToB;

r) B crnyvyae ecnv KIMHWYECKWE WCCNENOBaHUS MPOBOAMIIUCL Ha OCOObIX rpynnax nauvMeHToB (Hanpumep,
OepeMeHHble KEHLUMHbI, NauueHTbl C HapylweHUsaMU (YHKLMKU MOYeK, NeYeHn, cepaevyHO-COCYAUCTOW CUCTEMBbI,
nauyneHTbl C KIMWHUYECKN 3Ha4YUnMbIM TEeHEeTUYEeCKUM I'IOJ'II/IMOp(bI/I3MOM), AOIMKHbI ObITb npeacrtaeneHbl AOaHHble O
BO30ENCTBUY;

[) NPY HanMYMKn CYLLLECTBEHHbIX Pasnnyunii No BPEMEHW BO3AENCTBUS Mexay CyObekTaMu, paHaOMU3MPOBaHHbLIMU
Ha ToslyYeHne UCCrieQyeMoro JiekapCTBEHHOIO rMpenapata Wnu npenapata CpaBHEHWsl, WUIW HEeCOOTBETCTBUIA MO
NPOAOIMKUTENBHOCTU BO3AENCTBUSA MEXAY KIIMHUYECKUMW UCCNENoBaHNAMM HEOBX0AMMO NPOBECTM OLEHKY BO3AENCTBUS
B BblpaXeHUWN CyGbeKkT-BpeMs (MaunMeHTOo-AHNU, -MecsLbl UMK -rodbl);

€) [aHHble O BO3AENCTBMM WCCedyemoro npenapara Ha 3400poBbiX A0OPOBOMbLEB MOTYT MMETb MEHbLUYHO
3HAYMMOCTb AN OUeHKM npoduns ©6e3onacHOCTU NekapCTBEHHOro cpeactBa B LENOM B 3aBUCMMOCTM OT Tuna
HabngaeMbix HexenaTenbHbIX peakuui, B OCODEHHOCTU ecnv nauueHTbl MOABEPrarTCs BO3OENCTBUIO €OMHWUYHOM
003bl. [NogobHble faHHble AOMKHbI ObITh NPeACTaBMNEeHbl OTAENBHO C MOSCHEHUAMM (MPU HEOBXOANMOCTHN);

X) B cniydyae ecnu B 0600LEeHHON nHopMaLmMm O HexenaTtenbHbIX peakuusx, BbIIBMEHHbIX B XOA4€ KITMHUYECKMX
NccneaoBaHU, YKasaHbl CEepbe3Hble HeXenaTesflbHble peakuuum, AOMMKHO ObiTb MO BO3MOXHOCTU cOenaHo
COOTBETCTBYIOLLIEE YKa3aHUe Mo OLEeHKe BO3OENCTBUS HA NALMUEHTa;

3) Ans onpedeneHHbIXx 0C060 BaXHbIX KIIMHWMYECKUX WCCrenoBaHuin aemMorpaduyeckasl xapakTepucTuka
nauueHTOB AofkHa OblTb NpeAcTaBrieHa OTaerNbHO.

8.5.5.2. MNopgpasgen MNMNOObB "O6Liee YMcno naumMeHToB, NOABEPILLMXCHA BO3OENCTBUIO NIEKapCTBEHHOIO Npenapara,
Mo AaHHbIM ero NPUMEHEHUsI Ha PbIHKE".

Mo BO3MOXHOCTM [OMKHbI ObiTb NPEeACTaBMNeHbl OTAENbHAsA OLEHKa KyMYMATUBHOIO BO3AEWCTBUS (HaumHasi C
MeXOyHapoOHoW AaThl perncTpaummn) 1 Bo3gencTBums 3a onpeaeneHHbI MHTepBan (C AaTbl OKOHYaHWst cbopa JaHHbIX Mo
npepgwecteytowemy MOOB). B pasgene gomkHbl ObiTb NpuBedeHbl OLEHKa KonvyecTBa NauMeEHTOB, MOABEPrLUMXCS
BO3OENCTBUIO, U METOA, C MOMOLLBI KOTOPOro BbIMNOMHANUCH onpegeneHve n oueHka. [omkHo ObiTb NpeacTaBneHo
000CHOBaHMe, eCcrnn HEBO3MOXXHO MPOBECTU pacyeT Yncra naumeHToB, NOABEPTLUNXCA BO3OAENCTBUIO. ECrnv HEBO3MOXHO
BbIMOMHUTb OLEHKY YMCria NauueHToB, AOIMKHbI ObiTb NpeAcTaBneHbl anbTepHaTUBHbLIE BapMaHTbl OLEHKU C yKa3aHWeM
MeToda UX BbINONHEHUS. ANbTEPHATUBHLIMK MOKa3aTensiMyM OLIEHKN BO3AENCTBUS SBMNSAOTCA NokasaTtenb nauneHTo-aHen
N 4MCNO HasHavyeHwu (BbiNMCbiBaHUI). TONMbKO B TeX Cry4vasix, Korga AaHHble nokasatenu HegoCTYMHbI, MOXET ObiTb
MCnoJib3oBaHa OLUeHKa obbema npopax, BblpaXXeHHad B BECOBbIX eaAuHuuax unm [osax. MoxeT ObITb npnmMmeHeHa
KOHUenums yctaHoBneHHon cytovHon fo3bl (Defined Daily Dose, DDD) gnsi nony4yeHus gaHHbIX O BO3OEWCTBUMM Ha



NnauneHToB.

[aHHble 0 BO3OENCTBUM OOIMKHbI ObiTb NMPUBEAEHBI MO CreayloLMM KaTeropusiM UCMONb30BaHMsl NTEKapCTBEHHOTO
npenapara:

8.5.5.2.1. NMocTpernctpaumoHHOE NpMMEHEHUE (3a UCKIMTHOHYEHNEM KITMHUYECKUX UCCNEO0BaHUN).

HomkHa ObITb NpenctaBneHa obuwiasi oueHka. [aHHble OOMKHbI ObITb MpeacTaBrneHbl C pas3dMBKOW MO Mofy,
BO3pacTy, nokasaHusiM, gosam, ¢opmam BbiMycka M perMoHam, ecnum 3TO NpuMeHumo. B 3aBucumocTtn ot
rekapCTBEHHOrO npenapata WHble MepeMeHHble MoryT ObiTb NpuBeAeHbl, Kak 3Ha4Yumble (Hanpumep, 4Ucno
BbIMOSTHEHHbIX BaKUMHaUUA, cnocob BBEAEHUS U NPOAOIKUTENBHOCTL NEYEHNs).

B cnyyae ecnu Gbina BbisiBNeHa cepusi COOOLLUEHMI O HexenaTenbHbIX peakuusx, npegnonaraiolas Hanuyme
curHana, OOMmkHbl OblTb MO BO3MOXHOCTM MpeACTaBleHbl AaHHble MO BO3AENCTBUIO NEKapCTBEHHOro npenapara Ha
COOTBETCTBYHLLYIO NOArPYNMNy NaLUEHTOB.

8.5.5.2.2. NocTpermctpaunoHHoe NpuMeHeHne y 0CobbiX NONyNALUMOHHbLIX rpynm.

B cnyyae ecnu Ha nOCTperucTpauMoHHOM 3Tane neKkapCTBEHHbI MpenapaTr WUCNonb3yeTcs y 0cobbIX
NONYNAUMOHHBIX TPYNM, AOMKHbI ObiTb MpeacTaBneHbl AOCTYNHas WMHGOPMaumMs O KyMYNSTUBHOM YuCre MaLUEHTOB,
MOABEPTLLUMXCS BO3AEWCTBMIO, U MCMONb3yeMbli MeTond pacyeTa. VICTOYHMKM 3TMX AaHHBIX MOTYT BKIOYaTb
HEMHTEePBEHLMOHHbIE UMCCNenoBaHusl, paspaboTaHHble HEMOoCPEeACTBEHHO Ansi MOMNyYeHWs AaHHbIX MO 0COObIM
NonNynsLUMOHHBLIM NOArpynnam, BKNoYas peructpol. [Monynsauum, BkNoYaeMble B OLEHKY MO AaHHOMY pasgeny, BKIvarT
B TOM 4ucne cnegyoLee:

a) neguaTtpuyeckasi Nonynauuns;

0) monynsaumMsa NOXuNoro Bo3pacTa;

B) >KEHLUUHbI B Neprog 6epeMeHHOCTM U KOPMITEHNS;

r) NauMeHTbl C HAPYLLEHNAMN PYHKLMM NEYEHN U (UNTN) NOYEK;
) NauMeHTbl C MHOW BaXKHOW COMYTCTBYIOLLIEN NaTonorven;

e) nauyneHTbl, CTeneHb TAXeCTU 3aboneBaHuns KOTOPbIX OTIN4YHa OT I/ICCJ'Ie,D,yeMOI7I B Xoge KIMMHU4YeCKnx
ncecneagoBaHui;

X) cybnonynsauumn ¢ HOCUTENbLCTBOM reHETUYECKOro NONMMopcn3ma;
3) NauUMeHTbl C UHOW PacoBOM UMK STHUYECKOW NPUHAAEXHOCTLIO.
8.5.5.2.3. OcobeHHOCTU NpUMEHEHMST NTeKapCTBEHHOIO Npenapara.

B cnyyae ecnu pgepxaTenio perucTpauvoHHOrO YOOCTOBEPEHUsl CTaHOBUTCA W3BecTHa WHdopmauus o6
onpegeneHHbIX 0COBEHHOCTAX MPUMEHEHUs! NeKapCTBEHHOro npenapara, AOMMKHO GbiTb MPMBEAEHO ONUCaHWe [aHHbIX
0COGEHHOCTEN M cAenaHa COOTBETCTBYIOLWAS OLeHKa W WHTepnpeTauus AaHHblx no GesonacHoctu. K uyucny Takux
0COBEHHOCTEN OTHOCUTCS B 4YacCTHOCTM MPUMEHEHME IeKapCTBEHHOro mnpernapata B MeAWMUMHCKOM MNpakTuke Mo
noKasaHusiM, He BKIOYEHHbIM B 4MCNo 0A06peHHbIX. Ecnu MMmetloTcss CoOoTBETCTBYKOLIME [aHHble, OepXaTerb
PerncTpaLMoHHOro YOOCTOBEPEHUA MOXeT cAenaTb KOMMEHTapuMih O TOM, HacCKONbKO [OaHHOe MpUMeHeHue
NOAAEPKMBAETCS KNMHUYECKUMU NPOTOKONamu, fokasaTenbHoN 6a3oi KMMHUYECKUX UccrnefoBaHuii nnbo oBycrnoBreHo
OTCYTCTBMEM B LIENIOM 3aperMcTpyMpoBaHHbIX anstepHaTtuB. [orkHa GblTb MpeacTaBreHa KonuyecTBeHHas oLeHKa
o6bema faHHOTO NMPUMEHEHWS MPY HanMyYMn NOAO6HbIX AaHHbIX.

8.5.6. Pasgen NMNOOB "O6o6LeHHble TabnuyHble AaHHbIE".

Llenbto gaHHoro pasgena NOObB saBnsieTca npedcTaBneHve AaHHbIX O HeXenaTenbHbIX peakumsx U SBMAEHUSX,
BbISIBIIEHHbIX B XOA4€ KMMHUYECKUX WccrenoBaHun, B GopMe OO0O0OLEHHbIX TabnunyHbiXx AaHHbIX. [epxaTenb
PErncTpaumoHHOIO YAOCTOBEPEHNS] MOXET NMPUBECTU OMNpPeAerieHHble acneKTbl AaHHbIX B rpadduvyeckoM Buae C LENbio
obrneryeHms BOCNPUATUSA N MOHUMaHUS.

OTHeceHMe curHana K 4Yncny CepbesHbiX HexxenaTenbHbIX peakuuii B 0600LEeHHbIX TabnuyHbIX AaHHbLIX OOMKHO
COOTBETCTBOBaTb Knaccudukaumm I3TOr0 CcurHana no pesynbrataM OUEHKWM WHAMBMAYaANbHbIX COOBOLEHMIA ©
HexxenaTenbHbIX peakuMsx C MWCMOoNb30BaHMEM KPUTEPUEB CEPbE3HOCTU, YCTAHOBIEHHbLIX 3aKOHOAATENbCTBOM
rocygapCTB-YNeHOB U MeXayHapoAHbIMM JOroBopamMmn M akTaMu, cocTaensowmmm npaeso Coto3a. OueHka cepbe3HOCTU
He OOoMKHa M3MEHSATLCS NPU NOAroTOBKE AaHHbIX Ans BkodeHus B NMOOB.

8.5.6.1. MNMogpasgen NOOB "CnpasoyHas nHdopmaums".



B paHHOM nogpasgene  ykasbiBaeTCA BepCcud TepMUHOJ10rM4eckoro KnaccmchKaTopa, ncnonb3dyemoro Aand
aHanuaa HexenaTenbHbIX ABNEHUA 1 peaKLI,VIIZ.

8.5.6.2. MNoapasgen NOOB "O6obLleHHas MHOPMaUUS NO CEPbE3HBLIM HEXeNnaTeNbHbIM peakUnsiM, BbiSiIBIEHHbIM
B Xo4e KIMMHMYECKNX nccnepoBaHnmn".

B panHom nogpasgene MNMOOB gomkHO GbiTb nNpuBegeHo 0BOCHOBaHME MO MPUIIOXKEHWUIO, KOTOPOE BKIOYaeT
KyMynsTMBHble 0600LLEeHHbIE TabNMYHbIE fAaHHLIE MO CEPbE3HLIM HEXenaTernbHbIM SBIIEHUSIM, KOTOPbIE ObINN BbISBNEHbI
B XO4€ KMWHMYECKUX MCCNeaoBaHUN, OpraHM3oBaHHbIX AepXaTernem pPerncTpaumoHHOro yAOCTOBEPEHUS, HauyuHas ¢
MexayHapogHou gatbl ogobpeHns paspabaTtbiBaemMoro fiekapCcTBEHHOro npenapara 4o Aatbl OKOHYaHMs cbopa AaHHbIX
no Tekywemy MNMOOB. [epxatene perncTpauuoHHOro yaoCTOBEPEHMS OOIMKEH AaTb OObSACHEHNSI NO BCEM UCKOYaeMbIM
OaHHbIM (HanpuMMep, OaHHble pe3ynbTaToB KIMMHWUYECKOTO MCCNEAOBaHMS MOTryT ObiTb HEOOCTYMHbI Ha MPOTSHKEHUU
Heckonbkux neTt). aHHble B TabnmyHon dopme JOSMKHbI ObiTb CrpynnMpoBaHbl B COOTBETCTBMU C KITAaCCUAUKALNOHHBIM
OTHECEHNEM HexenaTterbHbIX peakLumi Mo OpraHo-CUCTEMHBIM Kaccam Afsi UCCnegyeMoro nekapCTtBeHHOro npenapara,
a Takke Ona npenapaToB CpaBHEHUs (akTMBHbIX U nnauebo). Korga ato aBnsetcs uenecoobpasHbiM, OaHHbIE AOMKHbI
ObITb NPeACTaBneHbl B rPyNnMpPOBaHHOM BMAE MO KIMHUYECKUM UCCNEAOBaHUAM, NOKa3aHWAM, NyTSM BBEAEHUSA Y UHBIM
nepemMeHHbIM.

[ormkHbI ObITb pacCMOTpEeHbl crneayrLline acrnekTbl:

NpeacTaBrieHne OLEHKN MNPUYMHHO-CNIEACTBEHHOM CBA3W MO peakMm  HexenartenbHbiM peakumam. Cnepyer
npencTaBnsATb AaHHbIe 060 BCEX CEPbE3HbIX HEXeNnaTenbHbIX ABNEHUAX AMs UCCNEeAyeMOoro NieKapCTBEHHOMO npenapara
1 ons npenapaTtoB cpaBHEHUs (aKTUBHbIX U Nnauebo) ¢ TeM, 4To6bl Obina BO3MOXHOCTL CAenaTtb rpynnoBoe CpaBHEHME,
B TOM u4uCNne B OTHOLWIEHUM 4YacToTbl. [lonesHbiM sBNSieTCA npeacTaBrieHMe [OaHHbIX, OTpaxaiollee B3anMOCBS3b
Ha3Ha4YyaemMom A03bl U YaCTOThbl;

0000LeHHble TabnuuHble faHHble OOMMKHbI BKMAKYATb KakK OCMEensieHHble, Tak M pa3ocrensieHHble AaHHble O
Cepbe3HbIX HeXenaTemnbHbIX SIBMEHUAX B KIIMHUYECKUX uccnegoBaHuax. PasocnenneHHble paHHble MoryT 6biTb
NpeAcTaBneHbl MO pesyrnbrataM 3aBepLUEHHbIX KITMHUYECKMX UCCReqoBaHUA U OTAENbHLIM MHAMBUAYASbHbIM Cry4vasim,
KoTopble ObinyM pas3ocnenneHbl MO ONpederneHHbIM NpuyYnHaMm (Hampumep, no acnektam 6esonacHocT wunu ans
BbINONIHEHMA TpeboBaHW He3dameanuTenbHOro penopTupoBaHnsa). CNOHCOpPbl KIMHUMYECKOrO WCCIefoBaHUs WU
aepxarenun perucTpaumoHHbIX YAOCTOBEPEHUA HEe BbINOMHAKT pasocnenfneHne HenocpeacTBEHHO B CBA3U C
nogrotoskon NMNOOB;

onpefeneHHble HexenaTtenbHble peakuunm MoryT ObiTb UCKMYeHbl M3 obobuiatowen uHdopmaumm, HO Bce
nogobHble UCKMNYeHMs OO0MKHbI obocHoBbiBaTbCs B MNMOOB. Hanpumep, HexenatenbHble peakuuu, KoTopble Obinu
onpefdeneHbl B NPOTOKONE Kak WCKMYalLwwmecs u3 npoueaypbl HesameanuTenbHOro penopTMpoBaHUSA U TOMbKO
BKNtoYaemble B obuyio 6a3y AaHHbIX MO NPUYMHE TOro, YTO OHWU SABMSATCSA MPUCYLLUMMU LeNeBOn Monynsaumm wunm
COBMafatoT C KOHEYHLIMU TOYKaMM.

8.5.6.3. Tllogpasgen MNOOB "O6Gob6weHHas uHdoOpMauusi MO AaHHbIM MOCTPErMCTPaUMOHHOIO MNPUMEHEHUS
nexkapcTBEHHOro npenaparta”.

B paHHom paspene NOOB npencTtaensieTcss 060CHOBaHME MO NPUMOXEHMIO, BKOYatoLWeMy B TabnuyHon dopme
obobLiaoume aaHHble O HexenaTernbHbIX peakuusix KyMynsaTUMBHO 3a BECb NEpUOA M 3a OTYETHbIN nepuof, OT AaThl
MEeXOYHapOL4HON perucrpaumm nekapcTBEHHOIO npenapara Ao AaTbl OKOHYaHMs cbopa AaHHbIX, BKIMHOYAKTCA CBEOEeHUS
0 HexenaTtenbHbIX peakumsX, NoNyYeHHbIX B X04e HEMHTEPBEHLMNOHHbBIX NCCNEA0BAHMIN U CMOHTAHHOTO PENOPTUPOBAaHNS,
BKITIOYAs AaHHble OT MEOMUUHCKMX U dhapMaLeBTU4ecknx paboTHUKOB, NoTpebuTenemn, naumeHToB, YNOSTHOMOYEHHbIX
OpraHoB rOCY4apCTB-YSIEHOB WM [AHHbLIX, ONyONMKOBaHHbIX B MeAWUMHCKOW nutepatype. CepbesHble U HecepbesHble
HeXenaTenbHble peakuMyM OO0MKHbl ObiTb NpeacTaBneHbl B OTAeNbHbIX Tabnuuax. B Tabnuue gaHHble AOMmKHbI BbiTb
pacnpefeneHbl CornacHo Knaccudmkaumm no opraHo-gyHKUMOHanNbHbIM knaccam. 1o ocobo BaxHbIM acnektam
npodmns 6esonacHocTn MoryT 6biTb NpeacTaBreHbl OTAeNbHbIE Tabnuubl HeXenaTernbHbIX peakuni ¢ rpynnMpoBaHuem
OaHHbIX MO Noka3aHusaM, cnocoby BBEAEHMS N MHBIM MapaMeTpam.

8.5.7. Pasgen MNOOB "Pe3tome 3Ha4YMMbIX OaHHbIX, MOMYYEHHbIX B XOA€ KIMMHUYECKNX UCCIEeN0BaHWIA 3a OTYETHbIN
nepuon".

B npunoxenun K OaHHOMY pasgeny pJepxatefnb perucTpaumoHHOrO YOOCTOBEPEHUS [OSDKeH NpeacTaBuTb
nepeyvncrieHMe OpraHM3oBaHHbIX MM WHTEPBEHLUMOHHBIX KITMHWYECKUX UCCNEAOBaHWIN, KOTopble Obinu 3aBepLueHbl unm
NPOAOIMKAIOT BLINOMHATECSH B OTYETHLIN Mepuod, C Lenbilo BO3MOXHOCTU WAEHTUMUKAUMU, XapaKTepuUCTUKU W
KONMYECTBEHHOW OLIEHKN YPOBHSA PWCKOB, NMOATBEPXAEHWS npodumns 6e3onacHOCTM NeKapCTBEHHOro npenapara unu
OLIEHKN 3OPEKTUBHOCTN MepP MO MUHUMMU3ALIUN pUCKa.

Mo BO3MOXHOCTM AaHHble criegyeT pa3butb Ha KaTeropuy Mo NONOBOMY M BO3PACTHOMY MPU3HaKy (B 0COBeHHOCTH
B3POCMYI0 1 AETCKYIO MOMynsAuMK), NoKasaHusaM, pexmmam JO3VpoBaHNA U permoHam.

CwvrHanel, BbISBIIEHHbIE B X04€ KITMHUYECKNX UCCNEeLOBaHNA, OOMKHbI ObITh NpeacTaBneHbl B TabnnyHon gopme B
pasgerne MNOOB "OG3op no curHanam: HoBble, Haxogswmecs B paboTe mnn 3aBeplleHHble". [poBoauTCcA OLEHKa



CWrHarnoB Ha NpPeaMEeT OTHECEHMS UX K NOTEHUManbHbIM UK NaeHTUMLUMPOBaHHBLIM puckaM. PUck AomkeH 6biTb OLEHeH
N xapaktepusoBaH B nogpasgenax NOOBb "OueHka puUckoB U HOBOW MHbopMaunn” n "Xapaktepuctmka pnuckos".

B paHHoMm pasgene MNMOOB pomkHa ObiTb NpedcTaBneHa o6obuiaiollas MHOPMaLUSa O KIMHUYECKUM BaXKHbIX
[aHHbIX N0 3PPEKTUBHOCTM U GE30NACHOCTU, NOSYYEHHBIX U3 CMEAYIOLLNX UCTOYHMUKOB 3a OTYETHBIN Nepuoa:

8.5.7.1. Mopgpasgen NOOB "3aBepLUeHHbIE KNMHNYECKUEe UccreaoBanns”.

Hanubin nogpasnen NMOOB pomkeH NpeacTaBnATb KPATKYld MHAOPMAaLMI0O O KIMHUYECKUM BaXKHbIX OaHHbIX MO
3 DEKTUBHOCTU U 6E30MacHOCTU, MONMYyYEeHHbIX B pesyrnbTaTe 3aBeplUEHHbIX 3a OTYETHbI nepuomd  KIMMHUYECKUX
uccrnenoBaHuid. [laHHas MHopMaLus AoMmKHa ObiTb NpeacTaBneHa B cxxaToM Buae unu B dopme cuHoncuca. OH MoxeT
BKNOYaTb WHGOpPMaUMio, KoTopas MNoATBepXdaeT WM OonpoBepraeT paHee WAeHTUDUUMPOBAHHbIE CUrHanbl Mo
6e30nacHOCTK, a Takke JoKasaTenbCTBa Mo HOBbLIM cUrHanam no 6e3onacHocTU.

8.5.7.2. MNMogpasgen NMOOB "Mpogomkarowmecs KNMHUYECKne nccnegoBaHms”.

B cnyyae ecnu gepxatenio perMcTpalMoHHOrO YAOCTOBEPEHMSI CTaHOBUTCSH M3BECTHa Kakas-MmMbo KIMHUYECKM
Ba)KkHas MHdpopmaums, KoTopas Obinia rnonyvyeHa B Xo[de NPOOOIMKALWMUXCS KIMHUYECKUX MUCCrnedoBaHuii (Hanpumep,
BbISIBJIEHHAss B Xode MNPOMEXYTOYHOro aHanusa Ge3onacHOCTU WM B pesynbTaTe pasocriensyieHusl BbISIBIIEHHbIX
CepbesHblX HeXenaTenbHbIX SIBMeHWit), B OaHHOM pasfene OokHa OblTb KpaTKo M3NoXeHa HoBasi MHopMauus Mo
GesonacHoOCTU. TOT Noapasaen Takke MOXET BKNtoYaTb MHGOpPMaLMIO, KOTopas NOATBEPXKOAET UMW ONPOBEpraeT paHee
NOEHTUDULMPOBaHHBIE CUTHarbl NO Ge30MacHOCTU, a Takke JoKasaTenbCTBa HOBbLIX CUrHaroB nNo 6e3onacHoCTy.

8.5.7.3. MNogpasgen NOOB "AnutenbHbl NOcNeayoLWmMiA MOHUTOPUHT COCTOSIHUS NauneHToB".

Ecnn nmetoTca gaHHble O ANMTENbHOM MocregyloweM HabnogeHun NaumeHTOB, BKIMOYEHHBbIX B KIMHUYECKMe
nccrnegoBaHvs, B nogpasgerne npuBoauTcs MHQOpMauns O MOMyYeHHbIX B pesynbraTe ANUTENbHOrO Mocrenylowero
HabnogeHns 3Ha4YMMbIX C TOYKU 3peHns npodunsa 6e3onacHOCTV AaHHbIX.

8.5.7.4. Mopgpasgen NOOB "NHoe TepaneBTMYECKOE NPUMEHEHUE NEKAPCTBEHHOrO nNpenapara”.

OaHHbI nofpasfen OOMKEH BKMOYaTb KMUMHUYECKU BaXHYH WHGOpMauuilo no 6e30macHOCTM, MOMyYeHHy B
pesynstate Apyrux MporpaMM, MNPOBEAEHHbIX AepXaTenieM PerMcTpaLMoHHOrO YAOCTOBEPEHUS, MO creuuasribHbIM
npoToKkonam (HanpvMmep, NPorpamMmmbl paclUMPEHHOro AOCTYNa, NPOrpaMMbl MCMOSb30BaHUS B CBA3M C UCKITHOUYUTENBHBIMA
ob6cToATENBCTBAMY U3 COODPaXKEHUI COCTpadaHns, MHANBUAYanbLHOro JocTyna u ap.).

8.5.7.5. MNopgpasagen NMNOOB "HoBble gaHHbIE NO ©€30MacHOCTM NPU MCMNONb30BAHUM FIEKAPCTBEHHOrO npenapara
dMKCMpOBaHHbLIX KOMOMHaUUsAX 003",

B cny4vyae ecnn uHOe He onpegeneHo YynoriHOMOYeHHbIMU OpraHamMmn rocyaapcrtB-4yiieHoB, B OTHOLUEHUU
KOM6I/IHVIpOBaHHOI7I Tepannn OOJKHbI ObITb npencrasrieHbl crieayowme JaHHble!

a) B criydae ecrnv fekapcTBeHHbIN npenapat ogobpeH Ans HasHaYeHUsi B kKa4ecTBe KOMMOHeHTa (PUKCMPOBaHHOM
NeKapCTBEHHOW Tepanuu UM MHOTOKOMMOHEHTHOTO peXuMa NekapCTBEHHOW Tepanuu, B noapasgene OomkHbl GbiTb
0606LLEeHbI BaXHble aHHble N0 6Ge30MNacHOCTN NPUMEHEHNA KOMBUHMPOBAHHON Tepanuu;

6) B Criydae ecrnu J'IeKapCTBeHHbIIZ npenapar ABIAETCA KOM6I/IHVIpOBaHHbIM JIEKapCTBEHHbIM MpenapaTtom, OaHHbIN
nogpasgen AOJMKeH 06o6LwwaTb BaXHYIO MH(*)OpMaLI,I/II'O no 6esonacHoCTu no KaXXgomy 13 nHanenayalnbHbIX KOMMNOHEHTOB.

8.5.8. Pasgen MNOOB "[aHHble HEMHTEPBEHLMOHHBIX UCCnegoBaHNn".

B paHHom pasgene obobuwaetcss MHopmauua no 6e30macHOCTM UMM AaHHble, KOTOpble MOSyYeHbl MO
pe3ynbrataM HEWHTEPBEHUWOHHbIX KITMHUYECKUX WCCRefoBaHUN (Hanpumep, oOCEpPBALMOHHBLIX WCCrefoBaHUNM,
3NMAEMMNONOrMYECcKNX UccneqoBaHni, perncTpoB, NpPorpaMM akTUBHOMO MOHMTOPMWHIA), OPraHM30BaHHLIX AepXaTenem
pPErncTpaumMoHHOro yAOCTOBEPEHUS, CTanM AOCTYMHbI B OTYETHbIA NEPUOA U BNUSKOT HA OLEHKY COOTHOLLUEHMS "nonb3a -
puUck" nekapcTBeHHOro npenapata. Pasgen OOMmKeH BKMOYaTh AaHHble, UMEIoLMe OTHOLUEHWE K acrnektaMm npoduss
6e30nacHOCTM 1 MONy4YeHHbIE NO pe3ynsTaTtam NccreaoBaHui No OLEHKE UCMONb30BaHUA NeKapCTBEHHOrO npenapara.

JepxaTenb perncTtpauMoHHOro yAOCTOBEPEHWUS OOMKeH BKMdaTb B npunoxeHve Kk MNOOB nepedveHb Bcex
HEVHTEPBEHUMOHHbIX WCCNeOBaHUNA, OpPraHU3oBaHHbLIX AepXaTenem perucTpauMoHHOro yaoOCTOBEPEHUS W
BbINOMHEHHbIX C Lemnbl BbISIBNEHUS, XapakTEPUCTUKN U KOMUYECTBEHHOW OLIEHKU BbI3bIBAIOLWNX OMaceHusl acrnekToB
npodpuna 6GesonacHOCTU, MNoATBEPXAEeHUs npoduns 6e3onacHOCTW neKapCTBEHHOro npenapaTta WM OLEHKM
3(pPEeKTUBHOCTM Mep MO MUHUMWU3ALUN PUCKA, KOTOPblE ObIfM BbINMOMHEHbI UMW BLIMOMHSKTCA B OTYETHbLIN Mepuog
(Hanpumep, NoCTperncTpaumnoHHble nccneaoBaHus 6e3onacHoOCTH).

OT4eTbl 0 CTaaAMK BLIMNOMHEHWS UMW UTOTOBbLIE OTYETHLI, KOTOPbIE ObINN NOArOTOBMEHbI HA MPOTSXKEHUN OTYETHOTO
nepvona, AOMKHbI BKMKOYATLCA B nNpunoxeHue k MOOB.

8.5.9. Paszgen MOOB "[aHHble [pYyrMX KIWHUYECKUX WUCCNEAOBaHUM M AaHHble, MOSTyYEeHHble U3 OpYrux



MCTOYHMKOB".

B paspgene gomkHa ObiTb 0606LLeHa MHGOPpMaUUs, KOTopas OTHOCUTCH K OLEHKE COOTHOLUEHMS "nonb3a - puck”
NEeKapCTBEHHOrO npenapara u nofyyYyeHa no pesynsrtataM MHbIX KITMHUYECKMX MCCneaoBaHuin nmbo nonyveHa u3 WHbIX
NCTOYHMKOB, K KOTOPbIM Y AepXXaTens pernctpaLMoHHOro yaocToBepeHust Obin JOCTyN 3a OTHYETHbIV Nepuog (Hanpumep,
pes3ynbraTthl MeTa-aHanu3oB PaHAOMU3NMPOBAHHBLIX KIMHUYECKMX UCCRenoBaHWM, AaHHble No 6e30nacHOCTV napTHEpOB
no paspaboTke NekapCTBEHHOro npenapata u ap.).

8.5.10. Pazgen NMOOB "[aHHble AOKNMHUYECKMX UCCneaoBaHnin",

B paspene npeacrtaBnserca o606LlieHHad MHGoOpMauMa O 3Ha4YMMbIX B OTHOLLEHMM npoduns 6e3onacHoCcTu
OaHHbIX, MOMYyYeHHbIM B pesynbrate AOKIUHWYECKUX UCCregoBaHwui in vivo W in vitro (Hanpumep, uccrnegoBaHus
KaHLEepOreHHOCTN, PenpoayKTMBHOW TOKCUYHOCTM WM MMMYHOTOKCUMYHOCTU), BbIMNONHAEMbIX WM 3aBEepLUEHHbIX B
oTyeTHbIV Nepuod. OueHka BMUSHWUS MOMyYeHHbIX AaHHbIX Ha Npodwuib 6e3onacHOCTM AomkHa ObiTb NpeacTaBreHa B
pasaene NOOB "CurHanbl 1 oueHka pucka" n pasgene NOOB "MHTerpnpoBaHHbIA aHanuM3 COOTHOLLEHUS "nonb3a - puck”
Nno oaoOpeHHbIM NokasaHusMm".

8.5.11. Pazgen NOOB "Vcnonb3oBaHHbIE UCTOMHWUKK NUTepaTypbl”.

B pasgene npeactaensietca o606LieHHasi MHoOpMauMs O MOMYYEHHbIX HOBLIX U 3HAYMMbIX AaAHHBIX MO
6e3onacHocTH, KoTopble ObinM onyGrnvMKoBaHbl B NpOLUEALLE IKCNEPTHYIO OLEHKY HayyHoW nutepatype nubo 6binu
nornyyeHsbl 13 HeonybrnMKOBaHHbLIX MOHOrpaduii, KOTOpble OTHOCHTCS K NeKapCTBEHHOMY npenaparty v ctanu AOCTYMHbI
AepXaTento perncTpaLMoHHOrO YAOCTOBEPEHUSI B OTYETHBI Nepuoa.

JlutepatypHbin novck ansa nogrotoeku MOOB gomkeH ObiTh WKpe, Yem nMTepaTypHbIN NOUCK MHAMBUAYANbHbLIX
coobLLEeHN O HexenaTernbHbIX peakumsax, NOCKOMbKY AOMKEH BKIOYaTb TakkKe MCCefoBaHus, B Xo4e KOTopbIX Gbinn
OLEHeHbI NCX0Abl C TOYKM 3peHnst 6esonacHOCTH B rpynnax cybbekToB nccneqoBaHus.

OcoGble acnekTbl npoduns 6e30nacHOCTW, KOTOPble AOIKHbI MPUHUMMATLCS BO BHMMaHWe Mpu Mowcke
MHpOPMaUMKN, HO KOTOpble MOryT OblTb HE BbISIBIIEHbl NPV BbIMNOSIHEHUM MOMCKA C LENbl MOMyYeHUst AaHHbIX MO
UHOMBMAYArbHBLIM CIyYasM HexXenaTternbHbIX peakUui, BKIHYatoT:

nexoabl 66peMeHHOCTI/| (BKJ'IIO‘-IaFI npepbiBaHne 6epeMeHHOCTVI), KOTOpPbI€ HE COMpoBOXAaJMMCb HeXenaTtellbHbIMU
nocnencTBnAMN,

npuMeHeHne neKkapCTBeHHOoro npenaparta B ﬂeﬂ,ManMHeCKOVI nonynauunun;

npuMeHeHne neKkapCcTBeHHOINo npenapara no nporpaMmmamMm UCnofib3oBaHNA B CBA3N C  UCKIKOYUTESIbHBbIMU
obcToaTenscTBamMu u3 coo6pa>KeHvu7| COCTpagaHunda n nepCcoHann3npoBaHHbIM NnporpamMmmam HasHa4eHU4A;

OTCyTCTBUNE GCb(*)eKTVIBHOCTI/I JIEKapCTBEHHOIO npenapara;

acyMnTomaTmMyeckasl nepenosmposka, HecooteeTcTBytowee OXJIII u HenpaBubHOE NPYMEHEHWE 1eKapCTBEHHOO
npenapara;

MeOMLMHCKME OLLIMOKK, He conpoBoXaasLneca pa3sBuTnEM HexXenaTterbHbIX SABMEHUN;
BaXHble pe3yribraTbl OKITUHNYECKUNX nccnegoBaHun.

B cnyyae ecnu ato npMMeHumoO, B JAHHOM pasgene Takke AOrmkHa ObiTb npoaHanuavpoBaHa WHGOpMauus o
OpYrMx akTUMBHbIX BeLLleCTBaxX hapMaKororm4eckon rpynrbl, K KOTOPOM OTHOCUTCS fIeKapCTBEHHbIM Npenapar.

8.5.12. Pasgen NMOOBb "[pyrue nepmnogmnyeckne oOHOBNsSIEMble OTYETLI MO Be3onacHocTn".

OanHbii pasgen NMOOB cosgaeTcs TOMbKO B Tex cryyasx, Korga mno AOroBOPEHHOCTU C YMONHOMOYEHHbIMU
opraHamu rocydapCTB-YNeHOB AepXXaTernem perMcTpalMoHHOro ygoctoBepeHus nogrotaenmeaetcsa 6onee 1 MNMNOOB Ha
nekapcTBeHHbIN npenapaT (B cny4vyae IekapCTBEHHOro npenapaTta € (UKCMPOBaAHHOW KoMbObuHauumewn [os,
NEKapCTBEHHOrO npenapara C MHOXECTBEHHbIMU MOKa3aHWAMU AN NPUMEHEHUs U (Mnu) pasnuyHbiMu  dopmamm
Bbinycka). Kak npaBuno, Agepxaternb peructpaLMoHHOro yaoctoBepeHus porkeH nogrotoButs 1 MOOB Ha 1
JencTBytoLLee BeLecTBO. B YacTHbIX criydyasx no pelleHnto YNormHOMOYEHHbIX OpraHoB rocy4apCTB-YNeHOB AepXKaTenem
nogrotaenueaetcs cepus [MOOB ana ogHoro nekapctBeHHoro npenapata. [lpy aTom B JaHHOM pasgerne Kaxaoro
nocnegytowero NOOB Takon cepun JomkHbl 6bITb 0606LLEHBI 3HAUNMMbIE AaHHbIE No Ge3donacHocTu u3 gpyrux MNOOB,
€cnu TonbKo Takoe 0600LeHre He NPeACTaBNEHO B UHbIX pasgenax gaHHoro NOOB.

Mpyv HanmuMumMn JocTyna Ha OCHOBAHMWM KOHTPaKTHbIX OOrOBOPeHHOCTer K AaHHbiM MOOB gpyrux gepxartenewn
pPerncTpaumoHHbIX YOOCTOBEPEHWUI, CMOHCOPOB KIMHUYECKUX MCCMNedOBaHUA UMM UHbIX NApTHEPOB Ha aHarnornyHble
nekapcTBeHHble npenaparbl AepXxaTenb perMcTpaunoHHOro yAOCTOBEPEHUS AOMKEH NpeacTaBnTb B 0606LWeHHOM Buae
3Ha4YMMBble JaHHble Mo 6e3onacHOCTU, NonydeHHble u3 npeacraensemMbix umn NOOB 3a oTYeTHLIV Neprog,.



8.5.13. Pasgen OObB "HepoctaTtouyHas TepaneBTu4eckasi 3pEeKTUBHOCTbL JIEKapCTBEHHOro npenapara,
YCTaHOBIIEHHAs B KOHTPOMNMPYEMbIX KIMMHUYECKUX UCCrieaoBaHmsaX".

Ecnu npu BbINOMHEHWMU KNMHUYECKUX UCCREOOBaHWA AMS NIEKapCTBEHHbBIX NPEnapaTtoB, KOTOPblE MCMONb3YHTCH
ONSA NeYeHns 1M NpounakTUkU CEPbE3HBIX U KU3HEYrpoXalwmx 3aboneBaHUn, NonyyveHbl AaHHbIE, KOTOpble MOTyT
cBuaeTenbcTBoBaTh 06 MX HEOOCTAaTOMHOM TepaneBTMYecKon 3(PEeKTUBHOCTM NUMBO HeOOCTAaTOUYHOW TepaneBTUYECKON
3(PPEKTUBHOCTM B OTHOLLEHUN MPOBOANMOIO NTIEYEHUS, TO TakMe AaHHblE YKa3blBalOT HA HanMuMe 3Ha4YMTENbHOro pucka
AN ueneBon NonynsiumMm U OOIMKHbI ObITb NpoaHanMamMpoBaHbl n 0606LeHbl B AaHHOM pa3gene MOOBb.

B cny4ae ecnn 310 NpUMEHUMO K OLEHKE COOTHOLLUEHUS "Mornb3a - puck”’, AaHHble, KOTopble MonyyeHsl npu
npoBefeHNN KIUHUYECKUX WCCMNefoBaHWiA U MOOTBEPXKAAIT HEeOOCTaTOYHYI TepaneBTUYECKYH JIeKapCTBEHHbIX
npenapaTtoB, He MnpeAHa3HayYeHHbIX A8 NeYeHUs XW3Heyrpoxarowen naTtonorum, JOMKHbl Takxe ObiTb
npoaHanuampoBaHbl B AaHHOM pa3gene MNOOBb.

8.5.14. Pasgen NOOB "BaxHas nHpopmMauus, nonyyeHHas nocne 3asepLueHnsi nogrotosku NMNOOB".

B paHHom pasgene NMOOB o6o6LlatoTca noTeHUunanbHO BaXkHble AaHHble no 6e3onacHocT U 3PEKTUBHOCTH,
KoTopble BbiNM NoMnyYeHbl NOCHe OKOHYaHWsA cbopa AaHHbIX, HO A0 MOAroTOBKWM OKkoHYaTenbHow pegakuum NOOB. Croga
OTHOCSATCH 3HaYUMble KIMHWYECKME OaHHble HOBbIX NyOnukauun, 3HavyuMmble AaHHble nocnegyowero HabnogeHus 3a
naumeHTamMm, KNMHUYECKN BaXKHble TOKCUMKOMNOrMYecKMe aHHble, a Takke Bce OEWCTBUSA depxaTens perncTpaumoHHOro
YAOCTOBEPEHNS,, HE3aBUCUMbIX KOMUTETOB MO OLEHKEe [aHHbIX, YMNOMHOMOYEHHbIX OpraHoB rOCyAapCTB-YNeHOoB,
npeanpviHATbIe B OTHOLLEHWMU npobnem, cBfA3aHHbIX C npodmnem 6e3onacHoCcTV nekapcTBeHHoro npenaparta. Hosble
nHAMBMAYyarnbHble COOOLLEHUS O HexXernaTenbHbIX peakuusXx He OOMKHbl BKMYaTbCA B pasgern, 3a WCKIoYeHUeM
crnyyaeB, Korga OHW MOryT MNPEeACcTaBnsaATb MPUHUMNUANBHO BadKHbIM CryyYan, nogTBepXaalowmuin dakt Hanmums
HexenaTtenbHOW peakumu (Hanpumep, MNepBbl 3aperMcTpMpPOBaHHbIN Cryvan pPasBUTUS BaXXHOTO HeXenaTernbHOro
ABMEHNS Y YenoBeKa) Unun BaxKHbIN curHan no 6e3onacHocTy.

OaHHble pasgena JomkHbl BbITb yYTeHbl Npy cocTaBneHun nogpasgena "OueHka pUcKoB U HOBOW MHdopMaumn”
pasgena NOOB "CwurHanbl 1 oLeHKa pucka".

8.5.15. Pasgen NOOB "O630p curHanos (HOBbIE, paccMaTpuBaemMble 1 3aBepLUeHHbIe)".

Llenblo OaHHOro pasmena sBMsieTCA MNPeAcTaBneHMe MakcUManbHO MOonHoro 063opa BbIABMNEHHbLIX CUrHANoB
(oueHka KOTOpbIX eLle He HauyMHanack), CUrHanoB, KOTOpble MOMyYeHbl B Nepuos NpoBeAeHVs OLEeHKN HekenaTesbHbIX
peakuuii, a TakkKe CUrHaNOB 3a OTYETHBIV Nepuod, oLeHKa KOTOPbIX yXKe 3aBepLuUeHa.

[epxatenem pervcTpauroHHOrO YOOCTOBEPEHUS [OMKHbI ObiTb MpPeAcTaBneHbl KpaTkoe onucaHue MeToaa,
KOTOPbI UCNONb3YeTCs ANs BbISBNEHUS CUTHANO0B, U UCTOYHUKOB AaHHbIX AN1S BbISBIIEHUS] CUTHaoB.

K HOBbIM BbIFBMEHHBIM CUrHamnam OTHOCATCS CUrHarsbl, KOTOpble ObINM BbISIBMIEHbI 3a OTYETHbIN nepuoa. K
paccmaTpmBaemMbiM CUrHariamM OTHOCATCA CWUrHalbl, KOTOPbIE npoxoguin npouenypy OueHKM Ha MOMEHT OKOHYaHUA
060pa OaHHbIX. K 3aBepLUEeHHbIM OTHOCATCA CUrHalnbl, OLEeHKa KOTOPbIX Obina 3aBeplleHa 3a OTYETHbIN nepwuoa.
Curnansl, KOTOpble 3a OTYETHbIN nepuoa 4BndTCA OAHOBPEMEHHO HOBbIMU U 3aBepLUEeHHbIMU (B OTHOLUEHUN
npouenypbl npoeegeHna nx OLI.eHKI/I), OOIMKHbI ObITb OTHECEHLI B pasgen 3aBepLUeHHbIX CUrHaroB.

Pasgen MOOB pomkeH BKMYaTb AaHHble MO pacCcMaTpuBaeMbiM U 3aBEPLUEHHbIM 3a OTYETHbLIA Nepuos
curHanam, npegcrtaeneHHble B TabnudHon dopme. Tabnuua sasnserca npunoxeHveMm k [MOOB. o ycmoTpeHuto
JepxaTtens permcTpauMoHHOro yaoCTOBEPEHNS aHHas MHAOPMAaLMA MOXET TakKe BKINYaTb KYMYNATMBHbIE AaHHbIE MO
curHanam (BKroYasi paHee 3aBepLUEHHbIE CUrHasbl), MPU 3TOM AOSMPKHA ObITb yKasaHa AaTa, ¢ KOTOPOW OTCYUTLIBAETCS
CPOK BbIMOSIHEHHOTO 0606LLEHMSA N0 cUrHanam.

[eTanbHasa oueHka curHanoB BkodaeTcst B nogpasgensl NMNOOB "OueHka curHana" un "OueHka pUCKOB M HOBOW
nHpopmaumn".

8.5.16. Pasgen NMOOB "CurHanbl 1 oueHka pucka".
8.5.16.1. Mogpasnen NMOOB "O6ob6Lwatowasn nHdbopmaumsi no npobrnemam 6esonacHocTn".

8.5.16.1.1. Uenbto nogpasgena MNOOB sBnsietca npeactaeneHMe 6GasucHow obobuwarolenn MHdopmauun no
BaXkHbIM acnekTam npoduna Ge3onacHOCTU, KoTopble SBMASTCA npobrnemamn 6e30nacHOCTU INekapCTBEHHOrO
npenapaTta, C yka3aHuem Nno KaXaomy acnekTy no 6e3onacHOCTU CBedeHui 0 TOM, Kakas HoBasi MHGopMaums 1 HoBas
OLeHKa Mo AaHHbIM acnekTaM MOXeT ObiTb caenaHa. MNpu onpegeneHnn BaXXHOCTU KaXkaoro U3 acrnekToB pucka cregyet
paccMoTpeTb creaytowme dakTopsbl:

a) CepbesHOCTb PuUCKa, CBSA3AHHOIO C NeKapCTBEHHbIM MPenapaTtoM C MEOMLMHCKOW TOYKM 3peHus, BKovas
BNUSIHWE Ha MHAVBUAYANbHOE COCTOSIHWE MaLUEHTOB;

©0) yactoTa, NnpeackasyeMocCTb, NPeAoTBPaTMMOCTb U 06PaTUMOCTb PUCKA;



B) MOTeHUManbHOEe BNWsIHUE Ha OOLEeCTBEHHOE 3[40pOBbE (Y4acToTa pucka B MONynsAuMu, pasmep nonynsuuu,
NoABEPriIMACS BO3AENCTBUIO);

F) oLeHKa obLLecTBEHHOM npnemMmrieMocCT pucka B Cltyd4adXx BO3MOXHOIO BIIUAHUA NEKAPCTBEHHOro npenaparta Ha
obuiecTBeHHOE 300poBbe (Hanpwmep, OTKa3 OT nporpamMmbl BaKLI,I/IHaLI,I/IM).

8.5.16.1.2. Ob6o6warwas uHpopmMauns [OMKHA NPEeACTaBnATb UMEKLMECH CBeAEeHMS MO JleKapCTBEHHOMY
npenapaTty oT Hadana otyeTHoro nepuoaa NMNOOB u oTpaxaTs:

BaXXHble MOEHTUULMPOBAHHbBIE PUCKM;

Ba)XHbl€ NMOTEHLUMArbHbIE PUCKY;

Ba)KHYHO OTCYTCTBYIOLLYO MHGOPMAaLNIO.

8.5.16.1.3. B OTHOWEHMN §neKapCTBEHHbIX MpenapaToB, MMeNLWUX cneundukaunto no 6GesonacHocTy,
nHdopmauums, BKItoYaemas B JaHHbIN nogpasgen, AoMkHa coBnagaTth ¢ obobwatoLen nHdpopmaumen, npeacraBneHHon
B TeKyLLen Bepcun cneuyundmkaumm no 6esonacHocTy Ha AaTty Havana ot4etHoro nepuoga NMOOB.

B oTHOLIEHMM neKapCTBEHHbIX MpenapaToB, He NMeLWNX cneumdmkaumnio No 6e3onacHoCTn, AaHHbIA NoApasgen
OOJDKEH NpeacTaBnaTb WH(OPMALMIO O BaXHbIX WMAEHTUMULUPOBAHHBLIX, MNOTEHUMANbHBIX PUCKAxX W BaXkHOW
OTCYTCTBYIOLLEN WHGOPMaLUUK, CBSI3aHHOW C MPUMEHEHMEM JIEKapCTBEHHOrO Mpenapata Ha OCHOBaHWM AaHHbIX
npeaperncTpaumMoHHOro M nocTperncTpaumoHHoro nepuoga. [lMpumepbl MoryT Bknw4vaTb B cebsi cnegytowyto
MHdopMaLnto:

BaXHble HeXXenaTtellbHble peakunun;

CBefeHuWsl 0 B3aMOAENCTBMU C APYTYMU NEKApCTBEHHbIMU NpenapaTtamu;

BbISIBNEHHble MeAWUMHCKME OWNOKM MK npomaxu, B Clydasix, He COMpPOBOXAAIOLWMNXCA pasBUTUEM
HexxenaTernbHbIX peakuui;

B3aMMOAENCTBME C NpoayKTamMu NUTaHUS U UHBIMW BeLLeCTBaMu;
pe3ynsTaThl BO3AENCTBUS NPU BbINOMHEHUN NPOodeCcCnoHanbHoON AeATEeNbHOCTY;
Kraccosble chapmMakonornyeckne apdekThbl.

0O6o6LLeHMe MO BaXHOW OTCYTCTBYIOLLEN MHOPMAaLMM OOMKHO OLEHWUTb KPUTUYHOCTb MPOGENOB B UMEHLLUXCS
3HaHWAX No onpedeneHHbIM acnekTaM Npodunsa 6e3onacHoCcTU ANs LenesbiX Nonynsauui.

8.5.16.2. MNMogpasgen NOOB "OueHka curHana".

8.5.16.2.1. Hdopmaums, npeacTaBnsemMas B nogpasgene, AormkHa o0o0waTh pesynbraTbl OLEHKM CUTHamnoB Mo
Ge3onacHocTK, koTopas Obina 3aBepLueHa B OTYETHbIV Neprog. MoryT ObiTb ABE OCHOBHbIE KaTEropum:

a) curHanel, KOTOpble MO pe3ynbrataMm OLEHKM MOryT ObiTb OTHECEHbl K KaTeropMm MOTeHUMAnbHbIX WK
noeHTUUUMpPYyEMbIX PUCKOB, BKIlOYasi OTCYTCTBUE TepaneBTuyeckon achdektusHocTn (pasgen NMNOOB "HegoctaTouHasa
TepaneBTU4eckasi 3P(EKTUBHOCTb JleKapCTBEHHOrO npenapaTa, YCTaHOBMEHHasi B KOHTPONUPYEMbIX KIMHUYECKNX
nccnegoBaHuax");

©) curHanbl, KOTopble MO pesyrikTaTamM OLEHKU OblfiM OTKIMOHEHbI Kak NOXHbl€ CUrHanbl Ha OCHOBAHWMM Hay4YHOM
OLEHKM UMeloLLEeNcs Ha daTy NpoBedeHus npouenypbl MHopmauun. Mo gaHHOW KaTeropuMm CUrHamoB AOMKHO ObiTb
npeacTaBneHo OnucaHWe KaXkOooro curHamna C Lenbto 0BOCHOBaHWSi €ro OTKNIOHEHUSI OT KaTeropuu curHana. [daHHoe
onncaHne MoXeT OblTb BKIHOYEHO B OCHOBHOW TeKCT NMOOB nnu B NpunoxeHue K oT4eTY.

8.5.16.2.2. [na cwurHanoB, no KoOTopbiM Obina 3aBeplleHa npouedypa OLEHKM 3a OTYEeTHbI nepwuoa,
pekomeHayeTcs cobnogeHne COOTBETCTBUS Mexay oO0beMoM W geTanusauven OaHHbIX MO OUEHKe curHana wu
3HAYMMOCTbK [aHHOro acnekta npocuns ©e3onacHoCcTM Ans OOLWECTBEHHOrO 300POBbSi, @ TaKXKe CTENEeHbHo
J0CTaTOMHOCTM AoKa3aTenbHoM 6a3bl, KOTopasi BKNoYaeT B cebsa crieaytoLme acnekThbi:

a) UCTOYHUK UK NOByanTENbHLIN MOMEHT (POPMUPOBAHNSA CUTHaNA;

©) obocHOBaHUE, MMEIOLLIEE OTHOLLEHNE K OLIEHKE;

B) MeTOoAdbl OLUEHKHN, BKIto4aAa NCTOYHUKN OaHHbIX, KOUTEPUN MOUCKA U aHaINMNTU4YeCKne nogxonbl;

r) pesynbtatbl (0606LIeHHAs MHGOPMaUWs) KPUTUYECKOro aHanv3a AaHHblX, paccMaTpyMBaeMblX MpU OLIEHKe
curHana;



4) obcyxaeHue;
€) 3aKrnoyeHne, BKIoYas npegnaraemble EenNCTBUS.
8.5.16.3. Nogpasgen NOOB "OueHka pMCKOB 1 HOBOW MHpopMauun'.

[epxaTtenb perncTpaurMoHHOro YAOCTOBEPEHUS] AOIMKEH MPEeACTaBUTb KPUTUYECKYIO OLEHKY HOBOW MHGOpMauum
3a OTYETHbIN NEpPUO/ B OTHOLLEHWUM HOBbLIX UK paHee BbISIBIEHHLIX PUCKOB (BaXKHYHO UIU MHYHO).

HanHbin nogpasgen NMOOB gomkeH cogepxaTb onMcCaHMe U OLEHKY BCEX PUCKOB, BbISBIEHHBIX 3@ OTYETHbIN
nepuod, a TakkKe OLUEHKY BrUSIHUS HOBbIX [aHHbIX Ha paHee BbIsIBIEHHble puUCKW. B pasgen He Bkno4aeTcs
obobuiatolan unu noeTopsolasics MHOpMauusi, BKMYeHHass B Apyrme pasgensl MOOB, Ho npepcTtaBnsertcs
WHTepnpeTauus 1 oLieHKa HOBOW MHopMaLMM NPUMEHUTENBHO K XapakTepuUcTuke Npoduns pucka.

Hosas nHdopmMauns gormkHa 6biTb NpegcTaBneHa no crneayowmyM pasgenam:

HOBble NOTeHLMarnbHbIE PUCKK;

HOBble UAEHTUMLNPOBAHHBIE PUCKU;

HoBas MHpopMauus No paHee BbISBNEHHbIM puckam (NoTeHuManbHbIM U MAEHTUMMLMPOBAHHBIM);

OBHOBNEHME NO BaXXHOW OTCYTCTBYIOLLEN MHpopMaLun.

MpencTaBngeTcs KpaTkoe onvcaHme BaXKHbIX PUCKOB. [N pyCKOB, OTHOCMMbIX K MHBIM PUCKaM M HE OTHOCUMbIX K
"BaXHbIM" puCKaM, MO KOTOpbIM Obina nomyyeHa HoBas MHGOPMaUMA 3a OTHETHbLIN Nepuod, YPOBEHb AeTanusauuu
AOIMKEH COOTBETCTBOBaTb WMeloLencs AokasatenbHon 6ase no 3TMM puckaMm M 3HAYUMMOCTM WX BAUSHWUA Ha
o6LLecTBEHHOE 300pOBbe.

Bca HoBasA vHopmaunsa No BAUSHUIO fEKapCTBEHHOrO npenaparta Ha nonynaumio nubo AaHHble No paHee
OTCYTCTBYIOLLEN WH(OPMALWUM AOMKHbI OblTb KPUTUYECKM OLEHEeHbl. YKasbiBaloTCs, Kakme u3 acneKkTtoB npodunen
Ge30nacHOCTH, Bbi3bIBaKOLLMX ONACEHUs], U HEACHbBIX acnekToB npoduns 6e30nacHOCTM OCTannch HEBbIACHEHHBLIMU.

8.5.16.4. MNMopgpasgen NMOOB "XapakTepucTtnka puckos".

B nogpasgene gaetcs xapakTepucTvka BaXkHbIX MAEHTUMUMPOBAHHBIX PUCKOB Y BaXHbIX NOTEHLUMAMNbHbLIX PUCKOB
Ha OCHOBaHUWM KYMYMATMBHbIX AaHHbIX (B TOM YMCIe He OrpaHnyYnBaeMbIX OTHETHBIM NEPUOAOM) M ONUCHIBAETCS BaXHas

oTCyTCTBYlOLAs UHpopMaLmS.

8.5.16.4.1. C y4yeTOM MCTOYHMKA AaHHbIX MHAOPMaLMsa Mo puUckam AOIbkHa BKrovaTbh B cebsi cnepytowee (ecnu
NPUMEHUMO):

a) JyactoTa;
©) YUMCno BLISIBNEHHbIX CIyYaeB (YNCNUTENb) Y TOYHOCTb OLIEHKM;

B) 0ObeM Ha3HayeHun (3HamMeHaTenb), BbIPaXXEHHOE KaK YMCMOo MauMeHTOB, NauMeHTO-mMecsaueB (MneT) n gp. u
TOYHOCTb OLIEHKM;

I) OLEeHKa OTHOCUTENBHOIO pUCKa 1 €e TOYHOCTb;

[) oueHka abComMTHOIO pMUCKa U ee TOYHOCTb;

€) BN1siHMe Ha naumeHTa (CMMNTOMbI, Ka4eCTBO XU3HN);

X) BNMUAHME Ha 0obOLLECTBEHHOE 340POBbLE;

3) cbakTopbl pucka (Hanpumep, MHAuBMAYanbHble akTopbl pycka (Bo3pacT, 6epeMeHHOCTb, Nepuoa nakrauumu,
HapyweHne (YHKUMM MEeYEeHW WNM Moyek, 3HavyMMasi COMyTCTBylOLWlAs MNaTonorus, CTEMNeHb TshKkecTu 3abonesaHun,
reHeTMYeCKUn nonnumopduam, pacosas 1 (UNKn) sTHMYECKast NPUHAAJIEXHOCTb, 403a);

1) NPOAOIMKUTENBHOCTL JIEYEHUS], MEPUOA, PUCKa;

K) npegoTBpaTMMOCTb (OUEHMBAEeTCs MpeAcka3yeMoCTb, BO3MOXHOCTb MOHUTOPUPOBATb COCTOSIHUE MO
MHOWKATOPHBIM CUMMTOMaM MNnu nabopaTopHbIM NapameTpam);

n) obpaTMMocTb;

M) NOTEeHUNanbHbIN MEXaHU3M;



H) YPOBEHb OOKa3aTesIbHOCTU N HeonpeaerneHHOCTN, BKIto4aa aHanma npotneopedalmnx (*)aKTOB (I'Ipl/l HaJ'II/ILlI/IVI).

8.5.16.4.2. lNMpwn nogrotoke MNMOOB ansa nekapCTBEHHbIX NpenapaTtoB C HECKOIbKMMU MOKa3aHuAMK, dopmamm
Bbilycka unu cnocobamyv BBEOEHUS B CIlydae Hamnuunsi CYLWIECTBEHHbIX PasfuuuMi Mo MAEHTUULMPOBAHHBIM U
NnoTeHLManNbHbIM puckam MOXET ObiTb 060CHOBaHHbLIM NMPeACTaBreHne AaHHbIX MO pUCKaM OTAENbHO MO MoKasaHWsaM,
dopmam Bbinycka unu cnocobam seegeHus. Moryt 6biTb NpeacTaBneHbl cneayoLlmne pasgensbl:

a) p1CKM, XapakTepHble AN AeCTBYOLLEro BeLecTsa;

6) p1CKM, XapakTepHble AN onpeaenieHHbIX opM Bbinycka Uiu crnocoboB BBedeHUs (BKoYas BO3OencTBre Npu
BbINOMHEHUN NPOdeCCUOHanbHON AeATENbHOCTH);

B) PUCKW, XapaKTepHble Ans onpeaeneHHbIX Nonynsauuii;

r) pWUcCKu, CBsi3aHHble C MpUMeHeHMeM 6e3 HasHauyeHuWs Bpada (OnA OEeWUCTBYHOLMX BELEeCTB, KOTopble
npeacTasneHbl B opMax, OTnyckaeMblx Mo peuenTty u 6es3 peuenta);

4) npobrembl No 6e3onacHOCTU, CBSI3aHHbIE C OTCYTCTBYHOLLEN MHopMaLMEN.
8.5.16.5. MNMogpasgen NOOB "3 HeKTUBHOCTL MEP MUHUMU3ALIMN pUCKa (€CNN OHU MPUMEHSINMCH)".

Mepbl MMHMMM3AUMM pUCKa BKMNOYaKOT B cebsA OeVCTBUA, HanpaBneHHble Ha NpedoTBpalleHne HexenaTenbHbIX
peakuui, CBA3aHHbIX C BO3OEWCTBMEM JleKapCTBEHHOro npenaparta, fMbo CHWXeHWe CTeneHW WuX TSXKeCcTU npu
BO3HUWKHOBEHUUN. Llenblo OesTenbHOCTM MO MUHUMM3aLUKM puUcka SBMSETCS CHWXEHWE BEPOATHOCTU PasBUTUS UNu
CTEMNEHN THAXECTU HexXenaTenbHbIX NEeKapCTBEHHbIX peakuni. Mepbl MUHUMU3aUMM pucka BKITHOYalOT B Ce0SA pYTUHHbIE
Mepbl MUHUMM3aUUK pucka (Hanpumep, nameHenus B OXIIIM) wnn AononHWUTENbHbIE MEPbl MUHMMM3aUUKW puUcka
(Hanpumep, NpsMoe NHopMMpoBaHME CNeLManucToB CUCTEMbI 3A4PaBOOXPaHEHMN UM obpasoBaTenbHble MaTepuansl).

B nogpasgene OormkHbl ObiTb NpeAcTaBneHbl pesynbTathl OLUEHKM 3hEKTUBHOCT Mep MUHMMM3AUUM pucka. B
0606LLEHHOM BUAe NpeACTaBlsieTCs COOTBETCTBYyOLWLas MHGopMauus no 3pdeKTUBHOCTU U (MNK) OrpaHUYEHUsIM
KOHKPETHbIX Mep MWHUMM3aUUM puUcka Mo BaXKHbIM MOEHTUMUUMPOBAHHLIM pUCKaM, KoTopasi Gbinia rnofydyeHa 3a
OTYEeTHbIN Nepuod. PeaynbTaThl OLEHKM 3a OTYETHbLIN Nepuoa NPEeACTaBNATCA B NMPUIOXEHUN K OTYETY.

8.5.17. Pasnen NMOOB "OueHka nonb3bl".

8.5.17.1. lMoapasgen "BaxHas 6asucHass mHdopmauuss no 3dpdEKTUBHOCTM NEKapCTBEHHOrO npenapara,
nony4yeHHas B Xo4e KIMMHUYECKNX nccnefoBaHnii 1 npuMeHeHusa B MeauumHckon npaktuke" NMOOB.

B nogpasgene cymMMupyeTcsi OCHOBHast MHdopMaumsi no 3ddeKTUBHOCTU feKapCTBEHHOro npenaparta B Xxoge
KIMUHUYECKUX UCCRefoBaHUii U 3pdpeKTUBHOCTb, NPOAEMOHCTPUPOBaHHAsA NPpY NPUMEHEHUM B MEAMLIMHCKOWM NpaKTUKe oT
Hayana oT4YeTHoro nepuoda. [aHHas MWHOopMauus OOMKHA WMMETb OTHOLIEHMEe K O4oBpeHHbIM MoKasaHusM K
NMPUMEHEHWIO.

[na nekapcTBeHHbIX NpenapaToB C HECKOMbKUMMW MOKasaHWsIMM, LeneBbiMWM nonynsauusamu u (unun) cnocobamu
BBeJEHWs Nornb3a AomkHa ObiTb 0XapakTepu3oBaHa B OTAENbHOCTU MO KaxaoMy dhakTopy.

[na nekapcTBEHHbIX MpenapaToB, Y KOTOPbIX 3a OTYETHbIA Nepuog Obinn BbISBIEHbI CYLLECTBEHHbIE U3MEHEHUS
npocdunst 6esonacHocT unu 3PEPEKTUBHOCTN, AaHHbIA nNoapasgen AOSMKeH BK4YaTb B cebsa [gOCTaTOuHYyHo
MHpopmaumo no ob6oCcHOBaHUIO OBHOBIIEHHOW XapaKTEPUCTUKM MOSb3bl JNIEKAPCTBEHHOrO Mnpenapata, OTPaeHHOW B
nogpasgene "Xapakrepuctuka nonbabl" NMOOB. CogepxxaHne n cteneHb getanmsauun nHdopmauum, NnpeacTaBneHHoOn B
pasgene, MOXET BapbuMpOBaTbCA MO Pa3NU4YHbIM NEKapCTBEHHbIM nNpenapatam (MpuM HeobxoaAMMocTu) cneayloLlime
acnekTbl:

annaemMmmonorna n nponcxoxaeHme 3aboneBaHus;

XapakTepucTuka nonb3bl (HanpuMMep, AuarHoctTudeckasi, npodunakTuyeckasi, cumnrToMaTudeckas, OonesHb-
Mogudmumpyowas);

BaXKHble KOHEYHble TOYKW, NoATBepXaallue nonb3y (Hanpumep, BRUSIHWE Ha CMEPTHOCTb, CUMMTOMATUKY,
ncxogbl);

[okasaTtenbcTBa 3PEKTUBHOCTU B KMUHUYECKUX UCCNEAOBaAHUSX U MEAULMHCKOW NPaKTUKe MO CPaBHEHU C
npenapatomMm cCpaBHEHUA (Hanpmmep, CpaBHUTENbHbIE KITMHUYEeCKMe uccriegoBaHnAa C akKTUBHbIM KOHTpOIem, MeTa-
aHanmabl, 06cepBaLMOHHbIE NCCIeN0BaHS);

TEHOEHUMM 1 (MNn) goKas3aTeNbCTBa NOSMb3bl MO BaXKHbIM MOMYMSAUMOHHBIM NoArpynnamM (Hanpumep, BO3pacTHbIM,
MOMOBbLIM, 3THNYECKUM, MO CTEMEHN TSXKECTU 3aboneBaHnsi, reHETUYECKOMY MONMMOPdU3My) B Criyvae, ecnv 310 uMeeT
OTHOLLEHUM K OLeHKE COOTHOLLEHMS "nosb3a - puck”.



8.5.17.2. Moppasgen MNOOB "HoBasa BbisiBNeHHass WHdopmaumsa no 3ddEKTUBHOCTAN, MOMyYeHHass B Xode
KNMHUYECKUX UCCIeg0BaHNIA U MPUMEHEHMS B MEOULIMHCKON MpaKTuKe".

[nsa HeKkoTOpbIX NIEKapCTBEHHbBIX NPEnapaToB 3a OTYETHbLIN NepMog MOXET OblTb MONy4YeHa HoBasd MHGOPMaLMs No
3(PPEKTUBHOCTU B KIMHUYECKUX WUCCIEOOBaHUAX M MEOULMHCKON MpakTuke, KoTopas OOSMKHa ObiTb NpencTaBneHa B
noapasgene. OTgenbHaa WHgopmauua no JokasatenbHon 6Gase B OTHOWEHUM HeO4OOpeHHbIX MokaszaHui Mo
NMPMMEHEHMWIO He BKIMOYaeTCs B pasden, 3a UCKIIoYEHMEM Cry4vaeB, eCnn 3TO MMEET OTHOLLEHWE K OLeHKEe COOTHOLLEHMS
"nonb3a - puck".

Ocoboe BHUMaHWe B nogpasgene yaensierca BakumMHam, aHTUMHEEKUMOHHBIM U MHBIM NpenapaTtam, Ans KoTopbiX
N3MEHEHNS TepaneBTUYECKON cpeabl MOryT MOBMMATbL HA COOTHOLLEHME "nosb3a - pUCK" C TeHEHUEM BPEMEHMN.

CopepxaHue 1 cTeneHb getanm3aumm nHdopmauumn, NpeacTaBnsaeMon B JaHHOM pasgene, MOXET BapbUpOoBaThCs
B 3aBMCUMOCTM OT JIeKapCTBEHHOro npenapara. B crnyyae oTcyTCTBMSA HOBOW MHGOPMAaLMK 3a OTYETHBLIA NEPUOL MOXET
npuBoaUTCS cchbifika Ha pasgen "BaxHas GasncHasa mHgopmauus no 3pdekTUBHOCTM feKapCTBEHHOro npenapara,
nony4yeHHas B XO4e KIMHUYECKNX NccnefoBaHnii 1 npuMeHeHus B meauumHckon npaktuke" NMNOOB.

8.5.17.3. Moapaszagen NMNOOB "XapakTepucTtuka nonbabl”.

B noapasgene npepnctaBndeTcsa obbeanHeHHas Mchopmau,vm no 6asnCHbIM M HOBbIM AaHHbLIM MO
TepaI'IeBTW-IECKOIZ nonb3e, KoTopble CTalnn N3BeCTHbI 3a OTYETHbIN nepwnoa no Oﬂ06peHHbIM NoKa3aHNAM.

B cnyyae oTCyTCTBUSI HOBbLIX AAHHbLIX MO NPOMUIIO0 NMOMb3bl U OTCYTCTBUS 3HAYUTENbHbBIX U3MEHEHUA Npoduns
6e30nacHOCTX, AaHHbIN noapasfen OOMKEH copepXaTb CCbIIKy Ha noppasgen "BaxHas GasvcHas uHdopmauusi no
3¢)q3€KTI/IBHOCTVI NeKapCTBeHHOro npenapara, nony4vYeHHada B XoAde KIMMHUYeCKUX I/ICCJ'IeLI,OBaHI/II7I n npuMmeHeHuna B
mMeguumHckon npaktuke" NMOOB.

B cnyyae ecnu 3a oT4yeTHbIN nepuog bbina nonyyeHa HoBas MHOPMAaLMA NO TepaneBTUYECKOW NoNb3e 1 He BbIno
3HaYMMbIX M3MEHeHUn npoduna 6esonacHOCT, B pasgene KpaTko NpuBoAaaTCs obbednHeHHbIe AaHHble No 6a3ncHon K
HOBOW MHOpMaLN.

B cnyyae Hanuuusi cylecTBeHHbIX M3MeHeHM npoduns Ges3onacHOCTU NMGO MOMyYeHUss HOBbLIX AaHHbIX,
npegnonararWmx 3HaYUTENbHO MEHbLUUA YPOBEHb TEpPAamneBTUYECKOM MOMb3bl MO CPaBHEHWD C M3Ha4yarbHO
NpOOEeMOHCTPMPOBaHHLIM, B pasaene AomkHa ObiTb NpuBeAeHa KpaTkas KpuTudeckasl OLeHKa aokasaTenbHoin 6a3bl no
6esonacHocTM U 3EEKTUBHOCTU B XOAE KIMHMYECKUX WCCredoBaHUA W MELUUMHCKOM MNpPakTUKUM C yKasaHuem
cneayoLen nHdopmauuu:

KpaTkoe onucaHve [JoKal3aTenbHOro YPOBHA [aHHbIX MO TepaneBTUYECKOW Monb3e (MpOoBOOAMTCS OUEHKa
CpaBHUTENbHOrO acnekta 3MEKTUBHOCTU, CTEMEHW BbIpaXXeHHOCTU 3ddeKkTa, MPaBUSIbHOCTUM CTaTUCTUYECKOMN
06paboTkn, cnabbiX 1 CUMNBbHBIX aCMEKTOB METOAONOMN, COOTBETCTBUS JAHHbLIX B PA3HbIX UCCEOOBaHUSIX;

HoBas MHOpMaUus, NOCTaBUBLUAS NOA4 COMHEHNE CyppOraTHble KOHEYHbIE TOYKU (MpY Hanu4uu);

KNMHMYecKas 3Ha4MMOCTb Bblpa)KeHHOCTU TepaneBTU4ecKoro 3deKTa;

o6obLiaeMocTb TepaneBTudeckoro addekta Mexay uenesbiMu noarpynnamu (Hanpumep, uHdopmaums o
He4OCTaTOYHOCTW TepaneBTU4ecKkoro agdpekTa no kakon-nmbo NonynsaLMOHHON NOArpynne);

a[eKBaTHOCTb XapaKTepUCTMKN "[03a - TepaneBTUYeCKnin oTeeT";
NPOACIKUTENBHOCTb ahdekTa;
cpaBHUTENbHasa ah(PEeKTUBHOCTb;

onpegeneHne CTeneHn, B KOTOPOW AaHHble Mo 3¢pdeKTUBHOCTM, MOSyYEHHbIE B KIMHUYECKUX WCCRELoBaHUSX,
MOryT GbITb 0606LLEHbI C NoNynAuMeil, B KOTOPO NPUMEHSIETCS NEKApCTBEHHBIV NpenapaTt B MEAULIMHCKON NpakTuKe.

8.5.18. Pasgen NMOObB "UHTerpupoBaHHbIA aHanM3 COOTHOLLEHUS "Monb3a - pUck” No ogobpeHHbIM NokasaHusM".

B pasgene gepxarenem perncTtpauMoHHOro YAOCTOBEPEeHUs OOMKHa ObiTb npeactaBneHa oboblieHHasi oueHka
nonb3bl M puUcKa FeKapCTBEHHOro npenapara Mpu ero NpUMEHeHWU B KIUMHWYEeCKoW npakTuke. [NpencTtaBnsieTcs
KpUTUYECKMA aHanuM3 n obbeguHeHHas WHopmauus no npeabiaylyMm pasgenam B 4acTu nonb3bl U pucka 6es
aybnvuposBaHusa ¢ uHdopmauven B nogpasgenax "OueHka pUCKOB M HOBOW MHopMauun" n "Xapaktepuctmka nonb3bl"
MOOB.

8.5.18.1. lMogpasgen NMOOB "MHTerpupoBaHHbLIN aHanu3 B KOHTEKCTE COOTHOLUEHUS "nonb3a - puck" (BkNoyas
MEAMLMHCKYIO NOTPEBHOCTbL M BaXKHble ansTepHaTuBbI)”.

B nogpasnene npeacTaBnsieTcs kpaTkoe onucaHue MeamMuMHCKOM MOTPeGHOCTM B fieKapCTBEHHOM Mnpenaparte Mo



Oﬂ,06peHHbIM nokasaHnam ”m CyMMWUPOBAHHO MO arnbrepHatuBam (MeD,I/IKaMeHTO3HbIM, XUPYPrmn4eCkMMm unm MHbIM
NnoKasaHuaMm, BKIo4aa OTCyTCcTBue J'Ie‘-IeHVIﬂ).

8.5.18.2. MNogpaspen NOOB "OueHka npoLenypbl aHannsa COOTHOLLEHUSA "NoMnb3a - PUCK”.

CooTHolleHre "nonb3a - puck” MMeeT pasnnyHoe 3HavYeHne B 3aBUCMMOCTU OT NMOKasaHUI U LeneBbIX NOMynsiLui.
CnepoBatenbHO, AN NEKapCTBEHHbLIX MpenapaTtoB, 3aperMcTpUpOBaHHbIX MO HECKONMbKMM MOKa3aHMsAM, COOTHOLUEHME
"nonb3a - puck" A0MKHO OblTb OLEHEHO OTAENBHO MO KaXX4oMy nokasaHuio. B cnyyae Hanmums CyLiecTBEHHbIX pasnuynii
COOTHOLLUEHUS "Monb3a - puck" mexay noarpynnamum B pamkax 1 nokasaHwsi OueHKa COOTHOLUeHWs "nonb3a - puck"
AormkHa 6bITb NpeacTaBneHa OTAeNbHO U AN NONYNSALMOHHBLIX NOArPYNn (ecnv NPUMEHMUMO).

8.5.18.2.1. OcHOBHble BONPOCHI B OTHOLLUEHUW MOMNb3bl U PUCKOB:

KnoYeBass MHGOpMauusa, npeactasneHHas B MpedLecTBYOWMUX pasdenax fno Monb3e U PUcKy, AOMKHa ObiTb
06beaMHeHa C Liernbio OLEHKM UX COOTHOLLIEHWS;

OLEHMBAETCA KOHTEKCT MNPUMEHEHWs NeKapCTBEHHOro npenapata (u3nedyeHue, npodunakTvka, AvarHoCcTuka),
CTeneHb TAXeCTU U Cepbe3HOCTb 3360ﬂeBaHI/I$|, ueneesaa nonynauuna (OTHOCVITeJ'IbHO 340poBble, XpPOHUYEeCKune
3aboneBaHus);

B OTHOLUEHUN NONb3bl OUEHMBAETCA €€ XapaKTep, KIMnHMn4eckaa 3Ha4YMMOCTb, MPOAOJTKUTENIbHOCTb SQ)qDeKTa,
00600LaemMocTb, [oKa3aTenbCTBO Squ)eKTVIBHOCTI/I Yy nauneHToB, HE OTBe4Yawwunx Ha albTrepHatuBHOE Jle4vyeHune,
Bblpa>XeHHOCTb Sd)(*)eKTa, nHamsnayarbHble NTEMEHTbI NOJb3bl;

B OTHOLWUEHUN PUCKa OLEHMBAETCA KIMHUYeCKada 3HaYMMOCTb (Hanpmmep, XapaKktep TOKCUYHOCTKN, CEepbe3HOCTb,
4YacToTa, npeackasyemocCTb, npenoTrspaTtuMoCTb, O6paTI/IMOCTb, BIMMAHNE Ha nau,meHTa), a TaKXKe acnektbl pucka,
CBA3aHHble C MTpUMEeHEHNEM He No O,D,O6peHHbIM nokKka3aHnAM, HOBbIM NOKa3aHUAM, HeNnpaBUIlbHbIM MPUMEHEHNEM;

npu OPMyNMPOBKE OLIEHKM COOTHOLLEHMS "Mornb3a - pUck" paccMatpuBaloTca crnabble U CUMbHbIE CTOPOHBI, a
Takke HeonpeaeneHHOCTN fokasaTenbHoW Gasbl C ONMCaHWEM UX BUSHWUS Ha OLEHKy. [puBoauTca xapakTepuctuka
OorpaHn4yeHui BbINOSTHEHHOW OLIEHKW.

8.5.18.2.2. MNpeacraBnaioTCs onucaHne 1 aprymeHTauus UCrnonb3yemMon MeToaonornn Ans OLEHKU COOTHOLLEHUS
"none3a - puck™:

a) npegnoroXeHusi, pacCMOTPEHWe, COOTHECEHUS, KOTOpble MOATBEPXKAAtOT CAENaHHbI BbIBO4 MO OLEHKE
COOTHOLLEHMS "nornb3aa - puck”;

6) KOMMEHTapum B OTHOLUEeHUN BO3MOXHOCTWU BblpaXeHua nonb3bl U pUCKa B npeacraBlneHHOM Buae U UX
COonocCTaBlieHns,;

B) ecnn npefcrtaerieHa KoJimvyecTtBeHHada oOLeHKa COOTHOLUEeHWUA, BKI4vaeTcda 0000LeHHOe onncaHne MeTodoB
OLEHKMH;

) SKOHOMMYEecKas oLeHka (Hanpumep, "CTOMMOCTb - 3EKTMBHOCTL") HE OOIMKHA pacCMaTpuBaTbCA NPU OLIEHKe
COOTHOLLIEHMS "Mornb3a - pUck”.

8.5.19. Pasgen NMOOB "3akntoveHne NMOOB u npegnaraemble nocnenyrolmne OENCTBUSA B KOHTEKCTE CAErNaHHON
oueHKn".

BakntountenbHbivi pasgen NOOB gomkeH cogepXxaTtb 3aknio4eHne o0 BIUsIHAM HOBOW MHGOPMALMK, BbISIBIIEHHOW B
OTYETHbIV NepuoA, Ha OOLLYH OLEHKY COOTHOLLEHMS "Nornb3a - puUck” Mo KakgomMy ofobpeHHOMY MoKasaHuto, a Takke no
noarpynnam nauueHToB (ecnu NpYMeEHNMO).

OcCHOBLIBasicb Ha OLEHKe KYMYINATUBHbIX OaHHbIX MO ©esonacHocTh u” aHanm3y COOTHOLUEeHUA "nonb3a - pl/ICK",
nepxarenb pernctpaunoHHOro yanoctoBepeHUA OOIMKeH OUEeHUTb HeoOXo0ANMOCTb W3MEHEHUS I/IH(bOpMaLIMI/I o
NeKapCTBeHHOM npenapare n NpeanoXnTb KOHTEKCT COOTBETCTBYHOLLNX N3MEHEHNI.

3akntoyeHne OOMKHO BKMoYaTh B cebsi npeaBapuTernbHblie NPEeanoXeHWs no onTMMUM3aumv unn AanbHenwen
OLEeHKe COOTHOLWeHMs "nomb3a - pUCK' C LUenbi UX nocregyrolero obcyxaeHnss ¢ YnonHOMOYEHHbIMU opraHamm
rocygapcTs-4neHoB. [JaHHble NpeanoxeHns MoryT BKoYaTh B cebsd Mepbl MMHUMMU3aLMK pycKa.

B OTHOLWIEHWM neKkapCTBEeHHbIX MNpenapaTtos, WMELWMX nnaH no apMakoHaasopy U MUHUMMU3ALMKU pUCKa,
NpeanoXeHns OOMKHbI ObiTb BKIKOYEHb! B MiaH Nno dapMakoHaA30py U NilaH MUHUMMU3ALMN prckKa.

8.5.20. Pasgen MNMOOB "Mpunoxexus k NMOOB".

Pasgen gormkeH BkrodaTh B cebs crieqyoLme npunoXKeHus:



a) cnpaBoYHas MHdopmauus;

0) KymynsiTuBHble obobLarowme TabnmyHble JaHHbIE MO CePbEe3HbIM HEeXernaTenbHbIM SABIIEHUSAM, BbISBITIEHHbIM B
Xo[e KIMHUYECKUX UccrnegoBaHui;

B) KYMYNSITUBHble W WHTepBasibHble o06o6latowmne TabnMyHble AaHHble MO Cepbe3HbIM W HeCcepbe3HbIM
HexenaTerbHbIM peakuuam No AaHHbIM NOCTPErncTPaLMOHHOMO NPUMEHEHNS;

r) TabnuyHble gaHHbIe NO cUrHanam;
[) OLleHKa curHanos (ecnm nNpMMeHMUMO);
€) nepeyveHb Bcex NOCTPErNCTPaLMOHHbIX NCCNeAoBaHMI No 6e30nacHOCTU.

8.6. Cncrema kauectBa [NNOOB Ha ypoBHe gepxarens
perncTpaumoHHbIX YAOCTOBEPEHMIA

[epxaTenb perucTpaLMoHHOro YAOCTOBEPEHUs JOMKEH MMETb CCHOPMUPOBAHHbLIE CTPYKTYPbl M Mpouecchl Ofs
NoAroTOBKU, KOHTPOMSA KadecTBa, o63opa v npeacTtasneHuns MOOB, Bknoyas KOHTPOSb UCMOSTHEHUS B NpoLIecce 1 nocrne
UX oueHKW. [laHHble CTPYKTYpbl M MpoLecchl AOMKHbI GbiTb OMNMcaHbl B Mpoueaypax, NPUHATLIX B BUAE NMUCbMEHHOro
[OKYMEHTa, CUCTEMbI KauecTBa AepXaTernsi perncTpauuoHHOrO YAOCTOBEPEHNSI.

Mpouecchl dapMakoHag3opa BKOYaloT B cebst psa HanpasneHuin, KoTopble MOryT okasaTb HENnocpeacTBeHHoe
BnusiHWe Ha kadecTtBo [1OOB (Hanpumep, obpaboTka coobLueHnn O HexenaTternbHbIX peakumsax, NONyYeHHbIX B pamKax
CMOHTAHHOrO PenopTUPOBAHUS UMW KIMHUYECKUX nccrnegoBaHnin, o63op nuTepartypsl, BbiABNeHne, Banvgaums u oueHka
curHana, AOMnOMnHWUTENbHbIE Mepbl Mo dapMakoHaA30py U MOCTPErmcTpauMoOHHON MCCnenoBaTenbCkon AeATernbHOCTH,
npouenypbl 06paboTkn M obbeanHEeHUs AaHHbIX NPWM OUeHKe Mofb3bl U pucka M Ap.). Cuctema kadecTBa AOIMKHA
OnucbIBaTb B3aMMOCBA3b MexXay npoueccamu, kaHanbl MHpopMupoBaHua u obs3aHHOCTU No npoueaypam cbopa Bcen
nmerowen OoTHoweHue uHdopmauun anga BkmwyeHus B [MOOB. [omkHbl ObiTb pa3paboTaHbl U BHeOpeHbl
AOKYMEHTUPOBaHHbIE MPOLEAYPbl MO KOHTPOMIO KavecTBa MPOLECCOB C Lenbio obecrneyeHnss NOMHOTbl M TOYHOCTM
AaHHbIX, npeactaensiembix B NMOOB. BaXHOCTb MHTErPUPOBaAHHOM OLIEHKM COOTHOLLEHMST "nonb3a - puck”" onpegensiet
HeobxoanMocTb obecnedeHns BKkNaaa pasnuyHbIX AenapTaMeHToB unu otgaenos npu nogrotoske MNOOB.

MNMOOB pomkeH codepxaTb OLEHKY creumanbHbIX 3anpocoB Mo acnekTam npocuns 6e30nacHOCTU CO CTOPOHSI
YNONHOMOYEHHbIX OpPraHOB rOCYAAPCTB-YNEHOB. Y [AepxaTens PperncTpauvMoHHOro YAOCTOBEPEHWUS OOMKEH ObiTb
paspaboTaH 1 BHeAPEH MexaHn3M, obecnedvBaloLuil Haanexatlyo o6paboTky U OTBETHI HA 3aNPOCh! YMOMHOMOYEHHbIX
OpraHoB rocyAapcTB-4JIeHOB.

MpeacTtaBneHne obobLiaowmx TabnuyHbiX AaHHbIX OOMKHO MoABepratbCs npoueaype Bepudurkauum AaHHbIX B
OTHoweHun 6a3 AaHHbIX AepxaTtensd perncrpauuoHHOro yOoCTOBEepeHUs C uenbtlo obecrneyeHns TOMHOCTU U NOMHOTHI
npeacTaBnAeMbIX AaHHbIX B OTHOLLEHUN HeXenaTernbHbIX peakuni n aeneHni. MNMpouecckl pa3MelleHns 3anpocos B 6ase
AaHHbIX, UCMOMb3yeMble NapameTpbl AN M3BNEYEHUs AaHHbIX M KOHTPOMNb KayecTBa AOSMKHbl ObiTb Hagnexalumm
06pa3oM AOKYMEHTMPOBAHBI.

Hapgnexawas cuctema KadecTBa nepxarena perncTtpaunoHHOro yanocTtoBepeHuA AOOoJKHa WCKIMKYUTb PUCK
HEBbINOITHEHUA AepXXaTternem permcTtpaumoHHOro yaqoctoeepeHua Tpe6OBaHI/IIZ 3aKoHOAAaTENbCTBA, TAKNUX KaK:

HenpeacTaBneHne ortyeta: nonHoe HenpeactasneHne MNOOB, HapylweHne rpaduka nnu cpokos nogadn NMOOB
(6e3 npeaBapuTENBHOIO COrMacoBaHMs ¢ YNOTHOMOYEHHbIMU OpraHaMy rocyaapCTB-YreHOoB);

HeoboCcHoBaHHOEe HenpeacraBneHne 3al'lp0LIJeHHOl7I VIH(bOpMaLI,I/IM;

HU3KOE KayecTBO OTYETOB (Mfoxoe [OKYMEHTMpoBaHMe nubo HegocTtaTodHas WHopMauus wWnu OLEeHKa,
npeacTaBneHHble Ons BbINOMHEHWUS aHanu3a HoBOWM WHdopmaumm no 6e3onacHoCTW, cUrHanoB Mo ©e3onacHOCTW,
OLIEHKWN PUCKa, OLEHKM MNOMb3bl U MHTENPUPOBAHHOIO aHanmsa COOTHOLUEHUS "nonb3a - puck”, OTCYTCTBUE YKal3aHWsa O
HenpaBuUIbHOM MPUMEHEHUN, OTCYTCTBME CTaHAAPTHOW TEPMMHONOrMM, HEOOOCHOBAHHOE WCKIIOYEHME CIy4aes,
HenpepacTaBneHne nHdopmalmm no pakropam pucka);

npeactaeneHne NMOOB Ge3 oTpakeHWs paHee MOJSlyYEHHbIX 3aMpPOCOB OT YMOMHOMOYEHHbIX OPraHOB rOCYAapCTB-
YrIEeHOB.

Bce 3HauMMble OTKIMOHEHUS OT Npoueaypbl NoAroToBku 1 npeactasnexHus NOOB gomkHbI ObITb AOKYMEHTUPOBAaHbI
N MPUHSATHI COOTBETCTBYIOLLUME KOPPEKTUPOBOYHbIE W MpedynpeauTenbHble MeponpusaTus. [aHHas OoKymMeHTauumst
[0oKHa GbiTb AOCTYMHa B No6oe Bpemsl.

B cnyuyae genervpoBaHusi o6si3aHHocTen no nogrotoske NMOOB TpeTbuMM cTopoHam AepXaTenb perncTpaumoHHOro
YOOCTOBEPEHMS AOIMKEH 00ECNeYMTb HanMumne y TpeTbe CTOPOHbI Haanexallen cucTeMbl Ka4ecTBa, COOTBETCTBYHOLLEN
TpeboBaHuaM npasa Colo3a 1 3akoHoAAaTENbCTBA roCy4apCTB-4YIEHOB.



8.7. ObyyeHne nepcoHana npoueaypam no NMNOOBb

OTBETCTBEHHOCTbIO fMUa, YMOITHOMOYEHHOro No dyapMakoHaa3opy, sBnsdetca obecnevyeHve Hagnexallen
KBanudukaumm, onbita n oby4yeHnss nepcoHana no apmakoHaa3opy, oueHKe MeOULMHCKON MHOopMaUnM U KOHTPOrs
KayecTBa, 3a4eMCTBOBaHHbIX B NpoLeaypax NoarotoBku, 063opa, KOHTPOMs kavyecTsa, OueHkM n npeacTtaenenus MNOOB.
Cnepyert ocyllecTBnATb Heobxoaumoe obyyeHue no pasnuyHbiM npoLieccam, acnektaMm 3HaHUM U HaBblkaM, CBSI3aHHbIM
¢ chapmakoHagsopoM. HanpaeneHusa obydeHus OOMKHbI BKoYaTb B cebs acnekTol npaBa Coro3a 1M 3akoHoAaTenbCcTea
rocygapCTB-4IEHOB, PYKOBOACTB, HAy4YHYHO OLEHKY OaHHbIX, MMCbMEHHbIE npouenypbl No acnektam nogrotosku MNOOB.
[okyMeHTMpoBaHMe mnpouecca O00y4yeHUs [OSPKHO noATBepXdaTb €ro MnpoxoXgeHue [0 Hadvana BbINONIHEHUS
cooTBeTCcTBYOLWNX pyHKUMI no MOOB.

8.8. MNMopsagok npeacrasnenns NOOB
8.8.1. CtaHgapTHbIM nopsaok npeactasneHus NMOOB.

nepMO,EI,I/I‘-IHOCTb N CPOKM npeactaBreHna NMnoob JIeKapCTBEHHbIX npenapaTtoB onpeaenAarnTCcd CorflacHO nepeyHio,
yTBEepXgaemMmomy ynormHOMOYeHHbIMU opraHamMun rocygapcrB-41€HOB.

Ons NNeKapCTBEeHHbIX MnpenapartoB, MeXxayHapoaHoe HenarteHToOBaHHOE HauMeHoBaHue Wunm rpynnmpoBoYHOE
HanMmeHoBaHME KOTOPbIX He BKIMOYEeHbl B yKasaHanZ nepeyeHb, Nepnogn4HOCTb npeacrtaBieHnda MOOGb cocTtasnseT:

Kaxkable 6 MecsiLeB OT MeXAyHapo4HOW AaTbl permcTpaumm B Te4eHne nepsbix 2 neT;

€XerofHo B Te4eHNe nocreayowmx 2 ner;

nanee - kaxable 3 roga.

Cpok nogauu NMOOB cocTtaensieT He 6onee 90 kaneHAapHbIX AHEN C AaTbl OKOHYaHMS cOopa AaHHbIX.
8.8.2. BHeouepegHas nogava MOOB.

MOOB nognexut nogaye HesamegnutenoHo. MogrotoBka NMOOB gomkHa ocywecTensaTbea He Bonee yem 60
KaneHgapHbIX AHEN C AaTbl NONyYeHUsi MMCbMEHHOTO 3anpoca yNofIHOMOYEHHOTO OpraHa rocyaapcTea-yneHa.

8.8.3. dopma nogaum MNMOOB.

MOOB nognexuTt nogade B 3MNEKTPOHHOM BMAE C BO3MOXHOCTbIO TEKCTOBOIMO MOUCKA Ha PYCCKOM SA3bIKE UMK
aHIMUNCKOM A3blke C 00s3aTenbHbIM MEPEBOAOM Ha PYCCKUMM A3bIK CNEayrLMX pas3gernoB: KpaTkoe MW3oXeHue
OCHOBHOIO COAepXaHusi, UHTErpMpoOBaHHbIN aHanM3 COOTHOLIEHMS "Morb3a - pUck” Mo ogoOpeHHbIM MokKasaHusaM U1
3akntoyeHme. Mo 3anpocy ynonHOMOYEHHOrO OpraHa rocygapcrBa-yrieHa gepxarefb permcTpaLoHHOro yaoCTOBEPEHUSsI
06513aH B TeveHun 30 KaneHgapHbIX OHEW CO OHS MOMyYeHUsl Takoro 3anpoca NpeacTaBuTb NEpPeBOA Ha PYCCKUMIM SA3bIK
apyrux pasgenos [NOOB.

8.9. Mpouecc oueHkm NMOOB Ha TeppUTOPUAX rOCYSaAPCTB-YIEHOB

YNONHOMOYEHHbIMY OpraHaMu rocy4apCTB-YneHOB AOMKHO obecneumBaTbes BbinonHeHne oueHkn NMOOB c uenbio
onpegeneHns cooTeeTcTBusa TpebosaHnam npasa Colo3a v 3akoHoAaTenbCTBa rocy4apCTB-YNEHOB, a Takke BO3MOXHbIX
n3MeHeHn npocpunsa 6es3onacHOCTN NeKapCTBEHHOro npenaparta W BAMAHUSA 3TUX U3MEHEHUI Ha OLEHKY COOTHOLLEHUS
"nonb3a - puck" nekapcTBEHHOro npenaparTa.

9. YnpaBneHue curHanom
9.1. CTpyKTYypbl U NpoLiecchbl
9.1.1. VICTOYHMKM NONy4YeHUss cUrHanoB u nx obpaboTka.

9.1.1.1. NCTOYHMKM nOnyyYyeHus curHaroB BKMo4alT B cebs Bce AaHHble, MonydYaemble Npu NpUMeHeHWM
NeKapCcTBeHHbIX NpenapaTtoB, BKMYas AOKMUMHUYECKUE U KNMHUYECKMe daHHble, AaHHble MeTodoB dhapMakoHaasopa U
CUCTEMbl KOHTpONA KadecTBa. [aHHble MOryT BkMovaTb B cebs cBedeHusl, nornydYaemble CUCTEMON CMOHTaHHOro
PenopTUPOBaHNSA, CUCTEMaMU aKTMBHOTO MOHUTOPWHrA, B pe3ynkTarte NpoBeAeHUs1 HEUHTEPBEHLIMOHHBIX UCCreaoBaHuin,
KMUHUYECKUX MCCNEA0BaHUIA U U3 APYTUX UCTOYHUKOB MHGOPMAaLMN.

9.1.1.2. CurHanbl M3 CMOHTAHHbLIX COOOLEHNA MOXHO OOHapyXuTb B WHOMBUAYANbHBIX COOOLIEHUAX O
HexxenarternbHbIX peakumsX, BKITFOYEHHbIX B 6a3bl JaHHbIX O HEXenaTenbHbIX peakuusx, CTaTbsaxX U3 Hay4dHOW nutepaTtypbl,
MOOB wnu ppyron uHdoOpMauUMW, NPEOCTaBMEHHON OepXaTensaMu perMcTpauMoHHbIX YOOCTOBEPEHMI B pamKax
npoueayp, onpeaeneHHbix npasoM Cok3a M 3aKOHOAATENbCTBOM rOCY4APCTB-UYNEHOB (Hanpumep, WM3MEHEeHUs u
OOMNonHeHus, npoaneHune, o0basarenbCcTBa NO NOCTPErNCTPALMOHHBIM UCCNELOBAHNSM) UNU MOCTOSHHO BbINOMIHAEMOro



MOHUTOPUHIa COOTHOLLEHMS "Norb3a - PUCK" NIeKapCTBEHHbIX NMpenapaTos.

9.1.1.3. CurHanbl MOryT ObiTb BbISIBMIEHbl MpPW MNPOBEAEHMM Pa3fUYHbIX BUAOB MWCCIELOBaHWUN, BKIHOYas
OOKIMMHNYECKNE, UHTEPBEHUMOHHBIE U HEVHTEPBEHLIMOHHBIE MCCIeaoBaHus, cuctematndeckne 0b63opbl, MeTa-aHanmabl.
PasnuyHble BUObI aKTUBHOIO MOHWTOPMHIa MOTYT NMOMoraTh B BbISBIIEHWM CUIHArOB, a Takke CTUMYyNMpPOBaTh MPOLLECC
penopTUpoOBaHUA cneynanuctTamMmm onpeaeneHHbIX TUNOB HexXenaTenbHbIX peakUnii.

9.1.1.4. [pyrne MUCTOYMHMKM WHGOPMAaLMK BKIOYaOT B cebs MHEPOPMaLMOHHO-TENEKOMMYHUKALMOHHYK CETb
"MnTepHeT", undposble cpeacTea (06LenocTynHble Beb-canTbl, coumarnbHble ceTu, brorn) nnu gpyrme cuctemol, Yepes
KOTOpble naumeHTbl u noTpebutenn moryt coobwmTe 06 onbiTe pasBUTUS HexenaTenbHbIX Peakuuii Ha fneKkapcTBEHHbIE
npenaparsbl.

9.1.2. MeTtogonorusa o6paboTkn CUrHamnos.

9.1.2.1. OBHapyXeHne curHanoB [AOMKHO MPUAEPXKUBATLCA CTPYKTYPUPOBAHHOM WM MPU3HAHHOW METOAO0MNOMM,
KOTOpas MOXEeT BapbMpoBaTbCA B 3aBUCMMOCTW OT BuMAa NEKapCTBEHHOro npenaparta, B OTHOLUEHWW KOTOPOro
BbIMOSHSAETCA npoueaypa.

9.1.2.2. C uenblo OLEHKM [oKasaTerlbHOM OCHOBbI, MOATBEPXOALWEeNn MOCTYNUBLUMA CUrHarm, Heobxooumo
NMPUMEHATb CTPYKTYPUPOBAHHYKO U MPU3HAHHYK METOOOMOMMI0, KoTopas AOMKHA YYUTbIBATh KMMHUYECKYH 3HAYMMOCTb,
CcTeneHb AOCTOBEPHOCTM B3aMMOCBSI3W, COMMacoOBaHHOCTb [AaHHbIX, B3aMMOCBSA3b CTEMNEHW BO3OENCTBUS U peakuuwu,
NPUYNHHO-CINEeACTBEHHYHO CBA3b, 6|/|onor|/|qe0|<yro I'IpaB,EI,OI'IOﬂoﬁHOCTb, JKCnepnmMeHTallbHble pe3ynbraTbl, BO3MOXHbl€
CXOOHble NO XapakTepy ABNeHNUA AaHHble.

9.1.2.3. lMpu npuopuTM3aLMM CUrHaNOB YYUTLIBAIOT HOBW3HY BbISBMEHHON B3aMMOCBSA3W WIUM NEKapCTBEHHOMo
npenapata, akTopbl, MMELUME OTHOLLEHME K 3HAYMMOCTW B3aMMOCBA3M, CEPbE3HOCTU COOTBETCTBYIOLLEN peakuun v
hakTopbl, UMELoLLME OTHOLLEHME K JOKYMEHTMPOBAHUIO COOBLLEHNS.

9.1.3. MNpouecc 06paboTkn curHanos.
9.1.3.1. BeeaeHwe.

9.1.3.1.1. lpouecc 06paboTkM curHanoB BKMYaeT B ceba cTagun OT BbISBNEHUS curHana [oO BblpaboTkM
pekomeHgaumi. MNpaBuna BeINOMHEHNS 06pPaboTKM CUrHANOB UMEHOT OTHOLLEHME KO BCEM 3aMHTEPECOBAHHBIM CTOPOHAM,
y4yacTBYHOLLMM B KOHTpore 6e30NMacHOCTN 3apermcTpMpoBaHHbIX JTEKApPCTBEHHbIX MpenapaTos.

9.1.3.1.2. lNMpouecc 06paboTkn curHanoB BKIHOYAET B cebs crneayolime CTaanm:
a) BbISBMEHNE cUrHana;

0) Banvaauus curHana;

B) aHanu3 1 npuop1TU3aums curHana;

r) oLueHKa curHana;

) pekoMeHaaumm no OenCTBUSIM;

€) obMeH nHgopmaumen.

9.1.3.1.3. lNpepcraBneHHbie Bbile CTaguu npouecca 06paboTku U3NoXeHbl B TOMMYECKON NocregoBaTenibHOCTY.
Pa6GoTa ¢ otaenbHbIMKM OOCTYNHLIMU UCTOYHUKAMKU MHADOPMaLUK, UCMONb3yeMbIMU ANt OBHaPY)XXEHUS1 CUrHaNoB, MOXET
notpeboBatb rMbkoCcTM B 06paboTke CUrHanoB, B YaCTHOCTHU:

ecnm O6Hapy)K6HVIe curHarnos 683Mpy€TCFI Ha o630pe nHamBunayarnbHbIX COOOLLEHUIN O HeXenaTenbHbIX peakuynax,
npouenypa MoXeT BKI4aTb Bepl/lq)MKaLl,I/l}O 1 npenBapuTernbHyO NpuopmnTmn3auuto 06Hapy>KeHHoro CuUrHana,;

€CNN curHan BbIsIBNIEH MO OObEAMHEHHBIM pe3ynbTaTaM UCCNeAoBaHWs, Kak MpaBuiio, HEBO3MOXHO OLEHUTb
Kaxxgoe uHOovBMAyanbHoe cooOlleHve, U B pesynbraTe Banupauum MoxXeT notpeboBatbcs cOOp [OOMONMHUTENBHBIX
[JaHHBIX.

PekomeHoaumMm no AencTBuMsaM (C MnocregylowumM MpUHATUEM peLleHUs B COOTBETCTBUM C MeXAyHapOOHbIMU
JoroBopaMmn U akTamu, cocTtasndawowmmu npaso Cors3a, M 3aKoHOAATENbCTBOM rOCYAapCTB-YNEHOB) M OOMeH
WMHpopMaumen SBNATCS KOMMNOHEHTAMMW, KOTOPble HEOOXOAMMO YUMTbLIBaTb Ha KaXK4oW CTagum npouecca.

9.1.3.2. BbisiBNeHne curHana.

9.1.3.2.1. Ko Bcem MeToAaMm BbISIBIIEHUS cUrHana npumMeHsitoTcs cnegyowme tTpebosaHmns:



a) VICﬂOJ'Ib3yeMbIIZ MeTon [AOOJNKEeH COOTBETCTBOBATb o6bemy OaHHbIX (Hanpmmep, NCcnonb3oBaHNE CIT0XHbIX
CTaTUCTUYECKMX METOOOB MOXET He NoAXoAnTb Anst Heborblloro oobema ﬂ,aHHbIX);

6) Heobxoamnmo y4nTbiBaTb AaHHbIE N3 BCEX COOTBETCTBYHOLLNX NCTOYHUKOB;

B) [OIMKHbI ObITb BHepeHbl CUCTEMDI, NAPAHTUPYKOLLNE Ka4yeCTBO BbINOSIHAEMOMN AEATENBbHOCTU MO 06Hapy>+<eHV|+o
OaHHbIX;

r) pesynstatbl 0630pa KyMYNSTUBHBLIX AaHHbIX OOMKHbI CBOEBPEMEHHO M Hagnexalmm obGpa3oM OLEeHMBAaThbCS
KBanMuUMPOBaHHbLIM NMULIOM;

4) npu obHapyXeHuu yrpo3bl OOLLECTBEHHOMY 340POBbLI0 [OIMKHbI MPEeAnpUHUMATBCS He3ameanuTernbHble Y
adhdeKTUBHbIE AENCTBUS;

e) npouecc BbiABINEHNA CUTHANOB OOJKEH ObITb Hagnexatumm o6pa30M LOOKYMEHTUPOBaH, BKITKO4YaA 0oboCcHOBaHwMe
mMeToga n nepnogn4HoOCTM BbINOJITHEHUA OEencTBui no o6Hapy>KeHmo CUrHanos.

9.1.3.2.2. OGHapyxeH\e cUrHanoB Nno 6e30nacHOCTM MOXHO OCYLLECTBMNSATb HA OCHOBaHWM 063opa 6a3 gaHHbIX
NHOMBMAYANbHBLIX COOBLLEHUI O HeXenaTemnbHbIX peakuusiX, CTaTUCTUYECKoro aHanmsa Gonbliux 6a3 AaHHbIX UMK Ha
OCHOBaHUN KOMBUHUPOBAHHOTO MOAX0AAa, OCHOBAHHOIO Ha COYETaHUM 3TUX METOAOB.

9.1.3.2.2.1. O630p MHAUBMAYarbHbLIX OTYETOB NO 6€30NacHOCTU.

MuouBmayanbHble COOBLLEHNST O HexenaTernbHbIX peakumsax MOryT ObiTb MOMyYeHbl M3 CMOHTAHHOM CUCTEMBbI
PEenopTMPOBaHNS, aKTUBHbIX (DOPM MOHWTOPUWHIA, KIMHWYECKUX WCCredoBaHWiA UM MoryT ObiTb OnyGrnvkoBaHbl B
MeauuMHCKon nutepatype. Hannuune 1 coobLueHns o cepbe3HOon unmn TEXKENon HexenarteneHon peakumm (Hanpumep, o6
aHaUNaKTUY4eCKoM LLOKe) MOXeT ObiTb OOCTATOYMHO ANsi TOro, 4tobbl 06paTMTb Ha 3TO COOOLLEHME BHUMaHuE U
NpeanpuHATL AanbHenwmve aencteusi. MHdopmaums, noanexailas oueHke, AOoMKHa BKMovaTb B cebsi KONMMYecTBO
COOOBLLEHUI (NOCNEe UCKMIOYEHUS MOBTOPSIFOLLMXCS COOOLLEHMI U COOBLLEHNI, OOPMIEHHbBIX HEHaaNexXalwmnm obpasom),
aemorpacmyeckme paHHble nauueHTa (Hanpumep, BO3pacT W Mof), MNoAO03peBaeMbli NEKApCTBEHHbLIA Mpenapat
(Hanpumep, BBefeHHasi [003a) W HexenaTenbHyl peakuulo (Hanpumep, MNpPU3HaKM WU CUMNTOMbI), BPEMEHHYHO
B3aMMOCBS3b, KITMHUYECKMIA UCXOL B CBA3KN C MPOOOIMKEHNEM UNN NpeKpaLleHMeM npuema fnekapCTBeHHOro npenapara,
HanMuMe noTeHUManbHbIX anbTEPHATUBHbLIX MPUYMH Pa3BUTUS HEXenaTenbHOro SABMEHWS, OLEHKY OTnpaBUTENeM
Cco00OLLEeHNs MPUYNHHO-CNEACTBEHHOW CBSI3W U JOCTOBEPHOCTb B1ONOrnyeckon n papmakonormieckom cessu.

9.1.3.2.2.2. CtatucTn4eckme aHanuabl B 6onblUnx 6asax gaHHbIX.

CyLLl,eCTByI'OT pa3nnyHble CTaTUCTU4eCkme MeTodbl aBTOMATUYECKOro BbiABJIEHNA CUTHanoB wuMcxogAa W3
HenponopunoHaribHOCTU KoJin4ecTtBa OTHETOB, TO €CTb Gonee BbICOKWI YpOBEHb PenopTupoBaHnA O npep,nonaraemoﬁ
FIOﬂOSpeBaeMOVI HexenaTtenbHou peakuun Ha COOTBETCTBYyHOLLEE p,e|7|CTBy|ou.|,ee BelecTtBoO wnun J'IeKapCTBeHHbIIZ
npenapar no cpaBHEHUIO C Apyrnmun ,EI,eI7ICTByIOLIJ,I/IMI/I BeuwecTtBaMun Unn nekapCcTtBeHHbIMM npenapartamMmu B 0ase OaHHbIX.
Mcnonb3oBaHne CTaTUCTUYECKUX METOAOB MOAXOOUT He Ans Bcex CVITyaLWIVI. I'IpM MCNOJIb30BAHNN CTATUCTUYECKUX
MeTonoB U Bbl60pe Kputepunen I/Iﬂ,eHTVICbVIKaU,VIVI curHarnoBs criegyet y4dYutbiBaTb 00beM AaHHbIX, NOJTHOTY D,OCTyrIHOI?I
I/IH(*)OpMaLI,l/II/I N CEPbE3HOCTb HexenaTenbHom peakuunn.

rlepVIOD,VI‘-IHOCTb BbINOSIHEHNST CTATUCTMYECKOro aHanmn3a 6asbl AaHHbIX U reHepmnpoBaHna CTaTUCTUYECKOIo oT4yeTa
3aBUCUT OT XapaKTEPUCTUKU ,qeﬁCTByrou.l,ero BelleCTBa Uin yiekapCTBeHHOro npenapara, nokasaHumn K NMPUMEHEHNIO U
noTeHuunanbHbIX NN I/ID,eHTI/Iq)MLI,MpOBaHHbIX PUCKOB.

9.1.3.2.2.3. KoMBU1HaUmMsa cTaTUCTUYECKNX METOAOB N 0630pa NHAMBUAYarNbHbIX OTYETOB MO 6E30MacHOCTH.

Cratuctmyeckune otyeTbl MOryT ObITb NpeaHa3HayYeHbl ANns BblABIEHNs NOA03PEBaEMbIX HeXenaTenbHbIX peakumn,
COOTBETCTBYIOLLUX MpeaBapuTENnbHO onpeaeneHHbIM KpUTEPUSAM YacToThl, CTEMNEHN TAXECTU, KIMMHUYECKON 3HAYNMOCTMU,
HOBW3HbI UMW CTaTUCTUYECKOWN B3aMMOCBSA3N. Takne punsTpyowme MeTofbl MOryT YNpoCTUTb OTOOp Hambonee BaXKHbIX
WUHAMBUAOYanbHbIX COOOLIEHMI O HeXemnaTenbHbIX peakuusix, paccMaTpuBaemblX Ha MEepBON CTaauu npoueaypbl.
MpegenbHoe 3HadeHWe MokasaTens, Wcrnonb3yemMoe B 3TOM UALTPYOLEM npouecce (Hanpumep, He MeHee 3
coobLLeHnn), MOXeT BapbuMpOBaTbCA B 3aBUCMMOCTW OT KIMHWYECKOW 3HAYMMOCTM NOAO3PEeBaEeMON HeXenaTterbHoW
peakuMm W curHana, BNUSIHUS Ha OOLeCTBEHHOe 300pOBbe W CTeMNeHU pacnpoCTPaHEHHOCTW MCNOMb30BaHUSA
nekapcTBEHHbIX Npenaparos.

Mpn Kncnonb3oBaHUM aBTOMATUYECKOrO CKPUMHUHIA B Mpouecce OOHapy)XeHWsi CUrHarnoB COOTBETCTBYOLLNE
NMHAMBUAOYanbHble COOBLLEHUS O HEXENaTeNnbHbIX peakumsx creayeT B AanbHeNWweM n3ydatb No OTAeNbHOCTY.

HesaBucmMmo OT McCnonb3yemoro CTaTMCTUYECKOro Metoda npoledypa oGHapyXeHusi curHanoB Bcerda AorkHa
BKMoYaTh B cebs KnuHMYeckyto oueHky. CTaTUcTUYecknii MeToa ABMAETCS OOMNOMHUTENbHbIM METOOOM BbISIBMEHUS U
Banuaauun curHana.

9.1.3.3. Bannpauusa curHana.



9.1.3.3.1. lNpwu BbISIBNEHUM CUrHana BbINOSMHAETCA OLEHKa AaHHbIX C Lienblo Bepudukauum n nogTBEPXKAEHNS TOro
dakTa, 4YTO OOCTynHas WHopMauusi COOEPXKMT AOCTATOMHblEe [OKa3aTenbCTBa BbISBMEHWMS HOBOW MOTEHUManbHOM
NPUYNHHO-CNEACTBEHHON CBHA3M UMM HOBOFO acnekTa paHee YCTaHOBMEHHOW B3auMocBA3W. Pesynbratbl Banuvaaumm
onpenensoT Heo6Xo0ANMOCTb AanbHENLen OLEHKN curHana.

I'Ipvl BbINONTHEHUM npouenypbl Bannaauunm curHana He3aBUCUMMO OT WUCTOYHWKa ero norydvyeHua HeobxoamMmo
Y4nUTbIBaTbh:

9.1.3.3.1.1. KnuHn4yeckas 3Ha4MmocCTb, Hanpuvep:

YPOBEHb [0Ka3aTenbHOCTM B OTHOLUEHWM MPUYMHBI ABMEHUsI (HanpuMep, KONMMYECTBO COOOLLEHWUA C Yy4YETOM
BO34ENCTBUS, BPEMEHHON B3aMMOCBA3W, NPaBOonogobHOCTM (BEPOATHOCTU) MeXaHu3Ma pasBUTUS HexXenaTerbHON
peakuun, pesynstatoB OTMEHbl U MOBTOPHOMO Ha3HayeHus feKapCTBEHHOro npenapara, anbTepHaTUBHOMO O6bACHEHUS
NN UHBIX MPUYUHHBIX AKTOPOB);

Cepbes3HOCTb HeXenaTenbHOW peakummn n ee UCXon;

HOBUW3Ha peakuun (Hanpumep, HOBblE N Cepbe3Hble HexenaTternbHble peakuun);

KNMHWYECKNIN KOHTEKCT (HanpuMep, Nogo3peHne Ha KIMHUYECKUA CUHAPOM, BKIHOYasa Apyrue peakumm);
BO3MOXHblE NekapCTBEHHbIE B3aUMOAENCTBUS U peakumm Yy ocobbIX rpynn nauneHToB.

9.1.3.3.1.2. MNpepgwectayowasa nHgopmaLms:

nHdopmaums yxe BkrtodeHa B OXJIN nnn UMI (J1B);

CUrHan yxe oLUeHEeH YNOrNHOMOYEHHbIM opraHoM rocyaapctea-yneHa B NMOOB unu MYP, nubo obcyxaeH Ha ypoBHe
Hay4YHOro 3KCNEPTHOrO KOMWUTETA, NGO ABMSANCA OCHOBAHUEM [Ns PerynsTopHON Npoueaypbl.

Kak npaBuno, Banmgaumun nognexar curHanbl, He OTHOCALUMECS K Bbllleyka3aHHbIM. OgHAKO MO yXe U3BECTHbIM
curHanam MoxeT notpeboBaTbCA NpoBeAeHWE Banuaauuu B Criydae nogo3peBaemoro BbISIBIEHUSA OTIIMYMIA NO YacToTe
pa3BUTUSA, ONNTENBEHOCTN NEPCUCTUPOBAHUS, CTEMEHN TSHXKECTU UK Ucxopa (Hanpumep, BbISIBIIEHHbIN BO B3aUMOCBS3N
netanbHbI UCXOA) NO CPaBHEHU C AaHHbIMW WKW XapakTepucTUKOW, BkNOYeHHbIMM B OXJIM wnu paHee
paccMmaTpuMBaeMbiMU YNONIHOMOYEHHBIM OPraHoOM rocyAapcTBa-yrneHa.

9.1.3.3.1.3. Hanunume pgpyrux WCTOYHUKOB uHGPOpMaLMW, O0ObEM [AaHHbIX KOTOPbIX MO ONpeaeneHHOM
HexxernaTenbHON peakuuy npesblllaeT NPeALecTBYOLWYI0 NHOpMaLmnio:

a) nuTepaTypHble AaHHble O NOAOOHLIX COOBLLEHUSX;
©0) akcnepumMeHTanbHble pesynbrathl UM BMONOrMYECKNE MEXaHN3MbI;

B) 0b3op 6onee kpynHbiXx 6a3 AaHHbIX (06beguHeHHble 6a3bl AaHHbLIX YNONHOMOYEHHbBIX OpraHoOB rocygapcTB-
YNEHOB).

9.1.3.3.2. CwurHan npuobpeTaeT cTaTyC BanMAMPOBAHHOrO, €Cnu npouecc Bepudmkauum BCEN UMEKOLLEN
OTHOLUEHMEe AOKYMEHTauMn CBUAETENbCTBYET O MPEANONOXUTENBHO HOBOM NMPUYUHHO-CEACTBEHHOW CBSA3W UMW HOBOM
acnekTe U3BeCTHOMW B3avMOCBA3W, U, CregoBaTenbHO, ABnseTcss 060CHOBaHMEM AarnbHeWLen OLEHKN.

9.1.3.3.3. CurHan, gnsi KOTOpPOro B npouecce Banupauum He Obina noaTBepXXAeHa NpennonoXuTeribHO HOBast
NPUYNHHO-CNEACTBEHHAA CBSA3b WIIM HOBbLIA acCMeKT W3BECTHOW B3aMMOCBS3M, MOXET MoTpeboBaTh BbIMONTHEHUS
OarnbHeNLWero aHanmsa, HanpuMmep, B CriyYasix HeLOCTaTOMHOCTWM KONM4ecTBa OOKYMEHTauMuM MO COOTBETCTBYHOLLEMY
crnydvar HexenatenbHOW peakumn. B nogobHbIX cnyyasx HOBble COOOLLUEHMSI O HexenaTerbHbIX peakuusax Wnm
pesynbrathl MOCMeaylowero HabnwaeHWss Mo paHee MNoMyYeHHbIM Criydyasim M3 nepuoga MnoCTPErncTpaLmMoOHHOro
HabngeHna OOIMKHbI NepecmaTpmBaThCs Yepe3 COOTBETCTBYOLLME MEepuoabl BpEMEHM C Liernbio obecneyeHns ydeta un
pacCMOTPEHUS BCEX COOTBETCTBYHOLLMX COOOLLEHNIA.

9.1.3.3.4. [Jepxxartenu pernctpaumoHHbIX YAOCTOBEPEHNA M YNONTHOMOYEHHbIE OpraHbl rOCYAapCTB-YeHOB AOSMKHbI
UMETb CUCTEMbI OTCIIEXMBAHMSA C LEMNbIO ydeTa pe3ynsraToB Banvaauum CUrHamnoB, BKOYas M3y4YeHUe U OTCrexXmBaHue
NPWYMH, MO KOTOPbIM CUrHamnbl He OblM NPUHATHI Kak CBUOETENbLCTBYHOLIME O MPEeAnosioXUTENIbHO HOBOW MPUYUHHO-
CNeACTBEHHOW CBSA3W MMM HOBOM acrnekTe M3BEeCTHOW B3aMMOCBS3M, a Takke WHpopMaumu, kotopasa nomorna Obl B
noucke HO,El06HbIX cny4yaeB 1 OLeHKe CUrHaros.

9.1.3.4. AHan13 n npuop1TU3aLmMs CUrHarnoB.
9.1.3.4.1. KntoyeBbIM aNeMeHTOM npoLecca ynpasneHus curHanamun SBnseTcsa HesameanutensHoe onpeaenexHve

UX BMMUSIHUA Ha OOLLECTBEHHOE 300POBbE MMM COOTHOLLEHME "NoMb3a - pUCK” NeKapCTBEHHOIO npenapara y NauMeHToB,
nogBseprarwmuxcsa Bo3gencTemio. MNpouecc npuoputM3aunm JOMmMKEH BKMNoYaTh B cebs:



a) [oKasaTenbHOCTb M COrMacoBaHHOCTb MHpopmauun, Hanpumep, Guonornmyeckas AOCTOBEPHOCTb, GonbLioe
KONMYeCTBO [OCTOBEPHbIX CryyaeB, COOOLIEHHbIX B TeYeHMe HEenpoAOSKUTENbHOTO Nepuoda BPEMEHU, BbICOKME
3Ha4YeHus nokasaTens O AMCMPOMNOPUUOHANbHOCTU, BbICTpoe yBennyeHue I3TOro nokasaTensi C TEYEHUMEM BpPEMEHM,
naeHTudurKaumsa curHana B pasHbIX YCrOBUSIX NPUMEHEHUs (Hanpumep, B ambynaToOpHOM W KIMHUYECKOW MpakTuke),
WCTOYHVKN UMW CTPaHbI, N3 KOTOPbIX MOMyYeHbl AaHHbIE;

6) BnnAHME Ha naunmeHToB B 3aBUCUMOCTU OT CTENEeHU TAXKEeCTH, 06paTVIMOCTVI, noTeHumnana npegorepalieHmna n
KITMHMYECKOro MCXO4a HexenaTenbHom peakuun, pesynbraTtbl MNpeKkpaweHnda rnedeHnda npuMeHUTeribHO K TeYeHUro
3aboneBaHusa u apyrne TepaneBTu4eCcKkme rnokasarenu;

B) BNMsIHWE Ha OOLLECTBEHHOE 340POBbE B 3aBUCUMOCTU OT CTEMEHWN UCMOSb30BaHNs NieKapCTBEHHOrO npenapara
B oOuler rpynne nauueHToB M B MONYMAUMOHHBLIX Tpynnax pucka (Hanpumep, NeKapCTBEHHble npenapartbl,
nucrnonb3lyemMble 6GepeMeHHbIMU XEHLMHaAMWN, OEeTbMW WM NOXWNbIMKA NOgbMKU) M cnocoba Ucnonb3oBaHUS
nekapcTBEHHOro npenaparta (Hanpumep, HenpaBuIlbHOE WCMONb30BaHWE WM MCMOMb30BaHWE He MO 3asiBIEHHbIM
nokasaHusim). BnusiHne Ha o6LLecTBEHHOE 300pOBbE MOXKET BKIOYaTh B CEOS OLEHKY KonmnyecTBa NaLMeHToB, Y KOTOPbIX
MOXET PasBUTbLCSI Cepbe3Hasn HexxenaTernbHasn peakuus, 3TO KONMYECTBO AOSHKHO ObiTb M3Y4YEHO MO OTHOLLEHMIO K 06LLEW
BbIOOpKE nauMeHToB B 06LWen rpynne, rpynne nauveHToB C LeneBbiM 3aboneBaHWEM W rpynne nNauueHToB,
NOABEPTLLMXCA BO3OENCTBUIO;

F) NOBbILLEHHAs YacToTa UIK CTEMNEHb TSHXKECTU M3BECTHOIO HEXenaTenbHOro AeNCcTBUS;

/J,) HOBWU3Ha rlo,qo3peBaeM0|7| HexenartenbHon peakunn, Hanpumep, ecrim Heu3BeCTHadaA nogo3peBaemMan
HeXxenarteribHada peakuna pa3BnMBaeTCA BCKOpEe nocne noctynieHnAa HOBOro NiekapCTBeHHOro npoaykrta B MeauumHCKYH
NPaKTUKYy;

€) ecnu 3asiBNeHve Ha MoryyYyeHne permcTpaumMoHHOro YAOCTOBEPEHWUS HOBOrO [AEWCTBYIOLLEro BeLlecTBa
HaxoguTCA Ha pacCMOTPEHUM B YNOMHOMOYEHHOM OpraHe rocyjapcTBa-yfieHa 1 curHan no 6e3onacHoCTU Nony4veH us
TpeTben CTpaHbl, B KOTOPOW ITOT NEKapCTBEHHbIN MpenapaTt 3aperncTtpupoBaH, unuM B KMHOM 6a3e AaHHbIX Mo
HexenaTenbHbIM peakunsamM obHapyXeHa Tshkenas HexxenaTenbHas peakuns U3 TpeTben CTpaHbl, STOMY CUrHamny Takke
AOIMKHO ObITb yAeneHo BHUMaHue.

9.1.3.4.2. B HeKoTOpbIX Cry4yasix NPUOPUTETHOE 3HAYEHNE OLIEHKM MOXET ObITb OTAAHO CUrHamnam, nofyYeHHbIM B
OTHOLUEHMWN JIeKapCTBEHHbIX MpenapaToB UMW SBMEHWA C MOTEHUMANbHO BbICOKUM BHMMaHMEM CO CTOPOHbI CpeacTB
MacCcOBOW MHMOpPMaLUN N 3aMHTEPECOBaHHbIX CTOPOH hapMakoHaa3opa C LUernbilo He3aMeanuTenbHOro JOHeceHUs Ao
06LLEeCTBEHHOCTN Y MEOULMHCKNX PabOTHNKOB Pe3yrnbTaToB TaKON OLIEHKW.

9.1.3.4.3. Pesynbtat npouegypbl MNpuopuMTU3auMM CUrHana QJOrbkeH BKMYaTb B cebs pekoMeHgaumio Mo
BPEMEHHbLIM paMKaM OLIEHKU curHana.

9.1.3.4.4. Pesynbrat npouenypbl NpUopuTM3aLMM CUrHamna OOrmkeH OblTb 3aHeCeH B CUCTEMY OTCNEXWBaHUSA C
000CHOBaHMEM NMPUCBOEHHOTO YPOBHSA NPMOpUTU3aLMnN CUrHana.

9.1.3.5. OueHka curHanos.

9.1.3.5.1. Lenbio OLEHKM CUTHANOB 4BMSETCA W3y4YeHWe [OoKa3aTenbCTB MNPUYNHHO-CIEACTBEHHON CBA3M
HeXXenaTenbHON peakumm 1 NO403PEBaEMOro NIeKapCTBEHHOIO CPeacTBa C LeNbio KONMYECTBEHHON OLEHKM B3aUMOCBA3N
(NpegnoyvtTuTenbHO B abCONIOTHBIX BEMWYMHAX) U onpeneneHnss HeobxoammocTn cbopa LOMONMHUTENbHBIX AaHHbIX UMK
NPUHATUA perynaTopHbix mMep. OueHKka CcOoCTOMT M3 TwaTenbHoro dapMaKkofiormdeckoro, MeauuMHCKOro u
3MMAEMMONOrMYECKOr0 U3yYeHUs BCEW UMeloLencs mHdopmauMm no cooTBeTcTByowemy curHany. O63op [orkeH
BKIIOYaTb AOCTYMHblE (DapMaKONormyeckne, OOKIUHUYECKME U KIMHUYECKME OaHHble U LOIMKEH ObiTb MakcumarnbHO
NOMHbIM NPUMEHNTENBHO K MCTOYHUKAM MONyYeHnsa nHdopmauum, BKIYas AaHHbIE OOChbe NeKapCTBEHHOro npenaparta
npv nogaye 3asiBieHUst Ha PermcTpauuio 1 nocnegywmne N3MeHeEHUs!, NMMTepaTypHble CTaTby, CMIOHTAHHbIE COOOLEHNS
N HeonybnMKOBaHHY0 MHOPMaUMIO OT AepXaTenen permcTpauuoHHbIX YOOCTOBEPEHUN U YNMONTHOMOYEHHbBIX OpPraHoB
rocyaapcTB-4reHoB. Takke HeobXoaMMO y4nTbiBaTb PEKOMEHAALNM BHELHUX 3KCnepToB. Ecnn nHdopmaums nonydeHa
N3 HECKOSbKMX UCTOYHMKOB, HEODXOAMMO YYUTLIBATh YPOBEHL MX AOKA3aTENbHOCTU U OFPAaHUYEHUS C LENbI0 OLEHKN UX
BKMaja B OLEeHKy Bonpoca no 6esonacHoctn. CoBokynHas nHdopMaLmsa 13 pasHblX UCTOYHUKOB Takke TpebyeT Bbibopa
MEeXOyHapOo4HON NPU3HAHHOW TEPMUHONOMMN MEOULIMHCKUX sIBNEHUA. B cnyvyae OTCyTCTBUSA Takoro TEPMUHOMOMMYECKOro
onpegeneHnsi HeobxoaMMo onepaLMoHHOe onpeaeneHne.

9.1.3.5.2. B HeKoTOpbIX Criyyasix cCurHanbl HeobXoOAMMO OLEHMBATb COMACHO TEepaneBTUYECKOMY YPOBHIO WIM
Krnaccy cuctembl OpraHoB b0 Ha YypoBHE CTaHAapTU3MPOBAHHOIO 3anpoca (Mpu UCNONb30BaHUN CNOBapst MEOULMHCKON
TepmuHonornn MedDRA). Touck MHopmauum MoxeT noTpeboBaTh BKMOYEHUSA OPYIMX FIeKapCTBEHHbLIX NpenapaTtoB
OOHOrO Knacca v Apyrux HexenartenbHbIX peakuui, Hanpumep, OTHOCUTENbHO APYrMX TEPMUHOB, MMEIOLLIMX OTHOLLEHME K
CNOXHOMY 3aboneBaHuo (HanpvMep, HEBPUT 3pUTENBHOIO HEpPBa Kak BO3MOXHbIV NEPBbIA NMPU3HAK MHOXECTBEHHOro
CKreposa), paHHenm cTaguvm peakuuu (Hanpumep, yanuHeHue wHTepBana QT) WMAM KNUHWYECKMM  OCMOXHEHMAM
COOTBETCTBYIOLLEN HEXENaTENbHON peakunn (Hanpumep, 06e3BOXMBaHUE UM OCTpasi NoYeYHas He4OCTaTOYHOCTh).

9.1.3.5.3. C6op mHdbopMaLMM M3 pa3HbIX UCTOYHMKOB MOXET 3aHATb BpeMs. B uensx onTtumusauumn npouecca



MOXET ObITb MCMOMbL30BaH, Hanpumep, noLlaroBbIN METOA OLEHKM curHana. B OTHOLLEeHMM HOBOro curHama o TShKenown
HeGﬂaFOﬂpMﬂTHOVI peakunn MOXHO NPUHATbL BpeMeHHble Mepbl, eClii B pe3ylnbraTte I'IepBOIZ CTaann OLUEeHKMN Ha
OCHOBaHUM ﬂ,OCTyI'IHOI7I I/IHCbOpMaLI,I/IM caenaH BbiBOO O NoTeHunaribHOM pUcke, KOTOprVI HeobxogMmo npegoTBpaTuTb.

9.1.3.6. PekomeHpaLmm no AenNcTBUSAM YNONHOMOYEHHbIX OpraHOB rocy4apCTB-UreHOB.

9.1.3.6.1. PekomeHOaumm Mo pe3ynsTtataM OLEHKM MOTryT BapbMpoBaTbCA B COOTBETCTBUM C TPeOOBaAHWUSIMM,
YCTaHOBMEHHbIMN akTamu opraHoB Colo3a unu 3akoHOA4AaTeNbCTBOM rOCyAapCTB-YNEHOB, U BbiBOAAM MO pesynbratam
OLEHKWU curHana.

HecmoTpss Ha TO, 4TO peKkOMeHZauuW COCTaBMSAKTCA MOCMe OLUEHKM curHana Ha OCHOBaHWM COBOKYMHOWN
WHpopmaumm, HeobXoaMMOCTb AEWCTBMIN OLIEHMBAKOT B XOAE BCEro npouecca ynpasreHusi CUrHanom, onpenenss
00O0CHOBaHHOCTb UM LieniecoobpasHoCcTb bonee paHHUX OENCTBUN MO MUHMMMU3ALIMA PUCKA.

9.1.3.6.2. [lericTBuA No pesynbrataM OLEHKM CUrHamna MoryT BkMtoyaTbe B ceba 4ONONHUTENbHOE U3yYeHne PUCKOB
N1 Mepbl MMHUMMU3ALMN PUCKOB, €CNU MeXaHW3Mbl Pa3BUTUS NMO4O3PEBaEMON HeBnaronpusiTHOW peakummn ykasbiBaloT
Ha BO3MOXHOCTb NPeaynpexaeHns UM CHUXKEHME CTEMEHN TSHKECTU HeXenaTenbHoW peakumn. Ecnv BbiIBog OCHOBaH Ha
orpaHuyeHHon nHdopmaLmm, MOXeT noTpeboBaTbCs NPOBEAEHNE NOCTPErMCTPALMOHHOIO NccneaoBaHms 6e3onacHoCTH
C Llenbio N3y4yeHus NoTeHumnansHoro Bonpoca unu npobnemesl no 6e30nacHocTy.

9.1.3.6.3. Ecnu ynonHOMOYeHHbIN oOpraH rocygapcTBa-yrieHa 3anpallvBaeT Yy AepxaTtens peructpalyMoHHOro
YAOCTOBEPEHNSI NPOBEAEHME OOMOMHUTENBbHBLIX AEUCTBMWA, B TakOM 3anpoce HeobXoauMO ykasaTb CPOK BbINMOSHEHWS
OENCTBUI, BKMOYAsA OTYETbI O AOCTUrHYThIX LENsaxX U NPOMEXYTOUYHbIX pesynbratax NponopuuoHanbHO CTENEHU TSHKECTU
N BNUSAHMIO NpobnemMbl No 6e30MacHOCTM Ha 0BLLECTBEHHOE 300pOBbLE. [lepxaTernb perncTpaunoHHOro YaAoCTOBEPEHUS U
YMONTHOMOYEHHbIE OpraHbl FOCY4apCTB-YNIEHOB [OOMMKHbI YYUTbIBATb BO3MOXHOCTb MPOBEAEHMSI WUCCrefoBaHus B
YCTaHOBIIEHHbIE CPOKM C YY4ETOM NapaMeTpoOB UcCriegyemMoro Bornpoca 6e30nacHOCTU, HanpuMep, YacToTbl pPa3BUTUsS U
noTpebHOCTU B MPOCMEKTUBHOM [Au3ailHe uccnepnoBaHus. CrieqyeT yuuTbiBaTb BPEMEHHbIE Mepbl Mo obecneyeHmto
6esonacHoro u 3MEPEKTUBHONO MNPUMEHEHUS JeKapCTBEHHOro npenapaTta WnuM YCTPaHeHW pUcKa, BKMYas
BO3MOXXHOCTb BPEMEHHOIO NPUOCTAHOBIEHUS LENCTBUS PErMCTPALIMOHHOIO YAOCTOBEPEHUS NTEKAPCTBEHHOIO Npenapara.

9.1.3.6.4. B cnyyae OTCyTCTBMS pucKa AN MAUMEHTOB YMOMHOMOYEHHbIA OpraH rocygapcTBa-yfieHa MOXeT
NPUHSATbL peLleHne 06 OTCYTCTBUMM HEOBXOAMMOCTU AarnbHENLEN OLEHKN UIK AaNbHENLLNX AEACTBUNA.

9.1.3.7. O6meH nHopmaumen.

9.1.3.7.1. CnegyeT obecne4ynTb BO3MOXHOCTb BbINOMHEHNs 0BMeHa uHdopmaumnen mMexagy YnorHOMOYEHHbIMM
opraHamun rocygapcTB-4YNIEHOB, AepXaTensamy perncTpaumoHHOro YAOCTOBEPEeHUS U APYrMMKW YYacTHUKaMWU C Lenblo
pacnpocTpaHeHnss WHOpMauun O curHanax, cbopa [ONONHUTENbHbIX [OaHHbIX, AanbHeWWwen OueHKW Bonpoca
6e30nacHOCTM U MPUHATMSA pelleHMs O 3aliMTe 340pOBbA NaumeHToB. BpemeHHble TpeboBaHuMs No 0OOMeHy
nHdopmaumMen MoryT BapbuMpoBaTbCs B 3aBUCMMOCTM OT npobnembl no 6e3onacHOCTW, HO WHoOpMauUmMs O curHanax
AomkHa OblTb pacnpocTpaHeHa He3ameanUTeNnbHO MOoCcrne BbIMOMHEHUS npouegypbl UX Banugaumm v NPUsHaHWA KX
BaNMAMpOBaHHbIMMU.

9.1.3.7.2. [depxatenn peructpauMoHHbIX YOOCTOBEPEHUN NepenaroT BCH COOTBETCTBYIOLLYH WHopmaumio o
CUrHanax B yrnorTHOMOYEHHbIE OpraHbl rOCYy4apCTB-UYIIEHOB (YTO COCTaBMSIET YacTb 006A3aTenbCTB N0 hapMakoHaas3opy U
MOHWUTOPWHIY COOTHOLUEHMS "nofb3a - pUcK" rekapCTBEHHOMO npenapara). BanuaupoBaHHble curHanel, KOTopble MOTyT
oKasblBaTb BNUsiHNE Ha 06LLECTBEHHOE 340POBLE N COOTHOLLEHME "Nomnb3a - puUck” NekapcTBEHHOrO nNpenaparta, LOJPKHbI
ObITb He3ameannuTernbHO nepenaHbl B YNONTHOMOYEHHbIE OpraHbl rocyaapcCTB-4JiEeHOB, a TakKXe B COOTBETCTBYHOLLUX
cnydadax npeacrtaeneHbl npegnoXeHna nNo BO3MOXHbIM ,EleI7ICTBVIF|M.

9.1.3.7.3. YNOnHOMoOYeHHbIe OpraHbl rOCyAapCTB-YNeHOB nepenatrT pesynbraTbhl OLUEHKW CUrHamoB gepXaTensm
permcTpaumoHHOro yAoCTOBEPEHUS.

9.1.4. TpeboBaHMA K KA4eCTBY.
9.1.4.1. lNpocnexnBaemMocTb.

Bannpauus, npunopntmnsauund, oueHka, BpeMeHHble CPOKU, peELLEHNA, OENCTBMS, NNaHbl, penopTtnpoBaHne, a Takxke
MHble KIllo4eBble npouenypbl OO0JDKHbI Haanexawnm o6pa30|v| OOKYMEHTUpOBaTbCA U nepnoanyveckmn OoTCnexmnBaTbCA.
Cuctembl OTCNEXUBAHUA Takke OOMKHbI ObiTb OOKYMEHTUpPOBaHbl N BKNO4YaTh B cebs curHanel, B pesynbrate NpoBepKU
KOTOpPbIX ObIn caenaH BbiBog 06 OTCYTCTBUU HOBOW NOTEHLNarbHON I'IpVI‘-IVIHHO-CJ'Ie,EI,CTBeHHOVI CBA3N UM HOBOIO acnekTa
N3BECTHOM B3aMMOCBS3M, TaK KakK OHMU MOryT npuBlievdb ocoboe BHMMaHWE B Cny4yae nocrneagywuwero aHanuaa. Bce
3anncun JoJKHbl nogneXatb apxXmBMpoBaHUIKO N XPaHEHNIO B COOTBETCTBUN C Ll,eVICTByI'OLLI,MMM npouenypamu.

9.1.4.2. CucteMbl Ka4ecTBa U JOKYyMEHTauUnS.

9.1.4.2.1. BaxHon ocOGEHHOCTbLIO CUCTEMBI 0OPabOTKM CUrHaNoOB SIBMSIETCS YETKOE AOKYMEHTUPOBaHUE C LIENbHO
obecneyeHns Hagnexawero n 3PQEKTUBHOIO (YHKLUMOHUPOBAHMSA CUCTEMbI, CTaHgapTu3auum o00si3aHHOCTEN U



TpebyeMbIX OENCTBUM, BbIMNOMIHEHMS 3TUX AEWCTBMMA NMLUAMXM C COOTBETCTBYIOLLEN KBanndukaumen u Mx NOHUMaHUS
BCEMMW BOBJIEYEHHbLIMWU CTOPOHaMW, OCYLLECTBMIEHUS HaAanexawero KoHTpons u (npu HeobxogmmocTwn)
yCOBEpPLUEHCTBOBaHNS cucTembl. icxoasa n3 gaHHbIX TpeboBaHM formkHa ObiTh pa3paboTtaHa cuctema obecneyeHus n
KOHTpONs KayecTBa B COOTBETCTBUM CO CTaHOapTaMyM CUCTEMbI KadecTBa, KOTOpas OOIMKHA MPUMEHSITbCA KO BCEM
npoueccam ynpaeneHust curHanamu. [omkHbl ObiTb paspaboTaHbl, AOKYMEHTanbHO OQOPMIIEHbI U BHEOPEHDI
noapobHble Npoueaypbl cMcTeMbl kavecTtBa. Heobxoomumo pacnpegenntb yHKUMU U 00SA3aHHOCTU BHYTPU KOMMaHUA
OTHOCUTENBbHO OENCTBUI U BeAEeHWs OOKYMEHTaLUKW, KOHTPOMsS M U3yYeHWs BOMPOCOB KAa4yecTBa, a Takke NPUHATUS
KOpPEeKTMPYOLWMX 1 NpegynpeanTenbHbix mep. Cloga Takke OOMKHbl OTHOCUTLCS 00S13aHHOCTM MO ayauTy obecneyeHus
KayecTBa B CMCTEME YMpaBreHust curHanamu, BkMoyas ayamt cybnoapsifuuMKoB KOHTPAKTHBIX CTOPOH, BbIMOSHSAOLLMX
Kakne-nmbo paboTbl NO AaHHOMY HanpaereHuto. [omkHa ObiTb rapaHTMpoBaHa KOHMMAEHUMANbHOCTb [AaHHbIX U
OOKyMeHTaumm, 6e30nacHOCTb U JOCTOBEPHOCTb AaHHbIX (BKIHOYasa LENOCTHOCTb Npu nepeadade).

9.1.4.2.2. Cuctema oTCcrexmBaHus gomkHa obecneunBaTb NonyyeHne BCEMU BOBITEYEHHBIMU CTOPOHAMM AaHHbLIX
no pesynbraTtaMm aygutoB C yKa3aHueM [elcTBun Mo obpaboTke curHamoB, COOTBETCTBYKOLLMX 3anpocoB U WX
pesynbratoB. [lonyyeHHas wHOpMauWsi, MOWUCK, pe3ynbraTbl MOUCKA, OLEHKM W pelleHust (MONOXUTENbHbIE W
oTpuuaTtenbHble) MO NoTEeHUManbHbIM CUrHamnam, a Takke pesynbraTbl NPOBEPKU CUrHamna nognexar apXMBUPOBaHUIO.
D,aHHbIe OOJMXHbI BKIMKOYaTb pe3ynbraThl Banungaunn curHana.

9.1.4.2.3. MoxeT notpeboBaTbCsA M3yyeHWe AOKYMEHTaLMM OepxaTens PerncrpaumoHHOro yaoCTOBEPEHUA O
cobnogeHun gaHHbIX MOSMOXEHU A0 WM nocre npouedypbl peructpauumn B LENsSX BbIMOMHEHUS] OLEHKM BbIMOSTHSAEMON
OEATENbHOCTM UINN MHCMEKTUPOBAHWS.

9.1.4.3. OBy4yeHue.

lMepcoHan pomkeH ObITb creumanbHO OOy4YeH BLIMOMHEHMIO AencTBui no obpaboTke CurHanoB COrmacHo
pacnpegeneHHolM yHKUMAM n obasaHHocTaM. [Mpouecc moxeT BknwyaTb B cebss mepcoHan oTtgena no
dapmakoHaa3opy, a TakkKe MnepcoHarn, KOTOPOMY MOXET CTaTb M3BECTHO O MOTEHLUMANbHbIX CUMrHamax Wiu KOTOPbIN
yyacTByeT B npouecce o6paboTkm curHanoBs, Hanpumep, NepcoHan agMUHUCTpPATMBHOIO (NpaBoBOro) oOTAena,
OOKNUHNYECKUX, MeOULUHCKUX, (hapMakoanMaeMUonornyeckux U MapKeTUHroBbIX uccrieqosaHui. OByyeHne AOOMKHO
BKMOYaTh B ce0s TEPMUHONOMMI0 U AOCTYMNHble 6a3bl JaHHbIX C UCTOYHUKaMKU curHanos. [poueaypbl cucTeMbl 00yYeHUs
N pasMelleHne JaHHbIX N0 0By4YeHUo JOMKHbI ObITh Hagnexawmm obpa3om OKYMEHTMPOBaHbI, pe3toMe CneunanncToB
1 OnNUcaHme BbINOMHAEMbIX (DYHKLMIA NOANEXaT apXUBMPOBAHNIO.

9.2. Ponn n o6azaHHOCTW.
9.2.1. Ponu n 0693aHHOCTA YNOMTHOMOYEHHbIX OPraHOB rocy4apCTB-YIeHOB.
YNONHOMOYEHHbIV OpraH rocygapcTea-yneHa:

KOHTPONMpPYET AaHHble HA CBOEN TEPPUTOPUN, BKITHOYAS LaHHbIE, NOSyYEHHbIE U3 MHbIX UCTOYHWUKOB, YKa3aHHbIX B
nogpasgene 9.1.1 HacToawwmx Mpasur;

BbINOMHSAET Banugauuio 1 uHble atansl npouenypbl 06paboTkvM CUrHanoB, NOMyYeHHbIX U3 4OCTYMHLIX UCTOYHWUKOB;

nepegaeT curHanbl, npoweawme yepes npouenypbl BanuaauMm M OLEHKW, B COOTBETCTBYIOLUME 3KCMEPTHbIE
KOMUTETbI rOCyAapcTB C LeNbo onpeaeneHys LenecoobpasHocTu nocneayowmx AeicTBUA No AanbHenwemy n3y4eHuto
NNY MUHUMU3aLUN PUCKaE;

BbIMOMHSIET MH(MOPMUPOBAHNE APYrMX YMNOMHOMOYEHHbIX OPraHOB rOCYAapCTB-UNEHOB O BbISIBIIEHHbIX CUrHamnax,
npolleawmx Banvaaumio, u paspaboTaHHbIX Mepax.

9.2.2. dyHKUMM 1 0653aHHOCTU AepxaTens perncTpaumMoHHOro yaoCTOBEPEHMS.

OepxaTenb perncTpaloHHOro yAoCTOBEPEHMS:

KOHTPONMpPYET BCE MMEIOLUNECS AaHHbIE Y MHpOpMaLUIo MO cUrHanam;

KOHTpONMpYeT BCe MOSABMSIOLLMECS OaHHble B 0asax [AaHHbIX WM BbINOMHSAET MexayHapogHoe obHapyxeHve
curHanos. OBHapyxeHne cMrHanoB AOMKHO BKNtoYaTb B cebsa MX Banvaauunio ¢ y4eTOM KOMMNOHEHTOB NpeacTaBnsaemMon

nHdopmaumm, ykasaHHou B nogpasgene 9.1.3.3 HacToswmx MNpasun;

BbINOMHAET BanuAauuUio BceX OBHapyXeHHbIX CUrHamoB W COOGLIAeT O HUX B YMNOMHOMOYEHHbIe OpraHbl
rocyAapCcTB-4IIeHoB;

yBeOoOMMsAeT YMNOMHOMOYEHHbIe OpraHbl roCydapCTB-YNeHOB B Cryyae BbISBMEHUA SKCTPEHHOW npobGrnembl no
Ge30mnacHOCTV B pe3ynbTaTte OCYLLECTBIEHUS AeSATENbHOCTU N0 0BGHAPYKEHWNIO CUTHAIOB;

COTPYAHMYAET C YMOMHOMOYEHHLIMWU OpraHamy rocy4apCTB-YfEeHOB B BbIMOMHEHUM MPOLEAYP OLEHKU CUrHamoB
nyTeM NpeAcTaBneHus No 3anpocy AOMOMHUTENbHON MHOpMaLMK;
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obecneyvmBaeT HanM4mMe ayaMTopcKoro creda no Bcem npoueaypam BbISiIBIEHUSA curHana.
9.2.3. lNpouecchbl nocneayLwero perynmpoBaHus.

B cny4dae NnpuHATUA ynormHOMOYEHHbIM OpraHOM rocyaapcTB-4J1eHOB pelleHnda o HeoOX0AMMOCTN OOMNONTHUTENBHbIX
OENCTBUN CUrHan OLeHMBalT M CcorfacoBbiBaloT nocnegywuine OEeNcTBNUA B OTHOLLUEHUMU perncrtpaymoHHoOro
yaoCToBepeHUA B npenenax BpeMeHHbIX CPOKOB, COpa3MepHbIX CTeNeHn N Cepbe3HOCTU I'IpO6J'IeMbI no 6esonacHocCTML.
Mo pesynbratam npouenyp mMoryTt ObITb NPUHATBLI cnegyruine peleHna:

[OMNOSTHUTESNbHbIE OLEHKa U AeNCTBUSA He Tpe6YIOTCF|;

agepxartesiib perncTtpaunoHHOro yaoctoBepeHua OOJKeH TMnpoBeCTu OONOJIHUTENIbHYKO OUEeHKY [OaHHbIX WU
npencraBnUTb pe3ynbrartbl TaKoW OLIEHKM COrfacHo YCTaHOBJ1IEHHbIM BpE€MEeHHbIM CpOKaM;

[epxaTefb PerucTpauyioHHOro YOoCTOBepeHust domkeH npegoctasuTb MNMOOBE ¢ y4eToM BbISIBIIEHHOTO HOBOTMO
acnekta npodguns 6e3onacHoOCTH;

aepxaTtenb perncTpauuMoHHOro yAOCTOBEPEHMUS AONXKEH npodMHAHCUMpOBaTb MOCTPErncTpaunoHHoe
nccrnegoBaHne B COOTBETCTBMM C COINACOBaHHLIM MPOTOKOSIOM M MPedoCTaBUTb 3aKiouUTENbHbIE Pe3yrnbTaThl Takoro
nccnegoBaHug;

aepxartenb permctpauyMoHHOro ygoctoBepeHua OorkKeH npeacrtaBuTb [MYP unn ero o6HOBNEHHbIN BapUaHT,

aepxaTenb pPerncTpauMoHHOro YOOCTOBEPEHUS LOMKEH MNPUHATL Mepbl, Tpebyemble ans obecnedyeHus
6e3onacHoro n ahHEKTMBHOrO NPUMEHEHNSI NEKAaPCTBEHHOrO NpenapaTa;

peFMCTpaLI,MOHHbIIZ CTatyCc nognexmTt U3MEeHEHUIO, nencreme perncTpaumoHHOro yaoctoBepeHua OOJIKHO ObITb
NPUOCTaHOBIIEHO, OTO3BAHO UK HE NMPOoAJIEHO;

[OIMKHbI ObITb BBEAEHbI CpPOY4HbI€ OrpaHn4yeHunsa no BesonacHocTy;

HEeoBX0OMMO BbIMOMHEHWE BHENAHOBOMO MHCMNEKTUPOBAHWS CUCTEMbI (hapMaKkoHaa3opa C Lienbio NoATBEpXOeHUs
TOro, 4YTO [AepXaTenb PerMcTpauyoHHOrO YAOCTOBEpeHusi cobnopaeT TpebGoBaHMA K cucTeMe (hapMakoHagsopa,
ycTaHoBIeHHble akTamu opraHoB Colo3a 1 3aKOHOAaTENbLCTBOM rOCYy4apCTB-UNEHOB;

HeobXoaMMO BKIOYEHME TMOA03PEeBaeMOro JiekapCTBEHHOro npenapara B MNepedYeHb NpoayKuuu, KoTopast
NOANEXNUT AOMNOMHUTENBHOMY MOHUTOPWUHTY.

KoHcynetaHTlntoc: npumeYaHue.
Hymepauus nognyHKTOB AaHa B COOTBETCTBUM C obuLmanbHbIM TEKCTOM AOKYMEHTA.

9.2.5. OTKpbITOCTb.

locygapcTBa-yneHbl [OOMKHblI OCYLUECTBMATb KOHTPOfb CBOEBPEMEHHOCTW [0BeAEeHUs [0 OOLLEeCTBEHHOCTM
BaXKHOW MHpopmaLmm o npobnemax no 6e3onacHOCTH, BbISBNIEHHbIX CUCTEMOW hapMaKkoHaasopa, nyTem nybnukaumm Ha
Beb-noprane v Npu NOMOLLM APYrnxX AOCTYMHbIX CPEACTB AOBEAEHMS MHAOPMaLUK.

10. MNMocTperncTpaumnoHHble uccnegoBaHns 6e3onacHoOCTu
10.1. BeegeHue

MocTpernctpaunoHHoe uccnegosaHue 6esonacHocTn (ganee - [MPWB) nekapcTBeHHOro npenapata MOXET
MHULUMPOBATBCS, KOHTPONUPOBATbCA WNWM (PMHAHCUPOBATLCA AepXaTeneM pervcTpauuoHHOro YAOCTOBEPEHUS
[0BPOBOMBHO UMM B COOTBETCTBUM C 06513aTeNbCTBOM, HanaraemblM Ha HEro yrnofIHOMOYEHHbIM OpraHOM rocyAapcTB-
UNeHOoB Kak YCroBUe BblAauu PErMCTPaLMOHHOTO YAOCTOBEPEHUSI UMK MOCIE BbiAa4Yu PErMCTPALNOHHOMO YAOCTOBEPEHUS,
ecny CyulecTByeT MNPeanofioXeHWe O HanWium PUCKOB, CBA3AHHbIX C 3apPerncTpuMpoBaHHbIM f1EKapCTBEHHbIM
npenapartowm, Tp€6yIOLIJ,I/IX OONONMHUTENbHOIo N3yveHuna nytem nposegeHna nccnenoBaHua.

MPUB moxeT npeacraBnsTb cOBON KNMHMYECKOE nccregoBaHne unm HEMHTEPBEHLMOHHOE nccrnegoBaHme.
10.2. CTpyKTYypbl 1 NpoLecchl
10.2.1. ObnacTb NpUMEHEHNUS.
TpeboBaHMa [aHHOrO pasgerna NpMMEHUMbI K HEMHTEPBEHLMOHHBLIM MPUB, NMHUUUMNPOBaHHBIM, KOHTPONUPYEMBIM
unu dUHaAHCUPYEMbIM AepXaTenem perucTpauuMoHHOro yaooOCTOBEPEHUS Ha TEeppUTOPUM roCcydapCTB-UIEHOB

[0BPOBOMBLHO MM B COOTBETCTBUM C 00A3aTENbCTBAMW, HanaraeMbiMU Ha HEro YMonHOMOYEHHBLIMW OpraHamu
rocygapcts-uneHoB. MPUB BkntovaloT B cebs nccrnegosBaHusi, B NPOLIEcce KOTOPbIX cobupaloTcs AaHHbIe OT NauueHToB U



pabOTHMKOB CUCTEMbI 30PaBOOXPAHEHUS], @ Takke UCCreAoBaHUsl, KOTOpble MOBTOPHO WUCMONb3YIOT AaHHbIE, NMOMyYeHHbIe
paHee ONS APYroi Lenu U XpaHsawuecs B MeOULUMHCKMX KapTax MauMeHToB Win Apyrux (B TOM YuUCRe 3neKTPOHHbIX)
dhopMax XxpaHeH s JaHHbIX.

Ecnn MNMPUB npeancraBndeT cobon KnuHM4yeckoe uccnenoBaHue, npn ero nposegeHnn AOOJTXKHbl BbINMOJTHATLCA
Tpe6OBaHI/IF|, npegycMoTpeHHble akTaMy OpraHoB Coto3a 1 3akoHOAAaTENbLCTBOM rocygapcCrtB-4i1eHOB, K opraHm3auum un
npoeseneHnto KnnHNYeCckKnx nccnegoBaHuin.

10.3. TepmuHonorus
B HacTosLLEeM pa3fene UCNONb3yTCS CreayoLme NOHATUS,, KOTOPbIe O3HaYaloT creaytoLlee:
"naTta Ha4yana nccnefgoBaHus" - gata Hadvana coopa faHHbIX;

"Hayano cbopa AaHHbIX" - faTta permcTpauun SaHHbIX MO NEPBOMY NaUMEHTY, BKMOYEHHOMY B UCCregoBaHue, B
¢dopme (6as3e) cbopa AaHHbIX UCCNEOOBaHUA MNM B Crlydae MOBTOPHOrO WCMOMb30BaHUSA AaHHbIX - faTta Hadvana
N3BMNeYeHNs1 AaHHbIX;

"KOHeL, cbopa AaHHbIX" - AaTa, Koraa BnepBble NOMHOCTLIO OCTYMHA aHanuTu4eckasi 6asa AaHHbIX.
10.4. O6wme npuHLMNBI

[MmaBHOM uUenbl HeuHTepBeHUMOHHOro lMPWUB pomkHO ObiTb NOMyYeHME HayYHbIX AaHHbIX, WMELNX
NoTEeHUNanbHYI KIMMHUYECKYIO 3HAYMMOCTb UMM BaXKHOCTb OIS 3A0POBbsi HAceneHusi. Takne uccneaoBaHUs He OOMMKHbI
NPOBOAMTLCS, ECNN NX NPOBeAeHME CNOCOBCTBYET NPOABMKEHWNIO NIEKAPCTBEHHOIO Npenapara Ha pbIHKe.

3apaum NMPUB moryT BkNtoyatb B cebsi:

KOMUYECTBEHHYIO OLIEHKY MOTEHUMArbHbIX WU MOEHTUMMUMPOBAHHBLIX PWCKOB, HAaMpuUMep, OLEHKa 4acToTbl
BO3HUKHOBEHWS!, OTHOCUTENbHBLIX PUCKOB MO CPAaBHEHWIO C MOMYMSUMEN, HE NMPUMEHSIBLUEN OaHHbIN NEKapCTBEHHbIN
npenapar, unv nonynsaumen, NpUMeHsBLLEH APYroi NekapCTBEHHbIV Npenapar Unu KNacc NekapcTBEHHbIX Npenapartos, a
TaKkke U3yyeHne HakTopoB pucka 1 PakTOpPOB, MOAUMULMPYIOLLMX AeCTBUE NeKapCTBEHHOIO Npenapara;

OLieHKa PWCKOB FeKapCTBEHHOro npenaparta, NMpUMeHSeMOoro no oAoOpeHHbIM MOKasaHUAM Yy rpynn MnauueHToB,
KOTOpble He M3y4anucb unu ObiNM HEeJOCTaTOMHO M3Y4YeHbl HA OOPErncTpauuMoHHOM 3dTane (Hanpumep, 6epemMeHHble
XKEHLLMHBI, 0COOble BO3paCTHbIE rPynMbl, NALMEHTbI C MOYEYHON UMK NEYEHOYHOW HEAOCTAaTOUYHOCTbIO);

OuUeHKa pUucka, CB4A3aHHOro ¢ onuTenbHbIM NPpUMEeHEeHUeEM NeKapCTBEHHOIO npenapara,
noareepXXaneHne OTCYyTCTBUA PUCKOB JIEKapCTBEHHbIX NpenapaToB;

OLEeHKa CTaHOApPTHOW KIIMHMYECKOW MNpPaKkTUKW Ha3HA4YeHUsl NEeKapCTBEHHbIX MpenapaTtoB C MOfyyYeHnem
OOMONHUTENBHBIX CBEAeHU Mno 6e30macHOCTU MELMUMHCKOM MpodyKuMu (Hanpumep, MokasaHusi K MPUMEHEHUIO,
O03MPOBKM, COMYTCTBYIOLLAs Tepanus, MeguLUmMHCK1Ue oLwnbKn);

oueHka 3MEKTUBHOCTM Mep MO MWHUMWU3AUMM puUcka (Hanpumep, M3y4YeHue acnekToB WCNOoMb30BaHUSA
neKapCcTBEHHOro npenapara, onpoc NauneHToB U MeaULMHCKMX pabOoTHUKOB).

Mpn paspaboTke NPOTOKOMOB MWCCREAOBaHUN, NPOBEAEHUW WCCNeaoBaHWA U COCTaBneHun oT4eToB 06
nccnefoBaHUsX AepXaTensMn perncTpauyoHHbIX YOAOCTOBEPEHWUIA OOIMKHbI YYUTBIBATBCS COOTBETCTBYIOLLME Hay4Hble
PYKOBOACTBA. YMOMHOMOYEHHbLIM OpraHaMm rocyapCTB-4reHOB sl OLEHKM MPOTOKONOB WUCCNENOBaHUA U OTYETOB 00
nccnefoBaHusIX Takke criefyeT NpUMHMMaTb BO BHUMaHWE akTyarbHble Bepcuy MPUMEHUMBIX HayYHbIX PYKOBOACTB,
MeTOAMYECKMe CTaHAapTbl N0 hapMako3aNUaEMMONoruu.

Ona MNMPWB, cnoHcupyeMbix AepXaTenem permcTpauMoHHOro yaoCTOBEPEHUS U pa3pabaTtbiBaeMblX, MPOBOAUMBIX U
aHann3npyembiX NOSTHOCTbH UMK 4YaCTUYHO uccnegoBartendamMmm, He ABNANLWMMNCA HAaeMHbIMU pa6OTHI/IKaMI/I aepxarens
PErMCTPaLMOHHOIO YOOCTOBEPEHUs, AepXKaTeNb PerncTpauyMoHHOro YyAOCTOBEpPEHUSI [OOMKEH rapaHTUpOBaTb, YTO
nccnegosatenu obragalT Heobxogumolr kBanudumkaumen B obnactu obpasoBaHusi, MOATOTOBKM WM onbiTa AN
BbINONHEHNsI CBOMX 06A3aHHOCTEN.

10.5. lNpoTokon nccneaoBaHus.

Bce MPUB fomkHbI BbIMOMHATLCS COMTIacHO HAay4HO 0GOCHOBAHHOMY MPOTOKOMY MCCREeqoBaHUsi, pa3paboTaHHOMY
NnMUaMK1 ¢ COOTBETCTBYHOLLIEW HayYHOI MOATOTOBKOM U OMbITOM.

Ona no6poBonbHO MHMUMMpOBaHHbIX MPUB agepxaTtenio perucTpauuMoHHOro YAOCTOBEPEHUS PEeKOMEeHOyeTcs
nepedaTtb MPOTOKON WMccredoBaHMsl OO0 Hadvana cGopa AaHHbIX B YNONHOMOYEHHbI opraH rocydapcTBa-yfieHa, Ha
TEPPUTOPUN KOTOPOro MIaHUpyeTca MpoBedeHUe MNOCTPEerncTpaLnuoHHOro HEeWUHTEPBEHLIMOHHOIO UccrnenoBaHus



Ge3onacHocTn JNIeKapCTBEHHOIo npenapara.

Ona MNMPWB, vHnuunpoBaHHbIX AepXaTenem perncTtpaumMoHHOro ygoCTOBEPEHMS B COOTBETCTBUU C
00a3aTenbCTBOM, HanoXeHHbIM  YMOJTHOMOYEHHbIM OpPraHoM rocydapcTBa-yrieHa, AepXartenb peructpalyMoHHOro
yOooCTOBepeHus porkeH obecneunTb npeacrtaBneHne uHdopmaumm o6 uvccnegoBaHWMW, BKIOYas MNPOTOKON
nuccnegoBaHUs, B YMOMHOMOYEHHbIN OpraH rocyaapcTBa-yneHa, KOTopbiM Obinu HanoxeHbl obssatensctsa no
npoeegennto NMNPUB, oo Hayana cbopa gaHHbIX. B cnyyae npoeenenus NPUB Takke Ha TeppuTopun OpYrnx rocygapcre-
yneHoB criegyet obecneuntb WHEMOPMUPOBAHME YMOMHOMOYEHHbBIX OpPraHoOB 3TUX [OCyAapCTB C MpedcTaBlieHVEM
KpaTKOro onvcaHus NpoToKona UccrnegoBaHus.

B uensx BbINONHeHUs AepxateneMm perncTpaLnoHHOro YAOCTOBEPEHUS CBOMX 0643aTenbCTB MO OCYLLECTBAEHUIO
AeatenbHOCTU Mo chapmakoHag3opy YMNOMHOMOYEHHOe NuuUo No hapMakoHaA3opy AOMKHO ObiTb 3a4enCcTBOBaHO B
paccMOTPEeHUN U yTBEPXOEHMN NPOTOKONOB UCCNeaoBaHMn. KoHTakTHoOe fnuo No ocyLecTBneHuno papmakoHagsopa Ha
HauMoHanNbHOM YpPOBHE [AOMKHO 6bITb npouHdopmuposaHo o nwbom [MPUB, nposognmom Ha Tepputopun
COOTBETCTBYIOLLIErO rocyAapcTBa-yeHa, a Takke JOMKHO NomyyaTb KONMo NPoTOKOMNa UccrneaoBaHus.

10.5.1. dopmart 1 cogepaHue NPoToKorna UCMbITaHWNA.

lMpoTokon nccnegoBaHUs AOMMKEH CcoaepaTtb cneaytoLme pasgernbi:

10.5.1.1. HaumeHoBaHnune [MPUB: uHpopmaTMBHOE HaMMeHOBaHMe, BKNOYawlwee o6LeynoTpedbuTenbHyto
TEPMUHONOINI0, onpefensiollee OM3alNH WCCNEdOBaHWS M UCCNeayemMbll NeKapCTBEHHbIM Mpenapar unu rpynny
nccrnegyemoro nekapcTBEHHOro npenapata, a Takke Mo43arofioBOK C yKasaHuem pejakuum u gatbl nocnegHen
peoakumn.

10.5.1.2. [lepxaTtenb perMcTpaLMoOHHOro YOOCTOBEPEHWS: HAMMEHOBaHNE N aapec AepXaTens perMcTpaumoHHOro
YOOCTOBEPEHUS.

10.5.1.3. OTBETCTBEHHbIE CTOPOHbLI: MMEHa, AOIMKHOCTW, KBanudukauun, agpeca W CBEAEHUA MO BCEM
OTBETCTBEHHbIM CTOPOHaM, BKIlOYMasi MEepBOro aBToOpa MNPOTOKOMa, [MaBHbIX WCCreqoBaTenen, uccriegoBartenenm -
KOOPAMHATOPOB KaXAOoW CTpaHbl U UCCneaoBaTenbCKMX LIEHTPOB, B KOTOPbLIX NpoBOANTCS UccrenoBaHue. NepeveHb Bcex

BOBIEYEHHbIX B UCCNeaoBaHne yupexaeHuin n uccnegosaTenei AormkeH 6blTb 4OCTYNEH MO 3anpocy YNONHOMOYEHHbIX
OpraHoB rocy4apCTB-4IIEeHOB.

10.5.1.4. Kpatkoe onucaHue: oOTAEeNbHOE pes3loMe MpOToKoNa WccnefoBaHUs, BKIOYalllee cnegywlime
nogpasgensi:

HanMeHOBaHMe nccriegoBaHuna € noagsarosioBkamMmu, BKrovaa BepCUo peaakumm U gaty npoToKosa, a Takke UMA U
cBedeHust 06 0CHOBHOM MecTe paboThl NepBOro asTopa NpPoTOKoNa;

0boCHOBaHWe 1 NPeanochINKM NPOBEAEHMS;
Lenb 1 3aga4yun nuccregoBaHus;

On3aliH nccnenoBaHus;

uccnegyemasi nonynsiuus;
MOHUTOPUPYEMbIE NOKa3aTenu;

WUCTOYHWKN AaHHbIX;

pa3mep nccrnegoBaHusi (06bem BbIGOPKN);
aHanua gaHHbIX;

OCHOBHbIE 3Tarnbl.

10.5.1.5. iameHeHuss 1 0GHOBMNEHMS: BHECEHME NOOoro CyLleCTBEHHOIO U3MEHEHNA U OOHOBMNEHUS B NPOTOKOI
MCnbITaHUI Nocne Havana c6opa OaHHbIX, BKNto4ass 060CHOBaHME KaXKaoro n3MeHeHust unm obHOBNEHUs1, AaTbl KaXKaoro
M3MEeHEeHNA N CCbIJIKY Ha pa3aen npoTtokona, B KOTOprI7I BHECEHO N3MeHeHune.

10.5.1.6. OcHoBHble aTanbl: AaHHble B TabnuyHoM popme C 3annaHWpoBaHHbIMKM JaTaMu MO BbINOMHEHUIO
cregyoLmx OCHOBHBIX 3TarnoB UCCNeaoBaHUs:

Hayano cbopa AaHHbIX;

OKOHYaHue cbopa OaHHbIX;



OTYETbI O XOZ€e BbINOMHEHUS] UCCIIEQO0BaHNS;
NMPOMEXYTOYHbIE OTYETHI O pe3yrnbTatax UccriefoBaHunsl, eCrv 3TO NPUMEHUMO;

WTOrOBbIN OTYET O pesyrbkTaTtax UCCrneqoBaHus.

[ormkHbl 6bITb NpeacTasneHbl AaHHbIE MO MBbIM APYrMM BaxkHbIM 3Tarnam NpoBeAeHNUs UCCNneaoBaHns.

10.5.1.7. O6ocHoBaHMe W NPEeAnochbINkA NpoBedeHus: onucaHue npobnemsl no 6esonacHocTw, npoduns
6e30nNacHOCTM UNn Mep Mo YNpaBreHNo pUckamun, KOTopble NPMBENU K MHMLMaLMM UCCNEAOBaHUs, a Takke KpUTUYECKN
aHanm3 BCex AOCTYNHbIX OMyOnMKoBaHHbIX M HEeonybrmMKOBaHHbLIX AaHHbIX, COAepXKalnx OLEeHKY COOTBETCTBYHOLLEN
nHdopmaumm no 6e30nacHOCTM WM yKa3aHue HeQoCTaloWMX 3HaHMM no 6GesonacHOCTW, Ha MNoryyYeHue KOTOopbIX
HanpaeneHo uccrnegoBaHne. OG30p MOXET BkMoYaTb B cebs pesynbraTbl COOTBETCTBYHOLUMX 3KCMNEPUMEHTOB Ha
XWBOTHbIX, KIWHUYECKUX WUCCNefoBaHWUW, CTaTUCTUYECKMe MOonynsuMoHHbIE AaHHble W daHHble npeablayLmx
anvagemuonormdyecknx mccnegosaHun. OB30p AOMKEH codepaTb CCbIIKM Ha pes3ynbraTbl CXOXUX UCCregoBaHui U
oXuaaembln BKNag AaHHOMO NCCneaoBaHus.

10.5.1.8. 3agaya u uenu nccnegoBaHus: 3agada MccrnegoBaHus, 00bsCHsSOWAs, KakuM obpasoM nccrnenoBaHune
GyneT cnocobcTBOBaThL PELLEHMIO BOMPOCa, KOTOPLIA NPUBEN K ero UHMUMaLUK, a Takke Lenn UCCneaoBaHus, BKoyas
nobble npeaBapuTernbHble MNOTE3bl M OCHOBHbIE TE3WUChl, OMUCHLIBaKOLLIME CBedeHUs UM WHOopPMaLUo, KoTopble
OOIMKHbI ObITb NOMyYeHbl B pe3ynsrate NpoBeAeHUs UccreoBaHus.

10.5.1.9. MeTogbl nccnegoBaHus: onncaHne MeToAoB UCCegoBaHUA, BKIOYas:
10.5.1.9.1. [In3anH nccrnenoBaHus: onncaHne ansanHa uccnegoBaHus n o6ocHoBaHue ero Bbibopa.

10.5.1.9.2. Ycnosusa: nonynauusa uccrnegoBaHud, onpegensemMas B Kateropmsax nuy, Mecta, nepuoga BpeMeEHN 1
KpuTepueB Bbibopkn. Heobxoammo Hanuune o6beKTMBHOTO 060CHOBAHUSI BCEX KPUTEPUEB BKITHOHMEHUST N HEBKITOUYEHUS U
OnucaHus UX BIWUSIHUSE Ha KONMMYECTBO CYOBLEKTOB MCCNEeLoBaHUSA, OOCTYMHbIX OIS nocneaywero aHanmsa. Ecnu
nposoautca nwbas BbibOpka U3 LenesBow nonynaumn, HeobXoaMMbl Hanuuve onucaHus UeneBon Monynauun u
nogpobHocTn meTofoB BblGopkU. Ecnun gmMsanH uccnegoBaHus npegcraBnsieT cobor cuctemaTnyeckmn o63op unm meta-
aHanus, Heobxoanmo ob6bACHEHNE KpUTEPMEB BbIOOPa M NPUFOAHOCTM UCCNEO0BaHUN.

10.5.1.9.3. lNepemeHHble: ucxodbl, BO3AENCTBMS WU ApYyrMe NepeMeHHble, B TOM 4ucrne unsMmepsiemMble (OakTopbl
pucka, noTeHuuanbHble (akTopbl, UCKaXatowmne pesynsrathl, M dakTopbl, Moguduumpyrowme addekT, BKYas
onepawMoHHbIE ONpeaeneHunst.

10.5.1.9.4. ACTOYHMKN OaHHbIX: CTpaTernst U UCTOMHWKA AaHHbIX A5 onpegeneHns BO34encTBUn, MCXOA0B M BCEX
OPYIMX MNEepEeMEHHbIX, 3Ha4YMMbIX ON9 Uenen UCCnefoBaHus, TakMX Kak MoTeHumanbHble akTopbl, MCKaxarowme
pesynbrathl, U akTopbl, Moguduumpyowme addekt. MNpu Mcnonb3oBaHUM BanUMAMPOBAHHBLIX WCTOYHUKOB [AaHHbIX,
WHCTPYMEHTOB W U3MEPEHUA HeobXxoaumo onucaHve MeToda Banupauuu. Ecnv meToabl nonydeHus OaHHbIX Wam
WHCTPYMEHTOB MCMbITHIBAIOT B MUTIOTHOM UCCMEeAOBaHNN, HEOOX0AUMO NpeacTaBrieHne NnaHoB NPOBEAEHUS MUIOTHOMO
nccnegoBaHud. HeobxoguMmo npeacTtaBuTb OnMcaHWe BCEX 3a4eNCTBOBAHHbIX KOMUTETOB SKCMEPTOB WM Mnpoueayp
OLEHKM, KoTopble OyoyT uMcnonb3oBaHbl AN BanujaumyM AMarHo3oB. B crnyyae wcnonb3oBaHWs B UcCriegoBaHWU
CYLLECTBYIOLLEr0 MCTOYHWKA OaHHbIX, TAKOro Kak SMEeKTPOHHbIE MeAULMHCKME KapTbl, HEOOXOOAMMO YyKasaHue nobon
WHpopMaLmMn B OTHOLUEHUM BanWOHOCTU 3anucen U KOAMPOBaHWsS AaHHbIX. B cnyyae cuctematmyeckoro obsopa mnm
MeTa-aHanu3a Heobxo4MMO Hanmyne onucaHusl CTpaTermm M MNpPOLIeCCOB MOMCKa, a Takke Nobbix METodoB Ans
NOATBEPXOEHUS AaHHBLIX UCCriegoBaTenen.

10.5.1.9.5. O6bem BbIGOPKM: MNaHMpyeMbIi 00beM BbIGOPKM, MNaHMpyeMasi TOYHOCTb Pe3yNnbTaToB UCCIeaoBaHNS
M pacyeT obbemMa BbIGOPKM, KOTOpble MOrYT MWHMMAamNbHO ONPeAenUTb NPeABapUTENbHO 3adaHHbIA PUCK C
npeaBapuTensHO 3a4aHHON MOLLHOCTLIO.

10.5.1.9.6. YnpasneHwe p[daHHbIMW: YynpaBrneHWe [OaHHbIMW U CTaTUCTUYECKOEe NporpaMMHOEe U annapaTHoe
obecnedveHune, koTopoe ByaneT ucnonb3oBaHO B Xo4e nccnenosaHus. MNpouenypbl cbopa, BOCCTAHOBIEHUS U NOATOTOBKM
OaHHbIX.

10.5.1.9.7. AHanu3 [aHHbIX: BCe BaXkHble I3Tanbl OT HeobpaboTaHHbIX [AaHHbIX [0 MNOMYyYEeHUs WUTOroBOro
pesynbTaTta, BKMYas MeTofbl, UCMonb3yemble AONs KOPPEKTUPOBKU HECOOTBETCTBUM MM OWMBOK, HEeOOCTOBEPHbLIX
3Ha4yeHuin, Moaudukauumn HeobpaboTaHHbIX AaHHbIX, KaTeropusauun, aHanusa v NpeacTaBneHus pesynsTaToB, a Takke
npoueaypbl Ansl KOHTPOSS WMCTOYHMKOB MOFPELUHOCTEN W WX BRAUSIHUA Ha pe3ynbTaThl, fobble craTucTuveckue
npoueaypbl, NPUMEHVMbIE K OaHHbIM AN MOJyYEHUS! TOYEYHOW OLEHKUM U OOBEPUTENbHLIX MHTEPBANioB U3MEPEHWUI
4acTOTbl BOSHUKHOBEHUS UMW B3aMMOCBSI3M U fo60oro aHanmsa 4yBCTBUTENBHOCTU.

10.5.1.9.8. KoHTponb KayecTBa: onvcaHne MexaHU3MOB U npoueayp Ana obecneyeHms KadecTBa U LIENOCTHOCTY
OaHHbIX, BKIOYast TOYHOCTb M YMTAEMOCTb MOMYYEHHbIX OAHHbIX U NEPBUYHOW OOKYMEHTauuW, XpaHeHue 3anucen u
apxvMBUpOBaHME CTATUCTUYECKUX NPOrpamm, ONmMcaHWe AOCTYMHbIX OAHHbIX MO Banugauuu npoueayp sepudumkaumm
3anucen M Banugauum KOHEYHbIX TouveK. BknwouyarwTcsi gaHHble no ceptudmkaumm mn (Mnn) keanudmkaumm nodon



BCNomMoraTenbHom na6opaTop|/|V| nnn nccenenoBaTteribCKnuxX rpynmn (ECJ'IVI I'IpI/IMeHI/IMO).

10.5.1.9.9. OrpaHuyeHuns METOAOB MCCNeaoBaHUs: NoOble NOTEHUMamNbHbIE OrpaHNYeHns AM3anHa UCCNeaoBaHns,
WCTOYHMKOB Aa@HHbIX M aHanMTUYEeCKNX METOAOB, BKMoYasi NpobremMbl UCKaXXeHUs pe3ynsraTtoB, OWNBOK, reHepanusawmm
N crnyyarHowm norpewHocTu. Heobxoammo ob6cyxaeHue BEpOSTHOCTM ycrexa Mep, HamnpaBneHHbIX Ha YMEHbLUEHUe
Konm4yecTea OLIMOOoK.

10.5.1.10. 3awmTta cyObeKTOB wuccrenoBaHusi: Mepbl ©e3onacHoCTM C uUenblo obecrnevyeHnsi COOTBETCTBUS
TpeboBaHUAM 3akoHOAaTeNnbCTBa rocygapcTBa-yneHa Mo obecneyeHMto BGnNaroCoOCTOAHUS M MpaB YYaCTHUKOB
HEWHTEPBEHLMOHHbBIX NMOCTPErNCTPALMOHHBIX UCCNeaoBaHMM 6e30nacHOCTM.

10.5.1.11. YnpaBneHvne gaHHbIMW 1 NpegcTaBneHne MHopMaLnmn O HexenaTenbHbIX ABMEeHNSX U HexXenaTenbHbIX
peakumsix: npouenypbl cbopa, ynpasneHuss u npegcrtaBneHms coobweHuin o6 OTAenbHbIX Cryyasx HexenatenbHbIX
peakuuii 1 nobo HOBOWM MHGOPMaUUKM, KOTopas MOXET okKasaTb BIIMSIHME Ha OLEHKY COOTHOLLEeHMs "nonb3a - puck”
NekapcTBEHHOrO npenaparta Npv NPOBEAEHUN UCCINEAOBAHMS.

10.5.1.12. TnaHbl MO pacnpoCTPaHEHMIO MOMYYEHHbIX AaHHbIX WM COOOLLEHMIO pe3ynbTaToB UCCNEeqoBaHus,
BKITHOYAs MraHbl NoAaYM TEKYLLMX OTYETOB, UTOTOBbLIX OTYETOB U Nybrvkaumm.

10.5.1.13. Ccbinku.

Pasgen moxeT Bkn4YaTb B cebsA Mobylo OONOMHUTENbHYIO WKW BCNOMOraTernbHylo WHGopMauuio o
crneundUYeckmx acnekTax, KoTopble paHee He paccmaTpuBanuch (Hanpumep, aHKeTbl, DOPMbl PENOPTUPOBAHNS).

VccnegoBaHna No OUEHKE BbIMOSTHAMOCTM, npoBegeHHble ONnA NnoATBEpPXXAEHNA pa3p860TKVI NpoTOKOJ1a, HanpuMep,
TECTUpOBaAaHME aHKET (OI'IpOCHI/IKOB) UM NpocTble nogcHeTbl MEONLUHCKNX SIBNEHNA MU Ha3HadeHu no 6ase AaHHbIX C
Luenbo onpegeneHunda CTaTUCTUYECKON TOYHOCTWU UCCNenoBaHWUS, OOIMKHbI pasmellatbCa B COOTBETCTBYKOLEM pasaene
NpoToKoNna mnccrnenoBaHna C Kpatkmm onnmcaHnem MetonoB U pes3yrnbraToB. MccnegoBaHnsa no OueHKe BbINONTHUMOCTH,
ABndawneca 4actbio UcCcrenoBaTesibCKoro npouecca, AOJTKHbI ObITb MOMHOCTLIO OMUCaHbI B npoToKone (Hanpmmep,
NUIOTHaA oUeHKa MCNoJ1b3yeMOro onpoCHuKa and I'IaLI,VIeHTOB).

10.5.2. KoHTpornb 3a BHECEHMEM U3MEHEHWIA B MPOTOKOST UCCHEAOBaHMS.

BHeceHne wuameHeHnn u OGHOBMEHWM B MPOTOKON MCCNeoBaHUs LOIMKHO OCYLWECTBNATbLCA MO Mepe
HeobxoaMMoOCTN B XOAde uccnegoBaHus. BHeceHue nobbix CYLLECTBEHHbIX M3MEHEHWI B MPOTOKON Mocfie Hadvana
NccneaoBaHNsa OOMMKHO ObiTb 3addMKCMPOBAHO B MPOTOKOME TakMm 00pas3om, 4ToObl €ro MOXHO Obino oTcrneanTb U
npoBepuTb, BKMOYas OaTbl BHECEHUS U3MeHeHun. Ecnu BHeceHue M3MeHeHMW B MPOTOKOM MPUBENO K TOMY, 4TO
nuccnenoBsaHne ObiNO MPU3HAHO MHTEPBEHLMOHHBIM KIWMHUYECKUM UCCNeaoBaHUEM, B AanbHEWLLEM WUCCreaoBaHue
NPOBOAUTCA B COOTBETCTBMM C MeEXAYHAPOOHbIMW [OroBopaMuM W akTamu, cocTaenswwumum npaso Cotosa u
3aKOHOAATENbCTBOM FOCY4apCTB-41EHOB.

IOna pobpoBonbHO MHMUMMpOBaHHLIX [MPUB gepxaTtento perncrpaumoHHOro YOOCTOBEPEHMSI PEKOMEHOYEeTCs
nepegartb NPOTOKON UCCNEeN0BaHNS C M3MEHEHUAMN NN OBHOBNEHMSAMW B YNONMHOMOYEHHBIN OpraH rocygapcrBa-yreHa,
Ha TeppuTOpMM KOTOPOrO MNPOBOAUTCA MOCTPErMCTpaLMOHHOE HEWHTEPBEHLIMOHHOE uccrnenoBaHue 6e3onacHocTu
nekapCcTBEHHOro npenapara.

Ona TPUB, vMHUUMMPOBAHHLIX [OepXaTenemM perncTtpauuMoHHOro yAOCTOBEPEHMST B COOTBETCTBUMU C
0653aTeNbCTBOM, HaNOXEHHbIM YNOMHOMOYEHHbIM OpraHOM rocyAapcTBa-yrieHa, AepXaTternb perucrpaumoHHOro
YAOCTOBEPEHUsT JOMKeH obecneuntb nNpeacTtaBneHne MHPOpMaLMmM O BHECEHUU NIOObIX CyLLEeCTBEHHbLIX U3MEHEHUA B
NPOTOKOS UCCNeLOBaHNsI B YNONTHOMOYEHHbIV OpraH rocygapcrea-yneHa, KoTopbiM Obinyn HanoXeHbl 0b6A3aTenscTBa no
nposeaeHuto NPUB, 0o MoMeHTa X BBEAEHUS.

10.6. NpeacraBneHne gaHHbIX MO hapMakoHaA30py B YNOMHOMOYEHHbIE OpraHbl FoCy4apCTB-4YIIEHOB.
10.6.1. JaHHble, 3Ha4YMMble 4159 OLEHKM COOTHOLIEHNS "NoMb3a - pUCK" NeKapCTBEHHOMO Npenapara.

OepxaTenb perncTtpaumMoHHOro yAoOCTOBEPEHWSI BbIMOMHAET KOHTPOMb AaHHbIX, MOMy4yaemblX MpuU NpoBedeHUn
nccrnefoBaHns, M OLEHMBAaET UX BIUAHME HA COOTHOLWIEHMEe "nonb3a - pUCK” COOTBETCTBYHOLLENO JfIeKAapCTBEHHOIO
npenapata. Jltobas HoBas wHdOpPMaLMs, KoTopasi MOXET MOBMMATb Ha OUEHKY COOTHOLIEHWs "Monb3a - puck"
nekapCcTBEHHOro npenapara, He3amMeanuTenbHO CooOLaeTcsl YNOoNMHOMOYEHHbIM OpraHam rocyaapcTB-UNeHOB, Ha
TeppuTopumn KoTopbix nposoantcs [PUB 1 3apeructpvpoBaH uccnegyembil nekapcTBeHHbIM npenapaTl. [daHHble,
KOTOpble MOryT OKasaTb BMMSHME Ha OLIEHKY COOTHOLLEHWS "Monb3a - puck" nekapcTBEHHOro npenapara, MOryT BKIoYaTb
B cebs AaHHble, nony4Yyaemble B pe3ynsrate aHanm3a uHdopmaumm O Nog03pEeBaEMbIX HEXeNaTenbHbIX peakumsx, unm
pe3ynbraThl MPOMEXYTOYHOro aHanm3a 0606LWEeHHbIX 4aHHbBIX No 6e3onacHOCTy.

[aHHoe WHdOopMMpPOBaHME HEe [OMKHO BRUSATbL Ha MHAMOPMauulo O pesynbratax WCCregoBaHWi, KoTopast
npenctaensieTcs B pamkax NOOB n B o6HoBneHusx MYP (ecnv npyumeHumo).



10.6.2. Tlopo3peBaemble HexenaTtenbHble peakuMm U MHas WHgopmaumsa no 6Ge3onacHOCTW, noasexallas
CPOYHOMY NPEOCTaBIEHNIO.

NHdopmauusa no cepbesHbiM HenpeaBUMAEHHbIM HeXenaTenbHbiM peakunam W uMHas uHdopmauus no
Ge3onacHOCTU [OMKHa MNPEeacTaBnATbCS B CPOYHOM MOPsSiAKe B YNONMHOMOYEHHble OpraHbl rOCy4apCTB-UfeHOB B
COOTBETCTBUM C TpeboBaHusaMU [MpaBun Hagnexawen KNUHUYECKON MpakTUKn EBpasninckoro aKOHOMUYECKOro coto3a.
Mpoueaypbl cbopa MHPOpMaLUM NO HeXenaTenbHbIM peakuusaMm, ynpasneHus AaHHbIMK (BKM4ask 0630p U OLEHKY,
BbIMOMHAEMYIO AepXaTenem perncTpaumMoHHOro YAOCTOBEPEHNS, eCNN 3TO NMPUMEHMMO) M NpeacTaBneHns coobLleHunii o
nogo3peBaeMblx HexenaTenbHbIX Peakumax AOMKHbI BbINMOMHATLCS B LEHTPax NPOBEAeHUS KIIMHUYECKMX UCCrnedoBaHui
1 B KpaTKoN hopMe OOMKHbI ObITb U3MOXKEHbI B MPOTOKONE NCCNefoBaHus.

10.6.3. OT4eTbl 00 NUccrnenoBaHUsIX.
10.6.3.1. NpomexyToyHasi OTYETHOCTb.

YNONMHOMOYEHHbIA OpraH rocygapcTBa-yfieHa MOXET 3anpocuTb MpeacTaBeHMe MPOMEXYTOYHOro oT4yeta Mo
BbinonHsgemomy [NMPUB Ha nekapcTBeHHble MpenapaTtbl, 3aperMcTpMpoBaHHbIE Ha TEPPUTOPUSIX FOCY4ApPCTB-YIIEHOB.
3anpocbl Ha NpeacTaBneHNe NPOMEXYTOYHbBIX OTYETOB MOryT ObITb CAenaHbl 4O Havana uccrnegoBaHus unu B noboe
BpeMsa B Xode nposefeHus uccriegoBaHus. lNpuunHon 3anpoca MoxeT 6biTb MHGOpMaLMa B OTHOLWEHUW npodung
apcpbekTnBHOCTM M (Unn) 6Ge3onacHOCTH, BO3HMKAOLas B Xode wuccrnedoBaHusa, nnbo HeobxooMMOCTb MOMyYeHuUs
NHGOpMaLMM O Xoae BbINONTHEHWS MCCNEefOBaHUSA B KOHTEKCTE PerynsatopHbIX NPouUeayp, a Takke BaxkHas nHopmaums
no 6e30nNacHOCTM NIeKapCTBEHHOIO Npenapara.

Bpemsi npencrtaBneHnsi MPOMEXYTOYHbIX OTYETOB AOMKHO OblTb COMMacoBaHO C YMNOSTHOMOYEHHLIMU OpraHamu
rocydapcTB-4fIEHOB M yKasaHO B MpOTOKONe wuccrnegoBaHuii. Xog BbinonHeHwus [NPUB pgormkeH COOTBETCTBYHOLIMM
obpaszom otpaxartbes B [MOOB n B o6HoBneHusix MYP (ecnu npumeHnmo).

Co,u,epmaHme NPOMEXYTOYHOIo OT4HeTa OO0JIKHO ClefoBaTtb NorMyeckon NocrneaoBaTeNlbHOCTM U AOSMKHO BKNOYaTb
B cebs Bce LOOCTYyNHble OaHHblE, NMPU3HaHHbIE MMEKLWNMN OTHOLLEeHME K XO4Yy BbIMONMHEHUA UCcnenoBaHusa, Hanpumep,
YMCNO BKJIMIOYMEHHbIX B MUCCnenoBaHMe nauueHToB, 4YMUCIo MauneHTOoB, NoABeprlinxca BO3OENCTBUIO NeKapCTBEHHOro
npenapara, UM 4ucrno naumeHToB, Y KOTOPbIX 3acpvn<cv|posaH MOHVITOpI/IpyeMbII7I nmcxoa, CrnoXHOCTU B BbINONMHEHUN
nccrneqoBaHUs WM OTKIOHEHWA OT oXugaemoro nnada. [locne paccMmoTpeHna ot4yeta YMNnoSIHOMOYEeHHbIM OpraHom
rocygapcrBa-yiieHa MOXeT ObITb 3anpoLleHa gonoriHnTerbHaa I/IH(*)OpMaLI,I/IFI.

10.6.3.2. NIToroBbI OTYET UCCIEOOBaHUS.

WUtoroBbin otyet NMPUB gomkeH GbiTb NogaH B YNOSTHOMOYEHHbLIE OpraHbl rOCYy4apCTB-4YNIEHOB Kak MOXHO CKOpee
nocre ero 3aBepLleHus 1 B TedeHue 12 mecsaueB C AaTtbl OKOHYaHusA cbopa AaHHbIx. [epxartenb pernctpaumMoHHOro
yOOCTOBEpPEHMS nogaeT ntoroebli otveT NMNPUB B ynonHoMo4YeHHbIE OpraHbl rocy4apCTB-4YIIEHOB, B KOTOPLIX MPOBOANTCS
nccrnegosaHue.

Ons MPUB, pobpoBOMbHO WHWULMUPOBAHHBLIX [epXaTenem perncrpaluuMoHHOro YOOCTOBEPEHUS, Takxke
pekoMeHayeTcsl nepenaTtb MTOrOBbIA OTYET 06 WccrnegoBaHUM YMOSIHOMOYEHHBIM OpraHam rocyaapCTB-4YNIeHOB, Ha
TEPPUTOPUM KOTOPbIX 3aperucTprpoBaH fiekapCTBEHHbIN Npenapar.

Ona TPWUB, vHuummpoBaHHLIX JepxaTernem perncrpaumoHHOro yAOCTOBEPEHMSs B COOTBETCTBUMM C
06a3aTenbLCTBOM, HanaraemblM CO CTOPOHbI YMOMHOMOYEHHOrO OpraHa rocygapcTBa-yneHa, ecnu He 6bino
npefocTaBfieHo paspelleHne Ha OTCTynneHne ot TpeboBaHuin, aepxaTtenb PerMcTpaLnoHHOro YA0CTOBEPEHUS AOMKEH B
TedeHne 12 mecsaueB C AaTbl OKOHYaHWA cbopa OaHHbIX AOMKEH MPeACcTaBUTb UTOrOBbIM OTYET 06 uccnegoBaHuK,
BKIOYas pestome MccrneaoBaHus Ans nyonukaumu.

B Cnydae OCTaHOBKWM WUCCrieaoBaHMA MNoOaeTcA NTOTOBbLIN OTYET C OObACHEHWEM NMPUYNHBbI OCTaHOBKU
ncecnegoBaHuA.

WNtorosein otyeT MNMPUB gomkeH BkNtoyaTtb B cebsi criegytowme pasgensl U MHGOopMaLmio:

10.6.3.2.1. HaumeHoBaHMe: HaumMeHOBaHWe, BKMiovaklwee B cebsi oblieynoTpebuTenbHylo TEPMUHOMOTUIO U
yKasblBaloLlee Au3aniH UCCreqoBaHus, NOA3aronoBKM C ATOW UTOTOBOrO OTYETA, MMEHEM U CBeAEHUSIMU 00 OCHOBHOM
aBToOpeE oTyeTa.

10.6.3.2.2. KpaTkoe copepxaHue: oTaenbHoe pestome B NpeacTaBneHHOM Huke dopmarTe.

10.6.3.2.3. [epxartenb peructpaumoHHOro yAOCTOBEPEHWUHA: HaUMEHOBaHWe [epXaTens perucTpauuoHHOro
YOOCTOBEPEHUS N ero aapec.

10.6.3.2.4. ViccnepoBatenu: UMeHa, TUTYIbl, Y4eHble CTENeHW, aapeca 1 cBefeHns 060 Bcex uccnegosatensx, a
Takke nepeyveHb BCex BOBMEYEHHbIX B UCCegoBaHNe OpraHn3aumin U MeCT BbINONHEHUSA UCCNEAOoBaHUA.
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10.6.3.2.5. KOHTpOMbHbIE TOYKU: 3annaHMpoBaHHbIE U PaKTUYeckue aTbl MO CrnegylowmuM KOHTPOMbHLIM TOYKaM
BbINOJSTHEHUSA UCCreaoBaHUA:

Hadano cbopa AaHHbIX;

KOHeL c6opa AaHHbIX;

OTYETHOCTb O XOA€E MUCCRea0oBaHusl, 3anpoLLeHHas YNoNMHOMOYEHHbIM OpraHOM roCy4apCTBa-yneHa;
NPOMEXYTOYHas OTYETHOCTb O pesynbTaTax UccnegoBaHus (eCnm NPUMEHUMO);

MTOrOBBLIN OTYET O pesynbratax UCCrneaoBaHuUs;

nobble MHblE BaXXHble KOHTPOSbHbIE TOYKW, MPUMMEHUMbIE K WCCIELOBaHWUIO, BKMYas aOaTy YTBEPXKOEHWUS
NpoTOKOMNa KOMUTETOM MO 3TUKe (ecnn MpPUMEHMMO) M AaTy perncrTpauum UCCneaoBaHUs B 3MEKTPOHHOM peecTpe
nccneagoBaHun.

10.6.3.2.6. O6ocHoBaHME U NPeLnoChLIIKN NPOBEAEHUS UCCMEAOBAHUA: OnucaHue npobnembl No 6e3onacHocTy,
KoTopasi npuBerna K WHULMAUUW MUCCINegoBaHMs, a Takke KPUTUYECKUA aHamnm3 BCEX AOCTYMHbIX OMnyOrMKOBaHHbIX U
HeonybNMKOBaHHbIX AaHHbIX, COAEPXaLUMX OLEHKY COOTBETCTBYKOLLEN MHGPOpMaUMM No 6e30nacHOCTU UNKU yKasaHue
He[oCTaloLWMX 3HaHUIM No 6e30NacHOCTU, Ha NoMyYeHne KOTopbiX ObINO HanpaBneHo UccregoBaHMeE.

10.6.3.2.7. Uenb u 3agaum uccnegoBaHus: LenNb MCCNeaoBaHUs M 3adadvn UCcrefqoBaHusi, BKIodasl Nniobble
npegBapuTenbHbIE TMNOTE3bl, B COOTBETCTBUM C MPOTOKOSIOM UCHbITAHUMNA.

10.6.3.2.8. MN3aMeHeHUss n OOHOBMNEHUNA: nepeyeHb INObIX CYLIECTBEHHbIX W3MEHEHUW U OOHOBNEHWNn
nepBoHa4anbHOro NPOTOKOMa MCMbITaHWA nocre Havana cbopa AaHHbIX, BKMoYas 0OOCHOBaHME KaXdoro U3MeHeHUs
nnn obHoBNEeHns.

10.6.3.2.9. MeToAabl uccrnegoBaHus, B TOM Yuchne:
Oun3aiiH nccrnenoBaHus: KNYeBble aNeMeHThl An3aliHa UccneaoBaHns n 000CHOBaHWE BbiOpaHHOIo AM3anHa;

ycnosusa: ycrnosuda, mecta M COOTBETCTByWMEe OaTbl npoBedeHUA uccnenoBaHuA, BKIOHaa nepuoibl Ha6opa
nauyneHToB, nocrneayrLero HabnogeHns 1 c60pa OaHHbIX, B Cllydae cucrtemMmatn4eckoro o630pa nnn mMeta-aHanumsa -
XapaKTepnucTukm nccnenoBaHuin, ncnonb3dyemble B Ka4eCTBe Kputepues npnemMmnemMmocTu, ¢ nx ob6ocHOBaHUueM;

nauueHTbl: nobas uenesas nonynauma n Kputepun BKIKOYEHUA NnauyueHToB B UCChnenoBaHUE. [ormxHbl 6bITb
YKa3aHbl ICTOYHUKN U MeTOoAbl no,u6opa y4aCTHUKOB, BKIO4Yasa (r,u,e I'IpI/IMeHI/IMO) MeToabl HOMBMayanunsauunn cnyvyaes, a
TaKXe Konn4ecTtBo U NPpUYnNHbI UCKIIOYEHNA U3 UCCrieaoBaHnA,

nepemMeHHble. BCe pea3ynbraThl, BO3,D,eIZCTBI/Ie, NPOrHoCTn4eckmne CbaKTOpr, noTeHunarnbHble WUCKaXatoLine
dakTopbl U hakTopbl, MogMduuupyromne addekT, BKIOYasi onepaumoHHble onpegeneHusi. Mpyn HeobGxoauMocCTH,
npeacTaBnsAlTCa ANarHoCTUYECKUE KpUTEpUM;

WCTOYHUKUN aHHBIX Y U3MepeHue: AN KaXaol paccMaTpmMBaeMol NnepeMeHHON YKasbliBatoTCA UCTOMHUKM OAHHbIX U
noapobHoe onvcaHnMe MeTOAOB OLEHKUM U U3MepeHusl (ecnv MPUMEHMMO), a TakkKe COMOCTaBMMOCTb METOAOB OLEHKU
(npu Hanuuum Gomnee 1 meToga). Ecnu nccnegoBaHWe MCMNONb30Barno CYLUECTBYIOLWIMA UCTOYHUK OaHHbIX, TAKOW Kak
SMEeKTPOHHbIE MeOMLMHCKME KapTbl, OOMKHa cooblaTtbes nobas nHopMaums o BanuMaHOCTM 3anucein 1 KoaupoBaHum
AaHHbIX. B crniyyae cuctematuyeckoro o63opa unu mMeta-aHanvaa A0MKHbl BbiTb ONMcaHbl BCe UCTOUHUKK MHAbopMaLInK,
cTpaTermsi noucka, meTodbl ONS BblbOpa MccrienoBaHWiA, MeTodbl W3BMNeYeHusl OdaHHbIX U Mobble npouecchl Ans
nonyyYeHns 1 NoATBEPXXOEHUS AaHHbIX UccreaoBaTeneil;

owmnbKu: onucaHue npeanpuHATbIX OEencTBmMn nnu Mep no o6paLu.eH|/no C NoTeHUMarnbHbIMU UCTOYHUKAMU OLLIMOOK;

06bem BbIGOpKM: 06BbEM BbIOGOPKM M ODOCHOBaHME J0OOro BblMMCIEHMS pa3Mepa BbIOOPKN U MeToaa AOCTUXKEHUS
npeanonaraemMoro pasmepa BblGOpKY;

npeobpa3oBaHue [OaHHbIX: NpPeobpa3oBaHUsA, BbIYUCIEHUS UMW onepauun ¢ AaHHbIMKW, BKIOYas MeToAbl
06paboTK KONMYECTBEHHBIX AaHHLIX MPW BbIMONHEHWM aHanusa, 060CHOBaHWE BblOpaHHbIX METOAOB rPynnMpPOBaHUS
OaHHbIX;

CTaTUCTMYECKNE METOAbI: ONMCaHWE NO CNEAYOWMM achneKkTam:
OCHOBHble MeToAbl 0600LLEeHUS;

BCe CTaTUCTUYEeCKMne MeTodbl, KOTOopble MpUMEeHANNCb B WUCCNeaoBaHUW, BKYada MeTodbl AN1A KOHTPOSA
NCKaXXEHUIN N B OTHOLLIEHUN MEeTa-aHann3oB - MeToAbI KOM6VIHVIpOBaHVIﬂ pes3yrnbraTtoB nccneaoBaHum;



ntobble MeToabl, UCToNb3yeMmble AN U3ydYeHWst NoArpynn U B3aMMoaenCcTBUIA;
noaxoA K peLleHnio NpobnemMsl Mo HeAOoCTYNHbIM AaHHbIM;
OLIeHKa YyBCTBUTENBHOCTU UCCMNenoBaHns;

BCE W3MEHEHWsI MflaHa aHanmMsa AaHHbIX, NPedyCMOTPEHHOro MpPOTOKONOM WCCMeaoBaHUA, ¢ OOOCHOBaHUEM
N3MEHEHUN;

KOHTPOIb Ka4decTBa: MexaHU3Mbl 1 npoueaypbl obecneyeHunst kadecTea U LLenoCTHOCTU AaHHbIX.

10.6.3.2.10. Pesynbrathl: npeacTtaBneHve tabnuud, rpaduKoB M UNMIOCTPaUMn NS OTOBpaXeHMs MonyveHHbIX
OaHHbIX M MpOBeOeHHOro aHanm3a. [omkHbl ObiTb NpeAcTaBneHbl Kak aganTUpOBaHHble, Tak M HeaganTMPOBaHHbIE
pesynbratbl. OuUeHKka TOYHOCTM [AaHHbIX OOMMKHA ObiTb BbINOMHEHA KOMMYECTBEHHO C YKa3aHMeM [OoBepuTenbHbIX
NHTepBanoB. ATOT pa3aen AOMKEeH BKNoYaTb B cebsa cneaytowime nogpasaensi:

a) YYaCTHUKWU: KOMMYECTBO MAUMEHTOB Ha KaXaoM 3Tane MWccrefoBaHWust (HanpuMep, 4YMCno NoTeHUManbHO
COOTBETCTBYHOLUMX, NPOLUEALMX NPoLeaypy CKPUHMPOBAHWUS, NOATBEPXKAEHHbLIX Kak COOTBETCTBYHOLLNE, BKIOYEHHbIX B
nccrnegoBaHve, 3aBepLualowmnx nocnegyowee HabnogeHne u NpoaHanM3npoBaHHbIX, @ Takke MPUYMHbI BbIObITUST U3
uccnepgosaHna Ha nwbom aTtane). B cnyyae cuctematmyeckoro obsopa unm MeTa-aHanmsa - KOMUYECTBO
CKPVMHMPOBAHHbIX, OLIEHEHHbIX HA COOTBETCTBME W BKIMOYMEHHLIX B 0030p MCCReAoBaHWA C YyKa3aHWeM MpPUYMH
WCKIMIOYEHUS HA KaXKaoM aTane;

6) onucaTenbHble [OaHHble: XapaKTepUCTUKUM YYaCTHUKOB WCCredoBaHus, WMHopMauuMs O BO3OEWCTBUU U
NoTEeHUManbHbIX UCKaXaloWmx akTopax, a Takke KONMYEeCTBO YYacTHUMKOB C OTCYTCTBYHOLMMM OAHHBIMU AN KaXaow
paccmaTtpuBaeMoli nepemeHHoi. B cnydyae cuctemartuyeckoro o63opa UNM MeTa-aHanmsa - XapakTepucTuKa Kaxkaoro
nccnenoBaHus, AaHHble KOTOPoro 6binu 1cnonb3oBaHbl (HanprMep, 06beM BbIGOPKK, Nocneaytollee HabnwogeHue);

B) OaHHble O pe3ylnbraTtax: KoNmM4eCcTBO Y4aCTHUKOB MO KateropnamMm OCHOBHbIX Pe3yribraToB;

) OCHOBHbIE pe3ynbraThbl: pe3ynbTaTbl HeaganTUPOBaHHOW OLEHKM (ECNN NPYMEHUMO), afanTUPOBaHHOW OLIEHKM C
Y4ETOM MCKaxatoLmux pakTopoB N UX TOMHOCTb (Hanpumep, 95% aoBepuTenbHbI MHTEpBan). Ecnv npumeHumo, oueHka
OTHOCUTENBHOMO pUCKa AoMmkHa OblTb NepeBefeHa B abCONOTHLIN PUCK A4S 3HAYMMOro nepuoga BpeEMeEHM;

,El,) apyrue Buabl aHanuaa: apyrme nposeneHHble aHanm3bl, Hanpumep, aHanusbl noarpynn vm B3aMMOLAENCTBUA, a
TakKXke aHanm3bl YyBCTBUTENTbHOCTMU;

€) HexxenaTenbHble SIBNEHUs U HeXenaTtenbHble peakuuu: ynpasneHne AaHHbIMU U NpeacTaBneHne nHpopmaumm o
HeXenaTterbHbIX ABNEeHUAX U HexXenaTterbHbIX peakunax B YNoJIHOMOYEHHbIe OopraHbl rocyaapcCTB-4J1eHOB. B oTHOLWIEHUN
onpeferneHHbIX OUM3aHOB WCCMedOBaHUM, Takux Kak "cryyanm - KOHTpOnb" WAM pPeTpOCNEeKTUBHbIE KOrOpPTHbIE
nccrnegoBaHnsi, ocobeHHO BKIHOYaKLWMX B cebsi aHanmM3 OaHHbIX 3MEKTPOHHbIX MEQMUUHCKMX KapT, cucTematmdeckue
nepecMoTpbl U MeTa-aHanm3abl, JOMKHO ObITb yKazaHO O HEBO3MOXHOCTM MPOBECTU OLIEHKM CTEMNEHU OOCTOBEPHOCTU
NPUYNHHO-CNEACTBEHHON CBA3M HA YPOBHE MHAMBUAYAlbHbIX Cy4aes.

10.6.3.2.11. ObcyxaeHue:

a) Kno4yeBble pe3ynbTaTthl: KIOYEBblE pes3ynbraThl, MMEKLINE OTHOLLEHME K 3ajadyaM WCCNedoBaHusl, paHee
npoBeeHHOE WuccrnefoBaHWe, pesynbrTaTbl KOTOPOro COrnacylTcd unyM npoTuBopedaTt MoNyYeHHbIM TeKyLUM
pesynbratam, BRUsHWE pe3ynbTaToB Ha COOTHOLIEeHME "nonb3a - pUcK" NeKkapCTBEHHOro npenapara, ecnu 3To
NPUMEHNMO;

6) OorpaHu4eHua: orpaHnvyeHuna uccrnenoBsaHua, npuHMMawuwine BO BHMMaHUe obcToATenbCcTBa, KOTOpble Mornun
NOBNMNATb Ha Ka4eCTBO U LUENTOCTHOCTb AaHHbIX, OorpaHn4eHna nogxoda n MeTtogoB, KOTOpblie ObINM MCnonb3oBaHbl AN
MWUHUMUN3aunn nx BrnnAHUA (Hanpvlmep, OTCYTCTBYHOLLUME UITN HEMNOJIHble OaHHble, NPUMEHEHHble OLEHO4YHbIe 3Ha'~|eHI/IF-|),
WCTOMHUKN MNOTEeHUManbHbiX OWWOOK M HETOYHOCTEW W BanUMAHOCTM sBreHun. Heobxoanmo o6cy>|<p,eH|/|e KakK
HanpaBleHud, Tak n MacwTaba noTeHuManbHbIX OLWNBOK;

B) MHTEepnpeTaunda: UHTepnpeTtauna pe3ynbratoB nccnegoBaHum ¢ y4eTOM 3ajau, OrpaHl/ILIeHI/IIZ, MHO>XXeCTBEHHOCTUN
aHannaa, pe3yfibTatoB CXOXUX nccnegoBaHum u OPYrnx coOOTBETCTBYHOLLNX I'IO,EI,TBep)K,EI,eHMIZ;

r) o6o6LaemMocTb: 0606LLaEeMOCTb (BHELLHSS BanMOHOCTL) pe3ynsTaToB UCCrefoBaHus.
10.6.3.2.12. Cchbinku.

10.6.3.2.13. [Opyras uHdopmauusa: nwobas JoNoMNHUTENbHass WM BcnoMoraTenbHas wuHdopmauus o
cneundunyecknx acrnekTax UCCneaoBaHusl, He pacCMaTpMBaBLLMXCSA paHee.

10.6.3.3. Pe3tome MTOroBoro oryeta wccriefoBaHWs OOMKHO BKOYaTh B cebsA 060OLLIEHHY0 MHopMauuio o
MeToAax M pesynbratax uccnefoBaHusl, NpefcTaBneHHyo B cneaytowem dopmare:



a) HaMMeHOBaHWe C Noa3aronoBKkamu, BKIOYas AaTy COCTaBNeHUs pestoMe, UMsS U CBEAEHUS N0 NEPBOMY aBTopy;
©0) kntoyeBble cnoBa (He 6onee 5 kIOYEBbIX CINOB, OTOOPaAXXaKOLWMX OCHOBHbIE XapaKTEPUCTUKM UCCIIeq0BaHNS);
B) 060CHOBaHME 1 NPeanoCHISIKY;

r) uenb 1 3agavm uccrnenoBaHus;

[) NnaH uccnegoBaHus;

€) ycnosus;

X) NaumeHTbl 1 00beM BbIOOPKY;

3) NepeMeHHbIE Y UCTOUYHUKN OaHHbIX;

n) pesynbrarhl;

K) obcyxgeHue (Bkrovasi (ECrnv NPUMEHUMO) OLIEHKY BIUSIHUSI Pe3yNnbTaToB WCCReoBaHWsl Ha COOTHOLLEHWE
"nonb3a - puck" NekapcTBEHHOro Npenapara);

n) gepxatenb permcTpaumMoHHOro yaoCTOBEPEHNS;
M) UMSI U CBEAEHMSA MO IMaBHOMY UCCReLoBaTenN:o.
10.7. MNy6nukauunsa pesynsTaTtoB NCCreqOoBaHNST aBTOPaMM.

OepxaTento perncTpaumoHHOro yaqocTOBEPEHUA peKOMEHAYeTCH 3apaHee cornacoBaTb cTpaternio nybnukaumm c
rmaBHbIM MCCNegoBaTeneM B Cryyae, ecnv UccregoBaHvWe NPOBOAMTCA U aHanM3upyeTcsd MOSMHOCTbI0 MM YaCTUYHO
nuccregoBatensamu, He SIBMASIIOWMMUCS COTPYOHUKaMWU AepXaTens perncrpauuoHHOro yoocToBepeHus. PekomeHayeTcs
onpegenatb cTpaTervto nybnukaumi Takmm obpasom, 4YToObl [MaBHbIM UccregoBaTenlb UMen BO3MOXHOCTb
CaMOCTOSITENBHO rOTOBUTL NybnvKaumm no pesynsrataM UCCNenoBaHUs BHE 3aBUCUMOCTM OT aBTOPCTBA AaHHbIX. B aTom
cnydae gepxaTenb perucTpaumMoHHOro Y4OCTOBEPEHUST JOMKEH ObiTb YNOMHOMOYEH NpocMaTpuBaTh pesynsTaTbhl U UX
WHTEepnpeTauunio, BKITOYEHHbIE B PYKOMUCb, U NPEACTaBNSATb KOMMEHTapuMu A0 nepedadu pykonucu B nedatb, nsberas
HeOoDOCHOBaHHbIX 3adepxek nybnukaumm. 3anpocbl Ha BHECEHUE W3MEHEHVMIN B PYKOMWUCb AOMKHbI OblTb Hay4yHO
obocHoBaHbl. [lepxaTtenb perucTpaunoHHOrO YAOCTOBEPEHMS AOJKEH WMETb MpaBO 3anpocuTb yAaneHue
KOHMAeHLManbHOM nHdopmaLmu.

10.7.1. I'IpeACTaBneHme Oﬂy6ﬂVIKOBaHHbIX pe3ynbratoB nccnegoBaHna B YNOJNIHOMOYEHHbIE OpraHbl rocyaapcTB-
YreHOoB.

,D,ep>|<aTemo perncTtpaumoHHOro yaocCTtoBepeHuA pekoMeHOyeTcda nepenartb MUTOroByrd pPYKOMUCb CTaTbl B
YNOJTHOMOY€EHHbIE OpraHbl rocyaapCTB-4yIeHOB, HA TEPPUTOPUN KOTOPLIX 3apernctpmnposaH J'IeKapCTBeHHbIIZ npenapart, B
TeyeHune 2 Hegenb C Aathl npunema ny6nv||<au,vw| B n3pgartenbcTBe.

10.8. 3awmTa gaHHbIX

[epxaTenn perucTpaumnoHHbIX YOOCTOBEPEHUA W UccredoBaTenu AOMKHbI cobnioaaTh 3aKOHOAATENnbCTBO
rOCydapCTB-UYIIEHOB, Ha TEPPUTOPUM KOTOPbIX MPOBOAMTCA WCCREdOBaHME MO 3aliMTe JIUYHbIX AaHHbIX MaLWUeHTOB.
[epxaTtenb perucTpaunoHHbIX YAOCTOBEPEHUA JormkeH oGecneunTb obpalleHue U XpaHeHue Bcel uHdopmauuu no
nccnenoBaHuio TakuMm o6pas3oM, YToGbl ee MOXHO GbINo TOYHO coobLlaTb, MHTepNpeTMpoBaTh U BepudULmMpoBaTs. B To
Xe BpeMsi KOH(DUAEHUMANBHOCTb AaHHbIX MEAMLMHCKUX KapT NauWeHToB He AomkHa GbiTh HapyLleHa.

10.9. Cuctembl kKayecTBa, ayauTbl U NPOBEPKN

[epxaTtenb perMcTpauuoHHOro yOoOCTOBEPEHUS] [OOMKeH 0OecneynTb BbIMNOINHEHWE CBOWX 00S3aTenbCTB Mo
(hapmaKkoHaa30py B OTHOLUEHWU BbIMONHEHWUST UCCMedoBaHMs, a Takke obecneynTb BO3MOXHOCTb ayauTa, NMPOBEPKM U
BepudUukaumMmn OaHHoi aesitenbHocTu. Jlloboe M3MeHeHWe B JdaHHbIX AOMMKHO (OMKCUPOBaTbCsl, YTOObI 0becrneuntb
NpocnexvBaeMocTb. [lepxaTelb perncTpalunoHHOro yaA0CTOBEPEeHMs JormkeH 06ecneunTb nogaepkaHue B afeKTPOHHOM
opmaTe aHanUTUYeckmx HaboOpPOB AaHHbLIX U CTATUCTUYECKMX MPOrpamm, WUCMOMb3yeMblX ANS reHepauun OaHHbIX,
BKJTIHOMEHHBIX B UTOrOBLIN OTYET MO MCCINEeoBaHMI0, a Takke UX AOCTYNHOCTb AN ayanTa U NPOBEPKN.

10.10. BnvsiHne Ha cuctemMy ynpaBneHus puckamu
HeuHtepBeHunoHHble TIPUB (u, B uenom, nwboe WMHTEPBEHUWOHHOE WU HEUHTEPBEHLMWOHHOE

NOCTPErncTpaunoHHoe uccnegoBaHne 6e3onacHOCTM), MPOBOAMMbBIE AN U3y4YyeHus npobnem no 6Ge3onacHOCTH, Kak
onucaHo B NMYP, gormkHbl BKNtoyaTeca B [MYP. [poTokon uccrnegoBaHns gormkeH npunaratbes K MYP.



B cnyyae ecnn TYP otcytctBYyeT, gomkeH ObiTb pa3paboTaH HoBbii [MYP, Bkntovawowmn B cebs paHHble
NoCTperncTpauuoHHoro muccnegoBaHus 6esonacHocTn. Bo Bce cooTBeTcTBylOWME pasgensl u mogynu YP BHocsTcA
COOTBETCTBYIOLLNE U3MEHEHUS C YY4ETOM MpOBEOEeHUA UCCredoBaHWd, BKModas cneumdukaumio 6esonacHocTun, nnaH
dapmakoHaa3opa 1 nraH MMHUMU3aLMn PUCKOB, a Takke 0630p Mep MUHMMMK3ALMK pUCKa.

10.11. Npouenypa obasaTenbHbIX NOCTPErMCTPALIMOHHBIX
nccnegoBaHuin 6e3onacHoCcTU

B rocymapctBax-unieHax NpOBeAEeHME MOCTPErMcTpaumMoHHOro uccriegoBaHus ©esonacHoctn (MPUB) moxer
ABNATbCA o0bsi3aTenbHbIM MpUM OLEHKE MNepBOHaYanbHOW 3asiBKM Ha TrOCY4apCTBEHHYK perncrpauuio unv Ha
NoCcTperncTpaLmMoHHOM 3Ttane, ecnn ectb 06ecnokoeHHOCTb (0OOCHOBaHHOE 3KCMEPTHOE MHEHWE OTHOCUTESBHO
OTCYTCTBUSI BaXHbIX [aHHbIX, XapakTepusywwmx npodunb 6e3onacHoOCTU NekapCTBEHHOro npenapara, nonyvyeHue
KOTOpPbIX TpeGyeT BbINOJTHEHUA aKTUBHbIX METOA0B U3y4YeHUA ©e3onacHoCcTK no npnynHe HeBO3MOXHOCTU HagneXxallero
N3yYeHns WUnM OLEHKM pucka (PUCKOB) NMpW MOMOLUM PYTUHHBIX METOOOB (papmakoHag3opa) B OTHOLWEHMM npodhuns
6e30nacHOCTM 3aperMcTpMpoOBaHHOIO JeKapCTBEHHOrO npenapara. [daHHoe TpebGoBaHWe YMONHOMOYEHHOIO OpraHa
OOMKHO ObITb Hagnexawum obpa3oM 0OOCHOBaHO AaHHbIMKM OLEHKM npodmnst B6esonacHocT U 3dEKTUBHOCTY,
OOMKHO ObITb 3aPMKCUPOBAHO B MUCbMEHHOM BUAE M OOMKHO BKMOYATb 3aJayu M BPEeMEHHble paMKu nogayn um
npoBegeHnAa wuccnegoBaHu4A. Tpe6OBaHl/Ie MOXEeT TaKXe BKNw4YaTb B cebs pekoMeHgauununm no Knw4yeBbiM
XapakTepucTvkam uccrnegoBaHus (Hanpumep, Av3anH MCCNeqoBaHud, YCNOBMS, BO3AENCTBME, UCXodbl, LeneBas
nonynaums). B uymMcno pekomeHOyembix METOAOB MOTYyT BXOAUTb METOAbl aKTMBHOMO MOHUTOpPMHra (Hanpumep,
MOHWUTOPUHI Ha ONpPefeneHHbIX KIMHUYeckux 0asax, peuenTypHbii MOHWUTOPWHI, PEerncTpbl), CPaBHUTENbHbIE
HabnogaTenbHble HEVMHTEPBEHLMOHHbIE WCCReaoBaHUA (Hanpumep, KOropTHoe uccnefoBaHue (MOHUTOPUHT),
ncecnegoBaHne Tuna CJ'Iy‘-Ial7I—KOHTpOJ'Ib, nccnenosaHne cepum cniyqyaes U I/IHbIe), KNMMHn4yeckmne wunccrnenoBaHusd,
nccregoBaHns notTpebnexns, hapmakoanMaeMmonormyeckme ncernegoBaHms.

B teuenune 30 KaneHgapHbIX AHeVI nocne nony4vyeHna nMCbMeHHOro yseomreHna ot ynofiIHOMO4YEeHHbIX OpraHoB O
HasHadyeHun npoBegeHus [MPUB Ha nocTpernctpaunoHHOM 3Tane gepXatenb PerMcTpaunoHHOro yaoCTOBEpPEeHUs
BMpaBe 3anpocuTb BO3MOXHOCTb npeactaBneHnss B kavectBe [MPUB nMcbMeHHbIX HabnogeHun OTHOCUTENBHO
6e30nNacHOCTM NIEKAapCTBEHHOIO CPEACTBa. YMOMHOMOYEHHbIE OpraHbl FOCY4apCTB-YNEHOB OMpedensioT BpPEMEHHbIE
pamMku nepuoda, 3a KOTOpblM NPeacTaBnslTCa TakMe HabniogeHusa. Ha ocHoBaHUM aHanu3a [aHHbIX NMUCbMEHHbIX
HabnogeHnn, npeacTaBneHHbIX AepXXaTenem perncTpaunoHHOro Ya4oCTOBEPEHUS, YNIOITHOMOYEHHbIN OpraH rocyaapcraa-
ynieHa JOSmKeH 0TO3BaTh UM NOATBEPAUTL 00A3aTeNnbCTBO.

10.12. KoHTposb 3a HEMHTEPBEHUNOHHBLIM MOCTPEMMCTPALNOHHBIMU
nccnegoBaHnsiMmM 6e30nacHoOCTU

10.12.1. Pornb 1 0693aHHOCTM AepXXaTensi perMcTpaumoHHOro ya0CTOBEPEHUS.

,D,ep>+<aTenb perncTtpaunmoHHOro yagocTtoBepeHunda HecCeT OTBEeTCTBEHHOCTb 3a obecreyeHne COOTBETCTBUSA
nccnegoBaHuA Kputepmnam HemHTepBeHUMOHHOIO nccnegoBaHuA.

,!J,epx(aTenb perncTpaumoHHOro yaoctoBepeHunsda B OTHOLUEHUU NMPUB pomkeH obecneynTb BbIMNOSTHEHNE CBOUX
0bs13aTensbCTB Mo cbapmaKOHamopy, a TaKkxe BO3MOXXHOCTb npoBeAeHuA ero ayguta, npoBepKn n BepVI(bMKaLI,VII/I.

10.12.2. YNonHOMOYEHHbIe opraHbl rocy4apcTB-UreHOB.

[Mocne nony4YyeHnsi pelieHnst YNONTHOMOYEHHbBIX OPraHOB O Ha3Ha4YeHUn NpoBefeHust HenHTepBeHUMoHHoro MNMPUB
JepxaTenb pPerncTpauuoHHOrO YAOCTOBEPEHUS pa3pabaTtbiBaeT MPOTOKON WCCNeNOBaHUS W MpeacTaBnsieT ero B
YNOMHOMOYEHHbI OpraH rocyaapcTBa-ynieHa Ha paccmoTpeHue. B TeveHne 60 kaneHaapHbix AHenW OT Aarthl
npeacTaBneHns npoekTa NPoOTOKOa YNOSIHOMOYEHHbIW OpraH rocygapcTBa-yrieHa CoCTaBnseT OTBET OTHOCUTENBHO:

YTBEPXAEHMS NpOEeKTa NPOTOKONa UccneaoBaHus;

pekoMeHAaLni MO BHECEHMIO U3MEHEHWIA B MPOTOKON UCCIEef0BaHUS;

OTKasa B COrnacoBaHu1 NpoToKoNa UccneaoBaHus;

yBEOOMITEHUS JepXaTens perncrpauyMoHHOro YOOCTOBEPEHWs, YTO WCCNEAOBaHWE SBMASETCH  KIMHUYECKUM
nccrnegoBaHneM, nognagarolmMm nog TpedoBaHns MexayHapoaHbIX OrOBOPOB M akTOB, COCTaBnsoLwmx npaso Cotosa u
3aKoHoAaTeNbLCTBO rocyAapcTBa-yreHa B 0brnacti NnpoBeaeHnst KNMHUYECKUX UCCresoBaHNNA.

OTKa3 JomKeH BKMo4YaTb nop,po6Hoe obocHoBaHMe NPpU4nNH HEeCOOTBETCTBUA B nobom 13 crneaywwmx cnyyaes:

€CN eCTb OCHOBaHMA MonaraTtb, YTO NMPOBEAEHME UCCRenoBaHWsi CrnocobCTBYET MapKETMHIOBOMY MPOABWKEHMIO
nekapcTBEeHHOro npenapara;

€CInn nnaH nccnenoBaHnAa He NO3BONAET BbINONMHUTL 3a4a4n nccneaoBaHuA.



MccnegoBaHMe MOXET ObiTb HayaTo TOMbKO MOCHE MUCbMEHHOro yTBEpPXOEeHUA MPOTOKOSa YNOJIHOMOYE€HHbIM
OpraHoOM rocygapcrBa-4iieHa.

Mocne Havana uvccrnefoBaHWs NoOble CyLIECTBEHHbIE M3MEHEHWSI B MPOTOKON MOAANTCH B YNONMHOMOYEHHbIN
opraH rocyfapcTtBa-yrieHa [0 UX BBELEHWS. YNMONHOMOYEHHEI opraH rocyaapctea-yurneHa B TeveHne 30 kaneHgapHbIX
[OHel nocre nogayn M3MeHeHWid K NraHy MccrefoBaHUs OOIKEH BLIMOMHUTE OLEHKY 3TMX U3MEHEHMWA U coobLWTb
JAepaTento perMcTpaLMoHHOro yAoCTOBepeHUst 06 MX yTBEPXKAEHUM UMN OTKIOHEHUM.

Mo 3aBepLUeHUN nccrnegoBaHna aepXkatenb perncTpaLMoHHOro yaoCTOBEPEHNS NpeacTaBnsaeT UTorosbli oT4eT 06
nccneaoBaHUK, BKIOYAsa pestoMe uccnenoBaHusa onst nybnukaumm, B yNOMHOMOYEHHbIA OpraH rocygapcrBa-yrieHa Kak
MOXHO CKOpee, HO He no3gHee 365 kaneHgapHbix gHen (12 mecsiueB) nocre OKOH4YaHus cbopa AaHHbIX, ecnu
YMONTHOMOYEHHBIM OpraHoOM rOCy4apCTBa-yfieHa He Oblo NPefoCTaBlEHO MUCbMEHHOE paspelleHne Ha yBenuyeHue
nepuoda BpeMeHUM Ans npeacrtaBneHus OoTyeTa. YMNONMHOMOYEHHbIM OpraHoM rocyaapcTBa-yneHa BbINOSHAETCH
paccMOTpeHne MTOrOBOrO OTYeTa C MOCcneaylLuM NpeacTaBneHneM aAepxaTtento pPerncTpauuoHHOro yaocToBepeHus
pe3yneratoB OLIEHKW OT4yeTa, KOTOopble MOryT BKM4YaTtb B TOM YuUcne AOONONHUTENbHbIe BOMPOCblI K AOepXXaTesnto
pPerncTpaumoHHOro yaocToBepenus. o pesynbraty pacCMOTPEHMST OTYETA U OLIEHKM BO3MOXHOIO BIUSIHUS MOJTYYEHHbIX
OaHHbIX Ha COOTHOLLEHWE "Monb3a - pPUCK' NEeKapCTBEHHOro npenapaTta YrNoNTHOMOYEHHbIV OpraH rocyaapcTBa-yreHa
OOIKEH onpeaenuTb HeoBXOAMMOCTb PEKOMEHAAUMUIA NO BHECEHMIO N3BMEHEHWIA B CTaTyC PErmcTpaLumn ekapcTBEHHOIo
npenapara, ero npumMeHeHue nmoo onpenennTb H606XO,EI,I/IMOCTb NpUMEeHeHnA WHbIX Hagnexawmx Mep C uenbio
obecneyeHud NnpMMeHeHUA NeKkapCTBeHHOro npenaparta npu npesbllleHnn Nnonb3bl Ha4 PUCKOM.

11. lHdopmumpoBaHue no 6esonacHocTu
11.1. CTpyKTYpbI 1 NpoLEeCChI
11.1.1. 3agauun nHpopmmnpoBaHns nNo 6e30nacHOCTML.
NudopmmposaHmne no 6esonacHOCT HanpaBneHo Ha:

a) npeactaBrneHne CBOEBPEMEHHOW, Hay4yHO OBOCHOBaHHOW WHdopmauum no 6esonacHoMy u addeKTUBHOMY
NCMONb30BaHWUIO NeKapCTBEHHbIX Npenaparos;

0) cogencTBMe oNTMMU3aLMY MEOULMHCKON NPaKTUKN (B TOM YMCME NPaKTUKN camonedeHuns) npyu HeobxoanmocTu;
B) U3MEHEeHWe NoAXOA0B, CNOXMBLLENCS MPAKTUKKU U XapakTepa UCNoMb30BaHWS NeKapCcTBEHHbIX NpenapaTos;
r) NOAAEPXKKY OeATEeNbHOCTU, CBA3aHHOMW C MUHUMKU3aLMEN PUCKOB;

) copdeicTBue NpPUHATUIO OOOCHOBaHHbLIX PeLeHMn O pauuMoHarnbHOM WCMOMb30OBaHWUM JEKapCTBEHHbIX
npenaparos.

Momumo BbllLleyKa3aHHOro, Hagnexauwas VIH(bOpMaU,I/IFl no 6esonacHoOCTK CﬂOCO6CTByeT YKpenneHno noesepud
HacerneHuna K perynﬂTopHoﬁ cucrteme.

11.1.2. NpuHUMNbLI HOPMMNPOBaHNS MO GE30MacHOCTM!.
CnepnyeTt npUMeHATb crnegyoLmne NpuHLMNbl MHOpMUpOBaHMS Mo 6e3onacHOCTU:

a) HeobXoaAnMOCTb VIHCbOpMVIpOBaHVIFI no GesonacHocTn paccmaTpmnBaeTCcAa Npu BbINOJIHEHUN OEATENIbHOCTU MO
cbapmaKOHa,u,sopy 1 ynpasrieHNo puckamn. [aHHbIN KOMMNOHEHT AOMKEH ABNATLCSA YacCTbio npouecca OUEHKN pUCKa;

6) HeobxoamMMocTb obecrnedyeHUss Hagnexallell KOoopAuMHauMM OeATeNbHOCTM W B3aMMOAENCTBUS Mexay
Pa3fUYHbIMKA CTOPOHaMMW, y4acTBYHOLWMMM B CO34aHUMU U obMeHe MHdopmauueit no 6es3onacHocTy (YNoNHOMOYEHHbIE
opraHbl rocyapCTB-YNEHOB, MHbIE FOCYAapCTBEHHbIE OpraHbl U AepXXaTenu perncTpaLoHHbIX YOOCTOBEPEHNIA);

B) HeoOXoAUMOCTb BKIOYEHMS B WHGOpMauuio no 6e30nacHOCTU akTyanbHbIX, YETKUX, OOCTOBEPHbIX U
KOPPEKTHbIX CBEAEHUI ANSA nepeaayum Leneson ayanutopumn B YCTaHOBIEHHbIE CPOKM B Liensix obecneyeHms BO3MOXXHOCTH
MPUHATUS COOTBETCTBYIOLLUX MEp;

r) HeobxogMmocTb aganTaumm nHgopmalmm no 6e3onacHOCTU NyTeM UCMOMb30BaHMS COOTBETCTBYHOLLENO si3blka U
C YYETOM Pa3sfMYHbIX YPOBHEWN 3HAHUA U MOTPEOHOCTM B MHCpOPMaLMK NSl pasfMYHbIX LEeNeBbiX ayauTopui (Hanpumep,
nauMeHToB WM pabOTHMKOB cdepbl 34paBOOXPaHEHUS), MPU YCMOBUM COXPAHEHUS] TOYHOCTU U COOTBETCTBUSA
nepegasaemon nHdopmawmm;

/J,) HeobXxoaAnMOoCTb npencrasiieHnA I/IHCbOpMaLI,VIVI O pUCKax C y4yeTom obLen oueHKM Mornb3bl JIeKapCTBEHHOro
npenapara, BKIn4Yad OOCTYMHble U aKTyallbHble CBeAEHUA O CEPbEe3HOCTU, CTENEHN TAXECTU, HaCTOTe HexXenaTellbHbIX
peaKLl,I/IIZ, d)aKToan PUCKa nx pa3Butund, BpemMeHn Ha4vana, O6paTI/IMOCTI/I n, ecnn BO3MOXHO, npeanonaraemMomMm nepuone
BOCCTaHOBIIEHUA;



€) MHopMMpoBaHe No 6e3onacHOCTM JOMKHO CMOCOGCTBOBATL paspeLleHno HeonpeaeneHHOCTen B AaHHbIX Mo
GesonacHocTM. 3TO 0COGEHHO akTyanbHO B cliyyae MNOSABMNEHUA HOBOW MHGOPMaUUW MpU BbIMOMHEHUU
YyNONMHOMOYEHHbIMW OpraHamMu rocyaapcTB-YrieHoB nNpoueayp OLEeHKM [fAaHHbiXx no 6GesonacHocTu. Monbaa
MH(POPMUPOBAHMA Ha AaHHOM 3Tane AOMKHa ObiTb COOTHECEHA C PUCKOM BO3HWKHOBEHWSI OLUUGKM, KOTOpasi MOXeT
BO3HWKHYTb B Clly4ae, ecrnv UMeBLLUMECS HeomnpeaerieHHble acrnekTbl Npoguns He cMOry ObiTb Hagnexawmum obpasom
pa3bsCHEHbI;

X) B OMpedeneHHbiX cryyasix npu npeacTaBneHuy MHdopmauuy no 6e3onacHoCTM HeobXoAMMO Y4YuTbIBaTb
KOHKYpUPYIOLLME PUCKM (HanpuMmep, pUCK OTKa3a OT fieYeHust);

3) HeobxoAMMOCTb MCMOMb30BaHNA Hambonee OBOCHOBAHHBLIX KOMWYECTBEHHbLIX NOKasaTenen npu onvcaHun 1
CpaBHEHUW PUCKOB (Hampumep, MokasaTenb He TOMbKO OTHOCUTESbHBLIX PUCKOB, HO M abCOMOTHLIX puckos). [Ans
CpaBHEHWUSI PUCKOB TPyNMbl AOMKHbI ObiTb CXOAHbI MO CBOMM XapakTepucTukam. Takke MoryT ObiTb MCMOMNb30BaHbl U
apyrve cnocobbl npegcrtaeneHus nHdopmaumm (rpaduyeckoe npeactaBneHne OLEHKM PUCKOB U (UNN) COOTHOLLEHUS
"none3a - puck");

1) HeobXxoOAMMOCTb MNPOBEAEHUs MPeABapPUTESNIbHOrO KOHCYMLTUPOBAHUS WU TECTUPOBAHUS MEAMLMHCKUX
paboOTHMKOB UMM MauMeHTOB MpW MOArOTOBKE MHAopMauuu no 6e30macHOCTM, B OCOGEHHOCTV B Criydae MOATrOTOBKU
MHpOPMaLIMK MO CIOXKHBIM NpoGremam;

K) WHdopmupoBaHMe no 6e3onacHOCTU AOSHKHO BKIOYaTb MpeAcTaBneHve nocnegyowen nHdopmauum
(Hanpumep, nocnegyloWMX M3MEHEHUIA B peKOMeHOauusix, paspelleHuss npobrnembl Mo 6GesonacHocTu) (npwu
HeobXxoanMocTu);

) BbINOMHEHMWE oLEeHKN 3P PEKTUBHOCTM MHDOPMUPOBaHKA Mo BesonacHocTh (Npyu HEOBXOAUMOCTI);
M) COOTBETCTBME UHpOpMaLMK No BesonacHOCTK TpeboBaHMSM O 3aLUMTE NEPCOHANbHbLIX AaHHbIX.
11.1.3. LleneBbie ayguTtopun.

OCHOBHOI LeNneBon ayguTopmuen, Ha KOTOpYyt HanpaeneHo nHoopMmMpoBaHme nNo 6e3onacHOCTU, OCYLLECTBASIEMOE
YMONTHOMOYEHHBIMY  OpraHamyn rocygapCTB-UNEHOB U AepXaTensaMy pPermcTpauMoHHbIX YOOCTOBEPEHUN, SBMASHOTCS
pabOTHMKN CUCTEMbI 3APaBOOXPAHEHUS U NMALMEHTbI, KOTOpPbIE UCMONb3YHOT NIEKAapCTBEHHbIE Npenaparhbl.

KritoueByto porib B OCHOBHOWM LiENIEBON ayaAUTOPUN UrpatoT paboTHUKM CUCTEMbI 3A4paBoOXpaHeHns. APPEKTUBHOE
NHOpMMpPOBaHMe No 6e30NMacHOCTM NEKApCTBEHHbIX NpenapaToB NO3BOMSET UM NPOBOAUTL hapMakoTepanmio C Y4eTOM
Hanbonee akTyanbHbIX CBeAeHU No 6e3onacHoCT 1 BblpaboTaHHbIX PEKOMEHOAUNIA, a Takke NpeacTaBnsATb NOHATHbLIE
W NonesHble cBedeHust nauneHTam, cnocobecTByst obecneveHnto 6€30NacHOCTU NaUMEHTOB M MOBLILEHMIO UX OOBEPUS K
perynaTopHON CUCTEME U CUCTEME 30PaBOOXPaHEHNS.

CpencrtBa MaccoBON MHAOPMaLMKU Takke SBMASIOTCS LeneBon aygutopuen Ans uHdgopmauum no 6e3onacHocTU.
CnocobHocTb CcpeacTB MacCoBOW MHopMauum oxsBaTbiBaTb MauLMEHTOB, PabOTHUKOB CUCTEMbI 30paBOOXPaHEHUs ©
LUIMPOKME CIOW HacerneHus SBMSETCS BaXKHbIM (PAKTOPOM PacnpoOCTPaHEHUs HOBOW W BaKHOW WHopmauun o
nekapcTBeHHbIX npenapartax. PacnpocTpaHeHve wuHdopmaumm no 6e3onacHoCTU Yepe3 cpeacTtBa MacCOBOMW
nHopMauMM OKasblBaeT BMMSHME Ha OOLLEeCTBEHHOe BOCNPUATME, MOSTOMY BaXHO, 4TOObI cpeacTBa MaccoOBOM
nHdopmaumm nony4vanu MHpopmaumio No 6e3onacHOCTM HeNOCPEACTBEHHO OT YNOMHOMOYEHHbLIX OpPraHoB rocygapcTB-
YrIeHOB B AOMNOMHEHMe K TOW MHOPMaLIMK, KOTOPYHO OHWU NOMyYaloT U3 APYrMX UCTOYHWKOB (HanpumMep, OT Aepxartenen
PEerncTpaumoHHbIX YOOCTOBEPEHWUN).

11.1.4. CogepxaHne nHgopmaumm no 6e3onacHoCcTu.

lMpuHMMas BO BHUMaHWE MPUHUMUMBI, U3NOXEHHbIe B noanyHkTe 11.1.2 Hactoswwmx [Mpasun, vHdopmauusa no
Ge3onacHOCTH, JOMKHA CoAaepxaTb:

a) nosBNALIMEcs BaxHble cBegeHuss o NoboM 3aperncTpMpoBaHHOM NeKapCTBEHHOM Mpenapare, KoTopble
OKa3blBaloT BMUSIHAE Ha COOTHOLLEHMWE "MoMb3a - pucka" NekapCTBEHHOTO Npenapara npu fobbiX YCoBUSIX MPUMEHEHNS;

6) MPUYMHBI VHULMMPOBaHWS npoueaypbl WHGOPMUPOBaHMS Mo 6e30nacHOCTM B MOHSATHOW Ansl LieneBon
ayamTopumn hopme;

B) HeobxoOuMble pekoMeHgauuMu Ans paboTHUMKOB CUCTEMbl 34PaBOOXPAHEHUS U MaUMeHTOB, CBA3aHHble C
npo6rnemoii no 6e30MacHOCTU, B OTHOLLEHWUN KOTOPOW BbINOMHAETCS MHPOPMUPOBAHUE;

r) ykasaHve Ha cormalleHue Mexay Aep)aTenem permcTpaumMoHHOro YaA0CTOBEPEHMS U YOSTHOMOYEHHBIM OpraHoOM
rocyapcTBa-ynieHa o NpeacTaBneHun Hdopmaumm no 6esonacHocTu (Mpy HEOBXOAMMOCTH);

4) ceefeHns 060 Bcex NpednioKeHHbIX M3MEHEHUAX B MHpopMaumu O nekapcTBEHHOM Mpenapare (Hanpumep, B
OXJN wnun AMIT (J1B));
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e) 6mbnuorpadnyeckunii CIMCOK UMM CCbINKM HAa UCTOMHUKK, TAe MOXHO HaiTu Gornee noapobHyo nHopMaumio o
KOHKPETHOM acrnekTe 6e30MacHOCTH, ykazaHHOMY B MHG)OPMMUPOBaHWUM Mo 6e30NacHOCTY;

)K) HanoMMHaHMe 0 HeobxoauMOocCTK coobwaTb O noago3peBaeMbIX HeXernaTerbHbIX peakuudax B yﬂOﬂHOMO‘-IEHHbIIZ
OpraH rocygapcrBa-4JieHa 4Yepes3 HaunoHalrbHy0 CUCTEMY CNOHTAHHOIO penopTnpoBaHnA.

NHdopmauus no 6esonacHoCcTU He QOMKHa BBOAUTL B 3abnyxaeHue U JormkHa ObiTb NpeAcTaBrieHa 0GbEeKTUBHO.
WHdbopmauusi no 6e3onacHOCTU He [OMmKHa coaepkaTb Kakux-nnbo MatepuanoB U COOOLLEHMIA, KOTOpble MOryT
npeacTaBnsTb cobo peknamy 1 MHy MHpopMaLmMio, HarnpaBreHHYH Ha NPOABWXXEHUE NEKAPCTBEHHOMO Npenapara.

11.1.5. Cnocobbl nHopMMpoBaHUS Mo 6e30nacHOCTH.

Mpun BbINOMHEHNM MHAOPMMPOBAHUSI N0 6E30MAaCHOCTU HEOOXOAMMO MCMONb30BaTh BECH CMNEKTP pa3HOOOpa3HbIX
CpencTB nepefayun uHgopmaumm Ans JOCTUXKEHMS LeneBblX ayauTopuin U yaoBNETBOPEHMS UX PacTyLLMX NOTpeBGHOCTEN.
Pa3snuuHble cpeacTtBa KOMMYHUKaUMKM M KaHanbl nepegayn nHdopMauumn, KoTopble cnegyeT Mcnonb3oBatb, NOAPOGHO
paccmaTtpuBaloTca Huxe B nognyHktax 11.1.5.1 - 11.1.5.5.

11.1.5.1. HenocpeactBeHHoe obpalleHne K paboTHUKaM CUCTEMbI 30pPaBOOXPaAHEHNS.

Mon HenocpeacTBEHHbIM oOOpalleHMemM K paboTHMKaM CUCTEMbl 34paBOOXpPaHEHUs B HacToswmx [lpaBunax
noapasymeBaeTcs NpeacTaBreHne AepXaTensamy permcTpaumoHHbIX YAOCTOBEPEHUA UM YNONHOMOYEHHBIMU OpraHamum
rocydapcTB-4S1IEHOB BaXXHOW WHopmaumym no 6e30nacHOCTU HanpsiMyrd paboTHWKaM CUCTEMbl 34pPaBOOXPAHEHUS C
Lenbo COOBLLEHNsT MM O HeobXoaAMMOCTU COBEPLUEHWUs] OnpedeneHHbIX AeWCTBUA WM ajanTaumu UX MNpakTUKU B
OTHOLLEHMWN NEKapPCTBEHHOIO Npenapata B COOTBETCTBUM C HOBbIMU JaHHLIMUW MO 6e30MacHOCTU.

HenocpencteseHHoe obpalleHne K paboTHMKaM CUCTEMbl 34pPaBOOXPAHEHUSA He SBNSETCH OTBETOM Ha BOMPOCHI
paboTHUKOB CUCTEMbl 34paBOOXpaHeHWs nnbo y4ebHbIMM MaTepuanamu B pamkax PYTUHHOW AESTeNbHOCTM Mo
MWHUMMW3aLMN PUCKOB.

PaspaboTka MHOpPMaLMOHHOTO MaTepuarna asisi HeNoCpPeACTBEHHOro obpalleHus npeanonaraeT CoTPYAHUYECTBO
mMexay AepkaTeneM permcTpaunoHHOro YA0CTOBEPEHUS 1 YNIONTHOMOYEHHBIM OpraHoOM rocyaapcTBa-yneHa.

[epxaTtenb perucTpauMoHHOrO yAOCTOBEPEHUS OOJIKEH MOoNy4yuTb 0fo06peHne COOTBETCTBYIOLWEro
YyMNOMHOMOYEHHOro opraHa rocyaapcTBa-yfieHa B 4acTu coAepXaHus MHGOopMaLMOHHOro maTepuana ans
HenocpeACcTBEHHOro obpalleHns K paboTHUKaM CUCTEMbI 34paBOOXPaHEHUS U NnaHa MHOPMMPOBaHMS.

CornacoBaHve Mexzy YMNOMHOMOYEHHbIM OpraHoM rocyAapcTBa-dneHa W AepxaTenem perncrpauyoHHOro
yAOCTOBEpEHUs [OMKHO ObiTb 3aBeplleHO [0 Hadana pacnpoCcTpaHeHus [gepxaTernem perncTpauuoHHOro
yOOCTOBEPEHUS MHOPMALMOHHBIX MaTepuaros.

OpobpeHne ynornHOMOYEHHOro opraHa rocyaapcTBa-yneHa AOMKHO ObiTb MOMy4eHO B OTHOLUEHUW COAEepKaHUs
nHdopmaumm 1 nnaHa MHPOPMNPOBaHUS, BKOYAsA LENEBYIO0 ayauTopuio 1 rpaduk pacnpocTpaHeHms nHgopmaumn.

Hepxatento perucTpaumMoHHOrO yOOCTOBEPEHUS HeobxoaMmo BblAENUTb He MeHee 2 paboumx aHen ans
NPeAcTaBneHNs KOMMEHTapMEB Ha 3amMevaHusl YMONTHOMOYEHHOrO OpraHa rocygapcTBa-dfieHa B 4acTu copepkaHus
MHGOPMALIMOHHOIO Matepuana unu nnaHa NHOPMMpPOBaHUS.

B cnyyae HeoGxoOMMOCTM Ha AaHHyl npouenypy MoXeT ObiTb BbloeneHo 6Gosblue BPeMEHU MO YCMOTPEHMHO
YMONTHOMOYEHHOIO OpraHa rocyaapcTBa-ysieHa, Cpokv MoryT GbiTb aganTUpPOBaHbl C Y4ETOM CPOYHOCTM CUTYaLIUN.

Mpy HanUuMM HeCKONbKUX OepXaTenen pPerucTpaumoHHbIX YOOCTOBEPEHWA Ha OOHO M TO Xe [OeUcCTBylollee
BELLEeCTBO, ANsi KOTOPOro Heobxogumo BbIMYCTUTb MHOpMauuio AN HenocpedcTBEHHOro obpalleHus K paboTHuKam
CMCTEMBI 30paBOOXpaHeHs1, COOBLLEHNE LOIMKHO HOCUTL €AMHbIA COrNacoBaHHbLIN XapakTep.

Mpn nogrotoBke uHGOpPMauMM ANA HENOCPeACTBEHHOro obpalleHns peKkomeHAyeTCcs npuBrekatb B
COOTBETCTBYHLUMX CIlydasix OpraHusauuMu 34paBoOOXpaHeHMst UM HayudHble obulecTBa, 4TOObl rapaHTUpoBaTb, YTO
npegcraensemas um nHdopmaums byaeTt nonesHon 1 aganTMpoBaHHON AN LeneBon ayamTopum.

11.1.5.1.1. HenocpepnctBeHHoe o6pallueHne K paboTHMKaAM CUCTEMbI 34PaBOOXPAHEHUS MOXET BbICTYMaTb B
KayecTBe JOMOMNHUTENbHbBIX MepP MUHUMK3aLun puckos MYP.

NHopmauus ana HenocpeacTBeHHOro obpalleHnss kK paboTHMKaM CUCTEMbl 30paBOOXpaHEeHWst [OOIKHa
PacnpoCTPaHATLCA MPU HEOBXOAMMOCTU MPUHATUA HEOTNOXHbLIX Mep WM U3MEHEHMs! CYLLEeCTBYIOLIeN MNPaKTUKU B
OTHOLLEHMW NTeKapCTBEHHOIO npenapara B criedyoLmx cryyasx:

a) NpuoOCTaHOBKa WNW aHHyNMpoBaHME YAOCTOBEPEHUS O T[OCYAapCTBEHHOW peructpaumun, oGycrnoBreHHOM
n3MeHeHUsiMU npocbusst 6e3onacHOCTM ieKapCTBEHHOIO Npenapara;

6) BaXXHOE M3MeHeHue B peKoMeHOaunax no npuMeHeHuo nekapCTtBeHHOro npenapara no npuynHe orpaHn4veHus


%5Cl%20Par2283%20%20%5C
%5Cl%20Par2320%20%20%5C

nokasaHun K NPUMEHEHNID, HOBOIO MPOTMBOMNOKAa3aHNA Win n3MeHeEHUA B peKoMeHOAyeMblX O03aX, O6yCJ'IOBJ'I€HHbIe
N3MEeHEeHNneEM l'lpOCbVIJ'IFl Ge3onacHocTn JNIEKapCTBEHHOIo npenapara;

B) orpaHn4eHna B OOCTYNHOCTU WM MnpekpaweHne npon3BoacTBa JIeKapCTBEHHOro npenapara, 4YTo MOXEeT
He6naronpvaHo cKkasaTbCsl Ha CUCTEME OKa3aHUs MEAULMHCKOM MOMOLLIN.

11.1.5.1.2. CuTyaumm, nNpyn KOTOpbIX AOMMKHA paccMaTpuBaTbCsl HEOBXOAMMOCTb HENnocpeacTBEHHOro obpalleHus K
paboTHMKaM CUCTEMbI 3PaBOOXPaHEHMS:

a) NosiBNieHne B pekoMeHdauusax Nno NpYMeHeH o NiekapCTBEHHOTO npenapaTa HOBbIX BaXXHbIX NMPeAocTepeKeHni
UMK 0COBbIX YKa3aHMWiA;

6) HOBbl€ JaHHbl€ O BblABNEHNN paHeEe HEN3BECTHOIO pUCKa, a TakkKe M3MeHEHUA YaCTOoTbl UK CTENEHU TAXECTU
M3BECTHOIO pPUCKa,

B) nosierieHne 060CHOBaHHbLIX AaHHbIX O TOM, YTO ﬂeKapCTBeHHbIVI npenapar ABndAeTcA He CTOIlb Sd)d)eKTI/IBHbIM,
KaK CHMTarnocCb paHee,

r) HOBble peKOMeHZaLMn Mo MNPefoTBPALLEHUNIO PasBUTUSA, UM KYMUPOBAHUIO HEXenaTenbHbIX peakumn nubo
3rnoynoTpebneHnit, Unm CHMKEHUIO pUCKa MEeMULMHCKUX OLINBOK,;

[) MHOopMaLuUs no pesynstatamMm NOCTOSIHHOW OLIEHKU BaXKHbIX MOTEHLMArbHbIX PUCKOB, AOCTYMHbIE AaHHbIE MO
KOTOPbIM Ha onpeaerieHHbId MOMEHT SIBMAOTCS HEAOCTaTOMHbIMW ANsi NPUHATUS PErynaTopHbIX Mep (B 3TOM criyvae
HenocpeAcTBeHHOe obpalleHne AOMKHO COAENCTBOBAaTh TLATENbHOMY MOHMTOPUWHIY npobnembl no 6esonacHocTn B
KMUHUYECKOW NpaKTUKe, NPeACcTaBMeHni0 COOBLLEHNIA O HEXenaTemnbHbIX peakuusx, a Takke MHpopMMpoBaTb O Mepax
MWHMMMW3aLUMM NOTEHUMANBHOIO puckKa).

YNONMHOMOYEHHbIA OpraH rocydapcTBa-yneHa BrnpaBe pacnpoCTPaHUTb WMHAOPMAaUMIO A5 HENoCPEeACTBEHHOMO
obpalleHnst kK paboTHMKaM CUCTEMbI 34PAaBOOXPAHEHUS UMW 3AMNPOCUTb AepXaTens pPermcTpaumMoHHOro ya0CTOBEPEHNS
NMOAroTOBUTbL, COrMacoBaTb W PacnpoCTpaHUTb WHOpMaUMo ANa HenoCpeaCcTBEHHOro obpalleHuss k paboTHukam
CUCTEMbI 30PaBOOXPaHEHUS B Criyvyae, ecriv YNOSIHOMOYEHHbIN OpraH rocyaapcCTBa-yfieHa cuMTaeT 310 HeobxoanmbIM
Ons ganbHerwero 6esonacHoro n 3dEKTUBHOMO MCMONb30BaHNS NIEKApCTBEHHOIO nNpenapara.

YnonHoMo4YeHHble OpraHbl rocyaapcTB-4neHOB BrnpaBe OnyGnMKkoBaTb OKOHYaTeNbHbI BapuaHT
MHPOPMAaLIMOHHOIO MaTepuana [AOfisi HenocpeacTBEHHOro obpalleHnst K paboTHWKaM CUCTEMbl 34pPaBOOXPaHEHWS.
YNonHOMOYEHHbIe OpraHbl FoCyAapCTB-YNIEHOB MOTYT TakkKe BbiMycKaTb AOMONHUTENbHOE coobLlieHne no 6e3onacHocTu
(np HeoBXoOMMOCTM) M pacnpoCTpaHATb WHGOPMAaLMOHHbLIN MaTepuan cpeau COOTBETCTBYHOLUMX OpraHusauuii u
PaboTHMKOB CUCTEMbI 30paBOOXPaHEHNS.

11.1.5.2. IHcbopmaums ang HecnewmanucTos.

MHdopmaLMOoHHbIN MaTepuan, HanucaHHbIi NPOCTbIM (HenpodecCcnoHanbHbIM) A3bIKOM (Hanpumep, B dopmaTte
BOMPOCOB W OTBETOB), MOMOraeT nauueHTam M HaceneHumo pasobpaTbCs B HayYHbIX OaHHbIX U PErynsaTopHbIX Mepax,
KacaroLmxcsa npobnem no 6e3onacHocTy.

[okyMeHTbl Ha HenpodeCcCUoHanbHOM A3blKE OOIMKHbI COAEpXaTb PEeKOMeHAauun U COBETbl YNONMHOMOYEHHbIX
OpraHoB rocyaapCTB-YfIEHOB MO MWHUMWU3ALMW PUCKOB AN1S MauMeHTOB U pabOTHMKOB CUMCTEMbI 34pPaBOOXpaHEHMST B
OTHOLWIEHMN npobnem, CBA3aHHbIX C 6e30MacHOCTbIO, M OOMMKHbI COMPOBOXOATbCA COOTBETCTBYHOLLEN CNPaBOYHOM
WHdopMaLmen.

YNONMHOMOYEHHbIE opraHbl rocygapcCTB-4JieHOB pa3MeLllarT VIHCpOpMaLI,VIIO Ona HecneuynanmcTtoB Ha MeanUUHCKUX
MHTEPHEeT-NnopTanax rocyaapcre-4yieHOB U MOryT OONOJTHUTENIbHO PacCnpOCTpaHATb UX Cpean COOTBETCTBYHOLLNX CTOPOH,
HanpuMep, nayneHToB 1 opraHmaau,Mﬁ 34paBOOXpaHEHUA.

PekomeHayeTcss npuBnekatb MNauMeHTOB M pabOTHMKOB CUCTEMbI 30pPAaBOOXPAHEHWUs] K y4YacTuo B Mpouecce
NnoaroToBKM [OKYMEHTOB Ha HenpodecCuoHanbHOM 43blke, 4YTOOblI rapaHTMpoBaTb, YTO MpeAcTaBndemass MMu
nHpopmaums ByoeT NnonesHom 1 aganTMpoBaHHOW NS LIeNeBon ayguTopun.

11.1.5.3. VIHpbopmaums B npecce.

K I/IHC*)OpMaLI,I/II/I, pasmeu.l,aemoﬁ B npecce, OTHOCATCA Npecc-peNn3bl U I'IpeCC-KOH(*)epeHLI,I/IM, KOTOpbl€ B NepByr
o4vyepeb npegHa3Ha4vYeHbl Ona XXypHalncToB.

YnonHomMo4YeHHble opraHbl rocy4apcTB-UNeHOB MOMyT HanpaenAaTb MNPecc-penuabl HanpsAMylo XypHanuctam B
[OMNONHEHWE K UX pa3MeLLEeHUNIo Ha caiTax YNoNMHOMOYEHHbIX OpraHoB rocyAapCcTB-YneHOoB, YTO MO3BOMUT XypHanucTam
HanpsMyH MONy4YnTb MHOPMaLMIO, KOTopasi COOTBETCTBYET HAy4HON OLIEHKE YMOSIHOMOYEHHOrO opraHa rocydapcrBa-
yneHa. BsaumopgeiictBue co CMU sBnsieTcs BakHbIM CMOCOGOM oOxBaTa 0oree LUMPOKOM ayautopun, a Takke
CrnocobCTBYET YKpeneHuio JOBEPUS K PErynAaTOPHON cucTeme.



Oepxatenn perncTpaumoHHbIX YOAOCTOBEPEHMWA MOFyT MOAroTOBUTbL W oNybGnmMkoBaTb Npecc-penn3 ¢
npegcTaBneHneM CBOEW Mo3uumm no npobrneme, cBsA3aHHOW ¢ 6€30MacHOCTbI0, HO OHWM OOMMKHbI COAEPXKaTb CCbIIKM Ha
BCE perynsatopHble Mepbl, MPUHUMaeEMble YMNOMHOMOYEHHBIM OpraHoM rocygapcTs-yneHoB. CoOTBeTCTBylOLLME
BbiNONHAeMble 0030pbl JOIKHbI OblTb yka3aHbl B nobol uHpopmauum, npencrtaBnsemMon gepxartenem
pPermcTpaumoHHOro yaoCTOBEPEHHUS.

MockonbKy npecc-penusbl, MOMUMO >KYPHANMCTOB, MOryT ObiTb NpoYMTaHbl APYrMMW duTaTensMmu (Hanpumep,
paboTHMKaMN CMCTEMbI 34PaBOOXPAHEHNS], NaUMEeHTaMN 1 LUIMPOKOW ayanTopreEn), B HUX HEOBXoaMMO AenaTb CCbIfKy Ha
MHOPMALIMOHHbIE MaTepuanbsl, MMEKLME OTHOLEHWe K AaHHoW npobrneme no ©6e3onacHocTn. B cnydasax ecnu
roTOBUTCS TaKKe HenocpeacTBEeHHOe obpalleHne K paboTHMKaM CUCTEMbI 34paBOOXPaHEHWs, cregyeT obecneynTb
WHpopMmpoBaHne paboTHMKOB CUCTEMbI 30paBOOXpaHeHus, nubo Ao nybnukaumm, Nnnb6o ogHOBPEMEHHO ¢ nybnukaumen
UnuM pacnpocTpaHeHMEeM npecc-pennsa, 4YTobbl NpefoCTaBUTb BO3MOXHOCTb MEOUUMHCKUM paboTHMKaM ObiTb
MOArOTOBIIEHHBIMU K OTBETAM Ha BOMPOCHI MALUEHTOB.

B cnyyae ecnu npobnema no 6Ge3onacHOCTM MNPEeACTaBNSET MOBbLIWEHHbIW WHTEPEC AN CpPeacTB MacCOBON
MHpopmaumm nnbo B criyyae HeobXoAMMOCTU OOBEAEHMS OO HACENEeHUs MHOMOMMAaHOBOWM M CIIOXHOW MHAdOpMauun no
Ba)XXHOMY [ANS 340pOBbS HACENeHus BOMPOCY, YMOSIHOMOYEHHbIMW OpraHaMy rOoCyAapCTB-YNIEHOB B KayecTBe
apbekTuBHOrO MeToaa WHGOPMUPOBAHUS OBLLIECTBEHHOCTU MOXET ObITb pPacCMOTPEH BOMPOC MpOBeAeHMsI Npecc-
KOHbepeHUnn C XXypHanucTamu.

11.1.5.4. Beb-caunr.

Beb-canTt npeacrtaBnsieT coOOM BaKHbIA WUHCTPYMEHT WMHAOPMUPOBAHUS HaceneHus (BKMOYas MauueHToB U
pabOTHUKOB CUCTEMbI 34paBOOXpPaHeHus). YNONMHOMOYEHHblE OpraHbl FOCYyQapCTB-UNEHOB, a Takke Aepxatenu
PErncTpaLmMoHHbIX YAOCTOBEPEHUIA OOIMKHbI rapaHTUPOBaThb, YTO BaxkHas MHdopmauusa no 6e3onacHoOCTH, pasMmeLLeHHasa
Ha KOHTponupyembix umun Beb-cainTax, Oyoer NerkogocTyrnHOW M MOHATHOM nofb3oBaTtensam. Hdopmauusa Ha cantax
OOIMKHa MOCTOSHHO OOHOBMATBCA, a nbas ycTapeBwas MHOpMauMs OOormkHa OblTb OTMEYEHa COOTBETCTBYHOLLMM
obpaszom unu yaaneHa.

11.1.5.5. Opyrue cpencrsa NHTEPHET-KOMMYHUKALIUIA.

MHdopmauma no 6e30macHOCTM MOXET TaKkKe pacnpoCTPaHATbCA B MHEAOPMAaLMOHHO-TENEKOMMYHMKALMOHHON
cetn "MHTepHeT" nocpefcTBOM ApyrvMx BeO-npunoxeHwi. lNMpu ucnonb3oBaHMu Gonee HOBbIX, BbICOKOCKOPOCTHbIX
KaHanoB CBS3M criedyeT MpUHATb Heobxooumble Mepbl, YTOObl He OOMYCTUTb HapyLUeHWs TOMHOCTU NepeaBaeMon
WHpopmaumn. B KOMMYHUKAUMOHHON NpaKkTUKe cnegyeT yuuTbiBaTb MOSIBAAIOLLMECS HOBble CpeacTBa KOMMYHMUKaLUW,
ncnonb3yemMble pasnuyHbIMU LENEBLIMU ayauTOPUAMMN.

11.1.5.6. IHdopmaUMOHHbIE MUCbMa W BonneTeHn.

MHdopMaLumoHHble nucbMa 1 6ronneTeHn npegHasHadeHbl Ans perynsapHoro npeacraBneHms HoBon MHopmauum
0 neKkapCTBEeHHbIX nNpenapaTax n nx 6esonacHocT n apdeKkTMBHOCTM. C MOMOLLBI0 3TUX MEXaHM3MOB MHOPMMPOBAHNS
YMNOMHOMOY€EHHbIE OpraHbl roCYAapCTB-4YMIEHOB MOryT OXBaTUTb GOMbLUY0 ayauTOpUIO, UCMOMb3ys BEB-NpunoXxeHns u
Apyrue JoCTynHble CpeacTaa.

11.1.5.7. Bsaumogencrteme mexay yrnoriHOMOYEHHbIMW OpraHamMu rocygapcTB-4eHoB.

Mpy NpUHATAM OOHWMM W3 YMOMHOMOYEHHbIX OPraHOB FOCYAapCTB-YfIEHOB Mep PEerynaTtopHOro xapakrepa B
OTHOLUEHMWN onpeaeneHHon npobnemMbl 6e3onacHOCTU y OPYrMX YNONTHOMOYEHHbIX OPraHoOB rOCyAapCTB-YIIEHOB MOXET
BO3HMKHYTb HeobXOOUMOCTb OTBeYaTb Ha 3anpocbl unu obmeHuBaTbCst MHpOpMauUMenh Mo 3STOMYy >Xe BOMPOCY.
PekomeHayeTcs ucnonb3oBaTb MeXperynsatopHole WMHMOPMaLUWOHHbIE MaTepuanbl B (opMe [LOKYMEHTOB,
noAroToBleHHbIX YNONTHOMOYEeHHbIM OpraHoOM rocyaapcrBa-yrieHa, B NOMOLLb CBOMM KonJjieraMm Ana oTBeToB Ha BHELLHUE
3anpochbl nnn obmeHa nHgopmMaLmen No KOHKPETHON Npobrneme no 6e3onacHoOCTy.

11.1.5.8. OTBeTbI Ha 3anNPOChl HACENEHMS.

YNonHOMOYeHHbIe OpraHbl FOCYAapCTB-YNIEHOB W AepXaTenu pPerncTpauuoHHbIX YAOCTOBEPEHWUA OOMKHbI
pacnonaraTb [OEWCTBYIOLLMMU CUCTEMaMMW pearvpoBaHUs Ha 3anpocbl OTAENbHbIX rpa4aH O NeKapCTBEHHbIX
npenapatax. OTBeTbl AOSKHbI CoaepXKaTb MHGOPMALMIO, HAaXOASLLYIOCS B OTKPLITOM [OCTyre, W BKMoyaTb B cebs
COOTBETCTBYIOLLME PEKOMEHAAUUM ONs NauueHToB M pPabOTHUKOB CUCTEMbl 30paBOOXPaHEHUs, MpeAcTaBfeHHble
YNONTHOMOYEHHbIMU OpraHaMu rocydapcTB-yrieHoB. Ecnv Bonpockbl KacalTcs KOHCynbTauui No MHAvBUAYyanbHOMY
nevYeHuio, NauUMeHTy crieayeT NnopekoMeHaoBaTh 06paTMTLCA K creluanucTaM CUCTEMbI 30paBOOXPaHEHNS.

11.1.5.9. Opyrue cpencrea nepegadv nHdpopmaLmu.

Kpome paccMOTpeHHbIX Bbille CMOCOGOB MHMOPMUPOBAHUS, CYLLECTBYHOT APYrMe WHCTPYMEHTbI U KaHanbl
nepegaym uHdopmauuu no 6GesonacHocTu (Hanpumep, nybnuMkauMm B Hay4YHbIX >XypHanax MW >XypHanax
npodeccuoHarnbHbIX OpraHn3aLun).



HekoTopble MHCTPYMEHTLI 1 cnocobbl MHOPMUPOBAHUSI MOTYT MCMOMb30BaTLCA B 0GMACTU yNpaBreHust puckamu,
MepOonpusITUA MO MUHUMU3ALIMK PUCKOB YacTo BKIMKOYaloT B cebs cnelparnbHble NporpamMmmbl MHCOPMUPOBaHMUS O prUckax.
MHCTpYMeHTbI, ucnonb3yeMble B 3TUX MporpaMMax, Takue Kak MaMsTKM Ans NauueHToB WNM PyKOBOACTBA MO
6e3onacHOCTV AN paGoTHUKOB CUCTEMbI 34PaBOOXPAHEHNS], paccMaTpmBaloTcs B pasaerne 12 HacTosAwmx Mpaeun.

11.1.6. S hpeKkTMBHOCTL MHDOPMaLMK Mo 6e30NacHOCTH.

Mudopmauusa no GesonacHoctn cumtaetcs 3dEKTUBHOW, ecnv nepedaBaeMoe CcoobLlleHne MNpUHUMaeTCs u
NMOHMMAaETCA LeneBon ayamtopuen Tak, Kak 3To ObiIno 3agymMaHo, U uenesasd ayautopus pearmpyetr Ha WHdopmaumio
NPUHATUEM COOTBETCTBYWOLWNX Mep. [Onga oueHkn 3PpPeKTUBHOCTU UHMOPMAUUN [OMMKHLI MPUMEHATHCSH
COOTBETCTBYIOLLME MEXaHWU3Mbl, OCHOBaHHble Ha YeTkux napameTpax (mokasatensix). Ha OCHOBaHWWM BbINONTHEHHON
OLEeHKN 3dh(PEKTUBHOCTM [OMKHbI OblTb CAenaHbl BbIBOAbI, OMNpederneHbl NPUOPUTETbl B OTHOLUEHUW AanbHEMnLIen
OEeATENbLHOCTM N0 MHCPOPMUPOBAHMIO, @ Takke NPY HEOBXOAMMOCTM BbINOSIHEHA aganTauust MHCTPYMEHTOB U NPaKTUKU B
HanpaBneHMn COOTBETCTBMS MOTPEOHOCTSM ueneBon ayguTtopun. [ns ycTaHOBNEHWs COOTBETCTBUS WUHAOpMauum no
6esonacHocTn TpeboBaHusMm noanyHkta 11.1.2 HacToswmx lNpaBun crnegyeT ucnonb3oBaTb NOAX04, OCHOBAHHLIN Ha
nccrnegosaHuun. py NpUMEHEHUN JAaHHOIO MoaxoAa MOryT ObiTb COMOCTaBMEHbl pasfMyYHbIe pe3ynbTaTthl, B TOM Yncne
noBegeHne, OTHOLLIEHUS U 3HaHWUS.

Jepxartenu perucTtpauuoHHbIX YAOCTOBEPEHWUIN HEeCyT OTBETCTBEHHOCTb 3a OLEHKY 3(deKTMBHOCTU MNpsMOro
NHpopMnpoBaHMa MeaUUMHCKMX paboTHMKOB no npobnemam 6Ge3onacHocTu. [epxatenu pernctpaumoHHbIX
YOOCTOBEPEHUIN AOMKHBI MH(POPMUPOBATL YNOMHOMOYEHHbIE OpraHbl rocyaapCTB-4YNIEHOB O MOMYYEHHbIX pesynbratax
OLEHKN 3(PPEKTUBHOCTU NPSIMOIO MHPOPMUPOBAHUS, a Takke MobbIX BbISBNEHHbIX TPYAHOCTAX (Hanpumep, npobnemax
CO CNMCKOM rony4vatenen unm cpokamm u mexaHnsmamu pacrnpocTtpaHeHunsi). CoOTBETCTBYOLLNE KOPPEKTUPOBOYHbIE U
npegynpeauTenbHble Mepbl OOMKHbl ObiTb MPUHATBI BO BCEX CyYasX BbISBMEHWS HEAOCTaTOMHOW 3deKTMBHOCTM
HenocpeacTBEeHHOro obpalleHns K paboTHUKaM CUCTEMbI 30paBOOXPaHEHUS.

11.1.7. TpeboBaHMs K cucteme kadectsa MHGPOPMMpPOBaHUS NO Be3onacHOCTHU.

B cootBetcTBUM C TpeboBaHMAMU K cUCTEME KayecTBa MHAOPMMPOBaHWS MO 6e30MacHOCTU, USMOXKEHHLIMU B
pasgene 2 Hactosawwmx [NpaBun, TpebyeTca HanuuMe COOTBETCTBYHOLLMX Mnpouenyp, obecnevvBalomx COOTBETCTBUE
MHdopMmMpoBaHusa no BGesonacHoCcTM npuHUMNaM, onpegenseMbiM nognyHktom 11.1.2 Hactoswmx [MpaBun. [omkHO
OblTb 00ecneyeHO BbLINOMIHEHME W [OKYMEHTMPOBAHME KOHTPOMbHbIX MNpoLesyp B OTHOLIEHUW nepenaBaemMon
NHpopmaumm no 6e3onacHOCTU, NpeacTaBnstoLen cobon 06bEKT KOHTPONS KayecTaa.

11.2. Bsaumogewncteue B obnactn nHHopmMmnpoBaHus
no 6e3onacHOCTV Ha TeppPUTOPUAX rocyaapCTB-YrEeHOB

11.2.1. Bsanmogenctene ynonHOMOYEHHbLIX OpPraHOB rOCyAapCTB-4YNIeHOB B o6nactm WHGOPMMPOBaHUSA MO
6e30NacHOCTN NNEKAapCTBEHHbLIX NPENapaTos.

B pamkax MHMOPMaLMUOHHOIO B3aMMOAENCTBUA YMNOMHOMOYEHHbIX OPraHoB rocyAapCcTB-4NeHOB
YNOMHOMOYEHHbIMWN OpraHaMn BLINOMHAETCA PerynspHbIin 06MeH WHdopMauueir B OTHOLIEHUM MNNaHUpyemon K
pasMeLLeH o MHdopMaLmn no 6e3onacHoCTu.

11.2.1.1. HenocpeacteeHHoe obpalleHne K paboTHMKaM CUCTEMbl 30paBOOXpPaHeHNs Mo BonpocaM 6e3onacHocTy
NeKapCcTBeHHbIX Npenapartos, 3aperMcTpUpoBaHHbIX Ha TEPPUTOPUAX rOCYaaPCTB-UNeHoB

B cnyuyae ecnu nekapcTBeHHbI NpenapaTt 3aperMcTpupoBaH Ha TEPPUTOPUN OOHOTO UMM HECKOMbKUX FOCYAapCTB-
YNEHOB, YMOMHOMOYEHHbIE OpraHbl FOCY4apCTB-YNeHOB OOMeHMBalOTCs WHGOPMaLMen B 4acTu CopepkaHus
UHopMauumn Ans HenocpeacTBeHHOro obpalieHus K pabGoTHMKAM CUCTEMbl 34paBOOXPaHEHWUs U nnaHa
MHPOPMUPOBAHUS, NPOLWEAWNX npoueaypy CorfacoBaHus. YMNONHOMOYEHHblE OpraHbl rocydapCTB-YIIEHOB
0OMEeHMBaIOTCA OKOHYaTeNlbHbIM BapuMaHTOM MHAOPMAaUWOHHOIO MaTepuana M MNnaHa nepedadn MHGOpMauuM ¢
1CMonb3oBaHWeM cUcTeMbl MHPOPMAaLIMOHHOIO B3aMMOAENCTBUS.

11.2.2. TpeboBaHua K gepxatensiM permcTpauuoHHbIX yAOCTOBEPEHUIA.

[lepxaTtenb perncTpaunoHHOMO yAoCToBepeHusi 06s3aH MHGOPMUMPOBaTh YMOSIHOMOYEHHbIE OpraHbl rocyaapcTB-
YreHoB, Ha TePPUTOPMN KOTOPbLIX 3apPErMCTPMPOBaH NeKapCTBEHHbIN Npenapart, 0 CBoeM HamepeHun caenatb nybnmyHoe
cooblieHne, UNu WMHMOOPMUPOBAHNE, UNU pasmelleHne WHpopMauuu, OTHOCALWENCcs K WHpopmauum no
hapmakoHaasopy, unv npobnemam, CBA3aHHbIM C GE30MacHOCTbIO, a Takke C MPUMEHEHWEM COOTBETCTBYIOLLEND
rnekapcTBeHHOro npenapata. lNpeactaBneHve MHOPMaLMU YNONHOMOYEHHBIM OpraHaM rocydapCTB-YNIEHOB C LIENblo
MHCPOPMUPOBAHUS U MONYyYEeHUs COrTacoBaHUs OOMMKHO ObiTb CAENaHo C YCrOBMEM 3anpeta Ha ee ny6nvkauuio Oo
UCTEYEHMs1 cpoka, Kak MUHMMYM 24 vaca Ao ee nybnukauun. YBegomreHve YNorHOMOYEHHbIX OpraHoB rocyaapcTs-
YneHoB OHOBPEMEHHO C NpeacTaBneHneM HOPMaLIMN HACceneH o BO3MOXHO TOMbKO B UCKMIOUYUTENBHbLIX Crydasax U
Mo BECKUM MpUYMHAM.

K Takum cryyasm 1 npuunHam OTHOCATCH OGOCHOBaHHas yrpo3a >XW3HW, 340POBLI0 UMK Gnarononyynto LMPOKUX
CINOeB HacerneHus:, a Takke crlyyau, onpegeneHHble U 060CHOBaHHbIE (MCXoasa M3 NpeLeaeHTHoro onbiTa) B PykoBoacTee
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Nno KavyecCTBy CUCTEMbI cbapmaKOHap,sopa aepxarend permctpaunoHHOro ygoctoBepeHus.

HepxaTtenb perucTpauMoHHOIO YOOCTOBEPEHWsI HEeCeT OTBETCTBEHHOCTb 3a OGBLEKTMBHOCTb UM TOYHOCTb
npeacTaBnsieMol HaceneHuo MHopMaumu.

B cnyyae ecnu pgepxatenb PerncTpauMoOHHONO YAOCTOBEPEHMs MofydaeT MHGOPMauuio O TOM, YTO TPeTbs
CTOpPOHa HaMepeBaeTCs pacnpocTpaHUTb MHopMaLUMio, KOTopasi MOXKET MOBMUSATE Ha COOTHOLLUEHME "Mosb3bl - pucka”
nekapcTBEHHOTO Npenapara, 3aperMcTpypoBaHHOIO Ha TEPPUTOPUSAX rOCYapCTB-UNEHOB, AepXKaTenb PermcTpaLyoHHOMo
YOOCTOBEPEHUS! [OMKEH COOBLLMUTL 06 3TOM B COOTBETCTBYHIOLLME YNONIHOMOYEHHbIE OpraHbl FOCYAaPCTB-YIIEHOB.

11.2.3. Bzaumogencteune ¢ TpETbUMU CTOPOHAMMN.

TpeTbnM CTOPOHAM (Hay4HbIM XXypHanam, Hay4HbiM 0bLLecTBaM, OpraHM3aumam naumMeHToB 1 Op.) peKoOMeHOyeTCs
WMHOpMMNpPOBaTL YNONMHOMOYEHHbIE OpraHbl rOCYAapCTB-YNEHOB O NOABMSALLENCS HOBOW UHopMauumn no 6esonacHocTn
NeKapCTBEHHbIX NpenapaToB, 3aperncTpupoBaHHbIX B pamkax Coto3a. B cnyyae ecnv nnaHupyerca nybnukaumst 4aHHON
nHdopmaumm, HeobxoaNMO 03HAKOMUTE C HEW YMONHOMOYEHHbIE OpraHbl rOCyAapCcTB-4reHOB A0 ee nybnvkaumm.

12. Mepbl MMHMMMU3aLUK pUCKa
12.1. BeBegeHue

Mepbl MUHMMM3aALMW pucka MPEeACcTaBNsAlT COOOW AeNCTBUSA, HampaBfieHHble Ha npegoTBpalleHue pasBuTUA
HexxernaTernbHbIX peakuui, CHKEHME YacToTbl PasBUTUS WM CTEMeHW TSHKECTU HexenaTefbHbIX peakuui, a Takke
MUHUMMU3AUMIO HEONAronpUATHBLIX MOCNEACTBMIA BO3AENCTBUA Ha NauueHTa nNpy pasBUTUM HeXenaTenbHOW peakuun Ha
nekapcTBEHHbIN Npenapar.

Mepbl MUHUMU3ALUN pUCKA, BKINIOYEHHbIE B AaHHbIA MOAYNb, OOMKHbI PpacCMaTpuBaTbCA B KOHTEKCTE OCHOBHOW
yacTtu TpeboBaHUM K CUCTEME MUHUMM3ALUN pUCKa B COOTBETCTBUU C pasgenom 6 HacToswux Npasumn.

Mepbl MUHMMU3ALMU pUCKA MOTYT BKMKOYATb PYTUHHbIE MEPbl MUHUMMU3ALIMU PUCKA UMW OOMNOMHUTENbHbIE Mepbl
MUHUMU3aAUUM pUcCKa. PYTUHHbIE Mepbl MUHMMM3ALMM pUCKa, YyKasaHHble B pasgene 6 HacTtoawmx [paeun,
pacnpoCTPaHSITCA Ha BCe NeKapCTBEHHbIE NpenapaThbl.

BonblmMHCTBO npobnem, cBA3aHHbIX C 6Ge3onacHOCTbio, MOryT ObiTb Hagnexawmm obpas3om ynpaBnsTbCA
PYTVHHBIMW MepamMu MWHUMWU3aLMN PUCKA, OOHAKO B OTHOLLUEHWM HEKOTOPbIX PUCKOB PYTUHHbLIE MEpPbl MUHUMW3aALMU
puycka MoryT ObiTb HeQOCTaTOYHbIMU, U ANA obecneyeHns Hagnexalwlero ynpaBneHus puckamu u (Unu) ynydeHus
COOTHOLLEHUS "Nomnb3a - pUCK" NekapcTBEHHOIO Npenaparta NoHagobsaTca AONONHUTENBHBIE MEPbI YNPaBEHNS PUCKaMMU.

[aHHbIN pasgen cooepXut pykKoBOACTBO MO NPUMMEHEeHUKD OONOJTHUTElbHbIX Mep MUHUMKU3aunun pucka m Bbl60py
MHCTPYMEHTOB MUHUMU3aL N pUCKa.

Mepbl MWHMMM3aAUMW pUCKa ONpedenstoTcs Ha OCHOBaHMM npobnem, cBA3aHHbIX C 6Ge3onacHOCTbIo,
npeacTaBneHHbiX B cneundukaumm no 6GesonacHoctu. Kaxayio npobnemy, cBsidaHHyl0 € GesonacHoCTblo, crieayet
paccmaTtpuBaTb B WUHAMBUOYyanbHOM nopsgake, npu Bblibope Haubonee uenecoobpasHoW Mepbl MUHUMWM3aLMKU pucka
HeobxoAMMO Yy4YuUTbIBaTb CEPbE3HOCTb MNOTEHUMamnbHbIX HexXenaTenbHbIX peakuun, CTeneHb UX TAXKEeCTH,
NPeaoTBPaTUMOCTb MW KIMHWYECKNE AeNCTBNS, HeobxoanMble AN CHWKEHUS pucKa, NOKa3aHWsa K NPYMEHeHNIo, NyTb U
cnocob BBeAeHWs NeKkapCTBEHHOro mnpenapata, LUeneBble NOMynsaAuMn M TUM YYPeXOeHWW 34paBoOXpaHeHus, rae
NPUMEHSETCHA NeKkapCTBEHHbIN Npenapar.

Mpobnema, cBsisaHHas ¢ 6e30MacHOCTBLIO, MOXET ObITb aapecoBaHa Gornee YeM B OOHOW Mepe Mo MUHUMU3ALUN
puycka, a onpeferneHHas mMepa MUWHUMMU3ALMU pUCcKa MOXET pacrnpocTpaHAaTbcs Goree 4YeM Ha ogHy npobnemy no
©e3onacHoCTW.

,ﬂepmaTenb perncTpaumoHHOro ynoctoeepeHua Hecet OTBETCTBEHHOCTb 3a obecneyeHne Hagnexawlero KOHTpona
BbINONITHEHUA Mep MUHUMU3AUUN PUCKa, KOTOpPble BKIKOYEHbI B CcOornacoBaHHbIN YNONMHOMOY€EHHbIMN OpraHamu
rocygapcts-yneHoB [TYP unun KoTopble ChopMynupoBaHbl Kak YCROBUS rOCy4apCTBEHHOM perncTpawumm.

YNonHOMOYeHHbIe OpraHbl FroCyAapCTB-UYNIeHOB HECYT OTBETCTBEHHOCTb 3a KOHTPOSb Pe3yrbTaToB BBEAEHWUS U
peanvsauuvM Mep MUHMMU3auMu puUcKa, KoTopble BKIoYeHbl B MMYP unu koTopble copMynMpoBaHbl Kak YCrioBuSt
rocyapCTBEHHON perncTpaumu.

12.2. CTpyKTypbl 1 Npouecchl
12.2.1. Obuwme NpUHUMMLI.
Mepbl MMHUMMU3ALMN PUCKA MMEKT CBOEW LEMNbio onTMMM3aunio 6e3onacHoro n 3dEKTUBHOIO UCMONb30BaHUA

NTEKapCTBEHHOro npenapara Ha NnpoTA>XeHUn BCcero >XM3HeHHOro LUukna. CooTHoLleHne "nonb3aa - pMCK" JNIeKapCTBEeHHOro
npenapara MoXeTt ObITb ynydweHo nyTeM CHMXEeHUA pUCKa U CTENEHN TAXECTU NnocneacTBU HexenatenbHbIX peaKu,wZ,
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a Takke ONTUMM3ALMM MONb3bl MyTEM LeneBoro nogbopa v (Unn) UCKIOYEHUs MauMeHToB Nnbo nyTem TwaTesibHOro
MOHUTOPUHIa NnevYeHns (cneundudeckas cxema nprema, CoOTBETCTBYIOLLIMIA NaBGopaTopHbIii MOHUTOPUHT, Nocreaytollee
HabnogeHne 3a nauveHTamm v T.4.). Mepbl MUHUMKU3ALUMM pUCKa OOMKHbI ABNATLCA PYKOBOACTBOM AN ONTUMAarbHOro
MCMONb30BaHNSA NEKapCTBEHHOro npenaparta B MEeOULUMHCKOW NpakTUKe B LEeNnaxX rapaHTuvM npenocTaBreHust
ONTUMAsbHOTO JIeKapCTBEHHOTO Mpenapata Ans OMNpefdeneHHOro nauueHtTa B ONTUMAaribHOM [03€ B HYXXHOE BpeMs
creumanncToM, UMeLLMM Haasexallylo NoAroTOBKY Mo Ha3HaYeHWo NleKapCTBEHHOIO Npenaparta v BeAeH o NauueHTa,
a TakkKe C JOCTOBepHOI MHGopMaLmeit U Npy Haanexallem KoHTpore.

CywecTtByeT psia pasHOOOpasHbIX METOAOB, UCMOMNb3yeMblX B KayecTBe AOMOSHUTENbHbIX Mep MUHUMU3auMu
pucka. [aHHbI pa3gen perynupoBaHus obpalleHus nekapCcTBEHHbIX NpenapaToB HaxoAWUTCA B CTaguv HenpepbiBHOIO
pa3BuUTUSA, N NMetoWwnecs MeToabl ByayT OOMONHATLCA HOBbIMU, B TOM YUCIE OPUEHTUPOBaHHbIMK Ha Bonee wmnpokoe
ncnonb3oBaHne NHAOPMAaLIMOHHBLIX TEXHONOTUN.

YcnelwHoe oCyLLeCcTBreHNe AOMONMHUTENBHBIX MEP MUHUMMU3ALMKN pucka TpebyeT y4acTusi BCex 3aMHTEPECOBaHHbIX
CTOpPOH, B TOM 4uUcre AepXaTenen perucTpaumoHHbIX YAOCTOBEPEHWIA, MaLMEHTOB W COTPYOHUKOB CUCTEMbI
3paBOOXpaHEHUS.

JononHutenbHble Mepbl MUHUMW3ALUUKN pUCKa OOMKHblI MMETb YETKO OnpederieHHyl Lefb, COOTBETCTBYHOLLYIO
obwen uenm MMHUMM3aumm cneumduyecknx puckoB u (Mnn) onNnTMMmM3aumm CooTHOLIEHUS "nonb3a - puck”. KoHKpeTHble
Lenu 1 3apaHee onpegerieHHble napaMeTpbl OLEHKM JOCTUXEHUSA NMOCTaBIEHHOW LIeNn C KIMOYEBBLIMWU 3TanaMu SOSKHbI
cTaTb PyKOBOACTBOM Npu pa3paboTke JOMNONMHUTENbHBLIX MEP MUHUMU3ALMK pUcKa.

[ornxeH OblTb 0becrneveH Haanexalum MOHUTOPUHI NO 3apaHee onpeaendemMbiM napamMmeTpamM KakK Ha 3Ttane
BHeOApeHUd, Tak n Sd)CbeKTMBHOCTI/I B npouecce 1 no OKOH4YaHUO BbINOTHEHUA.

XapakTepuctuka npobnemMbl, CBA3aHHON ¢ 6€30MacHOCTLI0, B KOHTEKCTE XapaKTEPUCTUKU COOTHOLLEHWUS NOMb3bl 1
pvcka nekapcTBEHHOro npenapara, TepaneBTUYecko 3HaYMMOCTY NeKkapCcTBEHHOro npenapara, Leneson nonynauum u
HEeoBXoANUMbIMU KMUHUYECKUMU AEACTBMSMU, HAMNPaBMEHHbIMU Ha MUHUMAU3ALIMIO pUCKa, ABNSAETCS hakTopamu, KoTopble
HeobXoauMOo yYMTbIBaTb MpY BbIOOPE MHCTPYMEHTOB MM METOAOB MMHMMU3aLMU pUcKa W CTpaTerv BHEAPEHUS Mep
MUHUMMU3aLUMM pUCKa C LiENbIo oGecneveHmnst 4OCTUMKEHNS KeMnaeMblX pesynsTaToB Mo oxpaHe 06LLIEeCTBEHHOMO 340PO0BbS.
BbinonHeHne perynsipHO NPOMEXYTOYHON OLIEHKN 3PMEKTUBHOCTU peanusyemMbiXx Mep MUHUMU3aLMM pUcka OOIKHO
OblTb HanpaBeHo Ha CBOEBPEMEHHOE BbISIBNIEHNE MX HEQOCTATOYHOW 3PMEKTUBHOCTU U BHEAPEHNE COOTBETCTBYIOLLIMX
KOPPEKTUPYIOLLIMX MEPOMNPUATUN.

MnaH No MUHUMM3aUUK pucka siIBNAETCa cocTasnsawowen vacteto MYP. MnaH no MMHMMM3aLMKM pucka OOIMKeH
BKMOYAThL criefyowme pasgaensi:

a) obocHoBaHMe HeOoBXOAMMOCTU BBeAEHUS AOMOMHUTENMbHbIX Mep MWHUMWU3auMu pucka (B CBSA3N C
onpegeneHHbiIMM npobrnemamn GesonacHocTv). B gaHHOM pasgene AOmkHO ObiTb cdopmynmpoBaHO 06OCHOBaHMeE
NpeanoXeHHbIX 4ONOMHUTENBHBIX MEP MUHUMM3ALIMKN PUCKa, KOTOPOE AOSMKHO BKIOYATb KOHKPETHBIE LIENN Mo KaXaomn u3
npeanoxeHHbIx Mep. [omkHo ObiTb [aHO YeTKoe OonucaHuWe TOro, Kak npegnaraemasi [onofiHUTeENbHast mepa
MUHMMM3aUUM pucka byaeT HanpaeneHa Ha KOHKPETHYHO Npobrnemy, cBaA3aHHYo ¢ 6e30MacHOCTbLIO;

6) onucaHmne AononHUTENbHbIX Mep MWHUMU3aAUUN pUCKa. B paHHOM pasgene [OoJNKHO ObITb npeancraBrieHo
onuncaHune Bbl6paHHbIX OONONHUTENbHbIX ME€Pp MUHUMU3aALUMN PUCKa, BKIo4aa onmcaHune MHCTPYMEHTOB U MEeTOoOB,
KOTOpble 6y£l,yT NCNOJ1b30BaHbI, U KINKOYEBbIX 31IEMEHTOB CoAepXaHUA;

B) nnaH BbINONHeHus. B gaHHOM pasgene AomkHO BbITb nNpegcTaBneHo nogpobHoe onvcaHue npeanoXeHun no
BbIMOSTHEHWIO AOMOMHUTENbBHBIX MEp MUHUMM3auUM pucka (Hanpumep, XapakTepucTuka BMmellaTenbCTB, AeTarnbHas
nHOpMaUMa O LerneBoW ayauTopun, NnaH nposBedeHus obpasoBaTenbHbIX MporpaMMm u (Mnun) pacnpocTpaHeHus
obpa3oBaTenbHbIX MHCTPYMEHTOB, MeXaHU3M KOoOpAMHAUMK AaHHbIX Mep C OPYrMMWU AepXaTensMu perncTpaumoHHbIX
yOOCTOBEPEHUIA, Npu HeobxoaNMOCTH);

r) nnaH oueHkn. B gaHHom pasgene gormkeH ObiTb npeAcTaBneH NoApoOHbIA MMaH C KoYeBbIMU dTanamMu no
oueHke 3PMEKTUBHOCTN JOMOMHUTENBHBIX MEP MUHUMU3aLUN PUCKa C TOYKU 3PEHUS BbINOSTHEHWUS 3anfaHUPOBAHHOIO
npouecca 1 ¢ TOYKN 3peHnst obLLMX nokasaTenen BANSHUSA Ha UCXoAbl (HanpuMep, CHUXEHUE pucka).

12.2.2. Mepbl MUHUMU3ALUN PUCKA.

JononHutenbHble Mepbl MMHMMM3ALMM pucka npeanaratoTcsi B CriydasiX, €Crv OHW OLIEHMBAOTCA Kak YCroBUS
6esonacHoro n 3dEKTMBHONO MUCMNOMb30BaHUSA NEeKapCTBEHHOro npenapara. lNpeanaraemble OONONHUTENbHLIE MEPDI
MUHUMU3aLUUN pUCKa OOJIKHbI ObITb Hay4HO O6OCHOBaHHbIMI/I, a TakxKe OO0IMKHbI pa3pa6aTb|BaTbc;| N npencraBnAaTbCA
cneumnanucTamm ¢ COOTBETCTBYIOLLEN KBanupukaumnen.

[ononHutenbHble Mepbl MUHUMU3ALUM PUCKa MOTYT UMETb pasnuyHbie Lenu, AusaiiH, LEeneBylo ayauTopuio U
CMOXHOCTb. 3T Mepbl MOTYT MCMONb30BaTbCA C Lenblo obecnevyeHusl Hagnexallei npoueaypbl BbiGopa
COOTBETCTBYIOLUX MALUUEHTOB, AN KOTOPbLIX MOMb3a MpUMEHeHUs NeKapCTBEHHOro npenaparta MnpeBbillaeT puUck, U
UCKIIOYEHMS NaLMEeHTOB, KOTOPbIM MpYMEHeHVe NeKapCTBEHHOro npenaparta NpoTMBOMNOKa3aHo, C Lenbio obecnedyeHuns



Haanexawero MOHUTOPWUHra Tepanun, nMerLwlero OTHOLWeHMe K KOHTPOJIK BaXXHbIX PUCKOB U (VIJ'IVI) Haanexatwiero
ynpaeneHunda HexenaTenbHomn peaKumeVl B Cly4ae ee pa3ButuA.

JononHutensHo MoryT ObiTe pa3paboTaHbl crneuuduryeckme mMepbl MUHUMW3ALUU pUCKa B OTHOLUEHWMM puUcKa
MeOMLIMHCKOM oWnBKN 1 (Mnun) B Lensax obecnevyeHns Hagnexalero HazHa4yeHnsi iekapCTBEHHOMO Npenapara B cry4asx,
€Cnun AOCTUXEeHNe 3TON Lienu TOMNbKo NOCPEACTBOM NpeAcTaBneHns nHgopmaummn o nekapcteseHHoM npenapare B VIMI
(J1B) unu nHdopmauumn Ha 3TUKETKE SIBNSAETCA NPaKTUYECKN HEOCYLLIECTBMMbIM.

Ecnu coenaH 3anpoc Ha A0ONOMNHUTENbHbIE MEPbl MUHUMM3aLUMK pucka, 06ocHOBaHME ONs 3anpoca AOMKHO BbiTh
[OKYMEHTUPOBAHO, a Takke AOMKHO BbiTb CAenaHo ykasaHue KOHKPETHbIX Npobrnem, cBs3aHHbIX ¢ 6e30MacHOCTbIo, U
npeacTaBreHo AeTanbHOEe NilaHMPOBaHWE 3TarnoB BbIMOHEHUSI MEP MUHMMU3ALMN PUCKOB 1 UX OLIEHKMU.

JononHutenbHble Mepbl MMHUMU3aLMM PUCKOB MOTYT BKIOYaTb criegyoLme:
a) obpasoBarenbHas nNporpaMmma;

©) nporpamma KOHTpPONMPyemoro 4oCcTyna;

B) Apyrve Mepbl N0 MUHUMU3ALUN pUCKa.

12.2.2.1. ObpasoBaTenbHas nporpamma.

JononHutenbHble WMHCTPYMEHTbI UMM MeToAbl MUHUMW3ALMW pUCKa, KOTOpble MOryT OblTb WCMONb30BaHbl B
obpasoBaTenbHOW Mporpamme, OCHOBaHbl Ha LenesBoM WHMOPMUPOBAHUM C NpeAcTaBneHneM uHdopmauuu,
cogepxawenca B OXIM wnm UMM (JIB). Jliobon obpasoBaTenbHbii MaTepuan [ormkeH ObiTb OpueHTUMpOoBaH Ha
OOCTUXKEHWNE onpeaeneHHbIX Lene MUHAMU3aLumn pucka.

Llenbio obGpasoBatenbHOM MporpamMmmMbl SBASETCS OMNTMMU3ALMS MPUMEHEHUS FeKapCTBEHHOro npenapaTta
nocpeacTBOM MO3UTUBHOIO BIMSIHUSA Ha AEWCTBMS COTPYOHWKOB CUCTEMbl 30PaBOOXPaHEHUS M MALMEHTOB B LENsiX
MUHUMM3aUuK pucka. OOpasoBaTeribHble MaTepuanbl OOMKHbl ObiTb CO30aHbl MCXoOs W3 MPennonoXeHus, 4To
CyLLEeCTBYET NPakTUYeCK/ BbINOMHUMAsA U OEVCTBEHHAsA peKoMeHOauus s Lenesoro obpasoBaHnst U YTO NPUMEHEHWE
OaHHOV Mepbl CHATAETCH BaXXHOW U 3HAYMMOM ANst MUHMMMU3AL MK pucka 1 (MUnu) oNnTUMUM3auumn CooTHOLLEHNS "nonbe3a -
puck".

WMcnonb3yemble B KOHTEKCTe obpasoBaTenbHOW nporpammbl obpasoBaTternbHble WHCTPYMEHTbl MOryT WUMETb
HECKONbKO pasnuYHbIX LeneBbiX ayauTtopui, MoryT ObiTb HanpasneHbl 6onee yem Ha 1 npobnemy, CBA3aHHYK C
6e30nacHOCTL0, M MOryT nepefgaBaTbCs C MCMONb30BaHWMEM KOMOMHAUMM MHCTPYMEHTOB M CpPeacTB MacCOBOM
nHdopmaumm (Ha GymakHOM HocwuTene, ayavmo, BUgeo, B MHPOPMaLMOHHO-TENEKOMMYHUKALMOHHON ceTun "MHTepHeT",
nepcoHansHoe obyyeHue). PekomeHayeTcsi NpeacTaBneHne matepmarnos B AnanasoHe hopmaTtoB B Liensix obecneyeHms
AocTyna, B TOM YMCre B Criyyae BbiXxoda U3 CTPOsS cpeacTtBa MH(OPMUPOBAHUS UMM HEBO3MOXHOCTU MCMOSb30BaHUSA
NHOPMALMOHHO-TENEKOMMYHUKaLMOHHON ceTun "UHTepHeT".

CopepxaHue nobbix obpasoBaTenbHbIX MaTepuarnoB OOMKHO ObiTb MOMHOCTLIO COMMacoBaHO C AEWCTBYIOLLEN
opnobpeHHon MHopmaumen Ha nekapcTBeHHbIM npenapat, Takon kak OXJIM wnu UMM (JIB). OnemeHTbl peknambl
(MpAMble unNu 3aByanunpoBaHHbIE) HE OOSPKHblI BKMOYATbCA B codepxaHuwe. AKUEeHT obpasoBaTenbHbIX MaTtepuarnos
OOIMKeH ObITb coenaH Ha pUCKU, MMEKLLIME OTHOLLEHME K NEKAapCTBEHHOMY npenapary, U ynpaBreHne Takumm puckamm,
TpebyoLWwumMmn JONONHUTENBHBIX MEP MUHUMMU3ALMKN pUCKa.

Jliobas o6paaoBaTeanaﬂ nporpamMmma OornkHa ObITb MONMHOCTLIO OTAENEHa OT pPeKNnaMHbIX hencTemn, a KOHTaKTHYO
Mchopmau,wo Bpaqeﬂ M nayneHToB, NoNly4YeHHY NnocpencTBOM O6pa3OBaT8ﬂbeIX nporpamMmm, He crnenyet ncnosb3oBaTb
B peKnamMHbIX Lenax.

O6pa3oBatenbHble UHCTPYMEHTbI, ONUCAHHbIE HWKE, MOXHO paccMmaTtpuBatb B MHAMBUOyaNbHOM MOpsiaKe UMW B
KombuHaumn npu paspaboTtke obpaszoBaTenbHOM NPOrpamMmbl B LIENSAX 4OMNOMHUTENbHOW MUHUMU3ALUN pUcKa.

12.2.2.1.1. O6pasoBaTerbHble MHCTPYMEHTbI.

OGpasoBarenbHble MHCTPYMEHTbI OOMKHbI MMETb OMpederieHHyl0 HanpaBneHHOCTb M BKIOYaTb OHO3HauYHoe
onpeaeneHne pucka Mo paccMaTpuBaemMoilt npobreme, XapaKTepUCTUKY [OaHHOMO PUCKA W KOHKPETHbIX OEeWCTBUN,
KOTOpble OO0MKHbI BbiTb NPeanpUHATLI PaBoTHUKAMW CUCTEMbl 34paBOOXpaHeHust U (Mnu) nauMeHTamu B LEensx
MUHUMU3ALUN TaKNX PUCKOB.

[aHHas nHdopmaLmsa omkHa OblTb akLEHTUPOBaHa Ha YETKO ONpPeaerneHHbIX JeNCTBUAX, UMEIOLLNX OTHOLLEHUE K
cneumnduryecknm npobnemam no 6e3onacHOCT B NnaHe MUHMMM3AUMW pUcKa, N He AOSKHA BKIYaTb MHopmaumio,
KoTopasi He MMeeT HernocpeaCTBEHHOro OTHOLWEHMSA K npobrneme no 6e30nacHOCTM M KoTopasi Hagnexawmm obpasom
npegctasneHa B OXIIM v UMI (11B).

OneMeHThI I/IHCbOpMaLI,I/IVI ana BKIKOYEeHUA B o6pa30|3aTeanb|e MHCTPYMEHTbI U MetToabl MOTyT



npegycmatpuBartb:

a) PYKOBOACTBO MO HasHaYeHUIo NTIeKapCTBEHHOIO npenapara, BKo4as BbIGop nauueHTa, KOHTPOSb Y MOHUTOPWHT,
HanpaeneHHble Ha MUHUMW3ALIMIO BaXKHbIX BbIGOPOYHBIX PUCKOB;

6) pPyKOBOACTBO MO YNpPaBEHNIO TakMMU pUCKaMm (AN COTPYOHMKOB CUCTEMbI 30paBOOXPaHEHNS, NaLUEeHTOB UK
1L, OCYLLECTBISAOLLMX YXOZ 3a HUMMU);

B) PyKOBOACTBO NO npeacrtaByieHUto VIH(*)OpMaLI,VII/I O BbIABIIEHHbBIX HEeXenaTellbHbIX peakKuuax, npeacraBnAarowmnx
ocobbli MHTEpPEeC Ana XapakTtepucTtukm onpeneneHHoro pucka.

12.2.2.1.1.1. Obpa3soBarenbHble UHCTPYMEHTbLI UM METOAbI 41151 COTPYOHWKOB CUCTEMbI 34PaBOOXPAHEHUS.

Llenbto nio6oro o6GpasoBaTenbHOrO MHCTPYMEHTa WM MeToda AN COTPYAHUKOB CUCTEMbl 34pPaBOOXPaHEHUSs
ABNSETCA NpeacTaBlieHne crneunmduyecknx pekoMeHaauuii no NpUMEHEHUo, U (UnK) MPOTMBOMOKa3aHWin, u (Mnu)
NpeaoCcTePEeXXeHU, CBA3aHHbIX C NEeKapCTBEHHbIM TMpenapaTtoM M crneuudUyeckMM puckamu, HyxXgawlymuca B
[AOMNOMNHUTENBHBIX Mepax Nno MUHUMM3aLUM PUCKa, BKIOYas:

a) BbIOOp NaLMEeHTOB;

6) MeToaMKY NeYEeHNs!, PEXNM LO3MPOBAHUS, KOHTPOMb U MOHUTOPWHT;

B) cneumarnbHble adMUHUCTPaTUBHbIE NpoLeaypbl UK OTMNYCK NIEKAPCTBEHHOIO Npenapara;
r) getanbHas MHOpPMaLMsl, KOTOPY HEOOXOAMMO NPEACTaBUTL NaLUEHTaM.

Bbibop cdopmaTa 06pasoBaTenbHOr0 MHCTPYMEHTa UM MeToda 3aBUCUT OT npeactaBngemon nHdopmauun. Ecnm
HeobX0AMMO COBEPLUNTL ONpPeAeNieHHoe KONMMYECTBO AENCTBMI Nepen BbIMUCKOW pelenTa MHOVBMAYaNbHOMY NauneHTy,
TO nogxodswmum oopmaTtoM MOXET ObiTb KOHTPOMbHbIA NUCT. PopmaT GpoLutopbl MOXET ObiTb Oonee NoAXo4AWMM AN
OCO3HaHUA crneLmanMcTaMmm KOHKPETHbLIX PUCKOB C akLUEHTOM Ha paHHEM BbISBMEHUN U yNpaBneHnn HexenarenbsHbIMU
peakunamu, B TO BpeMdA KaK nfiakatbl MOryT copepXxaTb NpuMeHUMble TepaneBTUYeCKne pykoBoACTBa WM CXeMbl
npvema nekapcTBeHHOro npenapata. Moxer ObiTb OTAAHO NpegnodyTeHne Apyrmm dopmaram, B 3aBMCMMOCTU OT
HanpaBneHHOCTN, obbema MHpopMaLun, LIeNeBon ayauTopumn 1 NHbIX hakTopos.

12.2.2.1.1.2. Ob6pa3oBaTeribHble MHCTPYMEHTbI UMM MeToAbl AN MauMeHTOB M MWL, OCYLUECTBMASKLWMNX yXo4 3a
HUMMW.

O6pasoBaternbHble MHCTPYMEHTbI UM MeToAbl AJ1s NauneHTa AOMMKHbI ObiTb HaLeneHbl Ha yrydlleHne NoOHUMaHus
naumMeHTaMn Unm NuuamMu, ocyLLEeCTBNSIWMMMY yXoa, NPU3HAKOB U CUMNTOMOB, CYLLECTBEHHbIX AN PaHHErO BbISIBIIEHUS]
crneunduUYeckmx HexenarernbHbIX peakuui, TPebyoLWmnX NPUHATUA OOMNONHUTENbHLIX Mep Mo MUHMMMU3aLuMK pucka, a
Takke ONTMMM3aLMN AanbHelwero BeaeHus nauneHta. Ecnu aTo sBnsetcs ymecTHbIM, 0Gpa3oBaTenbHblii UHCTPYMEHT
UM MeTod MOXeT OblTb MCMonb3oBaH ANs MpeAcTaBneHus MHGopMauuM M HaMoOMUHAHUA NaUMEHTY O BaXHbIX
AencTeusX (Mo BeAeHWIo 3anuceit Mo OO3VPOBaHMI0 NEKAPCTBEHHBIX MPEenapaToB Uiy AMarHoCTUYEeCKMM mpouedypam,
KOTOpble OOMKHbI BbiTb 3aperMcTPUPOBaHbl UK BbINOMHEHbI NALMEHTOM C NocneaylLwmm obeyKaeHnem ¢ paboTHUKaMu
cUcTeMbl 3[paBoOOXpaHeHUst B Lensx obecneveHus cobrofeHust niobbix aTanoB, HeobxoauMbix Ans 3deKTUBHOTO
NMPUMEHEHWS NeKkapCTBEHHOro Npenapata u ap.).

12.2.2.1.1.3. NamaATKka Ans naumeHTa.

Llenblo AaHHOTO MHCTPYMEHTa SIBNSETCS rapaHTus Toro, YTo crieuuanbHas MHOPMaLUUs B OTHOLLEHUW TEKYLLEro
neyYeHns naumeHTa U CBA3aHHbIX C fleYeHMeM PUCKOB (Hanpumep, NoTeHuuanbHble B3auMOOEUCTBUA C OPYrUMu
neKkapcTBeHHbIMM Mpenapatamv) Bcerda MMEeTCA B PacropskKeHUM nauueHTa M OOCTyMHa COOTBETCTBYOLLEMY
COTPYAHWKY CUCTEMbI 3[paBooxpaHeHus. MHdopmaums OormkHa codepkaTb HeobXoauMbli MUHMMYM ANs nepedayu
KMHOYEBBLIX WMHCTPYKUMIA MO MUHMMM3aUMU pUcCKka U HeoBXOAMMbIX OeNCTBMM, obrerdalwlmx COCTOsiHME Mpu JoBbix
06CTOATENbCTBaX, B TOM YMCre IKCTPeHHbIX. OOHOM U3 KITHYEBLIX XapaKTEPUCTUK AaHHOMO MHCTPYMEeHTa OormkHa GbiTh
NopTaTUBHOCTb.

12.2.2.1.2. lNMporpamma KOHTpoOnNnpyemoro Aoctyna.

Mporpamma KOHTPONMPYeMOro [OCTyrna COCTOMT M3 OMnepaTMBHbIX Mep, HaLEmNeHHbIX Ha KOHTpOnb AocTyna K
nekapcTBeHHOMY MpenapaTy 3a npedenamMu YpPOBHsS KOHTPOMS, rapaHTUMPOBaHHOIMO CTaHAapTHbIMM Mepamu Mo
MWHUMMU3ALNM pUCKa, TO €CTb PErynaTopHbIM CTaTyCOM NeKapCTBEHHOro npenaparta. KoHTponupyembli 4OCTyN crieayet
paccmaTtpuBaTb B KayecTBe MeToda MUHMMM3AUMKU CEepbe3HOro pucka Ans NekapcTBEHHOro npenaparta ¢ JoKa3aHHOW
MoMnb30W, KOTOPYH HEnb3si OOCTUrHyTb 6e3 AOMOMHUTENMbHBIX MEep MUHMMW3auMu BCIeACTBME pUCKa BO3AEWCTBUSA Ha
310pPOBbE NaLUEHTOB.

Mpumepbl TpeboBaHWUIA, KOTOPbIE AOMKHbLI ObiTh BbINOMHEHbI 4O Ha3HAYeHWs! NIeKapCTBEHHOrO Npenapata, u (unu)
oTnycka, U (AnM) UCNONb30BaHWA B MporpaMMe KOHTPONMPYEMOro [OCTyna, nepeyvyucrieHbl Huxke (OHM MoryT



BbIMOJIHATLCA nHOMBUAyarnbHO U1 B KOMOUHaUum ¢ apyrumm TpeGOBaHVIFIMVI)Z

a) cneumdmyeckne Metodbl KOHTponst u (Mnu) obcrnegoBaHMs naumMeHTa Ans obecnedyeHus COOTBETCTBUS
onpeaeneHHbIM KNMMHUYECKUM KPpUTEPUSIM;

0) Bpay, BbLIMUCbLIBAOLWMWA JfeKapCTBEHHbLIA npenapaT, dapMaueBTUYEeCKUn paboTHUK, OTMyCKaLW NN
NEeKapCTBEHHbIN Mpenapat, U (Unn) nauueHT, OOKYMEHTanbHO MNOATBEPXKOAKT CO CBOEW CTOPOHbI MOMyyYeHue W
NOHVMaHWe MHOPMaLUKN B OTHOLLIEHUN CEPLE3HOMO PUCKA, COMPSKEHHOTO C MPUMEHEHUEM NeKapCcTBEHHOIO npenapara;

B) TO4YHble npouenypbl nNo cucremMatndeCckomy nocnenyrouiemy HabnogeHno 3a NauueHToM nocpeancTBom
perncrtpauunn B crneuyunanbHoOW cucteme c6opa OaHHbIX (B perncrtpe I'IaLI,MeHTOB) nap.;

r) nekapcTBeHHble npenapaTtbl MOryT OblTb MOMyYeHbl TOMbKO B anTekax, UMelLMX NIMLEH3NI0 Ha OTMYCK Takoro
nekapcTBEHHOro npenapara.

B onpeneneHHbIX criyyasx B KavyecTBe WMHCTPYMEHTa KOHTPONMMPYemoro AocTyna MOryT ObiTb MCNOMb30BaHbI
TpeboBaHMa O NpoBedeHUN crieumanbHOro 0bcnefoBaHUSA UMM KOHTPONSA COCTOSIHWMA nauueHTta. Hanpumep, KOHTponb
COCTOSIHMA NauueHTa, nabopaTopHble Mnokasatenu unu uHble xapaktepuctukn (OKIM v gp.) Ao nedvenuns u (Mnum) B
npouecce nevyeHns, aHanusbl YHKUMN NeYeHn, perynspHble aHanm3bl KPoBU, TECT Ha BepeMeHHOCTb (KOTOpbIA MOXET
ABNATLCA KOMMOHEHTOM MporpamMmbl nNpeaoTeBpalleHns 6epemeHHocTn). Mepbl AOMKHbI ObiTb BBeAEHbl B AeWCTBME B
uensax obecneyeHns koHTponsa B cootBeTcTBUM ¢ OXJIM, korga 910 ABNSAETCA KPUTUYECKMM (DaKTOPOM C TOYKWU 3pEHUS
COOTHOLLIEHMSA "NOMnb3a - pUCK" NeKapCTBEHHOro npenapara.

12.2.2.1.3. pyrue mepbl MUHUMU3ALUN pUCKa.
12.2.2.1.3.1. MNporpamma npenoTepaLlleHnst GepeMeHHOCTH.

Mporpamma npedoTBpalleHus GepemMeHHOCTV npeacTaensieT coboil COBOKYMHOCTb Mep, HamnpaBfeHHbIX Ha
MUHUMMW3aLUMIO pUCKa BO3AEWCTBUS NEKApCTBEHHOro npenapata C M3BECTHbIM UMW MoTeHUMarbHbIM TepaToreHHbIM
fdeicTBMeM Ha nnog B nepuond 6GepemeHHocTW. [aHHas nporpamma [orkHa oGecneumBaTb BHeOpeHME TaKoro
MexaHu3Ma KOHTPOMs, MPY KOTOPOM MaLMeHTbl KEHCKOro noma He 6biny GepeMeHHbIMUM B Havane Tepanuu Unu He
3abepemMeHen Ha NPOTSKEHUM Kypca JevYeHuss 1 (Unv) OonpederneHHoro npoMexyTka BpeMeHW Mocre npekpalleHus
Tepanuu. MporpamMmMa npegoTBpalleHnss 6epeMeHHOCTU Takke MOXET ObiTb OpMEeHTUpOBaHa Ha MauUWeHTOB MYXKCKOTo
nona B crny4Yyae, ecnv MpUMEHeHVe NeKapCTBEHHOro npenapaTta GMONOrMYeckMM OTLIOM MOXET MMETb HeraTUBHble
nocneacTensa Ansa ucxoga 6epemMeHHOCTH.

Mporpamma npefoTBpalleHnss GepeMeHHOCTM codyeTaeT NpUMMeHeHue obpasoBaTeNibHbIX WMHCTPYMEHTOB W
COOTBETCTBYHOLNX UHCTPYMEHTOB KOHTPOSA AOCTYyMNa K NeKapCTBEHHOMY npenaparty. Cne,qyromme ANneMeHTbl cnegyet
paccmatpuBatb KakK uHOMBUAOYallbHO, TaK WM B COBOKYMNHOCTW nNpu nnaHunpoBaHUM nporpamMmmMbl npenorBpalleHnda
GepeMeHHOCTH:

a) obpasoBarenbHble MHCTPYMEHTLI, HanpaBneHHbIe Ha COTPYAHUKOB CUCTEMbI 30PaBOOXPAHEHNS U NALMEHTOB, B
Lensx MHPOPMUPOBAHNSA B OTHOLLUEHUN TEPAaTOreHHOro pucka U HeoBXOAMMBIX AENCTBUIA AN MUHMMU3aLWMU OAaHHOTO
pucka (pykOBOACTBO MO Mcnonb3oBaHWio Gonee Yem 1 meToga KOHTpaLEenuuu U PYKOBOACTBO MO PasnUyHbIM BuAaM
KOHTpaLEeNnTMBHbIX CPEACTB, UHGOpPMaLUna ANs nauueHTa B OTHOLIEHWM ANUTENbHOCTM nepuofa, B TeYeHMe KOTOpOro
cnegyet n3beratb 6epeMeHHOCTU Nocne NpekpaLLeHns nevyeHms n ap.);

6) KOHTPOMNMPYEMbI OOCTYMN Ha YPOBHE Ha3Ha4YeHWs UMK OTrycka rNekapcTBEHHOro npenapara ¢ obecrnedyeHvem
BbINOMHEHUA TecTa Ha 6epeMeHHOCTb M KOHTPOMNEeM OTpuLaTerNbHbIX Pe3ynbTaToB MEAMLMHCKUM M ddapMaLeBTUYECKUM
paboTHUKOM Nepes Ha3HaYeHNeM MIN OTMYCKOM JIEKapCTBEHHOIO Npenapara;

B) OrpaHnyYeHne MakcumanbHoro cpoka gencteus peuenta 30 kaneHgapHbIMU OHAMM;
) KOHCYNBETUPOBaHWE B Cryvyae HenpegHamepeHHoW 6epeMeHHOCTU 1 OLeHKa ucxoda cny4anHon 6epemMeHHOCTH.

CrnefyeT Takke pacCcMOTPeTb LienecoobpasHoCTb BHeAPEHUs U AusaiiH peructpa 6epeMeHHbIX Ana permcrpaumm
[AaHHbIX M0 BCEM NaLueHTaMm, KoTopble 3aGepeMeHeni B NpoLiecce NevYeHns N B COOTBETCTBYIOLLIMIA Neproa BpeMeHu ¢
MOMEHTa OKOHYaHWs feYeHnst (HanpumMep, B Te4yeHne 3 MecsiLes).

12.2.2.1.3.2. HenocpeacTteeHHoe obpalleHne K COTPyAHMKaM CUCTEMbI 34paBOOXpPaHEeHUs.

HenocpencteeHHoe obpalleHne K COTPYAHUMKaAM CUCTeMbl 30paBOOXpPaHEHUs1 SABNAETCH akTUBHOW (hOpMOW
nHpopmMmmnpoBaHus no 6GesonacHocTU, MNOCPEACTBOM KOTOPOW WHOpMauusa nNpeacTaBnsaeTcs gepxaTtenem
perncTpaumoHHOro YA0CTOBEPEHNS UMW YNOSTHOMOYEHHbLIM OpraHOM roCy4apCTB-4IeHOB HENOCPEACTBEHHO COTPYAHMKaM
CUCTEMbI 34PaBOOXPaHEHMS B LEensaxX MHPOPMUPOBAHUS MX O HEOOXOOMMOCTU NPEeAnpUHATL Cepbe3Hble AeNCTBUS UNn
afanTupoBaTb MPUHATYIO MEAMLMHCKYIO MPaKTUKY C Lenbio MUHUMU3aUUM onpeaeneHHbIX PUCKOB N (UNN) CHWDKEHUS
TSXKECTU HexenaTenbHbIX peakuni nekapCTBEHHOro npenapara, ykasaHHbIx B pasgene 11 HacToswwmx MNpasun.
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12.2.3. BbinonHeHne mMep MUHMMMN3aLUM PUCKOB.

JononHuteneHble Mepbl MUHUMN3aLUN PUCKa MOTYT BKIOYaTb 1 UM HECKOIBKO aKTUBHbBIX MEpP, KOTOPbIE JOIMKHbI
BHEOPSTLCS M BbINOMHATLCA B paMKax OnpeaerneHHon LeneBon rpynne. Hagnexallee BHUMaHue JOMKHO YOEeNSATbCH Kak
BPEMEHHLIM paMKkaMm peanu3auuv mMepbl MUHMMU3aUMWM pucka, Tak M npouedypam, HanpasrieHHbIM Ha [OCTUXKEHUe
uenew B Lenesow rpynne. Hanpumep, ogHoKpaTHOe BbINoNHeHWe obpasoBaTenbHbIX MHCTPYMEHTOB UMM METOAOB "nepen
3anyckoM" mnporpaMmmbl Mo peanu3auum Mep MOXET OblTb HEAOCTaTOYHbIM ANnA obecnevyeHuss Toro, YTobbl OXBaTUTb
nHdopmaumen Bcex MeOMUMHCKMX COTPYAHMKOB, MOTEHUMAarnbHO BbIMUCHLIBAIOLWMX FIeKapCTBEHHbIN npenapat, u (Mnm)
noTpebuTenen, B TOM YMCME HOBbIX MEOUUMHCKUX paboTHMKOB 1 notpebutenen. MoxeT BO3HWKHYTb HEOOXOOUMOCTb B
OOMONHUTENBHOM MEPMOANYECKOM MNepepacnpefeneHnn UHCTPYMEHTOB MM METOAOB MOCIe 3arnycka nporpamMmbl Mo
peanusauunn mep. Hagnexatiiee BHUMaHue SOMKHO yaenaTbca obLiemy copmaty obpasoBaTernbHbIX UHCTPYMEHTOB UM
MeToOoB Ans obecnedeHus 4YETKOro pasnuMuuMs C pasfnuyHbiMW  peknamMHbiMu  Matepuanamu. [lpeactaeneHue
obpasoBaTenbHbIX MaTepuanoB QAN COrnacoBaHWMs B YMNOMHOMOYEHHbIA OpraH rocygapcTBa-dneHa [AOIMKHO
OCYLLECTBMATLCA OTAENbHO OT Nepeaayy peKknamHoro Matepuvarna, npu 3ToM B CONPOBOAUTENBLHOM MUCbME AOIMKHO ObiTh
0603Ha4veHo, ABMATCA N MaTepuarnsl pekramMmHbiMM Unn obpasosatenbHbIMU. OBpa3oBaTenbHble MaTepuansl cnegyet
pacnpocTpaHsaTb OTAENbHO OT peknaMHbIX MaTepuarnioB C YKasaHMeM TOro, YTO OHW He SBMASTCA pPeKnaMHbIMU.
MexaHuambl obecneyeHuss KadecTBa [OOMMKHbl rapaHTMpoBaTb, YTO MMEKLMECA CUCTEMbI pacnpoCTpaHeHus
COOTBETCTBYIOT NMOCTABMEHHON Lieny Mepbl MMHUMU3aLMM PUCKa 1 ABMSAOTCA KOHTPONUPYEMbIMMU.

12.2.4. OueHka aphEKTUBHOCTU MEP MUHUMU3ALIMN PUCKA.

OueHka a(pPEKTUBHOCTU MEP MUHUMMU3ALNM pUCKa ABNAETCA HeobXoaMMOn Ansa yCTaHOBNEHUS 3hHEeKTMBHOCTU
aKTMBHbIX MEP MUHUMM3aLNW pUCKa, NPUYNH HE3M(EKTMBHOCTU, a Takke HeoOXOAMMOCTU KOPPEKTUPYIOLLMX OEVCTBUN.
OueHka 3dhpeKTMBHOCTM Mep BbIMOMHAETCA NO KaXA0n Mepe MUHUMM3aLUMK pyucka U AN NporpaMMbl B LIESIOM.

OueHka adheKTMBHOCTU Mep [OMMKHA paccMaTpuBaTh pasfnuyHble acnekTbl BbINOMHAEMOW Mepbl MUHUMMU3aLUUA
pucka: cam npouecc (TO eCTb CTeneHb BbINOMHEHWUS 3anfiaHMpPOBaHHOW NporpaMmbl), ee BO3OeNCcTBME Ha
OCBEeJOMIIEHHOCTb U U3MEHEHMS B NOBEAEHWM LLENEeBOW rpynmbl, a Takke pesynbraTt (B Kakon cTeneHn 6binm 4OCTUMHYThI
LenM MMHUMKU3aLmMn pucka 1 3a Kakon Cpok). Bpems oLeHKM Kakgoro acnekta akTMBHOW Mepbl A0IMKHO 6bIThb TwaTensHo
cnnaHupoBaHo B pamkax MYP go nHnunmposaHus mep.

Onsi oueHkn achheKTUBHOCTN MEP MUHUMUM3ALIMUN pUCKa CcreayeT NCNonb3oBaTh 2 rpynibl MokasaTenei:
a) nokasatenu npouecca;
©0) nokasatenu pesynesraTa.

Mokaszartenu npouecca Heobxoaumbl Ans C6opa 00Ka3aTesnibCTB yCNnewHOCTN OCyLleCTBIIeHNA BCEX 3TanoB Mep
MWUHUMU3aUnn pucka. [aHHas rpynna nokasarenemn npouecca AoimkKHa obecneynTb OUEHKY CTeneHn BbINOJIHEHUA
BaI'IJ'IaHMpOBaHHOIZ nporpamMmmbl U OOCTUXEHUEe Tpe6yeM0ro BNUSIHUS Ha MNOBeAEHWE UNu OEWCTBUS LeneBown rpynnol.
Mokasatenu BbINOMHEHUS nporpamMmmbl  OOJTXHbI ObITb onpeaeneHbl 3apaHee W OTCleXmBaTbCA Ha NPOTAXEHUU
BbINOJTHEHUA NporpamMmmebl. I'lonyquHble AaHHble M ONbIT MOTyT ObITb MCMONb30BaHbl AN ONTUMU3aLMK KOPPEKTUPYHLLNX
OEencTeumn B cny4yae ux HeobxoanmocTn. OueHKa BbIMONTHEHNS npouecca Takke MOXET yrnydlwnTb NoOHMMaHue npoueccos
N NPUYNHHBIX MEXaHU3MOB, B CUJTY KOTOPbIX AONOJTHUTENbHbIE MEPbl MUHUMU3ALUN pUCKa No3Bonniin Nnm He no3sonunm
pobuTtbes XKenaemoro KOHTpONnA CI'IeLLI/ICt)MLIeCKI/IX PUCKOB.

MokasaTtenu pesynbrata obecneumBaloT OOLLYHO OLEHKY CTEerneHW KOHTPOMs pucka, AOCTUrHyTOro MocpeacTBOM
BHEOPEHUA Mep MUHMMMU3aUMW pucka. Hanpumep, ecnv uenbio onepaTmMBHOW Mepbl SBIMSETCA CHWXEHUE 4acToTbl U
(nnn) TskecTn HexxenaTernbHON peakunn, KOHEYHbIV KpuTepui yenexa Byaet npuBA3aH K 4aHHOW Lenw.

Mo pesynbratam npoueaypbl OUeHKN 3PMEKTUBHOCTN MEP MUHUMMU3ALMW PUCKa OENaeTcs BbiIBO4 O BO3SMOXHOCTU
AanbHeWLWero BbINOMHEHNS OLEHMBaeMOW Mepbl MUHUMM3auMn pucka 6e3 naMeHeHun nmbo O HeobXxoaMMocTu ee
n3meHeHns. OueHka 3PEKTUBHOCTM Mep MUHMMM3aLUWM pUCKa MOXET CBWMAETeNbCTBOBaTb, YTO AEATENbHOCTb MO
MWUHUMMU3ALMN pUCKa SABMSETCH HeJOCTaTOMHOM WM OOMmkHa ObiTb ycuneHa (NOCPEACTBOM BHECEHWS W3MEHEHWA B
npegocTepexernus unm pekomerdgaummn B OXIM n MMM (JIB), ynyyleHnsa 4eTKOCTU pekoMeHAauuin no MUHUMmU3aumm
pucka M (MnWM) nNogknyYeHneM AOMNOMHUTENbHbIX WMHCTPYMEHTOB MO MWHMMM3auMM pucka WUnu ynydweHuewm
cywecTsylownx u ap.). VMHeIM pesynstatom npouedypbl OLEHKN MOXET CTaTb BbISBNIEHWE HECOOTBETCTBUS Mep
MUHMMMU3aLMK pyucka NMBo OTCYTCTBUS B NpoLEeAype OLeHKM TpebyeMon HanpaBneHHOCTU, B CBA3M C YeM MOXET ObITb
yMeHblUeH o6bem paboT Mo mporpamMme MMM pacCMOTPEHO ee YMpolleHVe (YMEeHbLUEHWEe Yncia UHCTPYMEHTOB, WK
METOA0B MUHUMM3aLMN PUCKa, UMW YACTOTbI BbINOMHEHWUS OTAENbHBLIX MEP NO MUHUMU3ALUK pUcka).

B ponomnHeHue Kk oueHke aPHEKTUBHOCTU MepP MUHUMMU3AUMM pUCKa B ynpaBneHuu npobrnemamu, CBA3aHHbIMU C
6e30nacHOCTbIO, TakXKe BaXHO OLUEHWTb, MOXET I AOMNOMHUTeNbHass Mepa MWHMMU3aUUU puUcka WUMETb
HenpegHamMepeHHble (HeraTuBHblE) MOCNEACTBMS ANA paccmaTpuBaemMon npobnemMbl 300pOBbA HaceneHus B
NpUBNMXEHHOM N OTAaNEeHHOM BPEMEHHOM MHTepBarne.

12.2.4.1. MNokasaTtenu npotiecca.



Mokaszarenu npouecca ABnAKTCA NapamMeTpamMn OUEHKU obbema BbINOSIHEHNS N3HaYarbHON nporpamMmmbl " (VIJ'IVI)
N3MeHeHNn B ee BbINonHeHUN. [lokasaTtenu npouecca AOOJIKHbl OOMNOJNIHATb, a He 3aMellaTb OLUEHKY OOCTUXEeHUA
HaMeYeHHbIX uenen nocpeancTteomMm peann3aunm mep MMHUMU3ALUN pUCKa (n0Ka3aTen|/| pesyanaTa). B 3aBucmmocTtun ot
XapakTepa akKTUBHbIX Mep, pa3findHble NnokKasaTtenu npouecca MoryT ObITb onpeneneHbl Ana oueHKn nx 3(1.)(*)8KTVIBHOCTI/I.

12.2.4.1.1. JocTmxkeHne Lueneson nonynsiumm.

Korga mepbl MMHMMM3aUMM pUCKa BKIOYAKOT NPEeAoCcTaBrieHne WHMOopMaunM U PyKoBOACTB ANS COTPYOHWKOB
CUCTEMbI 34paBOOXPaHeHns 1 (Mnu) NaumMeHToB NocpeacTBOM obpasoBaTenbHbLIX METOAOB, CleayeT UCMOoNb30BaTbh Mepbl
OLEHKN pacnpocTpaHeHust uMHdopMauum Ans nonydeHns 6as3oBbiX AaHHbIX MO BbiNOMHEHWo. [aHHble nokasatenu
AOIMKHbI O6bITb OPMEHTUPOBAHBLI HA OLIEHKY COOTBETCTBUSA MCMONMb3YeMOro MHCTPYMEHTa ANs LeneBon rpynnel (Hanpumep,
COOTBETCTBYHOLIMI A3blK, PUCYHKW, Anarpammbl, rpacmyeckme WHCTPYMEHTbI) UM OLEHKY (DakTUYeCKOro MonyyveHus
mMaTepunanos LEeneBomn rpyrnnown.

12.2.4.1.2. OueHKa KNUHUYECKUX 3HaHUI.

B uensx oueHKM OCBEOOMIIEHHOCTW UENeBOW TIpynnbl U YPOBHSA 3HAHWN, MOMYYEHHbIX MNOCPEACTBOM
obpaszoBaTenbHbIX ONepaTMBHbLIX Mep U (Mnn) npeacTtaenexns Hpopmauun (OXIN 1 ap.), cnegyeTt NPUMEHATL CTporne
Hay4Hble METOAbl aHaNUTUYECKUX ONPOCOB.

AHanMTUYeckMn onpoc OObLIYHO BKIOYAET OCHOBHblE CTaHOAPTHble BOMPOCHI, OTBETbl HA KOTOPblE AOMYCKaETCH
npeacTaBnATb NO TenedoHy, B JIMYHOM WHTEPBbLIO WM OTMNPaBnsaTb NO MOYTE (IMNEKTPOHHOW noyTe). AHanuTuyeckue
Onpochkl criegyeT BpeMsi OT BPEMEHU MOBTOPSATD.

Takoit Noaxod MOXeT ObiTb aganTUPOBaH K KOHTPOMIO OTHOLUEHMSI M OCBEOOMIIEHHOCTM B pernpeseHTaTUBHbIX
rpynnax COTPYAHWKOB CUCTEMbl 30paBOOXpaHeHuss ¥ (MnuW) nauMeHTOB MOCPEACTBOM COOTBETCTBYHOLLMUX
MCUXOMETPUYECKUX BENUYMH. [N BbINOMHEHUS! OLEHKU CreQyeT ONpeaenuTb afekBaTHbIi 06beM BbIGOPKU, BKIOYEHUE
B KOTOPY!O BbIMNOSIHATL C UCMOMb30BaHNEM paHAoOMM3aLnK.

Hagnexaiwee BHUMaHue criegyeT yaoenuTb LeNsM aHanMTUYecKoro onpoca, AMsanHy uccnegoBaHus, obbemy
BbIOOPKM 1 penpe3eHTaTMBHOCTW, OMepaunoOHHbIM OnpederneHnsM 3aBUCUMbIX U HE3aBUCHUMbIX NEPEeMEHHbIX, a Takke
cTaTucTMyeckoMmy aHanuay. TuatenbHoe BHUMaHue AOMmKHO ObiTb Takke yaeneHo Bbibopy Hanbonee COOTBETCTBYOLLNX
WMHCTPYMEHTOB N0 cOOpY AaHHbLIX (aHKEeTbl, ONPOCHUKM 1 Ap.).

12.2.4.1.3. OugeHKa KNMHNUYECKUX OENCTBUN.

B uensx oueHkM adpeKTUBHOCTM obpasoBaTeribHbIX ornepaTUBHbLIX Mep U (UN1) nHopMaLMoHHOro obecneyeHus
crieqyeT onpenenuTb He TOMbKO KIMHWYECKME 3HAHWUS,, HO M OCHOBaHHbIE Ha HUX KMUMHUYECKUe AeincTBus (Hanpumep,
HasHayeHve NeKkapcTBEHHOro npenapara).

MccnepgoBaHus no  MCMONb30BaHUIO NNeKapCTBEHHOro npenapara nocpeacTtsoOM BTOPUYHOINO KMCMNONb30BaHUA
OaHHbIX 3MEeKTPOHHbIX MeOUUMHCKUX KapT crieayet pacCcMaTpuMBaTb Kak LleHHbIN MHCTPYMEHT Ansa KOSNMMYEeCTBEHHON
OLIEHKM KIMMHUYECKUX AENCTBUIN AN npencrasuTena Leneson rpynnobl.

AHanus nMcToB HasHayeHus J1IeKapCTBEHHbIX MnpenaparTos, 0cobeHHO BO B3aMMOCBS3N C apyrumn  gaHHbIMU
nauneHToB (KJ'IVIHVI‘-IeCKI/Ie, /J,emorpacbmqecme OaHHblE U p,p.), MoXeT obecneuntb OUEHKY Ha3Ha4eHuA JNeKapCTBEHHbIX
npenaparoB, BKIk4Yad COBMECTHOE Ha3HayveHune 2 BSaMMOﬂeﬂCTByPOLLI,VIX JNNEKApPCTBEHHbIX MpenapartoB, COOTBETCTBUE
pekomeHgaunam no na6opaTopHomy MOHUTOPUHTY, a TaKkxe Bbl60p N KOHTPOJIb COCTOAHUA NaUneHTAa.

MNprMeHsIA COOTBETCTBYIOLUME CTATUCTUYECKME METOAbI (aHaNM3 AMHAMUYECKUX PSAOB, aHanM3bl BbRKMBAEMOCTH,
niormcTudeckasl perpeccust U gp.) onsg KoropTbl NoTpebutenein nekapcTBEHHbIX NpenaparoB, MOXHO cCAenaTb OLEHKY
PasnMyHbIX acnekToB Ha3HaYeHWs1 UMM NPUMEHEHMUS NEeKapCTBEHHbIX MPenapaToB, YTO MOXET MO3BOSIUTbL BbINOMHUTL
MPOrHO3 MUHUMM3ALIMKN PUCKA, BBIXOOSILLMIA 3@ PAMK/ UCKIIOYMTENBHO OMNMCaHUS NOMyYeHHbIX [oKa3aTenbCTB.

12.2.4.2. MNokasaTenu pesyneraTta.

KoHeuyHbIMM MHOMKATOpPaMMU YCMeLHOCTU MporpamMmbl MUHMMMU3ALIMKN pUCKa SABMSOTCA Pe3ynbTaThl MOBbILLEHUS
6e30mnacHOCTV NPUMEHEHUS NTeKapCTBEHHOIo npenapara (Yactota v (Unu) CTeNeHb TSHKECTU HeXernaTernbHbIX peakuuii B
CBSI3M C BO3[ENCTBMEM JIeKapCTBEHHOMO NpenapaTa Ha nauueHTa BHe paMOK MHTEPBEHLIMOHHOIO UccrieoBaHusl, TO eCcTb
ero BO3delNcTBMEe B pamMKkax HeUHTepBEHLMOHHOro uccregoBaHus). PesynstaTtbl no 6e30MacHOCTU AOMKHbI SBMATLCA
nHOMKaTOpPaMM YCreLwwHOCTM NpPorpamMmmbl MUHUMU3aLMK pUcKa.

OueHka, OCHOBaHHasi Ha [aHHbIX MoKasaTensx, AOIPKHAa BKMOYATb CPaBHEHWE 3NUAEMUONOTMYEcKUX Mep
YACTOTHOCTM pesynbraTa, TakMe Kak nokasaTenb 4acToTbl UMM KYMYMNSTUBHOW 4acTOTbl HeXernaTenbHOW peakuumu,
MONyYeHHbIV B KOHTEKCTE nccnegoBaHmin 6e30nacHOCTU Ha NOCTPErMcTpaLUmMoHHOM aTane.

B cooTBeTcTBMM C MOBLIM MOAXOAOM HayyHble W MPU3HAHHbLIE MPUHLIMMBLI 3NMOEMUONOrMYEcKoro uccrnenoBaHms
Bceraa OomkHbI BbiTb PYKOBOACTBOM A OLIEHKN KOHEYHOMO paccMaTprBaeMoro nokasarens pesynsrarta.



Cnep,yeT y4nTbiBaTb CpaBHEHNE HYaCTOTbl 40 U NMOCJIi€ BbINOJIHEHNA MEePp MUHUMU3aUNN pUCKa.

Korga BbINOMHEHWE OUEHKM M pacyeTa 4O W Mocrie BbINONHEHUS Mep SIBMAETCA NMPaKTUYeCKM HEOCYLLEeCTBUMbIM
(Hanpumep, Mepbl MUHUMW3ALUMW puUcka OblNM BBedeHbl B [eiCTBME B MOMEHT MOMyYeHUsl PerncTpaluoHHOro
yOOCTOBEpPEHUSA), NMoKasaTeslb YacTOTbl UCX0Aa, MOMyYeHHbI Ha 3Tare nocre BbINONMHEeHWUs Mep, COOTHOCUTCS C 3apaHee
onpeaeneHHbiM pedepPeHTHbIM 3HAYEeHMEM, MOMYYEHHbIM U3 NUTEPaTYPHbIX MCTOYHUKOB, PETPOCMEKTUBHBLIX OaHHbIX
MEAMLUMHCKUX KapT NauMeHTOB, OXuaaemoi 4acToThl B obuwei nonynauuv (Habniogaemblit aHanu3 B CpaBHEHUU C
npeanonaraembsimM v 4p.), U SOSHKEH YYNTbIBaTb BO3MOXHBIA 3EKT CTUMYNMPOBaHWS PENOPTUPOBaHUs. BbiGop rpynmbl
CpaBHEHUsI OOMKeH ObiTb Hagnexalmum o6pasoM 060CHOBaH.

YpoBEHb CMOHTAHHOrO PEMnopPTUPOBaHMSA (YMCNO COOBLLEHWMI O MOAO3PEBaeMbIX HexenaTerbHbIX peakumnsx 3a
(OMKCUMPOBaHHBIA Mepuos BPEMEHWN) He crnegyeT paccmaTpuBaTb KakK MPUeMIieMyl0 OLEHKY 4YacTOTbl HexenaTenbHbIX
SIBMEHWMI B MNONyNsauuW, Nonyvalwolen fnevyeHune, 3a MUCKYeHnemM ocobbix obcTosiTenbcTB, korga 6asvcHas yactoTta
HeXxenaTernbHOro SABMEHUA B rpynne HesHadnTenbHas U CYLLEeCTBYEeT Bblpa)KeHHasi B3auMOCBA3b MeXOy NeyvyeHnem u
HexXenaTenbHOW peakumen.

Mpu Takux o6cToATENbLCTBAX, Koraa NPsIMOe ONpeaerieHne CTENEHU pucka B paccmaTpyvBaeMoit rpynne siBnseTcs
NPaKTUYECKN HEOCYLLIECTBMMbIM, CMIOHTaHHblE COObLLEHMS MO Gbl NO3BONUTL CAENaTh NPeanoroXXeHne OTHOCUTENBHO
NPUBN3NTENBHOMO 3HAYEHNUS YaCTOTbl HEXENaTENbHOW peakumMmn B rpynne npu yCrnoBuK, YTO HEKOTOpble 060CHOBaHHbIE
OaHHble MOryT ObiTb MOMyYeHbl AN OLEHKU MokasaTens YPOBHS PEernopTUpPOBaHMUS B KOHTEKCTE MPUMEHEHUS
nekapcTBEHHOro npenapara.

XapakTepHble MOrpeLlHoCTM, KOTopble BIUSAIOT Ha YPOBEHb PErnopTUPOBAHUA B OTHOLLEHUWM NpeanonaraembiX
HexenaTeribHbIX peakuuid, MOryT MNpuBECTM K pesynbTaTam, BBOAAWMM B 3abnyxaeHve. Hanpuwmep, BBeneHue
nporpaMMbl MUHMMU3ALMUM pUCKa KaK peakuus Ha npobrnemMy, cBsS3aHHyl0 C Ge30MacHOCTbIO, BbISIBMEHHYIO Ha aTtane
MOCTPErncTPauMoOHHOIO MOHUTOPMHIA fEeKapCTBEHHOro npenapaTa, MOXeT crnocob6cTBOBaTb MOBbLIWEHUIO
OCBEOMIIEHHOCTM B OTHOLUEHWM OMNpefenieHHbIX HeXenaTenbHbIX peakuuii, YTO B KOHEYHOM CYeTe MOXET MPUBECTU K
NOBbILLEHHOMY NoKasaTesno PenopTMpoBaHUs.

Mpn TakMx o0OCTOATENbCTBAX aHanuM3 CMNOHTAHHOMO PenopTUPOBaHUSA MOXET MpPMBECTM K OWUBOYHOMY
3aKNYEeHN0, YTO BMELIATENbCTBO OKa3anocb HedddekTMBHbIM. CHUXEHHble MokasaTenn OTYETHOCTU 3a
onpefeneHHbIi BpEMEHHOW NPOMEXYTOK MOFyT Takke MPUMBECTM K OLUIMBOYHOMY 3aKMYEeHWo, YTO BMELLAaTenbCTBO
oKasanocb 3EKTNBHbIM.

12.2.5. KoopguHauus.

Ecnn HeckonbKo nekapCTBEHHbIX MpenapatoB, B TOM YWUCME IleKapCTBEHHble MnpenapaTtel C OAWHAKOBbLIM
JeViCTBYIOLMM BELLECTBOM, UMEIOTCS B Hanuumu Ha pbiHKe, AOMKEH ObITb BbipaGoTaH LeNoCTHbI NOAX04 B MPUMEHEHUN
JOMOSTHUTENbHBIX Mep MWHWMMU3auuMu pucka, NPegyCMOTPEHHBIN YNONTHOMOYEHHBIMM OpraHamy rocyaapCTB-YSIeHOB.
Korga Bo3HMKaeT HeobXOAMMOCTb B KOOPAWHALMOHHBLIX OEWCTBUAX ANSA rPynnbl TeKapCTBEHHbIX NpenapaTtoB, AOIHKEH
OblTb BblpaboTaH cornacoBaHHbI noaxod. MNpu Takux oGCTOSATENbCTBAx NpedBapuTenbHOE MNaHUpoBaHue OOIKHO
obecneuntb, YTobbl 3PPEKTUBHOCTL MEP MUHUMMU3ALMM PUCKA OLlEHUBaNach ANs KaXKAoro OTAENbHOro NekapCTBEHHOIO
npenapara, a Takke Ans nekapCTBeHHbIX MPenapaToB B COBOKYMHOCTY.

12.2.6. Cncrtembl kKadectBa MEP MUHUMM3ALIMM PUCKA.

XoTa B pa3paboTky M OCYLIECTBIEeHWEe Mep MWHUMM3aUUM puUcka MOryT OblTb BOBIIEYEHbl MHOTUE 3KCMEpTh,
OKOHYaTenbHass OTBETCTBEHHOCTb 3a KayeCcTBO, TOYHOCTb M HAy4HYH LENOCTHOCTb TakMX Mep Boanaraetcs Ha
JAepxatens perMcTpaunoHHOro yA0CTOBEPEHUs 1 YNOMHOMOYEHHOTO NnLa Nno dhapmakoHaA30py B rocyAapcTBax-yneHax.

[epxatenb perncTpaumoHHOro yagocToBepeHns HeceT OTBETCTBEHHOCTb 3a o6HoeneHue MNYP B cnyyae nossneHus
HOBOWM MHGOPMaLMKN, a TaKkke AOIMKEH MPUMEHATb MPUHLUMIMbI KA4YeCTBa, YKka3aHHble B pa3gene 2 Hactoswwmx [Npasuvn.
OTtcnexuBaemble Bepcun MYP gomkHbl ObITb NepefaHbl 419 pACCMOTPEHUSA U BbINOMHEHUSA OLEHKN YNONTHOMOYEHHbBIMM
opraHamu rocygapcTe-yneHoB. OTyeTbl, [MTYP 1 BKMOYEHHbIE B NNaH CUCTEMbI YMpaBIieHWs PUCKOM, a Takke mobble
OOKYMEHTbI B OTHOLLEHUN Mep MO MUHUMM3ALIMM pUCKa MOTYT NoABepraTbCs ayauTy Un MHCMEKTUPOBAHUIO.

,El,epmaTenb perncTpaunMoHHOro yanoctoBepeHuda OOJKeH obecneynTb, 4YTOObI MeXaHW3Mbl OTYETHOCTU MO
pesynbratamMm NUCCrnegoBaHM UMM aHanM3oB MO OLEHKe Sde)eKTMBHOCTI/I Mep MUHMMU3aALUUKN PpUCKa noaTBepXxXaaincb
OOKYMeHTarbHO. [aHHble OOKYMEHTbl MOryT noaBepratbCa ayanTy Unn MHCNekKumun.

12.3. OTBETCTBEHHOCTb YNOMHOMOYEHHbIX
OpraHoB rocyaapCcTB-4rieHOB

YNonHOMoYeHHble opraHbl rocygapctB-4J/ieHOB HeCyT OTBETCTBEHHOCTb Ha HauMOHalilbHOM YpoOBHE 3a
ocyuwiecTBrneHne OOMOJIHUTENbHbIX Mep MUHUMM3auun pUcka, npuMeHdemMbiX KakK ycrnoBue no 6630I'IaCHOMy n
SC*)CbeKTVIBHOMy ncnonb3oBaHUIO NNEKAPCTBEHHOIO npenapara.

B oTHOWweHun Mep MUHMMU3aunMn pUcCKa, KOTOpblie Obln BBeAeHbl MOcre Bblgauvn perncTtpaumoHHOro
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yOoCTOBEpPEHUA, YMNMOJIHOMOYEHHbIE OpraHbl rocyaapctB-4J1€HOB OOJTXHbl obecneynTb oneparnBHoOE pacCcMoTpeHune un
cornacoBaHue npeacrtaBllieHHbIX Mep C AepXaTtenemM permctpaunoHHOro ynoCtoBepeHu4.

YNOMHOMOYEHHbIE OpraHbl rOCY4apCTB-YSIEHOB MPU HEOOXOAUMOCTM MOTYT OKas3aTb COAENCTBME COrnacoBaHWUtO
BHEOPSEMbIX Mep MWHUMWU3aLMM puUcka ANns BOCMPOM3BEAEHHbIX JIEKAPCTBEHHbLIX MpenapaToB (FreHepukoB) C
OOVHaKOBbLIM AEWCTBYIOLWMUM BeLecTBOM. B cnyyae HeobGXogMMocTu BBeAEHMSI LOMOMHUTENbHLIX MEpP MUHUMU3ALMM
pycka AN BOCNPOW3BEAEHHbIX NekapCTBEHHbIX npenapaToB (reHepukoB), 0bycnoBneHHbIX npobrnemamm, CBA3aHHbIMU C
6e30nacHOCTbI0 AEWNCTBYIOLLErO BELEeCTBa, Mepbl MUHMMU3ALUKU pUCKa, MNPUMEHSIEMblE K BOCMNPOWU3BEAEHHBIM
rnieKkapCTBEHHbLIM MpenapaTtaMm (reHepukam), crnegyet NpUBECTU B COOTBETCTBME C MepamMu MUHMMU3aALUKM pucka aOns
pedepeHTHOro nekapcTBeHHoro npenaparta. [pu onpegeneHHblXx 06CTOATENbLCTBAX B OTHOLIEHUW TMGPUAOHbLIX
NEKapCTBEHHbLIX MpenapaTtoB MOryT MNOHaAobWUTbCA OOMOMHUTENbHbIE Mepbl MUHMMM3AUUK pUcKa, MNOMUMO Mep
MUHUMMU3AUMM pUCKA, BBOOUMbIX ANs pedepeHTHOro rekapCTBEHHOro npenapata (Hanpumep, 0OyCroBMneHHble
pasnuuusaMmn B cocTaBe, cnocobe HasHavyeHnsa nnm npobnemamMmm HECOBMECTUMOCTN).

YnNonHoMo4YeHHbIe OopraHbl rocygapcCrtB-4J1€HOB [OOJTKHbI obecneynTb npuMeHeHune nobdoro MHCTPYMEHTa unu
MeToda Mo MUHMMMU3AUUWM puUcka. YNONHOMOYEHHbIE OpraHbl roCydapCTB-YIIEHOB AOMKHbI COrfacoBaTb C 3asBUTENEM
Unn aepxaTteneMm perncTpaumMoHHOro yYAoOCTOBEPEeHUss hopMaT U cpeacTBa MHCTPYMEHTOB UMM METOAOB MUHMMU3AUMK
pvcKa, BKIOYas nevaTHble Matepuvarnbl, UHTEPHET-NNATOPMbl U UHbIE ayano-BUAEO CPEACTBA, a Takke NiaHNpoBaHue
(rpadomk) onepaTvBHBIX Mep nepeq BbIXOOOM NeKapCTBEHHOro npenapaTta Ha UX PbIHOK UMK B Apyroe BpeMms B cry4vae
HeobxoaMmMocCTH.

YNONHOMOYEHHBIN opraH rocygapctBa-dneHa npuHMMaeT CaMoCTodTenbHOe pelleHne B OTHOLUEeHUMU Bbl60pa
COOTBETCTBYHLWNX HaUMOHalbHbIX 06pa303aTeanb|x mMmatepunanoB U WHbIX WHCTPYMEHTOB WK MEeToA4O0B MO
MUHMMU3ALUUN PUCKa, MpU ITOM peKoMeHayeTcA corfnacoBaHMe YMNOJIHOMOYEeHHbIMU OpraHaMu rocygapctB-4iieHOB
KntodeBbIX anemeHToB MYP. YNONHOMOYEHHbIE opraHbl rocygapcre-4JieHOB Ha HauMOHArIbHOM YPOBHE OCYLUECTBIAKT
KOHTPOIb pe3yrnbraTtoB BBEAEHNA MEPD MUHUMU3aAL NN PUCKaA.

12.4. OTBETCTBEHHOCTb AepxaTtenen
perncTpaunoHHbIX YA0CTOBEPEHNI

[epxatenb perncTpaLmMoHHOro YAOCTOBEPEHWST LOIMKEH ONPeaenuTb Lenu nNpeanoXeHHbIX JONOMHUTENbHbBIX Mep
MUHUMM3ALMN pUCKa M MNoKasaTenn OUEHKM uX 3hdeKkTMBHOCTU. Jliobble [LONOMNMHUTENbHbIE OMnepaTUBHbLIE MeEpbI
MUHUMM3ALMN pUcKa AOMMKHbI ObITb paspaboTaHbl B COOTBETCTBUM C OOLLMMW NMPUHLMNAMK, YKa3aHHbIMU B pasgenax
12.2.1 n 12.2.2 HacToswux NMpaBun, U MeTb NONHOE JOKYMEHTanbLHOe NOATBepXAeHne B nporpaMmme no MMHUMMU3aLmMm
pucka B COOTBETCTBUM C pasgenom 6 HacTosawmx MNpasun.

Mepbl, 0406GpeHHbIe YNONTHOMOYEHHbBIM OpPraHOM rocydapCTBa-ynieHa B NnaHe MUHUMU3aLUMn pucka, OOMmKHbI ObiTb
BbINOMHEHbI Ha HaUWMOHanbLHOM YpoBHe. [lepxkaTenb pPervcTpauvoHHOrO YAOCTOBEPEHWUS [OSMKEeH NpeacTaBnsiTh
MHPOPMaLMIO B OTHOLUEHWMM cTaTyca BbIMNOMHEHUS OOMOMHUTENbHBIX MEep MWHMMU3AUUKM pucka Mo pesynbratam
npeaBapuTeNibHOW [OTOBOPEHHOCTU C YMONTHOMOYEHHbIMWM OpraHaMu roCydapCTB-4YSIEHOB, a Takke WH(OPMUPOBaTb
YMOSTHOMOYEHHbIE OpraHbl roCy4apCTB-YNIEHOB B OTHOWIEHUWM JOObIX WM3MEHEHWI, CrOXHOCTEW WM BOMPOCOB,
BO3HMKAIOLUMX MPY BbINONHEHUW AONOMHUTENBHBIX MEp MUHUMMU3ALUMKU pucka. JTlobble COOTBETCTBYIOLLUME U3MEHEHUS B
OTHOLUEHUN WHCTPYMEHTOB MM METOAOB BLIMOMHEHUS MEP MWHUMM3auMW puUcKa [OMKHbl OblTb COMMacoBaHbl C
YNOSIHOMOYEHHbLIMM OpraHaMu rocy4apcTB-YeHOoB.

Mpy BBEAEHMWN B OEUCTBUE MHCTPYMEHTOB MMM METOAOB Ha OCHOBE MHMOPMALMOHHBLIX TEXHOMNOrUi aepxartenb
PErncTPaLMoHHOro Ya0CTOBEPEHUS! OOMKEH NPUMEHSATL TpeGoBaHNA, XapakTepHble ANA KaXaoro rocyaapcrsa-yneHa, ¢
y4yeToOM MoTeHUManbHbIX MpoGneM, CBSI3aHHbIX C AOCTYMHOCTbIO, pPacrno3HaBaeMOCTbl, OTBETCTBEHHOCTbIO,
KOH(MAEHUMNANBbHOCTBIO U 3aLLUTON AaHHbIX.

B oTHOWeHMN BOCNPOM3BEAEHHbLIX NEeKapCTBEHHbIX MpenapaToB (FeHepuKoB) AepXaTenb perncTpaurMoHHOro
yOOCTOBEpPeHUss OOoMmKeH paspaboTaTb Mepbl MUHMMM3AaUUW puUcka B COOTBETCTBMM C OObEeMOM, HanpaBfieHHOCTbIO,
cogepxaHveM U HOpMaTtoM WHCTPYMEHTOB WNW METOAOB, MNPUMEHSEMbIX AN OPUrMHANBHOIO NeKapCTBEHHOro
npenapata. CocTaBneHue rpaduka M NNaHMpoBaHWE OnepaTMBHLIX Mep AOMKHbl ObiTb Hagnexawum obpasom
CKOOPAMHMPOBAHbI B LENAX MUHUMMU3aLMN Harpy3kn Ha CUCTEMbI 34PaBOOXPaHEHNS.

OueHka 3(PEKTMBHOCTM Mep MUHUMU3ALUU pUCKa B OTHOLUEHUMM BOCMPOU3BEAEHHbIX NEeKapCTBEHHbIX
npenapaTtoB (FEHEPUKOB) OCYLLECTBISIETCS [AepXaTeneM perncTpauvoHHOro YOOCTOBEPeHWsl B COTPyAHUYECTBE C
YNONTHOMOYEHHBIMU OpraHaMu rocyAapcTB-YrieHoB. B cryyae o6ocHOBaAHHOCTY MpPOBeAEHWUs MCCriedoBaHWn B LensiX
MUHUMMW3aLUMN Harpy3kM Ha CUCTEMbl 30paBOOXPAHEHUs HACTOATENbHO PEKOMeHOYeTcs NpoBedeHWe COBMECTHbIX
nccnenoBaHuii. Hanpumep, ecnu HasHayeHo MNpoBeaeHWe NPOCNEKTUBHOIO KOFOPTHOMO MCCriedoBaHus, BKMHOYEHWEe B
nccnenoBaHve OOMKHO GbiTb HE3ABUCMMbBIM OT HasHa4YeHWs NMeKapCTBEHHOro npenaparta ¢ onpeaeneHHbIM TOProBbIM
HauMeHOBaHWEM MWW OT OMpefesieHHOro MPOM3BOAUTENS FeKapCTBEHHOro npenaparta. B aTux cnyyasx pervcrpaumst
[AaHHbIX OnpeaerieHHOro NeKapCTBEHHOTO MpernapaTa SIBNSeTCs BaXHOW B Lensx ObicTpol maeHTudukaumm nroboro
HOBOTO pUCKa, NPUCYLLENO KOHKPETHOMY NeKapCTBEHHOMY npenapary.

,!J,epx(aTenb perncTpaumMoHHOro yooCctoBepeHna OOIMKeH KOHTPONMpOoBaTb pedyribraTbl MEPp MUHMMU3aUNn pUCKa,


%5Cl%20Par2368%20%20%5C
%5Cl%20Par2368%20%20%5C
%5Cl%20Par2380%20%20%5C
%5Cl%20Par809%20%20%5C

KoTopble BKkNtoyeHbl B [TYP. O6Lwme npuHLmMnbl oueHKn 3chdeKTMBHOCTU yKasaHbl B MyHKTe 12.2.4 HacTosAwmx [Npasun.

[epxaTtenb perncTpaLunoHHOro Ya0CTOBEPEHUS AOMKEH NPEeACTaBUTb OTYET B OTHOLLEHWUM OLEHKM 3¢peKTUBHOCTU
[AOMNOJSTHUTENbHBIX MEP MUHUMU3aLMN pUCKa, MMEIOLLIMX OTHOLLEHME K OLEHKe COOTHOLIeHMs "nonb3a - puck” B NMOOB.

[epxaTtenb perMcTpauroHHOro YA0CTOBEPEHUS AOMKEH 00EeCneYnTb CBOEBPEMEHHYIO CBSI3b C YNOTHOMOYEHHbBIMY
opraHamu rocyapCTB-4JIEHOB Asl BbIMOSTHEHUSI COOTBETCTBYIOLLEN PErynsTOpHOM OLIEHKN.

12.5. COTpyOHUKM CUCTEMbI 34PaBOOXPAHEHUS U NALNEHTbI

B3aumopgeincTene coTpyaHWKOB CUCTEMbI 30PaBOOXPaAHEHUS] U MALMEHTOB SBMSIETCS KpalHe BaXKHbIM (hakTopoM,
HeobXoAMMbIM Anst YCMNELIHOro BbIMNONHEHMS obpasoBaTenbHbIX NPorpaMm 1 (Mnm) NporpaMm KOHTPONMpyemoro gocTyna
B Uenax onTMMmM3aumm CooTHoweHus "nomb3a - puck'. Heobxogmmo ypenstb ocoboe BHUMaHue nwbon mepe
MUHUMU3ALNM pUCKa, KOTOpas MOXET ObiTb BBeAeHa Ans obecneveHus 6eaonacHoro 1 ahEKTUBHOIO MCMONb30BaHMUS
nleKkapCTBEHHbIX NpenapaTos.

12.6. BrnivsHme adhpekTMBHOCTU MepP MO MUHMMM3ALUKN pUCKa
Ha nnaH yrnpasneHns puckamm 1 Nepmoguvecknii 0GHoBNAEMBbIN
oTyeT no 6esonacHoCTU

O6HoBneHns MNOOB u TYP pomkHbl BKAKYATb CYMMapHyl OUEHKY pesynbrata AOMOSHUTENbHbIX Mep
MUHUMM3ALMN PUCKA, BBEOEHHbIX ONs1 YMEHbLUEHUS] BaXXHbIX PUCKOB, CBA3AHHbBIX C MPUMEHEHWEM J1eKapCTBEHHOMO
npenapata. B TYP akueHT pomkeH OblTb caoenaH Ha TOM, Kak BbIMOMHseMasi AeSTeNnbHOCTb U ee pesynbraThbl
OTpaXalTCsl Ha NMaHMPOBaHWM Mep MUHUMM3aLMK pucka U (unn) dapmakoHagsopa. B NOOB gomkHa ObiTe caenaHa
OLleHKa BO34ENCTBUS BBEOEHHbIX Mep Ha npodunb 6Ge3onacHoCTU U (MNK) COOTHOLIEHME "nonb3a - puck”
nekapcTBeHHOro npenapara. AKUeHT JormkeH bbITb caenaH Ha nHdopMaumio, Kotopasi MonyvyeHa B Npouecce OTYETHOro
nepuoga unm ¢ MOMeHTa OCYLLECTBNEHUS HEAABHMX MEP MO MUHUMWU3ALIMKN PUCKA.

PesynbTaThbl OLUEHKM 3EKTMBHOCTU MEp MUHMMM3ALUM pUCKa BO BCEX Clydasx noanexar BkrodeHuo B MYP.
Kak yacTb Takoi KpUTMYECKOW OLIEHKU AepXaTenb PerucTpaLMoHHOro yOAoCTOBEepeHuUs AoMmKeH caenaTtb HabniogeHus B
OTHOLWEHUN ¢aKToOpOoB, CNOCOGCTBYIOLWMX [OOCTUMXEHUIO Uenu WUMNu npuBoasWMX K HeOoCTaTOYHOCTU WK
Hea(peKTUBHOCTN Mep MWHUMM3aUMM pucka. TakoM KpPUTUYECKUA aHanmM3 MOXET BKIoYaTb CCbINIKY Ha OMnbiT 3a
npeaenamv rocyapcTB-YneHoB (Mpy Hanu4um).

OueHka 9dPEKTUBHOCTM MEP MUHMMM3AUUW pucka AOIkHa OblTb akUueHTMpoBaHa Ha TO, ObinMM N OHU
YCMELWHbIMA B OTHOLUEHUN MWHMMM3aUMWM LeneBoro pucka. OueHKka BLIMOMHAETCA C MCMNONb30BaHMEM KOMOMHALMM
rnokasaTenemn npouecca u pesynsrata B COOTBETCTBUM NMyHKTOM 12.2.4 Hactoawwmx [Mpasun. PekomeHayeTcs caenatb
pasrpaHMyeHne mexay Mepamud MUHUMKU3auuM pucka, BBEOEHHbIMW B MOMEHT Bbldayn YOOCTOBEPEHUS O
rocydapCTBEHHOW perncrpauum, 1 TEMn Mepamu, KoTopble Oblnin BBEAEHbI NO3OHEE HAa NOCTPErNCTPaLUOHHOM 3Tarne.

OueHka 3PPEKTMBHOCTM MeEp MMHMMM3aAUMM puUcKa [OrmkHa ObiTb npedcTaBrneHa C y4eToM  crneayrLmnx
pekoMeHaauunn:

a) OUEeHKa JOMMKHa NPeACTaBnATb KOHTEKCT NyTeM:

KpaTKoro onncaHma BBeAeHHbIX Mep MUHNMU3aLNUN PUCKA,

onpegeneHns ux uenewm;

onncaHus BbIbBpaHHOro nNpouecca 1 nokasartenen pesynsrara;

0) oueHka [JorkHa BKMHOYaTb COOTBETCTBYIOLLMI aHanu3 XxapakTepa HeXernaTeNbHbIX peakuui, BKYas ux
Cepbe3HOCTb M NpenoTBpaTUMOCTb. Fne 9TO YMECTHO, cnenyet TakKXKe BKIHYUTb NOornctnyeckune q.)aKTOpr, KOTOpbIE
MOryT NOBIMUATb Ha KINUHUYEeCKOe BbINOJTHEHNUE Mep MUHUMU3aL NN pUCKa;

B) OuUeHKa OOJPKHa BKIoYaTb uUccnegoBaHUE BbINONTHEHUA Mep MUHUMMKU3aUuun puUcKa B pyTI/IHHOI7I KNUHNYEeCcKomn
NpaKkTuKke, BKM4Yaa BCe OTKIIOHEeHUA OT nepBOHa4YaribHOro nraHa. Takas OUEeHKa MOXeT BKI4YaTb pesynbraThbl
nccregoBaHnii UCNOMb30BaHMS NEKAapCTBEHHOIO Npenapara;

r) nokasatenu pesynbrata (4actota M (MnM) CEepbe3HOCTb HeXenaTeribHbIX peakuun) OOSMKHblI SABMNSATLCS
KMOYEBBbIMW KOHEYHBbIMWM TOYKaMW MPW OLEHKE CTEMNeHU AOCTMXKEHMS MOCTaBMIEHHbIX 3a4ay Mpu BbINOMHEHUN Mep
MUHMMM3ALUN pUCKa.

MpeanoXeHuss B OTHOLUEHWMM M3MEHEHMIW MO COBEPLUEHCTBOBAHUIO MEp YMNpaBlieHUs pUCKaMy OOMKHbl ObiTb
npegcTtaeneHsl B cooTBeTcTByloweM pasgene MOOB. MnaH MuHMMU3auMM PUCKOB crieqyeT OOHOBNATb C YYETOM
noctynaoLien nHdopmaumm B OTHoLEHMN 3HPEKTUBHOCTM MEP MUHUMU3ALUK pUcKa.

Yactota o6GHoBneHus MYP pomkHa 6biTb NpoMopLMOHAnNbHOW pUcKaM, CBSA3aHHbIM C MPUMEHEeHUeM
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JNIeKapCTBEHHOro npenaparta. O6Hoenennsa MYP gomkHbl ObITb aKUEeHTUPOBaHbl Ha nporpaMmmy MUHUMU3aunn pucka un
npeancraesneHne 0OHOBNEHWI N0 OocyLiecTBleHno mep MMHUMMNU3aumm pucka, rge 3to NpuMeHnMo.

B cnyyae oOOHOBNEHWS OrpaHUYEHHOrO KONMMYecTBa pas3fenoB, OHW [OOIMKHbl ObITb NEpeyvyncrneHbl B
CONpPOBOANTENBHOM MUCbME MpY MpeacTaBneHMn OOKyMeHTauun. B cnyyae ecnv no pesynbratam BhINOMHEHWUS Mep
MUHUMKU3aLMKM pucka Tpebyetca BHeceHue usaMmeHeHun B OXJIM, ocHoBaHWA W OaHHble WU3MEHEHUS! AOMMKHbI
noareepxaatecs nogaden NMOOB, oTpaxaroLero ykasaHHble acrnekThbl.

12.7. Npo3spayHocTb

YNOMHOMOYEHHbIE OpraHbl rocy4apcTB-4nieHoB obecneymBaloT MpPO3pavyHOCTb U OOCTYMHOCTb MHAOpMauun no
BBEOEHHbIM MepaM MMHUMM3ALUMK pUCKa NyTEM UX pa3MeELLEHMs] HA COOTBETCTBYIOLLMX MHTEPHET-NopTanax cneayroLlemn
nHdopmaummu: gencreyrowen pegakumm OXJII, pestome MYP ¢ ykasaHneM BBeAEHHbIX MEP MMHUMU3ALIMK pUCKa.

13. JononHUTENbHbIN MOHUTOPUHT
13.1. BeBegeHue

dapmakoHaasop ABNSETCA HeobXoauMOoN (OYHKUMEN CUCTeMbl 30paBOOXPaHEHWs M HanpaeneH Ha ObicTpoe
BbISIBNIEHWE U pearnpoBaHne Ha noTeHuuarnbHble yrpo3bl 6e30nacHOCTU, CBA3aHHbIE C UCMONb30BaHWEM NEKapCTBEHHOIo
npenapara.

[ocygapcTBeHHas perucTpaums nekapCcTBEHHOro npenaparta OCYLECTBSETCS Ha OCHOBaHWUM MONOXUTENBHOMO Ha
MOMEHT perncTpauum COOTHOLWEHMS "nomb3a - pUCK" NekapcTBEHHOro npenaparta Ans onpegeneHHbIv Leneson rpynmnbl
nauneHToB B Npefenax o4obpeHHbIX MoKasaHUm 1 pekoMeHAaUMIN MO MPUMEHEHMIO.

OpgHako He BCe PUCKM MOryT ObiTb BbISIBIIEHbI K MOMEHTY MepBOHaYasibHOM perucrpauuu, HEeKoTopble PUCKM
BbISIBIISIFOTCS Ha MOCTPErMCTPaLMOHHOM 3Tane Mnpu LMPOKOM MPYMEHEHMN NeKapCTBEHHOrO npenapara Ha NpoTshKeHUN
BCEr0 XXM3HEHHOTO LiMKIa NiekapCTBEHHOro Npenapara.

Ona o6GecneyeHUs BO3MOXHOCTU BbIMOMHEHUA KOHTPONA 6e30MacHOCTU IeKapCTBEHHbIX NpenapaTos
MpONopLUMOHANnbHO YPOBHIO pUCKa, COMPSPKEHHOMY C UX MPUMEHEHMEM, LenecoobpasHbiM siBMsieTcs hopMupoBaHue
nepeyHsl neKapCTBEeHHbIX MpenapaTtoB, TpebylolmMx paclmMpeHHoro cbopa [OdaHHbIX Mno 6esonacHoOcTM nocre KX
perucTpauum, 4YTo O3Ha4yaeT BBeAEHMEe KOHUENUUW AOMOMHUTENbHOTO MOHUTOPUHIA B OTHOLLEHWM HEKOTOPbIX
nekapCTBEHHbIX NpenapaTos.

YNOMHOMOYEHHBIMM OpraHamMm rocyaapCTB-YIIEHOB CO30AeTCs, NOOOEPXKUBAETCA B aKkTyarbHOM COCTOSIHUN U
nyGnuKyeTcs eQuHbIA CMMCOK NEKapCTBEHHBLIX NpPenapaTtoB, Noasexalmx OOMNOSIHUTENbHOMY MOHUTOPUHIY (goanee -
CMUCOK) Ha TEPPUTOPUSIX FOCYLAPCTB-YNeHOB. Takme nekapcTBeHHble npenapatbl B OXIIM n UMIT (J1B) o6o3HavatoTes
nepeBepHYTbIM YepHbIM paBHOOEOPEHHBIM TPEYrONIbHUKOM , KOTOPbIA COMPOBOXAAETCA Creaylowen NOsSICHUTENbHON
Hagnuceto: "[aHHbIN nekapCcTBEHHbIN npenapat MNOAMNEXUT AOMOMHUTENBHOMY MOHUTOPUHIY. 3TO MNO3BONUT OBbICTPO
BbISIBUTb HOBYK WHpopmaumo no 6esonacHoctu. Mbl obpawaemcs k paboTHMKaM CUCTEMbI 30PaBOOXPaHEHUs C
npocbbor coobLyaTb 0 NbbIX MO403PEBAEMbIX HEXENATENbHBIX peakumnsax.”.

13.2. CTpyKTYypbl 1 NpOLECChHI
13.2.1. MNMpuHUUNBI NPUCBOEHUA CcTaTyca OONOSTHUTENBHOMO MOHUTOPMHIA IeKapCTBEHHOMY npenapary.

PeFI/ICTpaLI,VIﬂ BCEX J1eKapCTBEHHbIX MNpenapaTtoB OCYLWEeCTBNAETCA Ha OCHOBaHUW NpPU3HaAHUA COOTHOLLUEeHUA
"nonb3a - puUcK" MONMOXWUTENbHLIM C YYETOM MMEKLLIMXCA HA MOMEHT peructpauumm CBedeHUn (OaHHbIX KIMHUYECKUX
nccregoBaHUM, KOTOpble MPOBOOMNUCL Mpu  pa3paboTke nekapCTBeHHOro npenapata). OpHako HexenaTenbHble
peakuun, KOTopble BO3HWKAKT pedko Nnbo pasBumBatoTCA MpU ANUTENbHOM MPUMEHEHWW, MOTYT CTaTb O4EBUAHbLIMU
TONbKO Nnocne npnMmeHeHna nekapCcTtBeHHOro npenaparta bonee LLUAPOKAM Kpyrom nauneHToB U (I/IJ'II/I) nocne AnnTenbHOro
npuema. Kpome Toro, npemMmyLliectBa M PUCKW, CBA3AHHbIE C MPUMEHEHMEM NEKAPCTBEHHOrO npenapara, BO3MOXHO,
OLeHVBanNnCh B YCIOBUSX, OTIIMYHAIOLLMXCS OT YCIOBUIA MOBCEAHEBHON MEANLMHCKOWN NPaKTUKKU, HANpUMep, KIMHUYecKne
nccnefgoBaHWA MOTYT MCKMOYaTh OMpedeneHHble TuMbl MauueHTOB C MHOXECTBEHHbIMWM COMYTCTBYHOLMMU
3aboneBaHMsIMM MU CONYTCTBYKLMMM JeKapCTBEHHbIMU npenapaTtamu. Takum obpasom, nocne Bbixoga
NeKapCTBeHHOro npenapara Ha pPbIHOK €ro ucnonb3oBaHue pasfnnyHbiIMM NoNynAuMOHHBIMKU Fpynnamu Tpe6yeT
MOCTOSIHHOTO MOHUTOpUHra. [lepxatenn perncTpauuoHHOro YAOCTOBEPEHUS M YMONTHOMOYEHHbIE OpraHbl rocygapcTB-
YIEHOB OCYLLECTBAAKT MOCTOAHHbLI MOHWUTOPWHI FEKapCTBEHHbIX MpenapaToB Afs MOMyYeHUs MOSABMASHOLENCS
nHdopmaumm no ©6e3onacHOCTM, a TaKKe BbIMOMHAKT OLEHKY €e BMWSHWS Ha COOTHOoWeHue "nonb3a - puck”
nekapcTtBeHHoro npenapata. OgHako HEKOTOpble feKapCTBEHHble npenapaTtbl TPebylT BbINONHEHMs ©Oonee
WHTEHCMBHOIO cbopa AaHHbIX MO 6e30nacHOCTM Mocre MNPOXOXAEHUS FOCyAapCTBEHHOW peructpauum ¢ Tem, YTobbl
MaKkCcumMarlrbHO 6bICTpO BbiABNATbL HOBblIE€ 3Ha4unMble I'IpO6J'IeMbI, CBA3aHHbIE C 6e3OI'IaCHOCTbl0, n HemegreHHo
npegnpvHuMaTth Hagnexawme mepbl. Ons noBbilweHns 3(MEKTUBHOCTU MOHUTOPUHra Ge30nacHOCTU OnpenerneHHbIX
NeKapCTBEHHbIX MpenapartoB M CTUMYNMPOBAHUA NPEACTaBMEHUS CMOHTAHHbIX COOOLWEHUN O BbIABMEHHbIX
HexxenarernbHbIX peakuMsax BBe4eHa KOHLUEeNUUsA A0NOMHUTENBHOIO MOHMTOPUWHTA.



CTaTyc OOMOMHUTENBHOrO MOHUTOPUHTa MOXET NMPUCBauMBaTbCsl IeKapCTBEHHOMY NpenapaTy BO BpeMsi Bbldauu
YOOCTOBEPEHUSA O rOCYAapCTBEHHONW peructpauumM unmu Ha Gonee No3gHWX atanax KM3HEHHOro LMKMa NeKkapCTBEHHOro
npenapata npu BbISBMEHUU B MNpPOLIECCE MOCTPErncTPaLMOHHOIO MOHUTOPUHIa HOBOW MNpo6rembl, CBA3AHHON C
6e3onacHoCTbio. B 4acTHoCTM, cTaTyc AOMNOMHMTENbHOrO MOHWUTOPUHIA BaXeH MpU Bblgade pPermcTpaumOHHbIX
YOOCTOBEPEHUI HA feKkapCTBEHHble npenapartbl, coAepXaliMe HOBOe [OelCTBYloLlee BeLeCcTBO, AN BCeX
1ieKapCTBEHHbIX MpenapaToB GMOMOrMYecKoro NPOUCXOXKAEHUS, KOTOpbIe SABMNSOTCSA NpUopUTETaMM ANl OCYLLECTBIEHUS
(papmakoHag3opa. YMNofHOMOYEHHble OpraHbl rocydapCTB-4fieHOB MOryT Takke noTpeboBaTb BBedeHWe cTaTyca
[0NONHUTENBHOMO MOHUTOPMHIa AN NekapcTBEHHOro npenapara npu onpeaeneHHblX 06CTOATeNbCTBaxX, Hanpumep, no
pesynsrataMm MNpPOBEAEHUSI MOCTPEerncTpaumoHHOro uccrneaoBaHuss 6e30MacHOCTM UMM OrpaHUYEHUd B OTHOLLIEHUU
6e3onacHoro 1 ahEKTMBHOTO UCMONb30BaHNSA FIeKapCTBEHHOIO npenapara.

13.2.2. OBMeH AaHHBIMW 1 NPO3PAaYHOCTb.

CrtaTyc OOMOMHUTENbLHOrO MOHUTOPUHra [OOJSDKEH AO0BOAUTHLCA A0 cBefeHus pabOTHUKOB CUCTEMBb
3[paBOOXpaHEHMST U MNALUMEHTOB TakMMm o6pasom, 4ToObl 4MCNO COOOLWEHWA O npegnonaraembiX HexXenaTerbHbIX
peakumsix MOBbILWANOCb, HO MPW 3TOM He co3fdaBanacb Ype3MepHas TpeBora. OTO MOXHO OOCTWUrHYTb, Hamnpumep,
nogyepknBas HeOOXOAMMOCTb JyudLLEen XapakTepUCTUKM Mpodumns 6e30nacHOCTM HOBOIO JEKapCTBEHHOro npenapara
nyTemMm BbISIBMIEHUA [OMOMHUTENbHBLIX PUCKOB, HO COOTHOCATCA 3TW MNOTeHUuMarbHble PUCKNW C [OKa3aHHbIMU
npenMmyLiecTsamm M TepaneBTUYECKOW MOMb30W [aHHOro nekapcTBeHHOro npenapara. O6LienocTynHbIA  CMMCOK
NEeKapCTBEHHbIX MpenapaToB CO CTAaTyCOM [AOMOSIHATENbHOIO MOHUTOPUHra AOSMKEH MOCTOSHHO OOHOBMATLCA
YMONTHOMOYEHHBIM OpPraHOM rocyaapcTBa-yneHa B cdepe obpalleHnsi eKapCTBEHHbIX cpeacTB. Kpome Toro, COTpyaHUKM
CUCTEMbI 3[4pPaBOOXPAHEHUS W MAUUEHTbl OOMKHbI UMETb BO3MOXHOCTb JIEFKO pacrno3HaBaTb 3TW MPOAYKTbl MO UX
MapkupoBke. Mybnukaumsa cnncka BMecTe C COOTBETCTBYHOLLMM COODLLEHNEM A0MKHA NobyXaaTb COTPYAHUKOB CUCTEMbI
30paBOOXpaHEHNs 1 NauMeHToB coobliatb 060 Bcex NoAo3peBaeMbliX HeXenaTenbHbIX peakuusix Ha NeKkapcTBEHHble
npenaparbl, nognexawine 4onorHUTENBHOMY MOHUTOPUHTY.

13.3. Kputepuu BKMOYEHUS NeKkapCTBEHHOMO npenapara B CNnCcoK
AONOMHUTENBHONO MOHUTOPUHTA

13.3.1. OBs3aTenbHble KpUTEPUN BKITHOHEHNS.

B cnucok J1IeKapCTBEHHbIX npenaparoB, noanexawnx AonoJIHUTeNIbHOMY MOHUTOPUHTY, BKIKOYalTCA cnegyroline
KaTteropummn rfiekapCTBeHHbIX NMpenapaTtoBs:

a) nekapcCTBeHHble MpenapaTbl, PerucTpypyemMble Ha TeppuUTOpUsSIX TOCYOapCTB-YNeHOB, copepXallive HoBoe
JelcTBylolLee BellecTBO, KOTOpoe [0 BCTYMINEHNUS B CUMy HacTosALWMX [MpaBun He GbINo 3aperMcTpupoBaHo HY B O4HOM
13 rocylapCTB-4YJIEHOB B COCTaBe KaKkoro-nmbo nekapcTBeHHOro npenapara;

6) JleKapCTBEHHbIE MpenapaTtbl Guonoruyeckoro NPOUCXOXOEHUA, PErMcTpupyemMmble Ha TePPUTOPUN rocygapcrea-
YreHa nocrne BCTynneHna B CUiy HactoALlmnx I'IpaBMn;

B) NekapCTBEHHbIE MNpenapaTbl, Ha KOTOpble YMONMHOMOYEHHLIM OpraHoOM rocyAapcTBa-yneHa 6bino 3atpeboBaHo
BbINOSTHEHME NOCTPErnMCTPaunMoOHHOro wuccnegoBaHus 6e30MacHOCTM Ha MOMEHT BblAdayuM YAOCTOBEPEHUSA O
rocygapCTBEHHOWM perncTpaummn Unuv nocne Bblaayn yooCTOBEPEHUS O rOCYAapCTBEHHOW perncTpauum.

13.3.2. lononHuTenbHble (hakynbTaTUBHBIE) KPUTEPUN BKITIOYEHMS.

Mo 3anpocy ynoJiIHOMO4YeHHOro opraHa rocygapcrBa-yrieHa JieKkapCTBeHHbIe npenaparbl MOryTt ObITb BKITHOYEHLI B
cnncok noanexawux AOOonofTHUTENbHOMY MOHUTOPUHTY Ha OCHOBaHUW crneayrwnx OONONHUTESNbHbIX KpUTepues
BKIMHOYEHUA:

peKkoMeHgauuy no MPUMEHEHUID JIEKApCTBEHHOIO npenapata CoAepXaT CyLWeCTBEeHHble OrpaHuyeHus,
HeobxoauMble Ans obecneyeHns ero 6e30nacHoro 1 agEKTUBHOTO NPUMEHEHUS;

YNONMTHOMOYEHHbIM OpraHoOM rocyaapcTBa-dyieHa onpeaeneHo Wucnonb3oBaHMe WHbIX Mep no obecnevyeHuto
6e30MacHOCTM NekapCTBEHHOTO Npenapara B CUCTeMe yrpaBreHusi puckamu;

YMOSNIHOMOYEHHbLIM OpraHoOM rocydapcTBa-yneHa yCTaHOBNeHO 06A3aTenbCTBO ANA AepKaTens perncTpaunuoHHOro
YOOCTOBEPEHUS MPOBECTM NOCTPErMCTPALIMOHHOE MccrneaoBaHne apqeKTUBHOCTY.

PelleHne no BKMYEHUIO NEKAPCTBEHHOrO Mpenapara B CMMCOK MoAnexawiux OOMNOMHUTENbHOMY MOHUTOPUHIY
OOMKHO Takke y4uTbiBaTb BOMPOC O LENecoobpasHOCTU [aHHOro ctatyca C YYeTOM WHbIX AOMOSNTHUTENbHbIX
MeponpusaTuin hapmakoHagsopa, npeanoxeHHbix B MYP.

13.4. Kputepum onpeaeneHnsa Ha4yanbHOro BpeMeHu
KOPPEKTUPOBKM CMMCKa NeKapCTBEHHbIX NpenapaTos, noanexalinx
OOMNOMHUTENBHOMY MOHUTOPUHTY



13.4.1. OBsazaTenbHble KpUTEPUU.

[na nekapcTBEHHbIX MNpenapaToB, COAEpXalluxX HOBble [OelCTBylOLIME BellecTBa, a TakKxe [Ons Bcex
neKapcTBEHHbIX NpenapaToB 6MONOrMYecKoro NPOUCXOXAEHMS HaYanbHbI Nepuo BKMOYEHUS cocTaBnsaeT 5 neT ¢ aatsl
rocyapCTBEHHOW perucTpaumm Ha TeppuTopumM rocyaapcTea-yrneHa.

13.4.2. JononHuTENbHbIE KPUTEPUN.

[na nekapcTBEHHbIX MpenapaToB, BKIOYEHHbIX CMMCOK Ha OCHOBaHUWM YCTAHOBIEHWS OmnpederieHHbIX YCIoBUIA
(npoBedeHMe NOCTPEerucTpaLUMoHHbIX WUCCNegoBaHuii GesonacHocTu, 3dEKTUBHOCTU, TpeGoBaHW K cuUcTeme
ynpaBneHus puckamu), Nepuod BKIMHOYEHUS B CMUCOK CBA3aH C BbINOMHEHWEM COOTBETCTBYIOLIMX YCMOBUA U
06a3aTenbCTB, BO3MOXKEHHbIX HA Oep)aTens PerucTpaLyMoHHOro YOOCTOBEPEHUSA, U OmnpedenseTcs YnofHOMOYEHHbIM
OpraHoM rocyjapCTB-4reHOB COOGPa3HO MX BbIMOSTHEHMIO U MOMyYaeMbIM pe3yrnbTatam.

Ha NPOTAXEeHUN XNU3HEHHOro UWKIa nekapCTBeHHOro npenapara BO3MOXHO €ro HeoaHOKpaTHOe BKIk4YeHune B
CMUCOK J1eKapCTBEHHbIX NpenapaTtos, noanexawnx AononHNTENTIbHOMY MOHUTOPUHTY.

13.5. O6aA3aHHOCTN YNONMHOMOUYEHHbIX OPraHOB roCy4apCTB-4YIIEHOB
YNONMHOMOYEHHBIM OpraHam rocyaapcTB-4fieHOB CreayerT:

a) MHGOPMMPOBaTb YNOTHOMOYEHHbIE OpraHbl APYrMX rOCYAApPCTB-UYIIEHOB O MPUHATOM PELUEHUM MO BKITHOYEHUHO
PerncTpmpyembix (3aperMcTpupoBaHHbIX) NEKapCTBEHHbIX MpenapaToB B CMWCOK MoAnexalnx AONOSIHUTENbHOMY
MOHMTOPUHTY, obecneunTb MNpeAcTaBleHne SNEKTPOHHOW CCbITKM Ha Be6-CTpaHuuy YNOMHOMOYEHHOro opraHa
rocyaapcTBa-unieHa, rae oTKpbIT 0bLWMiA 4OCTYN K MHdopMaLmmK O NekapcTBeHHOM npenaparte u pestome MYP;

©) onybnukoBaTtb Ha canTax B UHPOPMALMOHHO-TENEKOMMYHUKALIMOHHON ceTh "MIHTEpHET" CNUCOK NeKapCTBEHHbIX
npenapaToB, 3aperucTpMpoBaHHbIX Ha TEPPUTOPUAX TFOCYAApPCTB-UNEHOB, KOTOpble noanexar OONONHUTENbHOMY
MOHUTOPUHIY. B cnncke ykasblBaeTCs 3MEKTPOHHAs CCbhiflka Ha CaWT YMNOMIHOMOYEHHOrO OpraHa rocyaapCrBa-yrieHa B
MHPOPMaLMOHHO-TENEKOMMYHUKAUNOHHON ceTu "HTepHeT", roe OTKpbIT obwui gocTyn K WMHdopmauuum o
nekapcTBeHHOM npenapare u pestome NYP;

B) MH(OPMUPOBATL YMONTHOMOYEHHbIE OpraHbl APYrMX FOCYAapCTB-YNIEHOB O 3aperncTpuMpoBaHHbIX MO
HauMoHanbHOW Mpolueaype NeKapCTBEHHbIX MpenapaTtax, BKYEHHbIX B CMUCOK JIEKAPCTBEHHBLIX MpenapaTos,
noanexalumx A0onoSIHUTENbHOMY MOHUTOPUHTY;

F) YU4NUTbIBaTb CMUCOK nognexawnx AOOMNOJIHUTENIbHOMY MOHUTOPUHTY JeKapCTBEHHbIX TMNpenapaTtoB TMNpu
onpeaeneHnn 4acTtotbl K 0COBEHHOCTEN BbIMOHAEMbIX npouenyp no o6Hapy>|<eHmo CUrHanos,

,El,) VIH(*)OpMMpOBaTb COOTBETCTBYOLLEro gepxarenda permctpaumoHHOro yaoctoBepeHuna O NpuHATUM pelueHua no
BKITIOHEHUIKO B CMUCOK NMEKapCTBEHHbLIX NMpenapaToB, noanexawmx 40NoNTHUTENTbHOMY MOHUTOPUHTY;

e) npuHMMaTb BCe Haanexaiwune mepbl Ana Toro, 4yTOObI COTPYOHUKM CUCTEMDbI 340paBOOXpPaHEHUA U NauUneHTbl
coobLanu o nobbix noagospeBaeMbIX HeXenaTteribHbIX peakunax Ha J'IeKapCTBeHHbIIZ npenapar, BKINKOYEHHbLIA B CMUCOK
NeKapCTBEHHbIX Npenaparos, nognexawmnx AonoJIHNTEeNTbHOMY MOHUTOPUHTY;

X) BbINOMHATL eXemMecsayHoe OOHOBIEHME CMUCKa NeKapCTBEHHbIX NpenaparoB, noanexawux AononHUTENbHOMY
MOHUTOPUHTY.

13.6. Ob6s3aHHOCTU AepxaTenen perncTpaumMoHHbIX YOCTOBEPEHUN
[epxaTtenb perncTpaumoHHOro yaoCcToBepeHns 06513aH:

a) skntoumTtb B OXJIM 1 UMIT (J1IB) cBoMX nekapCTBEHHbIX NpenapaTtoB, BKIHOYEHHbIX B CMMCOK Moanexanx
AONOMHUTENBHOMY MOHWUTOPUWHIY, CUMBOI YEPHOrO TPEeYronbHuKa , a Takke CTaHAapTHOE MNOSICHEHWE O AONOMHUTENBbHOM
MOHUTOPWHTrE;

0) BKNMIOUMTbL MHGOPMALUIO O cTaTyce [AOMONHUTENbHOrO MOHUTOPWHra B NOGOM MaTtepuarn, KoTopbii Oyget
pacnpocTpaHsATbCst cpean paboTHUKOB CUCTEMbI 34PABOOXPAHEHUSI M MALMEHTOB, a TakkKe OOMKEH MPUNOXUTbL BCe
ycunus, 4Tobbl CTUMYNMpPOBaTh PENOPTUPOBAHME HEXeNaTernbHbIX PeakUmi, Kak 3TO COracoBaHoO C YNONIHOMOYEHHbBIMM
opraHamu rocygapcTB-4i1EHOB;

B) npencrtaBUTb yNnOrIHOMOYE€HHbIM OpraHamMm rocygapcrtB-4iieHOB AaHHble U NOATBEepPXAEHUA CTaTyCa BbINOJTHEHNA
Kakux-nmbo yCJ'IOBI/IVI, HaKnagbiBaeMblX AaHHbIMU YNONTHOMOYEHHbIMW OpraHamMu;

r) npeacrasutb cootsetcTByowme nameHeHusa B OXJIM u UMM (JIB) no BkMOYEHUIO MNK yAaneHno 4YepHoro
cMMBONa W CTaHAAPTU3NMPOBAHHOW MOACHUTENbHON OPMYNMPOBKM B MOpsiAKe, YCTAHOBMEHHOM npaBuniamu
perncTpaumm n 3KCnepTusbl NeKkapCTBEHHbIX CPEeACTB ANA MEeQULMHCKOro NpUMeHeHus, yTeepxaaembimn EBpasniickon
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9KOHOMMYECKOW KOMUCCUEN, W TpebOoBaHMAMM K WHCTPYKUMM MO MEOULMHCKOMY MPUMEHEHUI0 NEKapCTBEHHbIX
npenapaToB 1 0ODOLLEN XapaKTEPUCTUKE NEKAPCTBEHHbIX NpenapaToB AN MEQULMHCKOTO NPUMEHEHUS, YTBEPXKOAEMbIMU
EBpa3sninckon aKOHOMMUYECKON KOMUCCUEN.

13.7. YepHbIi CMMBON M NOAICHUTENbHAs 3anucka

[na nekapCTBeHHbIX NpenapaToB, BKNIOYEHHbIX B CMIMCOK NOAMEXalunxX AONONHUTENBHOMY MOHUTOPUHIY, OXJIIT un
VMM (J1B) pomkHbl cogepxaTb 000O3HaAYeHMEe MepeBEepHYTOro YepHOro paBHOGEOPEHHOro TPEeyrofibHMKa , KOTOpoe
COMNPOBOXAAETCS crieaytoLlel NOSICHUTENbHON HAAMUCHIO:

"[laHHbIN NeKapCTBEHHbIA NpenapaTt NoaneXxuT AONOMHUTENbHOMY MOHUTOPUHIY. OTO MO3BONUT GbICTPO BLIABUTL
HOBYlO MHdopMaumio no HesonacHocTn. Mbl obpallaemcsi K COTpyOHWKaM CUCTEMbI 3OpaBOOXPaAHEHMST C NMpocbOon
coobLaTb 0 NobbiX NO4O3PEBAEMbIX HEXENATENbHbLIX peakunax”.

Mocne Toro Kak nekapcTBEHHbIN NpenapaT BKAYEH B CMIMCOK UK YAarneH u3 Hero, aepxartenb perncTpaumMoHHOro
yooctoBepeHust 0bs3aH BHeCcTU cooTtBeTcTBylowme nsmeHenns B OXIIM v UMIT (JIB), 4yToBbl BKNOUUTE UNKU yaanuTb
YepHbIN CUMBON (B 3aBMCUMOCTMN OT OBCTOATENLCTB), 3asSBNEHNE U CTaHAAPTHYIO NOSCHUTENbBHYIO 3anuncky.

Ecnn pelueHne o BKMOYEHUW NEKaApCTBEHHOrO npenapata B CMWCOK WX ydaneHuu M3 chiucka Aernaetcs npwu
BbIMNOSIHEHWMM NPOLEAYpbl, YCTAHOBMNEHHOW npaBom Colo3a MM 3aKOHOA4ATENbLCTBOM rocyaapcTBa-yfieHa (npoueaypbl
peructpaummM wnu nepeperncrpauun, BHeceHus uameHeHun B OXIIIM u ap.), 1o cogepxanme OXJIM n UMMI (J1B)
TpebyeTcs 06HOBUTL [0 3aBEPLUEHNS Npoueaypbl, YTOOb! BKOYUTL B MHGOPMaLMIO O fleKapCTBEHHOM Npenaparte Unu
yOanuTb U3 Hee YepHbIN TPEYToNbHUK U CTaHAAPTHYHO NOSICHUTENbHYHO 3anuCKy.

Ecnu pelleHne o BKIIOYEHMM NEKAPCTBEHHOTO Npernaparta B CMUCOK WX YOANeHWM M3 Hero NpUHUMaeTCs BHe
pamMoK npoBeaeHua npouenypbl, yCTaHOBJ'IeHHOI7I MeXayHapoaHbIMM OOroBopamMn M aktamMu, coctaBnAaArwwnMn npaso
Coto3a, unu 3akoHoZaTeNbCTBOM TOCYLAPCTB-YNEHOB, TO AepXaTenb PerucTpauMoHHOro yaoCcToBepeHust o0b6si3aH B
YCTaHOBIIEHHOM MOpPsiAKke BHECTU COOTBETCTBYHOLMNE nameHeHms B OXJI u MI (J1B).
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