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Cnncok N3MeHsItoLLNX JOKYMEHTOB
(B peq. PegepanbHbix 3akoHoB oT 27.07.2010 N 192-03,
ot 11.10.2010 N 271-®3, o1 29.11.2010 N 313-9®3, o1 06.12.2011 N 409-93,
oT 25.06.2012 N 93-93, o1 25.12.2012 N 262-93, ot 02.07.2013 N 185-03,
o1 25.11.2013 N 317-93, ot 12.03.2014 N 33-d3, o1 22.10.2014 N 313-03,
oT 22.12.2014 N 429-93 (peg. 13.07.2015), ot 08.03.2015 N 34-03,
ot 29.06.2015 N 160-93, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-93,
oT 13.07.2015 N 262-93, oT 14.12.2015 N 374-$3, o1 29.12.2015 N 389-93,
ot 02.06.2016 N 163-d3, ot 03.07.2016 N 261-$3, ot 03.07.2016 N 305-93,
o1 03.07.2016 N 350-93, ot 29.07.2017 N 242-03, o1 29.07.2017 N 278-93,
oT 28.12.2017 N 425-93, o1 04.06.2018 N 140-$3, o1 28.11.2018 N 449-93,
oT 27.12.2018 N 511-®3, o1 06.06.2019 N 134-D3)

Masa 1. OGLUUE NONOXEHUA
CraTtbs 1. [lpeameT perynupoBaHus Hactosilwero ®eaepanbHOro 3akoHa

1. Hactoswun ®egepanbHbll 3aKOH perynupyet OTHOLUEHMWS, BO3HMKalWue B CBA3W C obpalieHnem -
pa3paboTKon, AOKMMHUYECKUMU WCCIe0BaHUAMM, KIMHUYECKUMWU WUCCNEAOBaHMSIMU, 3KCMEPTMU30M, rocygapCTBEHHON
perncrpauven, co craHgapTM3auMen U C KOHTPONEM KadecTBa, MNPOM3BOACTBOM, MW3rOTOBMEHMEM, XpPaHEHUEM,
nepeso3kon, BBO30OM B Poccuitckyto ®depepaumio, BbiBO30oM U3 Poccuiickon ®denepaunn, peknamon, OTMYCKOM,
peanu3auuen, nepegadyen, NPUMEHeHNEM, YHUYTOXEHNEM NeKapCTBEHHbIX CPEACTB.

(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

2. Hactosawmn degepanbHbI 3aKOH yCTaHaBNMBaeT NPUOPUTET rOCYAapCTBEHHOIO perynmpoBaHns 6e3onacHocCTy,
KavecTBa 1 9 MEKTUBHOCTMN NIeKapCTBEHHBLIX CPEACTB Npu Nx obpalueHnm.
(B pen. PepgepanbHoro 3akoHa ot 25.06.2012 N 93-93)

CrtatbA 2. Cchepa npumeHeHuUs HacToswero PenepanbHOro 3akoHa

HacTtoawun ®epepanbHblii 3aKOH NPUMEHSIETCA K OTHOLLEHMSAM, BO3HMKAIOLWMM Npy oOpalleHun NnekapcTBEHHbIX
cpeacTB Ha TeppuTtopumn Poccunckon denepaumm.

CTtaTtba 3. 3akoHoAaTenbLCTBO 06 06palleHMn neKkapCTBEeHHbIX CPeacTB

1. 3akoHogaTenbcTBO 06 OOpalleHUn NekapCTBEHHbIX CPeACTB COCTOMT U3 HacToswero denepansHOro 3akoHa,
Opyrux defieparnbHbIX 3aKOHOB U MHbIX HOPMaTUBHLIX NPaBoBbIX akToB Poccuiickoin ®epepaumu.

1.1. 3akoHogaTenbCTBO 00 oOpalleHuM nekapCTBEHHbIX CPEACTB B OTHOLUEHUM PUANYECKUX UL, U
MHAMBUAYaNbHbIX MpegnpuHUMaTenen, OCYLWEeCTBAAKWNX OEeATEeNbHOCTb Ha TEppUTOPUU MeXOyHapOAHOro
MEeOMLUMHCKOro KrnacTtepa, NPUMEHSETCs C y4eToM OCOBGEeHHOCTeNr, ycTaHoBneHHbIXx ®PenepanbHbiM 3akoHoM "O
MEeXOyHapo4HOM MeOMLIMHCKOM KIlacTepe M BHECEHUM M3MEHEHWUN B OTAelNbHble 3aKkoHoAdaTeNbHble akTbl Poccuickom
deaepauunn”.
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(vacTb 1.1 BBegeHa PenepanbHbiM 3akoHOM OT 29.06.2015 N 160-$3)

2. [ewcTtene HacTosAwero degepanbHOro 3akoHa pacrnpocTpaHseTca Ha obpalleHue HapKOTUYECKMX
NEeKapCTBEHHbIX CPEeaCTB M MCUXOTPOMHbIX NEKAapCTBEHHbIX CPEACTB C Y4EeTOM OCOBGEHHOCTEN, YCTaHOBMEHHbIX
3akoHodaTenbCcTBOM Poccuiickon denepaumy 0 HApPKOTUYECKMX CpedcTBax, MCUXOTPOMHbLIX BellectBax M 06 ux
npeKkypcopax.

3. OenctBue Hactosiwero denepanbHOro 3akoHa pacnpocTpaHsaeTcs Ha obpalleHve pagnodapmaueBTUYEeCKUX
NEeKapCTBEHHbIX CPeacTB C YY4eTOM OCOOEHHOCTEN, YCTaHOBMEHHbIX 3akoHogatenbcTBoM Poccunckon denepaunn B
obrnacTtu obecnevyeHus pagnaumoHHoN 6e30MacHOCTMW.

4. Ecnu mexgyHapogHbiM gorosopomM Poccuiickon ®epepaumm yCTaHOBMEHbI MHbIE NpaBuna, Yem Te, KOTopble
npeaycMoTpeHbl HacToswmM PefepanbHbIM 3aKOHOM, MPUMEHSIOTCS NpasBuia MexayHapoaHoro Aorosopa.

5. B Poccuiickon ®egepaumm B COOTBETCTBUM C MEXOYHAPOA4HbIMU foroBopamu Poccuiickon depepaumm n (unwm)
Ha OCHOBE NMpWHLMNA B3aUMHOCTW MPU3HAKOTCA pe3yrnbraThl KIMHUYECKUX UCCIEAOBaHWI NeKapCTBEHHLIX MpenapaTos
OnNst MeauLMHCKOro NpMMeHeHusl, NPoOBEAEHHbIX 3a npegenammn Tepputopun Poccuinckon degepaumn.

Ctatbsa 4. OCHOBHbIE NOHATUSA, UCNONb3yeMble B HacToswweM PenepanbHOM 3aKoHe
Ona uenen HacToswero PenepanbHOro 3akoOHa MCMONb3YOTCH CNeayoLLne OCHOBHbIE MOHATUA:

1) NekapcTBeHHble CpeAcTBa - BELecTBa MNM MX KOMOMHaUMKM, BCTyNaloLMe B KOHTaKT C OpraHn3mMoM 4YenoBeka
UMM >KMBOTHOrO, MNPOHUMKaKOLWME B OpraHbl, TKaHW oOpraHvMama 4enoBeKka WM >XUBOTHOMO, NpUMeHsieMble ONns
NPOUMAKTUKA, ANArHOCTUKM (33 WCKITIOYEHMEM BELLECTB UM UX KOMOMHAUWN, HEe KOHTaKTUPYHLMUX C OpraHnu3Mom
yernoBeka WIIN KMBOTHOTO), FleyeHusi 3aborneBaHus, peabunuTauun, ANS COXPaHEHWUs, NpedoTBpaLLeHUsT WK
npepbiBaHMsA GepPeMEHHOCTU U MOJyYeHHbIe U3 KPOBW, MiasMbl KPOBW, M3 OpraHoB, TKaHel opraHuM3Ma 4YerioBeka unu
KMBOTHOIO, pacTeHWil, MWHepanoB MeTodaMu CUHTe3a WNU C NpuMeHeHuMem 6Guonorvyeckux TexHomornin. K
neKkapcTBeHHbIM CpeACcTBaM OTHOCATCA dhapMaLeBTMYeckue cyGeTaHLMM U NekapcTBEHHble Npenaparhi;

2) cdbapmaueBTMyeckas cybcTaHumMs - nekapCTBEHHOE CPEACTBO B BUAE OAHOIO WM HECKONbKMX ObnagaroLmx
hapmMaKkonornyeckom akTMBHOCTbIO AEWCTBYIOLNX BELLECTB BHE 3aBMCMMOCTU OT MpUpoAbl NPOUCXOXOEHUS, KOTOPOe
npenHasHa4YeHo Ans Npou3BoACTBa, U3FOTOBMEHNSI NTeKapCTBEHHbIX NpenapaToB 1 onpenensiet nx aheKTUBHOCTb;

(0. 2 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) BcnomoraTenbHble BelecTBa - BeLleCcTBa HEOPraHWYecKOro WM OPraHUYecKkoro MPOUCXOXAEHUS,
ncnonb3yeMble B MpoLecce Npon3BOACTBa, U3rOTOBMNEHUSA NIEKAPCTBEHHbBIX NMpenapaTtoB AN npugaHus MM Heobxoaumblx
(OU3NKO-XMMNYECKNX CBOWNCTB;

4) nekapcCTBeHHble MpenapaTbl - fleKapCTBEHHble CPpeacTBa B BMAE NEKapCTBEHHbIX (OPM, MpUMeHsAeMble AN
nNponnakTukM, OuarHocTukKM, neveHus 3abonesaHusl, peabunuTauuun, AnNs COXpPaHeHWsi, MNpefoTBpalleHus wunu
npepbiBaHWa bepeMeHHOCTH;

5) nekapcTtBeHHasi hopma - COCTOsIHWE NEKapPCTBEHHOIO npenaparta, COOTBETCTBYHOLLEee cnocobam ero BBeAeHUs 1
npuMeHeHns n obecneynBaroLee JOCTUKEHNE HeobxoamMmoro nevebHoro addpekTa;

5.1) po3npoBka - cogepxaHne ogHOrO UMM HECKOMbKNX AEUACTBYIOLLUX BELECTB B KONIMYECTBEHHOM BbIpaXeHuUn Ha
e[QuHULY [03bl, UM eanHnuy obbema, MM eguHuLy Maccbl B COOTBETCTBUWM C NEKApCTBEHHOM dhopmon nmubo ans
HEKOTOPbIX BWAOB JIEKAPCTBEHHbLIX (DOPM KONMYECTBO BbLICBOOOXOAEMOro U3 fieKapCTBEHHOW (hOpMbl OENCTBYIOLLENO
BELLECTBA 3a €QMHULY BPEMEHMU;

(n. 5.1 BBegeH ®enepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

6) nepeyeHb XW3HEHHO HEOOXOAMMBIX M BaKHEWLUMX NeKapCTBEHHbIX MpenapaTtoB - €XerogHo yTBepXAaeMbll
MpaButenbctBom Poccuiickon Pepepaumm nepeyveHb feKapCTBEHHbIX NpenapaToB Ans MeOMUMHCKOTrO MpUMEHEHMS,
obecnedrBaoLWnX NPUOPUTETHLIE MOTPEOHOCTU 30PABOOXPAHEHNS B LENsX NpounakTukM u nevyeHns sabonesaHun, B
TOM 4ucne npeobnagaroLmx B CTpykType 3abonesaemocTu B Poccuiickon degepauuu;

6.1) opdaHHble nekapCcTBeHHble MpenapaTtbl - NeKapCcTBEHHble npenapatbl, NPeAHa3Ha4YeHHbIe UCKNIOYUTENBHO
ONS OMarHOCTUKM UMW NaTOreHEeTMYECKOro NeYeHns (NMeYeHnsi, HanpaBreHHOro Ha MexaHW3M pasBuTus 3aboneBaHus)
peakux (opdaHHbIX) 3aboneBaHun;
(n. 6.1 BBegeH denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

6.2) Guornormyeckue fiekapcTBeHHblE NpenapaThl - NekapCTBEHHbIE NpenapaThl, AeNCTBYIOLEE BELLECTBO KOTOPbIX
NpOV3BEeAEeHO WM BblAeNeHo M3 GMOMNOrMYeckoro UCTOMHMKA WM ONs onpefeneHusi CBOWCTB U KayecTBa KOTOPbIX
HeobxoaMMa KOMOMHAUMS GUONOrMYeckUx n U3NKO-XMMUYecKMx MeTodoB. K GUONorMyeckum nekapcTBeHHbIM
npenaparaMm OTHOCATCS UMMYHOGUOMNOrMYeckne NekapCcTBeHHbIe npenaparbl, NekapcTBeHHbIe npenaparbl, NonyyYeHHble
M3 KpPOBW, Miasmbl KPOBWM YenoBeKa W KMBOTHBIX (3@ WCKIIOYEHMEM UenbHOW KpoBW), BuoTexHororuveckune
riekapcTBeHHbIe NpenapaTbl, reHoTepaneBTUYecke riekapcTBeHHbIe Npenaparhbl;
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(n. 6.2 BBegeH denepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

7) MMMyHOOMOMorMyeckne nekapcTBEHHbIE MpenapaTbl - fekapCTBEHHble Mnpenapatbl, NpefHa3Ha4YeHHble Ans
(hOPMUPOBaAHNS AKTUBHOIO MIM MACCUBHOMO MMMyHUTETA NGO OMArHOCTUKM Hanmuuus UMMYHUTETA UMM OUarHOCTUKM
cneumgunyeckoro npuMobpeTeHHOro W3MEHEHUsI MMMYHOSOrMYecKoro OoTBeTa Ha anneprusupytowme Bellectsa. K
NMMYHOBMOMNOrMYEeCKUM FeKapCTBEHHbIM MpenapaTtaM OTHOCSTCS BaKUMHbI, @HATOKCWMHbI, TOKCWUHbI, CbIBOPOTKM,
UMMYHOTNOBYMWHbI U anneprexbl;

(n. 7 B pea. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7.1) BuoTexHomnorm4yeckne nekapcTBeHHble MnpenapaTbl - JleKapCTBEHHble npenaparbl, MPOM3BOACTBO KOTOPbIX
OCYLLIECTBIISAETCA C UCMONb30BaHNEM BUOTEXHONOrMYECKMX NpoLeccoB 1 metogoe (B ToM yucne OHK-pekomOGuHaHTHOM
TEXHOMOIMM, TEXHOMOrMM KOHTPOSIMPYEMOW 3KCMPECCUN TEHOB, KOOMPYHOLWMX Ouonormdeckn akTuBHble Oenku B
npokapmMoTax W 3yKapuoTax, BKMOYas W3MEHEHHble KMNeTkM MIleKonuTalolwmx), rMbpuaomMHOro metoga v Metoga
MOHOKINOHAanbHbIX aHTUTEN;

(n. 7.1 BBegeH PegepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

7.2) reHoTepaneBTMYECKME NEeKapCTBEHHbIE Mpenapatbl - feKapCTBEHHble npenapatbl, apmaueBTuyeckas
cybCcTaHumMs KOTOpbIX ABNAETCA PEKOMOWHAHTHOW HYKINEWHOBOW KWCMOTOW WMNWM BKMNOYaeT B cebs peKOMOMHaHTHYHO
HYKINEVHOBYIO KMCIOTY, MO3BOMSAOLLYH0 OCYLLECTBATE perynupoBaHue, penapauuio, 3ameHy, JobaBneHne nnv yganeHue
reHeTMYEeCKON NOCNenoBaTENbHOCTY;

(n. 7.2 BBeneH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

8) HapKOoTU4YecKne nekapCTBEHHble CpeacTBa - FlekapCTBEHHblE MpenapaTtbl U hapmaueBTMYeCKME CyOCTaHLmK,
codepxalime HapKoTU4ecKne cpeactaa W BKITOYEHHble B [epeyeHb HapKOTUYECKUX CPEACTB, MCUXOTPOMHbIX BELLECTB U
X NPeKypcopoB, noanexawmx kKoHTponmo B Poccunckon ®egepaumm, B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccunckon depepaumm, mexagyHapogHbiMmn goroeopamm Poccuiickon ®enepaumm, B TOM ynucne EgMHON kOHBEHLMEN O
HapkoTuyecknx cpeacteax 1961 roga;

9) NCMXOTPOMHbIE NEeKapCTBEHHbIE CPEACTBA - NeKapCTBEHHble Mpenapatbl U papmaueBTM4eckue cybctaHumu,
cogepXXaliue NcuxoTpornHble BELECTBA M BKITOYEHHbIE B [lepedyeHb HapKOTUYECKNX CPeacTB, MCUXOTPOMHbBIX BELLECTB U
X NPEKYpCOpPOB, noanexawmx KoHTponmto B Poccunckon ®enepaumu, B COOTBETCTBMM C 3aKOHOAATENbLCTBOM
Poccunckon depepauuun, mexayHapoaHeiMu porosopamu Poccuiickon ®epepauun, B ToM uucne KoHBeHuuen o
NCUXOTpOnHbIX BewecTsax 1971 roaa;

10) pagmnodapmaLeBTMYECKME NEKapCTBEHHbIE CpeacTBa - feKapCTBEHHbIe CpeacTBa, KOTopble codepxaTt B
rOTOBOM AN UCMNONb30BaHUA (hopMe OAMH PagUOHYKINA UM HECKOSNbKO PAfMOHYKITMAOB (PaanOaKkTUBHBIX M30TOMOB);

11) pedepeHTHbIN NekapCTBEHHbIV NpenaparT - NekapCTBEHHbIN npenapar, KOTopbI BNepBble 3aperncTpupoBaH B
Poccunckon depepaumm, kadecTBo, 3hpekTMBHOCTL 1 6E30NacHOCTb KOTOPOro AOKa3aHbl HA OCHOBaHMM Pe3yrbTaToB
OOKIMMHUYECKNX UCCNEAOBaHMIN NEKAaPCTBEHHbBIX CPEACTB M KIMMHUYECKUX UCCREeOOBaHWA NEeKapCTBEHHbIX MpenapaTtos,
NPOBEAEHHBIX B COOTBETCTBMM C TpeboBaHuaMM 4yacTen 6 u 7 crtatbum 18 Hactosiwero PenepanbHOro 3akoHa B
OTHOLLEHMWN NEeKapCTBEHHbIX CPEACTB ANs MEAMLMHCKOrO NPpUMEHEeHUs Nnbo B COOTBETCTBUM C TpeboBaHWUAMN cTaTbn 12
HacTosiwero PefepanbHOro 3akoHa B OTHOLLEHWM NEKapCTBEHHbIX CPEACTB ANA BETEPMHAPHOIO NPUMEHEHUS, U KOTOPbIN
NCNonb3yeTcs AN OueHKM B1O3KBMBaNEHTHOCTU UK TepaneBTUYECKON IKBMBANEHTHOCTU, kavyecTBa, apHEKTUBHOCTU U
6e30nacHOCTM BOCNPOM3BEAEHHOIO 1M GuoaHanorosoro (6MonogobHOro) nekapCcTBEHHOMO Npenapara;

(B pea. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-93)

12) BOCNpOM3BEOEHHbIN NEKAapCTBEHHbIN MNpenapaTt - feKapCTBEHHbIN Mnpenapat, KOTOpbIi MMEET TaKow Xe
Ka4yeCTBEHHbIV COCTaB M KOMMYECTBEHHbIA COCTaB OEWCTBYHOLLUMX BELLECTB B TAKOW XXe NeKapCTBEHHOW hopMe, YTO U
pedepeHTHbIN NeKapCTBEHHbIN npenapaTt, 1 BGUO3KBUBANEHTHOCTb UNN TepaneBTUYEeCKasi SKBUBANEHTHOCTb KOTOPOro
pecepeHTHOMY niekapCTBEHHOMY NpenapaTy NoaTBEPXKAEeHa COOTBETCTBYHOLLUMMU UCCNEAOBAHUAMN;

(n. 12 B pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

12.1) TepaneBTMYECKAsA IKBUBANEHTHOCTb - AOCTVXKEHNE KIMHUYECKN COMOCTAaBMMOro TepaneBTudeckoro acpdexra
Npy NPYMEHEHNN NeKapCTBEHHbIX NMpenapaTtoB A9 MeQMLUUHCKOrO MPUMEHEHUS Anst OOHOW U TOW e rpynnbl GOMNbHbIX
MO OOHVM U TEM Xe NMOKa3aHWsM K MPUMEHEHUIO;
(n. 12.1 BBegeH ®enepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03)

12.2) 6roaHanoroBbii (6bronogobHbIN) NekapcTBeHHbIM npenapat (bnoaHanor) - 6MoNorMYeckMin NeKapCcTBEHHbIN
npenapar, CXOXWW No napaMmeTrpam KadyecTBa, 3deKTMBHOCTM M Ge3onacHOCTU C pedhepeHTHbIM BGUonornyecknm
nekapcTBEHHbIM NpenapaTom B TAKOW Xe nekapCTBEHHON hopmMe 1 NMeLLni MAEHTUYHBIN cnocob BBEOEHWS;

(n. 12.2 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-$3)

12.3) B3aummo3aMeHSeMbll NeKapCTBEHHbIN npenapart - NeKapCTBEHHbIM npenapaTr € AOKa3aHHOMW
TepaneBTUYECKON IKBUBANEHTHOCTBIO WM OWOSKBMBANEHTHOCTbIO B OTHOLUEHUW pedepeHTHOro neKapCTBEHHOro
npenapaTa, UMeloLLMIN 3KBMBANEHTHbIE eMy KaYeCTBEHHbIN COCTaB U KOMMYECTBEHHbIM COCTaB AEeNCTBYOLMNX BELLECTB,
COCTaB BCroMoraTesibHbIX BELLECTB, NlekapCTBEeHHY hopmy 1 cnocob BBeaeHWS;

(n. 12.3 BBegeH ®enepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)
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13) nekapcTBEHHOE PaCTUTENBLHOE CbIpbe - CBEXME WM BbICYLUEHHbIE pacTeHUs NGO UX YacTu, UCMONb3yeMble
0N NPOU3BOACTBA NEKApCTBEHHbIX CPEACTB OpraHM3auusiMuM - MNPOM3BOAUTENSMU TEKapCTBEHHbLIX CPEeacTB WUnm
N3roTOBMEHUS NIeKapPCTBEHHbIX NPenapaToB anTeYHbIMU OpraHM3auusMn, BETEPUHAPHBIMU anTedYHbIMU OpraHn3aumnsmMu,
NMHAMBUAYaNbHLIMYU NPEANPUHUMATENSMU, UMEOLLMMW NULIEH3UI0 Ha ddapMaLeBTUYECKYHO 4eATEeNbHOCTb;

14) nekapCTBEHHbIN pacTUTENbHLIA Npenapar - fekapCTBEHHbIV npenapart, NPOU3BEAEHHbIN UNN U3rOTOBMEHHbIN
M3 OQHOr0 BMAA MEKapCTBEHHOINO PacTUTENbHOMO Cbipbsi UIM HECKONbKUX BWAOB TaKOro Chlpbs W peanu3yembin B
pacdacoBaHHOM BUAE BO BTOPUYHOW (MNOTPEOUTENBCKOM) YNaKOoBKeE;

15) romeonaTnMyeckui nekapcTBEHHbIN npenapaT - NeKapCTBEHHbIA Mpenapart, NpPOM3BEeAEeHHbIh WNnu
N3roTOBMEHHbIN U3 dapmaueBTU4eckon cybctaHumm wunm apmaueBTMYeCKUX CyOCTaHUMIA B COOTBETCTBUM C
TpeboBaHMAMY 0BLWLMX hbapMakoneriHbix cTaTen K roMeonaTuyecknM nekapcTBEHHbIM Npenaparam UM B COOTBETCTBUM C
TpeboBaHuAMY chapmakoneun cTpaHbl MPOM3BOAMTENS TaKoro NIeKapCTBEHHOrO Npenapara;

(n. 15 B pea. PegepansHOro 3akoHa ot 22.12.2014 N 429-d3)

16) mexayHapogHOe HenaTeHTOBaHHOE HaMMEHOBaHME JeKapCTBEHHOrO cpeacTBa - HauMMeHOBaHMWe
JencTeyolwero BewectBa gapMaleBTMYECKOM cybCcTaHuMu, pekomeHAoBaHHOe BcemupHon opraHusauuen
3paBOOXPaHEHUS;

(B peqn. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

17) ToproBoe HauMeHOBaHWE TeKapCTBEHHOrO cpeacTBa - HauMMeHoBaHMWEe nekapCTBEHHOro cpencTBa,
NMPUCBOEHHOE ero paspaboTumkom, AepxaTenem Unu BrnagenblemM PerucTpaLvoHHOro YOOCTOBEPEHUS NEeKapCTBEHHOro
npenapara;

(B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

17.1) rpynnupoBOYHOE HAaUMEHOBaHWE FIekapCTBEHHOIO Npenapara - HaMeHOBaHUE NeKapCTBEHHOMO npenapara,
He MMeIoLLero MexayHapOL4HOro HenaTeHTOBaHHOTO HaMMEHOBaHWsl, UMM KOMOWHaALMKM fekapCTBEHHLIX MnpenapaTos,
ucrnonb3yemoe B Lensix obbeauHeHust Mx B rpynny Mnog eAuMHbIM HavMeHOBaHWEM WCXOAsl M3 OOQMHAKOBOrO cCoCTaBa
OEeNCTBYIOLLNX BELLECTB;
(n. 17.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

18) obwas dapmakonenHasa cTaTbsi - LOKYMEHT, YTBEPXAEHHbIN YMNOMHOMOYEHHbIM doegeparnbHbiM OpraHoM
WCMOSMHUTENBHON BNacTy U COAepXalluMi nepedyeHb Mokasatenewn kadectsa WM (MnvM) METOOOB KOHTPONA KadecTBa
KOHKPETHOW NeKkapCTBEHHONW (OpMbl, JIEKAPCTBEHHOrO pPacCTUTENbLHONO Chipbs, OMUWCaHUA OWONMOTrMYEeCcKUX,
BMOXMMUNYECKUX, MUKPOBNONOTrNMYECKNX, PUIUKO-XUMNYECKUX, (PUINYECKMX, XMMUYECKUX W OPYrMxX METOAOB aHanu3a
NeKapCTBEHHOrO CPEeACTBa, a Takke TpeboBaHUA K MCMOMb3yeMbIM B LIENSX NPOBEOEHUSA OAHHOMO aHanmsa peakTuBam,
TUTPOBaHHbLIM pacTBOpaM, UHAWKATOPaMm;

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

19) dapmakonenHass ctaTtbsd - [LOKYMEHT, YTBEPXAEHHbIN YMNONTHOMOYEHHbIM denepanbHbIM OpraHoM
WCMONMHMTENbHON BNAcTU U COAEPXALUM MnepedyeHb MokasaTenen kadecTBa M METOOOB KOHTPOMS KayecTBa
nekapcTBEHHOro CPeacTsa;

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

19.1) ctaHgapTHble obpasubl - BelecTBa, NOCPeOCTBOM CpPaBHEHUSA C KOTOPbIMU OCYLLECTBMSETCH KOHTPOINb
KayecTBa MCCNeayeMbIX NEKapCTBEHHbIX CPeACTB C NOMOLLbI (OU3MKO-XMMUYECKUX 1 BMONOrMYeckmx MeTogoB B LIENsx
NOATBEPXOEHNSA COOTBETCTBUSA NEeKapCTBEHHbIX CPeAcTB TpebGoBaHMSAM HOPMATUMBHOW OOKYMEHTaUMKW, YCTaHOBMEHHbIM
Mpu OCYLLECTBNEHNM rOCyAapCTBEHHON perncTpaumm, 1 KoTopble NpUMEHSATCA AN KannbpoBKkn cTaHaapTHbIX o6pasLoBs
Npoun3BOANTENS NEKapCTBEHHbLIX CPeACTB, WMCMOMb3yeMblX AFS KOHTPOMS KayecTBa M WMHbIX Lenen npu obpallieHun
nekapcTBEHHbIX CPeacTB;

(n. 19.1 BBegeH PegepanbHbiM 3akOHOM OT 22.12.2014 N 429-$3)

19.2) cdapmakonenHbIn CTaHAApPTHbIM OOpaseL, - CTaHOapTHbIM obpasel, NpousBedeHHbI B COOTBETCTBUU C
dapMaKkonenHom cTaTben;
(n. 19.2 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

20) HopmaTMBHas [OOKYMEHTauusi - [OOKYMEHT, coAepxalluumi nepeveHb onpeaenseMblx Mo pesynbratam
COOTBETCTBYHOLLUX 3IKCMEPTU3 MOKasaTenen KavyecTBa IeKapCTBEHHOr0 CpeacTBa AN MEOULMHCKOTO MNPUMEHEHWUS,
MeTO[OB KOHTPOIS €ro Ka4ecTBa M YCTAHOBINEHHbIV €ro Npou3BoAUTENEM;

21) HOpMaTMBHbLIA [OOKYMEHT - [OKYMEHT, coaepXaliui nepeyeHb onpedensemblix Mo pesynbraTam
COOTBETCTBYIOLLNX IKCMEPTU3 MoKasaTeneil kadectsa U (UNM) METOOOB KOHTPONSA KavyecTBa feKapCTBEHHOW (hopMbl,
onucaHusi BGUONOrMYecknx, BUOXMMUYECKUX, MUKPOBUONOrMYECKUX, (DUNKO-XUMUYECKMX, (PU3NYECKMX, XUMUYECKUX U
ApYrMX METOOOB aHanm3a NekapCTBEHHbIX CPEACTB AN BETEPUHAPHOMO NpuMeHeHusi, TpeboBaHUsi K UCMONb3yeMbIM B
Lensx MNpoBedeHUs OaHHOTO aHanv3a peakTuBaM, TUTPOBaHHbIM pacTBopaM, MHAMKATOpam W YCTaHOBMEHHbIN ero
NpOV3BOAUTENEM;

21.1) obLWMIN TEXHUYECKNIA LOKYMEHT - KOMMMEKT AOKYMEHTOB U MaTepuarnoB, COCTOSALLMIA U3 HECKONbKUX pasdernos
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- [OKYMEHTaUuuM agMUHUCTPATMBHOMO XapakTepa, XUMMUYEeCKon, hapmaueBTUHeCKo U BGUONMOrMYeckon OOKYMEHTaLMK,
(hapMaKonorn4yeckom, TOKCMKOMOrMYECKON [AOKYMEHTaUuuW, KIUHUYECKON [OKYMEHTauuuM W npeacTaBnsieMblit
OOHOBPEMEHHO C 3asiBIEHWEM O TOCYLApPCTBEHHOW perncrpauumn IekapCTBEHHOro npenaparta Ans MeguuMHCKOro
nNpMMeHeHus B hopmaTte, yCTaHOBIEHHOM YNOMHOMOYEHHbIM dheaepanbHbIM OpraHoOM UCNOMHUTENBHON BRacTy;

(n. 21.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

22) Ka4yecCcTBO JIeKapCTBEHHOro cpeacTtBa - COOTBETCTBME JIEKAPCTBEHHOro cpeactBa TpeboBaHUSM
(hapMakonenHomn ctaTby NMbo B criyvyae ee OTCYTCTBUS HOPMATUBHOW AOKYMEHTALMUN UM HOPMATUBHOIO [OKYMEHTA;

23) ©e3onacHOCTb IeKapCTBEHHOIO CPEACTBA - XapaKTepUCTMKa IeKapCTBEHHOrO CPEACTBa, OCHOBaHHas Ha
CpPaBHUTENbHOM aHanmae ero 3MEKTUBHOCTM N pUCKa NPUYMHEHUSI Bpeaa 340POBbIO;

24) 3(hPEeKTUBHOCTb EKAapCTBEHHOIO Mpenaparta - XapakTepUCTUKa CTEeNeHU MONIOKUTENIbHOro BIUSHUSA
1IeKapCTBEHHOIO NMpenapaTa Ha TeYeHne, NPOAOIKUTENBHOCTL 3a60oneBaHUst Unv ero NpeAoTBpaLLeHne, peabunutauuio,
Ha coxpaHeHue, NpeaoTBpaLleHVe Unu npepbiBaHne 6epeMeHHOCTH;

25) cepua nekapCrtBeHHOro cpeactsa - KONMUYeCcTBO J1eKapCTBEHHOIo cpencrtBa, npoun3seneHHOEe B pesylibrate
OHOro TeXHONOrM4YeCcKoro UuuKna ero npon3BoanTenem,

26) peructpauMoHHOe YOOCTOBEpPEHME IeKapCTBEHHOro npenaparta - [AOKYMEHT, noATBepXaalolmin dakT
rocyapCTBEHHON perncTpaumm nekapcTBeHHOro npenapara;

26.1) pepxatenb unu Bnagenewl perncTpaumoHHOro YAOCTOBEPEHUS NIEKAPCTBEHHOrO MpenapaTta - paspaboTynk
NEKapCTBEHHOro cpefcTBa, NPOM3BOAUTENb JIEKAPCTBEHHLIX CPEACTB UMW MHOE opuaudeckoe nuuo, obrapatowee
NpaBoOM BrafeHusi PErMCTPaLMOHHBIM YOOCTOBEPEHNEM, KOTOPbIE HECYT OTBETCTBEHHOCTL 3a Ka4eCcTBO, 3hPEKTMBHOCTb
1 6e30MacHOCTb NeKapCTBEHHOIO Npenapara;

(n. 26.1 BBegeH PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

27) perucTpauuoHHbIN HOMep - KoAoBoe oGo3HayeHue, NMPUCBOEHHOE JeKapCTBEHHOMY MpenapaTy npu ero
rocyoapcTBEeHHON perucTpauuu;

28) obpaweHne nekapcTBEHHbIX cpeacTB - pa3paboTka, OOKMMHUYECKUE WCCNEeOOoBaHUs, KIMHUYECKue
nccrnefoBaHns, 3KCMepTM3a, rocygapCTBEHHAs perncrtpauus, cTaHgapTvM3aums M KOHTPOSb KavecTBa, MPOU3BOACTBO,
N3roToBneHue, XxpaHeHue, nepeBoska, BBo3 B Poccuiickyto denepauuio, BbiBO3 U3 Poccunckon depepauumun, peknama,
OTNyCK, peanusauus, nepeaaya, npuMeHeHne, YHUUYTOXEHWE NeKapCTBEHHbIX CPEACTB;

(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

29) cyObekTbl OOpalleHUs NEeKapCTBEHHbIX CPEeACTB - u3Mdeckue nuua, B TOM YuCre WHAMBMAYasbHble
npegnpuHUMaTenu, 1 puanyYeckme nuua, ocyLecTBRsoWme AesTeNbHOCTbL NpU obpalleHn NekapcTBEHHbIX CPeacTs;

30) pas3paboTumMKk nekapCTBEHHOro cpefcTeBa - oOpraHusauus, obnagawlwas npaBamMmy Ha pesynbTaThl
OOKINMMHUYECKMX MCCREeAOBaHUA NeKapCTBEHHOTO CPEACTBa, KMMHUYECKUX UCCNEeAoBaHWUIA NeKapcTBEHHOrO npenapara u
(Mnn) Ha TeXHOMOrNI NPOU3BOACTBA JIEKAPCTBEHHOIO CPEACTBA;

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

31) Npon3BOACTBO Ji€KapCTBEHHbIX CpencTB - OeATelIbHOCTb MNOo npou3BOoACTBY JieKapCTBEHHbIX CpeacTB
opraHn3aunamMmn - npon3sBoanTendaMn JneKapCTBEHHbIX CpeacTB Ha OAHOW CTaaun, HECKONbKUX WU BCEX CTagusix
TEXHONOrM4eCcKkoro npouecca, a Takke no XxpaHeHnto n peannsaumm npom3BeaeHHbIX NekKapCTBEHHbIX CPeaCTB;

31.1) npon3BoACTBEHHAsA NnoLagka - TeppuTopranbHo 060COBNEHHBIN KOMMIIEKC NPON3BOANTENS NEKAPCTBEHHbLIX
CpencTB, npegHasHadeHHbI ANS BbINOfIHEHWMS BCEro npouecca MpPOU3BOACTBA NEKapCTBEHHbIX CPeacTB UnM ero
onpegeneHHon ctaguu;

(n. 31.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

32) npovsBoguTenb NeKapCTBEHHbIX CPEACTB - OpraHW3aLusi, OCyLLEeCcTBsoWas NPON3BOACTBO feKapCTBEHHbIX
CPEACTB B COOTBETCTBUM C TpeboBaHMsAMU HacTosiLero ®PenepanbHOro 3akoHa;

33) dapmaueBTMYeckas AESTENbHOCTb - AESATeNnbHOCTb, BKMtOYalowas B cebs ONTOBYH TOProBsio
1eKapCTBEHHbIMU CPeACTBaMU, X XpaHeHne, NepeBo3Ky U (MN1) PO3HUYHYH TOPTOBII0 NIEKAPCTBEHHbLIMM NpenapaTamu,
UX OTMYCK, XpaHeHUe, NepeBo3Ky, M3roTOBMEHWE NEKapCTBEHHbIX MpenapaTos;

34) opraHmiauua ONTOBOWN TOProeJin niekapCTBeHHbIMU CpeacTBaMn - OpraHn3auusa, ocyllecTBidolas onToBYHO
TOProefo InekapCTtBeHHbIMU CcpeanctBamMun, UX XpaHeHue, nepeBO3Ky B COOTBETCTBUU C Tpe6OBaHI/I‘i|MI/I HacTodLero
CDeJJ,epaanoro 3aKOHa,

35) anTeyHas opraHuW3auusi - oOpraHusauusi, CTPYKTYpHOe nogapasgeneHne MeauUMHCKOW opraHu3aumu,
OCYLLECTBSAOLLME PO3HNYHYIO TOPrOBHO NIEKAPCTBEHHBIMW NpenapaTtamMmu, XpaHeHne, NepeBo3Kky, U3roTOBMEHME N OTMYCK
NeKapCTBEHHbIX NpenapatoB Anst MeAMUMHCKOTO MNPUMEHEHUsT B COOTBETCTBMM C TpebOBaHUSIMW HACTOSLLErO
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depnepanbHOro 3akoHa;
(B pea. PenepansHoro 3akoHa ot 25.11.2013 N 317-93)

36) BeTepuHapHas anTeyHass opraHusauusi - OpraHusauusi, CTPYKTYpHOe noapasfeneHne BeTepuHapHomn
opraHM3auMKn, OCYLLECTBISLWME PO3HUYHYIO TOPrOBMHO NeKapCTBEHHbIMWM MpenapaTtamu, XpaHeHue, W3roTOBREeHWE U
OTNYCK NeKapCTBEHHbIX MpenapaTtoB Ans BETEPMHAPHOIO NMPUMEHEHWUs B COOTBETCTBUM C TpeboBaHWAMM HACTOSILLErO
depnepanbHOro 3akoHa;

37) chanbcndurumpoBaHHOe NEKapCTBEHHOE CPELCTBO - NEKApCTBEHHOE CPeacTBO, COMPOBOXOAEMOE FOXHOMN
WHcpopmaumer o ero coctase 1 (UNK) NPOU3IBOAMUTENE;

38) HepoOpokayecTBEHHOE IleKapCTBEHHOE CpPeacTBO - feKapCTBEHHOE CpencTBO, He COOTBETCTBYyHOLLEE
TpeboBaHuAM cdapmakoneriHon ctatbu NMbo B cnyvyae ee OTCYTCTBUSI TPeOOBaHUSIM HOPMATMBHOW AOKYMEHTaLUM WUn
HOPMaTUBHOIO [OKYMEHTA;

39) KkoHTpadpakTHOe neKapCTBEHHOE CpedcTBO - NeKapCTBeHHOe CPeAcTBo, Haxogsuieecs B oGopore C
HapyLIEHNEM rPaXKaaHCKOro 3aKOHOAATeNbCTBa;

40) [OOKNMMHMYECKOe UCCNedOBaHWE FEKapCTBEHHOIO CpeacTBa - OGuonornyeckue, Mukpobuonormyeckue,
MMMYHONOrMYeckne, TOKCMKOMOrMdeckne, dapMakonormyeckne, UMYeckme, XMMUYECKME W Apyrue uccriegoBaHust
NEKapPCTBEHHONO cpeacTBa MNyTEM MPUMEHEHUSI Hay4YHbIX METOAOB OLEHOK B LEMsX MOoydYeHus [Ookas3aTenbCcTs
6e3onacHOCTH, kayecTBa U 3PEKTUBHOCTU NIEKAPCTBEHHOIO CPEACTBA;

41) KnuMHU4YecKoe WCCNeaoBaHMEe IeKapCTBEHHOro npenapata - W3y4YeHue AMarHOCTUYECKMX, NedebGHbIX,
npodunakTnyeckmx, apmMaKkonormyeckux CBOMCTB EeKapCTBEHHOro npenapata B MPOLECCe €ero npuMeHeHus Y
YyernoBeKa, XXMBOTHOIO, B TOM YMCIe MNPOLECCOB BCACbiBaHWUS, pacrnpefdenneHusl, U3MEeHEHUss U BbiBedeHUs, MnyTem
NPUMEHEHUS Hay4YHbIX METOAOB OLEHOK B LIeNAX MonydYeHns [oKasaTenbCcTB 6e30nacHOCTU, KadyecTBa U ahdeKTUBHOCTA
nekapcTBEHHOro npenapaTa, AaHHbIX O HeXenaTenbHbIX peakuMax opraHuamMa 4ernoBeka, KMBOTHOTO Ha NpuMeHeHue
riekapcTBeHHOro npenapata n 06 addekTe ero B3aMMOLENCTBUS C APYTMMU FIeKapCTBEHHbIMK npenapataMmu U (Mnu)
MULLEBLIMU NPOAYKTAMU, KOPMaMU;

42) MHOrOLEHTPOBOE KIMHMYECKOe MCCreaoBaHne nekapCcTBeHHOro npenapara ans MeauuuHCKOro NpUMEHEHUs -
KMUHUYECKoe 1ccrnenoBaHne NekapCcTBeHHOro npenapara ans MeauUMHCKOro nNpuMeHeHns, MpoBoanuMoe paspaboTYnMKoM
FIeKapCTBEHHOro rMpenapata B ABYX W Goree MeAWMUMHCKMX OpraHu3auusix no eauHOMY MPOTOKOMY KIIMHUYECKOro
nccrnefoBaHWs NEKApCTBEHHOIO Npenapara;

43) MexayHapoZHOe MHOrOUEHTPOBOE KIWHMYECcKoe WCCrefoBaHWe JieKapCTBEHHOro npenapata Ans
MEANUMHCKOTO MNPUMEHEHUs - KIMHUYEeCKoe WCCredoBaHWe IekapCTBEHHOro npenapaTta Ans MeAWULMHCKOro
NpYMeHeHVsl, NPoBoANMOe pa3paboTYMKOM NEeKapCTBEHHOrO npenaparta B pasfnyHbIX CTpaHax no eguHoMy NpOTOKOmy
KMUHUYECKOro UCCNeaoBaHnsa nekapcTBeHHOro npenapara;

44) nocTperucTpauMoHHOEe KIIMHMYECKOEe WCCredoBaHUe JleKapCcTBEHHOro npenaparta ans MeauLUUHCKOro
NPUMEHEHMS - KNMMHWYECKoe 1ccrefoBaHne NekapcTBEHHOro npenapara ans MeguUUHCKOro NpuMeHeHusl, MpoBoanMoe
npov3soauTenemM nekapcTBEHHOro npenapara, rpakaaHckuii 06opoT KOTOPOro OCYLLECTBAETCS NOCne rocy4apCTBeHHOM
perucTpaumn, B LEnsAX OOMOMHUTEeNbHOro cBopa AaHHbIX O ero 6esonacHoOCTM M 3PEKTUBHOCTM, pacLUMpeHus
NoKasaHUn K MPUMEHEHWI0 OAHHOro NeKapCTBEHHOro npenaparta, a Takke BbIABNEHUS HexenaTerbHbIX peakuui
nauueHTOB Ha ero JeicTeue;

45) uccnepoBaHne OMO3KBMBANEHTHOCTW NEKapCTBEHHOro npenapata - BWA KIMHUYECKOro uccrnegoBaHus
nekapcTBEHHOro npenapata, NPOBEAEHUE KOTOPOro OCYLLECTBRSIETCA ANA OnpefeneHnss CKopocTM BCacbiBaHMSA W
BblBEEHNUA OAHOIO WM HECKONbkuxX obnagawowmx ¢apmMakornorMyeckon akTUBHOCTbIO AENCTBYIOLWMX BeLlecTB,
KONM4yecTBa NeKapCTBEHHOro npenapara, AOCTUraloLero CUCTEMHOIO KPOBOTOKA, U pPesynbraThl KOTOPOro NO3BONSIOT
caenatb BbiBO4 O OMO3KBMBANEHTHOCTW BOCMPOM3BEAEHHOrO IeKapCTBEHHOro npenapata B OnpefeneHHbIX
nekapcTBeHHON cpopme M [O3MPOBKE, COOTBETCTBYHOLWMX OpMe W [O03MpoBKe pedepeHTHOro feKapCTBEHHOro
npenapara;

(n. 45 B pea. degepansHOro 3akoHa ot 22.12.2014 N 429-d3)

46) wuccrnepoBaHve TepaneBTUYECKON SKBUBANEHTHOCTU IeKapCTBEHHbIX MpenapaToB - BUL KIWMHUYECKOro
nccnenoBaHUA nekapCTBEeHHbIX npenapatoB, npoBedeHne KOTOPOro OCyLWeCTBNAEeTCA AOnA BbidBNEeHUA OAWHAKOBbIX
CBOWCTB feKapCTBEHHbIX npenapatoB onpeaerieHHON rnekapCTBEHHOW popMbl, a Takke Hanuuna OAMHAKOBbIX
nokasatenen 6esonacHoCTN U 3PPEKTUBHOCTM NEKAPCTBEHHbBIX NPenapaToB, OAMHAKOBbIX KITMHUYECKMX 3deKTOB Mpu
NX NPUMEHEHWM;

47) npoTOKON KIMHWYECKOro MCCNEeaoBaHUs NeKapCTBEHHOro mnpenaparta - JOKYMEHT, B KOTOPOM OnpeaensioTcs
uenu, copMbl OpraHMsauMm M METOOONOrMs NPOBEAEHUS KIMHWYECKOro WCCredoBaHusl, CTaTUCTUYecKMe MeToAbl
06paboTky pesynLTaToB Takoro MccrnegoBaHna U Mepbl No obecrneyeHnto 6e30MacHOCTM PU3NYECKUX NILL, YYaCTBYHOLLIMX
B KIMTMHWUYECKOM MCCNEeaoBaHnM NnekapcTBeHHOro npenapara;
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48) 6p0Lu}opa nccnenosarend - CBOAHOE WU3NOXeHue pea3ynibTraToB OOKIIMHNUYEeCKOro wuccrnegoBaHuA
NEKapCTBEHHOIro cpeactea U KIMHNM4YECKOro nccrnegoBaHnAa nekapCcTtBeHHOoro npenapara gnda MmeguumnMHCKoro npuMeHeHu4;

49) NHPOPMALMOHHBIN JIMCTOK NauMeHTa - OOKYMEHT, B KOTOPOM copepXaTcs B AOCTYMHOW chopme CBefeHws,
Kacarwolwimecs npoBOANUMOrO KIMHWUYECKOrO WCCNeoBaHUs JeKapCTBEHHOrO npenapara, U B NUCbMeHHOW dopme
JobpoBonbHOe cornacue naumMeHTa Ha yyacTue B KMMHMYECKOM UCCNedoBaHUWM NeKapCTBEHHOro npenapara nocne
O3HAKOMJIEHUA C OCOBEHHOCTSIMM KIMHUYECKOTO WCCNEAOBaHWs, MMEKLWMMN 3HadYeHne O BbIpaXeHUs Takoro
cornacusi;

50) noboyHoe gencTeume - peakunsi opraHu3ama, BO3HUKLIAs B CBS3U C NPUMEHEHWEM NekapCTBEHHOro npenaparta B
[03aX, peKOMeHOYyeMbIX B MHCTPYKLMU MO €ro NpUMeHeHWo, Ans NpodunakTuku, AMarHoCTKK, NneveHns 3aboneBaHus
unu ana peabunurauuu;

50.1) HexxenaTenbHasi peakumsi - HenpegHaMepeHHas HebnaronpusTHas peakuus opraHuama, Kotopasi MOXET
ObITb CBA3aHA C NPMMEHEHNEM FIEKapCTBEHHOIO Npenapara;
(n. 50.1 BBegeH ®enepanbHbIM 3akKOHOM OT 22.12.2014 N 429-03)

51) cepbe3Has HexenaTenbHas peakuusi - HexenartenbHasd peakumsi OpraHusMa, CBsI3aHHas C NpPUMEHeHWEM
NneKkapCTBEHHOro npenapara, npveefwas K CMepTW, BPOXAEHHbIM aHoManusMm WM nopokam passutua nnbo
npegcraenswwas cobon yrposy xXusHu, Tpebyowas rocnutanu3aumm wnu npuBealas K CTOWMKOW yTpaTe
TPy4OCMOCOBHOCTM 1 (MNN) MHBANUOHOCTY;

52) HenpeaBuaeHHas HexenaTtenbHasi peakuus - HexenaTernbHasi peakuusi opraHusmMa, KoTopasi CBsidaHa C
NMpMMEHeHMeM NeKapCTBEHHOro npenaparta B [03aX, PeKOMEeHAYEMbIX B MPOTOKOMEe ero KMMHUYEeCKOro UccrenoBaHus,
GpoLutope nccnegoBaTensl, N ¢ NPUMEHEHMEM FIEKAPCTBEHHOO Npenapara B 4o3aX, PeKOMEHAYEMbIX B UHCTPYKLMUN MO
ero npuUMEHEeHMo Ans npoduNakTukM, ANArHOCTUKW, NedveHust 3aboneBaHWs WNU MeOULMHCKOW peabunurtauuu
naumeHTa, U CyLWHOCTb, TSXKECTb WM MUCXOL KOTOPOM He COOTBETCTBYET MHGOPMaUMM O NlekapCTBEHHOM npenapare,
copepXxallencs B NPOTOKONEe ero KMMHWYECKOro uccrnenoBaHusi, Gpolltope uccnefoBatenss UnmM B MHCTPYKUMM MO
NMPVMMEHEHMIO NEKapCTBEHHOIO NpenapaTa;

(n. 52 B pen. PegepanbHOro 3akoHa ot 22.12.2014 N 429-03)

52.1) dapmakoHaa3op - BUA OEATENbHOCTU MO MOHUTOPUHIY 3hPEKTUBHOCTN M BE30MacHOCTU JNIEKAapPCTBEHHbLIX
npenapaToB, HanpaBlEHHbIV Ha BbISIBNIEHME, OLEHKY M NpefoTBpalleHNe HeXenaTenbHbIX MoCcneAcTBUIA NPUMEHEHMUS
nekapcTBEHHbIX Npenaparos;

(n. 52.1 BBegeH PegeparnbHbiM 3akoOHOM OT 22.12.2014 N 429-$3)

52.2) nnaH ynpaeneHus puckamu - nogpobHOe onucaHue MeponpuaTUn No dhapMakoHaA30py, HanpaBneHHbIX Ha
BbISIBMEHME, OLUEHKY WU MNpedoTBpalleHue UM MUHMMU3aUMI0 PUCKOB, CBA3AHHbLIX C JIeKapCTBEHHbIMU Mpenapatamu,
BKNtOYas OLEHKY 3(p(PeKTUBHOCTUN JaHHbIX MEePONpUATUN;

(n. 52.2 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

53) peuenT Ha neKapCTBEHHLIN Mpernapat - MEeOULUHCKMA [OOKYMEHT YCTaHOBMEHHOW opMbl, coaepXalimin
HasHa4yeHVe NeKapCTBEHHOro npenapara Ansg MeauUMHCKOTO MPUMEHEHMS, BblAaHHbIA MEeAUMLUMHCKMM pPabOoTHUKOM B
Lenax oTnycka NeKkapCTBEHHOINO npenaparta Unn ero M3roToBreHUss 1 oTnycka Ha GymMaKHOM HocuTerne Unm ¢ cornacus
naumeHTa Wnn ero 3aKOHHOro npeacraBuTens B YOpMe dfEeKTPOHHOro AOKYMEHTa, NMOANMMCAHHOIO C UCMONb30BaHUEM
YCUMEHHOW KBanuuuMpoBaHHON 3MNEKTPOHHOW MOANMUCU MEAMUUHCKOro paboTHuka, nnbo OOKYMEHT yCTaHOBMEHHOMW
dopmbl, copepxaluin HasHadYeHue FeKkapCTBEeHHOro npenaparta [Afs BETEPUHAPHOro MNPUMEHEHWS, BblOaHHbIN
BETEPUHAPHBIM PabOTHMKOM B LENsAX OTMNycKa feKapCTBEHHOrO npenaparta WM ero WM3roToBMEHUss U OTrnycka Ha
OyMa)KHOM HOCUTErE;

(n. 53 B pea. ®epgepanbHoro 3akoHa ot 29.07.2017 N 242-93)

54) TpeboBaHMe MeOMLIMHCKOW OpraHu3aLun, BETEPUHAPHOW OpraHn3auun - OKYMEHT YCTaHOBIIEHHOW (OOpMbl,
KOTOpbI BbINMCAH MEAULVHCKAM UM BETEPMHAPHBLIM PabOTHMKOM, UMEIOLLIMM Ha 3TO NpaBo, U COAEPXKUT B MUCbMEHHON
dopmMe ykasaHue anTeyHon opraHnsaumm o6 oTnycke riekapCTBEHHOro npenapara unm o ero U3roToBrneHun n 06 oTnycke
ans obecneyeHnst nededbHOro npowecca B MEANLMHCKOW OpraHn3aumm, BETEPUHAPHO OpraHn3aumy;

55) koMnnekcHasi OuUEeHKa FeKapCTBEHHOro npenapaTta - OLeHKa 3aperncTpupoBaHHOIO JNEKApCTBEHHOIO
npenapara, Bk/ovawwas B ceba aHanmi3 UHGOpMauMM O CpPaBHUTENbHOM KIMHUYECKOW 3(EdEKTUBHOCTU W
6e30nacHOCTM feKkapCTBEHHOro npenapaTa, OLEHKY 3KOHOMWYECKUX MNOCMEACTBMIA €ro MPUMEHEHUS, W3yveHue
OOMNOMHUTENbHBLIX NOCMEACTBUI NPUMEHEHUS] NeKapCTBEHHOro npenapaTa B LUensax NPUHATUS pelleHuin O BO3MOXHOCTU
BKMIOYEHNS] NEKaApCTBEHHOro npenapata B NepeyvyeHb XWU3HEHHO HeoOXOOMMbIX WM BaXHEWLUMX JIeKapCTBEHHbIX
npenapaTtoB, HOPMaTMBHbIE MPAaBOBbIE aKTbl M WHbIE OOKYMEHTbI, Onpegensiolme nopsiAok OKasaHus MeauLMHCKOW
MOMOLLN, UM UCKITIOYEHMS €r0 U3 YKa3aHHbIX MEPEYHs], aKTOB U JOKYMEHTOB;

(n. 55 BBegeH depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03)

56) cnuctemMa MOHUTOPpUHIa AOBWXEHUA JeKapCTBEeHHbIX TMnpenapartoB AnAd MeaAUUUMHCKOro npuMeHeHuda -
cbep,epaanaﬂ rocygapcrteeHHasn I/IH(*)OpMaLI,VIOHHaﬂ cuncrema MOHUTOPUHIa ABMXEHUA NEKApCTBEHHbIX NnpenapartoB A4
MeaANLMHCKOro npuMeHeHuna OoT npoun3BoaunTena A0 KOHEeYHOro n0Tpe6|/|Ten;| C ucnojib3oBaHMem B OTHOLUEHUN
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NeKapCTBEHHbIX NpenapaToB OS5 MEAULIMHCKOrO NPMMEHEHUS cpeacTB naeHTudukauuu.
(n. 56 BBeneH PenepanbHbIM 3akoHOM OT 28.12.2017 N 425-03)

Maga 2. NOJIHOMOYUA ®EOEPAJIbHLIX OPTAHOB I/ICI'IOJ'IHVITEHbI:IOVI .
BNACTU, OPTAHOB UCTONMHUTENIbHOU BITACTU CYBBEKTOB POCCUUCKOU
SEAEPALIUM NMPU OBPALLEHUN NEKAPCTBEHHbIX CPE[ICTB

Ctatbsa 5. MNMonHomouusa deapepanbHbIX OPraHOB MUCMNOJIHUTENIbHOW BJlacCTU Npu obpaweHuun
FfleKapCTBEHHbIX CPEACTB

K nonHoMounam deaeparnbHbiX OPraHoB WCMOMHUTENBHOM BRactTu npu obpalleHnn NeKkapCTBEHHbIX CpPeacTs
OTHOCATCS:

1) npoBegeHue B Poccunckon ®epepauum eguHOM rocyaapCTBEHHOW MNONUTMKM B obnactn obecneyenus
nekapcTBEHHLIMU Npenapatamu rpaxkgaH B Poccunckon ®egepaumm;
(B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) yTBepXOeHue obwmnx dapmakonenHblx cTaTer, apMakonemHbiXx cTaTel, WU3gaHue TrocyaapCTBEHHOM
dapmakoneu, cosgaHue 1 BeaeHne peectpa hapmakonenHblx cTaHgapTHbIX 06pasLoB;
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) ocyliecTBneHne rocyqapCcTBEHHOro KOHTpons (Haasopa) B cdepe obpalleHuns nekapcTBEHHbIX CPeacTs;
(B pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-93)

4) nuueH3npoBaHMe NPoOU3BOACTBA NeKapCTBEHHbIX CPEACTB 1 (hapMaLeBTUYECKON OeATENbHOCTN B COOTBETCTBUM
C 3aKkoHogaTtenbcTBoM Poccuiickon dPenepauuu;

5) opraHuMsauus 3KCNepTU3bl NEKAPCTBEHHbLIX CPEACTB, 3TUYECKOM 3KCNepTU3bl BO3MOXHOCTW MpPOBeOeHUs
KNMHMYECKOrO UCCRenoBaHUsi NeKapCTBEHHOrO npenapata Ans MeauUUHCKOro NPUMEHEHUs, 3KCNepTusbl JOKYMEHTOB,
npeacTaBneHHbIX Ans ornpeneneHnsl BO3MOXHOCTW paccMmaTpuBaTb NEeKapCTBEHHbI Mpenapat Ans MeAMUUHCKOro
NMPUMEHEHMS NPY rOCYAAPCTBEHHON perncTpaumm B kKa4ecTse opgaHHOro NiekapCTBEHHOIO Npenapara;

(B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5.1) opraHusaums NnpoBeAeHNsi KOMMIIEKCHOW OLIEHKN NEKAPCTBEHHOrO npenapara B LeNsx NPUHATUS PeLLEHUA O
BO3MOXHOCTU BKMIOYEHUS EeKapCTBEHHOro npenapata B NepeyYeHb XU3HEHHO HEeOoOXOAWMbIX W BaXkHEeMLWux
NeKkapcTBEHHbIX NpenapaToB, HOPMaTMBHLIE MPABOBbLIE aKTbl U MHbIE JOKYMEHTbI, onpedensiowme Nopsaok okasaHust
MEeOMLMHCKOWM MOMOLLIM UITN UCKIIOYEHUS! €0 U3 YKa3aHHbIX NepPeYHsl, akTOB U [JOKYMEHTOB;

(n. 5.1 BBegeH dPenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

6) Bbldaya paspelleHuii Ha MpPOBEeAEHUE KIMHWYECKUX WCCRedoBaHUi JEKApCTBEHHbIX MpernapaToB, BedeHue
peecTpa BbldaHHbIX pa3peLleHnii Ha NpoBedeHne KIMHUYECKNX UCCreoBaHWI NekapCTBEHHbIX Npenaparos;

7) rocygapCTBeHHasi pervcTpauusl JiekapCTBEHHbIX MpenapaTtoB, BedeHWe TocygapCTBEHHOINo peecTpa
NeKapCTBEeHHbIX CPeACTB;

8) opraHusaums n (unun) NpoBeAEHNE MHCMEKTUPOBaHWS CyObeKTOB 0bpalleHns NekapCcTBEHHbIX CPEACTB Ha
COOTBETCTBME NMpaBunam Hagnexallen nabopaTtopHoOM NpakTUKK, NpaBunam Hagnexallen KIMHUYecKom NpakTukm,
npasunnamM Hagnexallien NpakTUKM XpaHeHUs N NepeBO3KM NIeKapCTBEHHbIX NpenapaTos, NpasunamM Hagnexawlemn
ONCTPUBBLIOTOPCKON NPaKTUKK, NMpaBunam Hagnexallen anTe4Hon NpakTUKK;

(n. 8 B pea. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

8.1) opraHusauma n (Mnn) npoBedeHUe WHCMEKTUPOBaHUSA CyObekTOB obpalleHus NeKapCTBEHHbIX CPeAcTB Ha
cooTtBeTcTBME TpeboBaHNAM NpaBun Hagnexallen NPOM3BOACTBEHHOW NPaKTUKW, BblAaya 3aknioYeHU 0 COOTBETCTBUM
Npovn3BOANTENS NIeKapCTBEHHbIX CpeacTB TpeboBaHUSAM NpaBun Haanexallen NpoM3BOACTBEHHON NPaKTUKY;

(n. 8.1 BBeageH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

8.2) yctaHoBneHve nopsgka BedeHUs W BedeHue roCydapCTBEHHONo peecTpa 3akfioYeHu O COOTBETCTBUM
Npoun3BOANTENS NIeKapCTBEHHbIX CpeacTB TpeboBaHUSM NpaBun Haanexallen NpoM3BOACTBEHHON NPaKTUKY;
(n. 8.2 BBegeH PegeparnbHbIM 3aKkOHOM OT 22.12.2014 N 429-03)

9) rocynapCTBeHHas perncrTpaums npeaernbHbIX OTNYCKHbIX LEH NPOM3BOAUTENEN Ha NeKapCTBEHHbIE NpenaparTsl,
BKIMIOYEHHble B MepevYeHb XWU3HEHHO HEOOXOAMMbBIX W BaXXHEWLWMX NeKapCTBEHHbIX NpenapaTtoB, WM BedeHue
rocydapCTBEHHOIO peecTpa NpeaenbHbIX OTMYCKHbIX LLEH NPOM3BOAMTENEN Ha NeKapCTBEHHbIE Npenaparhbl, BKIHYEHHbIe
B NEepeYeHb XM3HEHHO HEOOXOAMMbIX U BaXKHENLLIUX NIEKAapPCTBEHHbIX NpenapaTos;

(B pea. PenepanbHoro 3akoHa ot 06.06.2019 N 134-03)

9.1) cornacoBaHne NPOEKTOB PELLUEHUA OPraHOB UCMOMHUTENbBHON BriacTn cybobekTtoB Poccuickon ®egepaunm ob
YCT@HOBIMEHUN U (MNWN) U3MEHEHUWN MpeferibHbIX Pa3MepoB ONTOBbIX HaAOaBOK M MpefdernbHbIX Pa3MepoB PO3HUYHBLIX
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HaabaBoOK K (hakTUYEeCKMM OTMYCKHbIM LieHaM, YCTAHOBIEHHbIM NPOM3BOAMTENSAMMW FEeKapCTBEHHbIX NpenapartoB, Ha
rniekapCTBeHHble npenaparbl, BKIIOYEHHble B MepeveHb XXM3HEHHO HeoOXOOAMMbIX W BaXKHEWLMX JeKapCTBEHHbIX
npenapaTos;

(n. 9.1 BBegeH PegepanbHbiM 3akoHOM OT 13.07.2015 N 241-03)

10) ycTaHOBMeHWe nopsiaka BBo3a feKapCTBEHHbIX cpeacTB B Poccuiickyto ®egepaunio 1 BbiBO3a NIEKAPCTBEHHBLIX
cpenctB u3 Poccunckon ®egepaumm;
(n. 10 B pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

10.1) Bblgaya, ycTaHOBNEHWEe Nopsiaka Bbigadn u opMbl JOKYMEHTa, KOTOPbIN NOATBEPXKAAET, YTO NPOM3BOACTBO
rfiekapCTBEHHOro Mpenaparta OCYLLEeCTBNEeHO B COOTBETCTBUM C TpeboBaHMAMM NpaBun Hagnexailen nponsBoACTBEHHOM
MPaKTUKW, U MNOANEXWT npeacTaBneHunto no TpeboBaHUIO YMONMHOMOYEHHOro oOpraHa CTpaHbl, B KOTOPYK BBO3WTCHA
nekapcTBeHHbIN npenapar;

(n. 10.1 BBegeH PegeparnbHbiM 3akoOHOM OT 22.12.2014 N 429-$3)

10.2) Bblgava, ycTaHoBreHWe nopsaka Bbldadn U OpMbl AOKYMEHTa, codepKallero cBedeHus O CTagusax
TEXHONMOrMYeCcKoro mnpouecca nNpPOM3BOACTBA NEeKapCTBEHHOrO cpeacTBa Ans MeAUUWMHCKOro MNpUMEHEHUd,
OCYLLIECTBISAEMbIX Ha TeppUTOpPUN EBpPasninckoro 3KOHOMUYECKOro COH3a;

(n. 10.2 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03, B pea. PenepanbHoro 3akoHa oT 13.07.2015 N 241-
®3)

11) co3gaHune COBETOB MO BONPOCaM, CBSI3aHHbLIM C 0bpalleHMeM NeKapCTBEHHbIX CPEACTB;
12) atTectauus n ceptudurkaumus CneumnanmncTos;
13) ytpatun cuny ¢ 1 ceHtsi0psa 2013 roga. - PegepanbHbii 3akoH ot 02.07.2013 N 185-93;

14) ocywecteneHne apMmakoHaa3opa;
(n. 14 B pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

15) yyacTtue B MexgyHapoaHOM COTPYAHNYECTBE;

16) nony4eHne no 3anpocam YMNONHOMOYEHHOrO dedepanbHOro opraHa MCMOMHUTENbHOW BNacTM OT OpraHoB
ucnonHutensHon Bractu cybbektoB Poccunckon degepaummn, a Tawke OT CyObekToB obpalieHusi neKapCTBEHHbIX
CpeacTB ANnd MeAUUMHCKOTO MNPUMEHEeHMs WHdopMaumyM no BOMpPOCaM YCTAHOBMEHWS W MPUMEHEHWS UeH Ha
rniekapcTBeHHble npenaparbl U HaabaBoK K HAM;

17) npumeHeHne Mep OTBETCTBEHHOCTM 3a HapyLLeHne 3akoHoaartensctea Poccuiickon ®enepauny;

18) yTBepXOeHne npaBunl Hagnexawen nabopaTtopHOM NPaKTUKK, NPaBuil Haanexallen KnMHUYECKON NPakTUKK,
npaBun Haanexatlenh MNpon3BOACTBEHHOM MNPaKTWKWA, MpaBuIl Hagnexawen npakTUKM XpaHeHUs U NepeBO3Ku
NeKapCTBEHHbIX MpenapatoB, NpaBwui Haanexallenh OAUCTPUOBLIOTOPCKOM NPaKTUKM, MpaBuIl Hagnexailen antevyHow
NpaKkTUKW, nNpaBuNn Haanexawen npakTuku dapMakoHaa3opa neKapCTBEHHbIX npenapaToB Ans MeguLMHCKOro
NPUMEHEeHUA;

(n. 18 BBegeH PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

19) ycTaHoBneHWe nopsigka OPMUPOBaAHMSA PErncTPaLuoOHHOrO [OCbe Ha feKapCTBEeHHbI npenapart U
TpeboBaHWIN K JOKYMEHTaM B ero CocTaBe;
(n. 19 BBegeH denepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03)

20) yTBepxaeHWe npaBun paunoHanbHOro BbiGOpa HaMMEHOBaHWI JNeKapCTBEHHbIX MpenapaTtoB AN
MeOULMHCKOro NPUMEHEHUS;
(n. 20 BBeneH PenepansHbIM 3akoHOM OT 22.12.2014 N 429-03)

21) yTBEpPXAEHME NEPEYHS HAaMMEHOBaHWI NeKkapCcTBEHHbIX OpM;
(n. 21 BBegeH PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

22) dopmupoBaHue peecTpa TWUMOBbLIX WMHCTPYKUMA MO MEAWLMHCKOMY MNPUMEHEHMIO B3anMoO3aMeHsSeMblX
nekapcTBEHHbIX Npenaparos;
(n. 22 BBegeH denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

23) ytBepxaeHne TpeboBaHUM K UHCTPYKUMW NO MEAULMHCKOMY MPUMEHEHUIO NeKkapCTBEHHbIX npenapaToB U K
WHCTPYKUMW NO BETEPUHAPHOMY NMPUMEHEHMIO NNEKapCTBEHHbIX NPenaparos;
(n. 23 BBegeH PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

24) pocynebHoe 3akpbiTMe CalToB, cogepXawux WMHGPOPMaUMI0 O PO3HUYHOW MpOAaxe AUCTAHLMOHHBIM
crnocobom, npearioxkeHne o NpMobpeTeHNN OUCTaHLMOHHBIM CNOCOOOM, AOCTaBKke AUCTAHLUMOHHLIM CMOCOOOM K (Mnn)
nepegaye ouanyeckomy nmuy AMCTaHLMOHHBIM CMOCOOOM NEKapCTBEHHbIX NPenapaToB, HAPKOTUYECKUX NTEKAPCTBEHHbIX
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npenapaTtoB W MNCUXOTPOMHbIX JIEKAPCTBEHHbIX NpenapaToB, 3a WCKAKYEHWEM cry4vyaeB, YCTAHOBIIEHHbIX
MpaButensctBoM Poccuiickon depepaunn.
(n. 24 BBeneH PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

KoHcynbtaHTlInoc: npumedaHue.
C 29.11.2019 cT. 5 pononHsetca n. 25 (P3 o1 28.11.2018 N 449-03).

KoHcynbraHTlnoc: npumedaHue.

lNonoxeHus ctatbn 5.1 pacnpocTpaHATCSa Ha NoNHoOMoYUs defepanbHbiX OpraHoB UCMOMHUTENBHOM BRAcTH,
KOTOopble He nepefaHbl AN OCYLLECTBIIEHWS OpraHam rOCy4apCTBEHHOM Briactu cybwbektoB Poccuiickon
denepauuun n opraHaMm MeCTHOro camoynpaBneHnss COOTBETCTBYHOLLUMMU dhefepanbHbIMU 3aKOHaMMU.

Ctatbsa 5.1. MNMepepaya ocywecTBreHUs NMOJIHOMOYMM cheAepanbHbIX OPraHOB MCMNONMHUTENILHOMW BIacTu
npu o6GpalweHun rneKapCTBEeHHbIX CPeACTB OpraHaMm MWCMNONHUTENbHOW BracTu cy6bekTtoB Poccumckon
denepaumnn

(BBeaeHa depeparnbHbiM 3akoHoM oT 13.07.2015 N 233-93)

MonHomounsa doegepanbHbIX OPraHoOB MWCMOMHUTENbHOW BNactM npu obpalleHnn neKapCTBEHHbIX CPeacTs,
npegycMoOTpeHHble HacTosawmm degepanbHbIM 3aKOHOM, MOTYT nepedaBaTbhCA [AM9 OCYLWECTBMEHUA oOpraHam
ncnonHuTenbHon Bnactn cyobekToB Poccuiickon dPepepaumm noctaHoBneHuamu [lpaButenbctBa Poccunckom
depepauun B nopsigke, yctaHoBrieHHoM depeparnbHbiM 3akoHOM OT 6 okTsiops 1999 roga N 184-3 "O6 obwmx
NpVHUMNax opraHM3auny 3akoHogaTeNbHbIX (MPeACTaBUTENBHbBIX) U UCMOMHUTENBHBIX OPraHOB rocyAapCTBEHHOW BMacTu
cybbekToB Poccuiickorn ®enepauunn’.

Ctatba 6. lNonHomMouMsas opraHoOB UCNOMHUTENbLHOW BnactTu cybbekta Poccuinckon ®Pepepauuu npwm
obpalleH1Mn nekapcTBeHHbIX CPeaAcTB

K nonHomouusiM opraHoB WCNONHUTENbHOW Bractu cybbekta Poccuinckon Pegepauumn npu obpaiieHun
nieKkapCTBEHHbIX CPeACTB OTHOCATCS:

1) paspaboTka u peanusaumsa pervoHanbHbIX MNporpamm obecnevyeHus HaceneHns neKapCTBEHHbIMM
npenapartamu;

2) yCTaHOBIEHNe npefesibHbiX pasMepoB OMTOBLIX HAA0ABOK M MpefesibHbiX PasMepoB PO3HUYHbLIX HAO0aBOK K
(haKTUYECKUM OTMYCKHbIM LieHaM, YCTAaHOBMEHHbLIM NPOM3BOAMTENSIMU NIEKAPCTBEHHBLIX NpPenapaToB, Ha NeKapCTBEHHbIE
npenapaTbl, BKIIOYEHHbIE B NEPEYEHb KU3HEHHO HEOOXOANMBIX N BaXKHEWLLMX NEKAPCTBEHHLIX NPenapaTos;

3) OcCyLlecTBMEHWE pernoHanbHOro rocyaapCTBEHHOrO KOHTPOSsS 3a MPUMEHEHMEM LIEH Ha neKapCTBEHHble
npenaparbl, BKIHOYEHHbIE B MNEpeyYeHb XU3HEHHO HEOOXOAWMbLIX U BaXKHEWLWUX JlekapCTBEHHbIX MpenapaTtos,
opraHusaumsiMu ONTOBOW TOPrOBMW, anTeYHbIMW OpraHM3aunsiMu, MHOMBUAYaNbHLIMU NPEANnPUHUMATENAMU, UMEIOLLMMU
NUUEH3MIO Ha hapMaLEeBTUYECKYIO OEATENbHOCTb;

(B peq. PepepanbHoro 3akoHa ot 25.06.2012 N 93-93)

4) npuHsaTUe peleHns o6 ncnonb3oBaHMn Ha TeppuTopumn cybbekta Poccunckon egepaummn Hapsagy ¢ peuentamum
Ha nekapcTBeHHble mpenapaTbl, OPOPMNEHHBIMU HA ByMaXHOM HOCuTene, peLenToB Ha feKapCTBEHHbIe npenaparhbl,
cchopMUpOBaHHbIX B hopMe 3reKTPOHHbIX JOKYMEHTOB.
(n. 4 BBegeH PenepanbHbiM 3akoHOM oT 29.07.2017 N 242-03)

Masa 3. TOCYOAPCTBEHHAA ®APMAKOINEA
Cratba 7. PaspaboTka u usgaHue rocyaapcTBeHHOW chapmakoneu, pa3meLleHne gaHHbIX O Hel

1. Mop rocymapcTBeHHOW hapMakoneen NoHMMaeTcsl CBof obLiMx dhapMakonenHbix cTtaten n dapMakonenHbixX
cTaten.

2. PaspaboTtka obwwmx hapmakonerHblx cTaten n chapmakonerHbix ctaten, B TOM vnucne dapmMakonenHblx ctatemn
Ha hapmakonemnHble cTaHdapTHble 00pasubl, U BKMAOYEHUE MX B rOCYQapCTBEHHYI (hapMakoner OCYLLEeCTBASITCH B
nopsigke, yCTaHOBIIEHHOM YMOMHOMOYEHHbIM hbegepanbHbIM OpraHOM UCMONHUTENBHOW BNacCTy.
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. PaspaboTka dhapmakonerHon cTaTbM Ha pedepPEeHTHbI EeKapCTBEHHbIM Mpenapar M BKAOYEHWE ee B
rocydapCTBEHHYI0 hbapmakonel B TEYEHME CpoKa OEWCTBUSA 3alUMTbl MCKIIHYMTENBLHOINO MpaBa, YyAOCTOBEPEHHOrO
naTeHTOM Ha pedbepeHTHbIV NeKapCTBEHHbIV NPenapar, OCYLLECTBISIOTCS € cornacus ero paspabotyuka.

(B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4. TocypapcTBeHHas ghapmMakonesi U3naetcsl YynonHOMOYEHHbIM doeieparibHbIM OpraHoM UCMOMHUTENBHOWM BNacTy
3a cyeT cpelcTB (hefepanbHOro GomkeTa U NOANEXUT NepensfaHnaM He pexe Yem OauH pa3 B MsATb NeT, B nepuog
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MeXay KOTOpbIMM M3OalTCsl NMPUNOXEHUST K rocydapCTBEHHOW dhapmakonee, codepxaiwime obuiune dapmakoneiHble
ctatbM U (unn) dapmakoneriHble cTaTbW, YTBEPXKAEHHbIE MOCNE W3OaHUS WNU NepeusfaHnst rocyaapCTBEHHOW
dapmakonen.

5. YnonHomoueHHbIN hepepanbHblid OpraH WUCMNOMHUTENbHOW BRAcTu pasMellaeT AaHHble O rocygapCTBEHHOM
thapmMakonee 1 NPUNOXeHUsaX K Hel Ha CBoeM ouLnmansHOM canTe B ceTu "VIHTepHeT" B yCTaHOBMNEHHOM UM MOpsiaKe.

Mmasa 4. TOCYOQAPCTBEHHbIA KOHTPOIb MPU OGPALLEEHUMN
JIEKAPCTBEHHbIX CPEACTB

CrtaTtbs 8. JluueHanpoBaHue NPoOU3BOACTBA NEeKapCTBEHHbIX CPeACcTB U (papMaueBTUYeCKON AeATeNIbHOCTH

1. JlnueH3upoBaHMe NPOU3BOACTBA JIEKAPCTBEHHbIX CPeAcTB U dapmaueBTUYECKOW AEeSATENbHOCTU
OCYLLECTBIISIETCS B COOTBETCTBUM C 3aKoHOAaTeNnbCTBOM Poccuiickoi denepauuu.

2. ObsizaternbHbIM ycnosueM npegoctaBneHnda NMUeH3nn Ha Npou3BOACTBO J1IEKapCTBEHHbIX CpeadcTB ABNAETCA
NpUIioXeHne K 3adaBlieHU0 CoucKaTtena JIMUEH3NN nepedyHA NeKapCTBEeHHbIX (*)OpM n (VIJ'II/I) B1OOB d)apMaU,eBTI/ILIECKVIX
Cy6CTaHLI,I/Il7I, KOTOpbl€ Npon3BoAUNTESNb JNIEKAPCTBEHHbLIX CPEACTB HAMEepEH NpPon3BoANTb.

3.B cny4vae HeobxoaMmocTn pacmpeHnd npon3BoacTBa JiIeKapCTBEeHHbIX CpeACTB 3a CHET HOBbIX JIEKAPCTBEHHbIX
CbOpM n BNUOOB (bapMaLl,eBTVILIeCKI/IX CyGCTaHLIMﬂ npounssogunTerib NeKapCTBEeHHbIX CpeacCTB AOOJIKEeH MOoJly4YnTb HOBYHO
NNUEH3nK0 Ha Npon3BOACTBO JNIEKAapPCTBEHHbLIX CpenCTB.

CtaTbs 9. locypaapcTBeHHbIN KOHTPOSb (Haa3op) B cepe obpaLieHUs nekapcTBeHHbIX CPeAcTB
(B peg. PegepanbHoro 3akoHa ot 25.06.2012 N 93-03)

1. FocyaapCTBEHHbIN KOHTPOMb (HAaA30p) B chepe obpaLleHnst NekapCTBEHHbIX CPEACTB BKINOYaEeT B ceds:

1) NUUEH3NOHHBLIA KOHTPONb B cdepe NpOoM3BOACTBa NeKapCTBEHHbLIX CPeAcTB U B cdepe dapmauesTnyeckomn
AeATenbHOCTY;

2) cbegepanbHbIv rocygapCTBEHHbIN HAg30p B chepe obpalleHns NeKapCTBEHHbIX CPEACTB;

3) BbIOOPOYHbIN KOHTPOMb Ka4eCTBa neKkapCTBEHHbIX CPeacTB.
(n. 3 BBegeH depepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

2. JINLUEH3NOHHBIM KOHTPOMb B cdepe NpoM3BOACTBA NeKapCTBEHHbIX CPEeACTB U B cdepe dapmaueBTUYeCcKon
OEATENbHOCTN OCYLLECTBNSETCS YMNOMHOMOYEHHbIMU dheaeparnbHbiM OpraHOM MCMNOSTHUTENBHOM BRacTu M opraHamu
ncnonHuTenbHon Bnactn cybwektoB Poccunckon ®egepaumm cCormacHo MX KOMMETEHUMW B MOPsiAKE, YCTaHOBIIEHHOM
depnepanbHbIM 3akoHOM oT 26 gekabps 2008 roga N 294-03 "O 3awmTte npasB IOpUAMYECKUX MWL U MHOUBMAYAIbHbLIX
npeanpuHUMaTenen Npu OCYLLeCTBNEHUM FOCYAapCTBEHHOrO KOHTpons (Hagsopa) M MyHUUMNanbHOro KoHTpons", ¢
y4yeTOM 0COBGEHHOCTEN OpraHmn3aumMm U NPoBeAEeHUS NPOBEPOK, YCTaHOBMNEHHbIX PeaeparnbHbiM 3akoHOM oT 4 mas 2011
roga N 99-03 "O nuueH3npoBaHnn OTAENbHbIX BUOOB AEATENBHOCTN".

3. ®egepanbHbI TOCYAApPCTBEHHBIN Haa3op B cdpepe obpalueHns nekapCTBEHHbIX CPeacTB OCYLLECTBASETCS
YNOMHOMOYEHHbIMW dhefepanbHbIMM OpraHaMn UCMOMHUTENbHON BRacTy (A4anee - opraHbl rocyaapCcTBEHHOro Haasopa)
COrmacHo nx KoMneTeHUMW B nopsigke, yctaHoBneHHoM lNpasutenscTBoM Poccuickon ®egepaunu.

4. depepanbHbI rocygapcTBEHHbIM Haa30p B cdepe obpalleHns NeKapCTBEHHbIX CPEACTB BKIOYaET B cebs:

1) opraHusaumio M npoBedeHWEe MPOBEPOK cobnogeHns cybbekTamu obpalleHus IeKapCTBEHHbIX CpeacTs
YCTaHOBMEHHbIX HacToAwmMM PefepanbHbIM 3aKOHOM W MPUHATBIMU B COOTBETCTBUM C HUM WMHbIMW HOPMaTUBHBIMU
npaBoBbIMK akTamn Poccuiickon ®epepaumn TpeboBaHWU K AOKNMHUYECKMM UCCNEAOBaHUAM NeKapCTBEHHbIX CPEACTB,
KNMMHWYECKUM MCCreqoBaHMSAM NekapCTBEHHbIX MpenapaTtoB, XpaHeHuto, nepeBo3ke, BBO3y B Poccuickyio ®eanepaumio,
OTNyCcKy, peanu3aumm nekapCTBEHHbIX CPeACTB, MPUMEHEHUIO TNEKAPCTBEHHbIX MpenapaTtoB, YHUYTOXEHUIO
nekapCTBEHHbIX CpPeAcTB, a Takke COOMAEHUS YNOMHOMOYEHHbIMKU OpraHamMu WCMOMHUTENbHOW BRacTu CyObekToB
Poccuiickon ®epgepauum METOAMKM YCTAHOBMEHWSA NpeaernbHbIX pasMepoB ONTOBbIX HAaAbaBoK U NpedernbHbIX pasmepoB
PO3HWYHBIX HaA0aBOK K aKTMYECKUM OTNYCKHbIM LeHaM, YCTaHOBMEHHbIM MPOW3BOAMTENSAMU NEKapCTBEHHbIX
npenapaToB, Ha rlekapCTBEeHHble MpenapaTtbl, BKIIOYEHHble B MepeveHb XU3HEHHO HeoOXOAUMbIX W BaXKHEWLIMX
neKapCTBEHHbIX NpenapaTtoB (aanee - obasaTteneHble TpeboBaHus);

2) opraHu3aumio U NpoBeAeHne NPOBEPOK COOTBETCTBUS NEKApCTBEHHbIX CPeACTB, HaXOASALLMXCSA B rpaXaaHCKOM
06opoTe, yCTaHOBMNEHHbLIM TPEOOBAHUAM K UX KAYECTBY;

2.1) npoBefeHne KOHTPOIbHBIX 3aKYMOK B LIENAX NPOBepKN cobniogeHns cybbekTamm obpalleHns NekapcTBEHHbIX
CPencTB, OCYLIECTBNAILWMMMN PO3HUYHYIO TOPrOBIO NEKapCTBEHHbIMKU MpenapataMn Ans MeAMLMHCKOTO NMpUMeHeHus,
npaBuil OTMycka JeKapCTBEHHbIX MNpenapaTtoB Afs MeAWUMHCKOro MNpUMEHeHUs W (Mnu) 3anpeta npogdaxu
hanbCMULMPOBaHHbLIX NeKapCTBEHHbIX CPeacTB, HeAOOPOKaYeCTBEHHbIX eKapCTBEHHbIX CPeACTB U KOHTpadaKTHbIX
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NeKapCTBEHHbIX CPeacTB;
(n. 2.1 BBeaeH ®enepanbHbIM 3akoHOM oT 27.12.2018 N 511-03)

3) opraHu3auuio 1 NnpoBeaeHue apMakoHaa3opa;

4) npumeHeHVe B NopsiaKke, YCTAHOBMEHHOM 3akoHodaTenbcTBoM Poccuiickon denepaummn, mep no npeceyeHuto
BbISIBNEHHbIX HapyLUeHUin 06s13aTenbHbIX TPEGOBaHMIA U (UNK) YCTPaHEHUIO NOCHEACTBUIA TakMX HapyLUEHWUA, B TOM Ynche
MPUHATME pELUEHMST O HaXOXOEHMU NEKApPCTBEHHLIX CPeacTB B obpalleHun, Bbigady npeanucaHuin ob ycTpaHeHuu
BbIABITEHHbIX HapyLueHvu7| obsa3aTenbHbIX TpGﬁOBaHVIVI 1 npuenevyeHne K OTBETCTBEHHOCTU nul, COBEPLUMBLLNX TaKue
HapyLleHus.

(vacTb 4 B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

5. depepanbHbI rOCYy4apCTBEHHBIM HAO30p B cdepe obOpalleHnsi NekapCTBEHHbIX CPEACTB OCYLUECTBMSIETCA B
nopsiake, yctaHoBrneHHoM PegepanbHbiM 3akoHOM OT 26 aekadbps 2008 roga N 294-93 "O 3awwmte npaB OPUONYECKUX
nUY 1 UHOMBUAOYanbHbIX NpeanpuHUMaTteneit Npu OCYLLECTBIIEHMM TOCYAApPCTBEHHOIO KOHTpons (Hagsopa) wu
MYHULMNANbHOIO KOHTpons", C y4eToM OCOOEHHOCTEN, YCTaHOBMEHHbIX HacTosiwen cTatbel. [lpegBaputenbHoe
cornacoBaHve C oOpraHamu MpOKypaTypbl CPOKOB MPOBEAEHWA BHEMMaHOBOW NpPOBEpPKM CyOBLEKTOB oObpalleHus
NEeKapCTBEHHbIX CPEACTB, a Takxe npeaBapuTeribHOE yBEAOMIIEHME OPUOUYECKUX UL, WHAUBMAOYATbHbIX
npeanpuHUMaTene O Hadarie NpPOBEAEeHUst 3TOW NpoBepkn He Tpebyercs. OpraHbl NPOKypaTypbl M3BELLAKTCA O
NpoBeAEHNM BHEMSIAHOBOW NPOBEpPKM CyObeKToB obpalleHusi NeKapCTBEHHbIX CpeAcTB MOCPeACTBOM HamnpaeneHus
COOTBETCTBYIOLLUX [OOKYMEHTOB B Te4YeHWe Tpex pabounMx [HEM C MOMEHTA OKOHYaHWs MPOBEOEHMSs YKa3aHHON
BHENNaHOBOMN NPOBEPKW.

(vacTtb 5 B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. ,D,OJ'I)KHOCTHbIe mua opraHa rocygapCrtBeHHOro Haasopa B nopApgke, yCTaHOBIIEHHOM 3aKOHOOAaTeNlbCTBOM
Poccunckon ®egepaunmn, MMeroT Npaeso:

1) nonyyaTtb Ha OCHOBaHWWM MOTUBMPOBAHHBLIX MUCbMEHHbBIX 3anNpoCOB OT CyObEKTOB obpalleHus nekapcTBEHHbIX
CpPefncTB, OPraHOB UCMONHUTENbHOM BnacTu cyobekToB Poccuiickon defgepauum n opraHoB MECTHOIO CamoyrnpaBieHus
OOKYMEHTbI U MHopMaLMo No Bornpocam obpalleHns NnekapCTBEHHbIX CPEeACTB;

2) GecnpensiTCTBEHHO MO MpeabsiBNEeHNN Cry>XebHOro yaoCToBEPEHUs] N KOMUK NMpuKasa (pacrnopshkeHusl) opraHa
rocyfapcTBEHHOIO HaA3opa O Ha3HayeHuM MpoBEpKM MocelaTb WUCMNOoNb3yeMble HPUOUYECKAMU NuLaMK,
UHAMBUAOYaANbHLIMY NPEeANPUHUMATENSAMA, SABMSIOWMMUCA CyObekTaMu obpalleHusi NeKkapCTBEHHbLIX CPEeACTB, Mpu
ocyulecTBlieHnn cBoen OEATEeNNbHOCTN Tepputopun, 30aHuA, NnomMeleHNAa U COOpyXeHua B uUendax nposeaeHuda
MEepPONPUSATUIA NO KOHTPOIIO;

3) npoBoanTb 0TOOP 06pa3LOB NEKapCTBEHHbIX CPEACTB, NpefHasHayYeHHbIX ANS peanu3auuyv U peannsyembix
cybbekTamu obpalleHusi NekapCTBEHHbIX CPeACTB, AN MPOBEPKN MX Ka4yecTBa, NPOBEAEHUSI UCCeqoBaHNMi, UCNbITaHWI
B COOTBETCTBMM C MpaBunamm otbopa o06pasLoB, YCTAaHOBMEHHbIMU YMOMHOMOYEHHbIM eaepanbHbBIM  OpraHoM
MCNONHUTENBLHON BNacTy;

3.1) npoBOAWTL KOHTPOMbHbIE 3aKyMKy NEeKapCTBEHHbIX NpenapatoB Afs MeAWLUMHCKOro MPUMEHeHUs B Lensx
npoBepkn cobnogeHnsa cybbekTammn obpalleHns nekapCTBEeHHbIX CPeACTB, OCYLUECTBSAOLWMMU PO3HUYHYHO TOProOBIIO
nekapcTBEHHbIMM Npenapartamn A58 MeQuUMHCKOTO NMPUMEHEHUS, MpaBurl OTMYyCcKa fekapcTBEHHbIX npenapaToB AN
MEAULMHCKOrO npuMeHeHus u (unu) 3anpeta npogaxu danbCudUUMPOBAHHbLIX NEKapCTBEHHbLIX CPeAcTs,
HegobpokavyeCcTBEHHbIX NeKapCTBEHHbIX CPEACTB U KOHTpadaKTHbIX NeKapCTBEHHbIX CPEACTB;

(n. 3.1 BBegeH denepanbHbiM 3akoHOM OT 27.12.2018 N 511-03)

4) BblgaBaTb cybbekTaM o00OpalleHUsl feKapCTBEHHbIX CPEeACTB MpeanucaHns O MNpeKpalleHWn HapyLleHui
06sa3aTenbHbIX TpeboBaHUii U 06 YCTpaHEHNM BbISIBNIEHHbIX HapyLLeHWn 06si3aTernbHbIX TpeboBaHWIA;

5) HanpaBnsATb B YNOSIHOMOYEHHbIE OpraHbl MaTepuarbl, CBA3aHHblE C HapYLUEHUAMU 00si3aTerbHbIX TPEGOBaHNI,
ANS pelleHns BONpoCcoB 0 BO30Y)KAEHMW YTONOBHbIX A No Npu3Hakam NpecTynieHWil.

7. BbIGOpOHHbIVI KOHTPOJIb Ka4ecCTBa J1IeKapCTBEHHbIX CpencTB OCyLWeCTBNAEeTCA YNOJIHOMOYEHHbIM cbep,epaanblM
opraHom NCMNOMHUTENBHOMN BNacTu B YCTaHOBJIEHHOM MM MOpAOKe U BKIMKOYaeT B cebs:

1) o6paboTky cBedeHuin, B obs3aTenibHOM nopsiake NpeaocTaBnseMbix cyGbekTaMu obpalleHusi NekapCTBEHHbIX
CpeacTB, O Cepusax, NAapTUSIX NeKapCTBEHHbIX CPEACTB, MOCTYNaloLWMX B rpaxaaHckuin o6opoT B Poccuiickoi denepauuu;

2) oTGop 06pa3sLoB NeKapCTBEHHbIX CPEACTB Yy CyObekToB obpalleHWst NeKapCTBEHHbIX CPEACTB B LEnsax
NpoBedEeHNss UCMbITAaHUA Ha WX COOTBETCTBME TpeGoBaHWAM HOPMAaTUBHOW [OOKYMEHTaLWM WM HOPMaTUBHbIX
[I0KYMEHTOB;

3) NpuHATUE NO pe3ynbrataM npoBeAEeHHbIX ncnbiTaHUN peweHna o JanbHerem rpaxgaHCckom 060p0Te
COOTBETCTBYIOLLEro nekapCTtBeHHOro cpencTBa;
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4) NpUHATWE YMONHOMOYEHHbIM edepanbHbIM OpPraHoOM WCMOMHUTENBHOW BacTU peLleHnss O MNepeBoae
NEKapPCTBEHHOrO CPEeACTBa Ha MOCEPUNHBLIN BbIOOPOYHLIA KOHTPOMb KayecTBa JIEKAapCTBEHHbIX CPEACTB B cryyae
NMOBTOPHOIO BbISIBNEHNSA HECOOTBETCTBUS KayecTBa NEKapCTBEHHOrO CPeACcTBa YCTaHOBMNEHHbIM TpebosaHuaMm u (npu
HeobxoamMmocTn) O npoBepke cybObekTa obpalleHns NekapcTBEHHbIX CPeAcTB. Pacxodbl, CBA3aHHbIE C MPOBEAEHVEM
NOCEPUNHOIO0 BbIGOPOYHOrO KOHTPOSST KayecTBa JEKApCTBEHHbLIX CPEeACTB, OMNfavynmBalTCs MPOU3BOAUTENEM
NeKapCcTBEHHOro cpeacTea NMOO Aepxatenem wnu BnagenbLueM PerncTpaumoHHOro YOOCTOBEPEHUSI NEKAPCTBEHHOro
npenaparTa.

(vyacTtb 7 BBegeHa deaepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

maea 5. PASPABOTKA, JOKITMHUWYECKUE UCCNEONOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHUWYECKUE UCCNEONOBAHUA
NEKAPCTBEHHbIX NMPEMNAPATOB AJ1A BETEPUHAPHOIO MPUMEHEHUA

CtaTtbs 10. Pa3paboTka nekapCcTBeHHbIX CPeacTB

1. PaspaboTka nekapCTBEHHbIX CPEACTB BKOYAET B cebsl MOMCK HOBbIX (papMaKOSIorMyecky akTUBHbBIX BELLECTB,
nocrneaymwolwee WU3yyeHWe WX IEKAPCTBEHHbIX CBOWCTB, AOKMMHWMYECKUE WCCreqoBaHusl, pa3paboTKy TexXHOMorui
npov3BoacTBa hapmaleBTUYECKUX cybcTaHUui, pa3paboTky COCTABOB M TEXHOMOIMIA MPOU3BOACTBA NeKapCTBEHHbIX
npenaparos.

2. duHaHcoBoe obecneyeHne pa3paboTku NekapCTBEHHLIX CPeACTB OCYLLECTBIISIETCA 3a CYET:
1) cpencTtB chbegepanbHoro 6oaxeTa;
2) cpeacTs pa3paboTUnKoB NeKapCTBEHHbLIX CPEACTB;

3) cpenctB npousBoAuTENEN NeKapCTBEHHbIX CPEACTB MPU BbINOMIHEHUM Hay4YHO-UCCReAoBaTenbCkMX paboT Mo
[0roBOpY MeXay paspaboTyMKOM NeKapCTBEHHbIX CPeCTB M NPOM3BOANTENEM NTEKAPCTBEHHBLIX CPEACTB;

4) NHbIX He 3anpeLLeHHbIX 3akoHoAaTenbCcTBOM Poccunckon ®egepaumm NCTOMHNKOB.
3. MNpaBa pa3paboTynka NekapCTBEHHOro CpeacTBa OXPAHSIOTCSA rpaX4aHCKMM 3aKkOHOOATETbCTBOM.
Cratba 11. JoknuHn4yeckoe uccnenoBaHue fieKapCTBEHHOro cpeacTBa ANA MeAULUMHCKOro NpuMeHeHus

1. JlOKNUHMYeckoe nccnegoBaHue NeKapCTBeHHOro cpeactea onAad MeguunHCKOro npuMmeHeHna nposoanTca nytem
NnpuMeHeHna Hay4HbIX MeTOA0B OLIeHOK B LenAax nonyyvYeHna gokasatenbCTB ©6e3onacHoCTK, kayecTsa ” Qd)Q)eKTI/IBHOCTVI
NNeKapCTBEHHOro cpeacTtea.

2. [loknnHu4eckoe wuccrnenoBaHWe IeKapCTBEHHOrO cpecTBa AN MEAWLMHCKOro MpMMEHEHUs1 NMpoBOAMTCS B
COOTBETCTBMM C NpaBUnamn Hagnexatlen nabopaTopHoO NPaKkTUKK, YTBEPXKOAEHHBIMU YNONHOMOYEHHbIM deaepanbHbIM
OpraHoM UCMOMHUTENBHOWN BracTu.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. [lns opraHn3aumm 1 NpoBeaeHns AOKNMHUYECKOrO UCCIeqoBaHWs NIEKAapCTBEHHOIO cpeacTea Ans MeanLUHCKOro
NpMMeHeHUs1 pa3paboTyYMKM NEeKapCTBEHHbIX CPEACTB MOryT MPUBIEKaTb Hay4YHO-UCCReOoBaTeNbCKMEe OpraHusauumu,
obpasoBaTenbHble OpraHM3auMu BbiCLLIEro 0bpa3oBaHusl, NMetoLLMe HeobBXoaANMYD MaTepuanbHO-TEXHUYECKYO 6asy u
KBanMUUUPOBaHHbIX CNeLnanucToB B COOTBETCTBYIOLLEN 0DnacTu uccnegoBaHus.

(B peq. PepepanbHoro 3akoHa ot 02.07.2013 N 185-93)

4. [oknuHn4yeckoe MccrneaoBaHWe MeKapCTBEHHOro CpeacTsa AN MEAULMHCKOrO MPUMEHEHMs NpoBOAMTCA MO
YyTBEPXKOEHHOMY pa3paboTyMKOM 1eKapCTBEHHOrO CpeacTBa MnaHy C BeAeHVWEM TMPOTOKOoNa 3TOro UccriedoBaHus U
COCTaBfIEH/EM OT4YeTa, B KOTOPOM COAepXaTcs pesyfisTaTbl 3TOr0 WCCNEeAoBaHUs U 3aKMiovYeHWe O BO3MOXHOCTU
NpoBeaeHNs KIMHUYECKOIO UCCIeqoBaHNsA NekapCTBEHHOro npenaparta Ans MeauUUHCKOro NpUMeHEeHMs.

5. TpoBeneHne npoBepok cobniogeHust npaBun Hagnexailen nabopaTopHOW MpakTUKM U NPaBOBbIX HOPM
NCMOMNb30BaHNS XMBOTHBIX MPU NPOBEAEHWUN AOKIMHUYECKMX UCCNEA0BaHNI NNEKAPCTBEHHbIX CPEACTB AN MeQULIMHCKOro
NPUMEHEHUS OCYLLLECTBMSETCS YNONHOMOYEHHbIM dhefeparnbHbIM OPpraHoOM UCTONMHUTENBHON BriacTu.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. PesynbTaThl JOKNMHUYECKOrO UCCNEeaoBaHnsa NekapCcTBEHHOro CpeacTBa AN MEeAMLMHCKOTO NPUMeEHEHUs MoryT
OblTb MpPeacTaBneHbl B YNOMHOMOYEHHbIV hedeparnbHblii OpraH UCMOMHUTENBHON BNacT B YCTAHOBIIEHHOM MOpPsiAKE B
Liensix rocy4apCTBEHHOM perMcTpaumm nekapcTBEHHOro npenapara.

CtatbA 12. [JOKNMHM4YECKOe UccrepoBaHue JNNIeKapCTBeHHOro cpeacTtBa U KIIMHUYeCKOoe wuccrnepnoBaHue
JNIeKapCTBEHHOro npenaparta Ansda seTepnHapHoOro npuMmeHeHus

1. loknnHn4yeckoe nccnegoBaHne NeKapCTBEeHHOro cpeactsa A11d BETepUHaApPHOro npuMeHeHna nposognTcd nytem
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NPUMEHEeHMs1 Hay4YHbIX METOJOB OLEHOK B LIENSX MONy4YeHUs1 JokasaTenbCTB 6e30nacHOCTH, KayecTBa U 3 EKTUBHOCTA
NeKapCcTBEHHOro CpeacTBa, B TOM Yucne OnpedeneHusi cpoka ero BblBeAeHWSI U3 opraHuama >KMBOTHOIO, B LENsiX
obGecneyeHma 6e30MacHOCTU MPOAYKUWUM >KMBOTHOTO MNPOUCXOXAEHMSA MOCMe MPUMEHEHUS COOTBETCTBYIOLLEro
neKkapcTBEeHHOro npenapara.

2. [OoKNUHMYEecKoe WccrnedoBaHUe NEeKapCTBEHHOro CpedcTBa U KMMHWYECKOe MccrieqoBaHue neKapCTBeHHOro
npenapata Ans BETEPUHAPHOro MPUMEHeHUs, uccnegoBaHue OGUOSKBUBANEHTHOCTU YKasaHHOro NeKapCTBEHHOro
npenaparta MpOBOAATCA B COOTBETCTBUWM C MpaBuiiamu, YTBEPXKOAEHHbIMW YMONMHOMOYEHHbIM dhedepanbHbIM OpraHoM
UCMONHUTENBHON BRacTy.

3. JoknuHuuyeckoe wuccrnegoBaHWe feKapCTBEHHOTO CPeAcTBa UM KIMHUYECKOe WCCriegoBaHMe rekapCTBEHHOMo
npenaparta Ans BEeTepMHapPHOIO MNPUMEHEHUS MNPOBOAATCA MO YTBEPXKAEHHOMY pa3paboTYMKOM NeKapCTBEHHOro
cpecTBa nnaHy C BeOeHWEM MPOTOKOOB 3TUX WCCNEAOBaHWMA U COCTaBIEHMEM OTHETOB, B KOTOPbLIX COAEPXKATCS
pesynbraThl 3TUX UCCreoBaHUNA.

4. [Ins opraHusaumn 1 NpoBedeHUs OOKNMHUYECKOro UccrenoBaHusa NekapcTBEHHOMo CPeacTBa M KIMHUYECKOro
nccnenoBaHUs NeKapCcTBEHHOro npenaparta Ans BETepUHApHOro NpUMeEHeHUs paspaboTynk NekapcTBEHHOro cpeacTsa
MOXET MPWBIEKaTb OpraHusauun, uMerwme HeobxoaumMyo maTepuaribHO-TEXHUYECKY 6a3y U KBanmMdguuUMpOBaHHbIX
CcreumanncToB B COOTBETCTBYIOLLIEN 06nacTu nccrneqoBaHus.

5. KnuHuyeckne uccnegoBaHus NeKapCTBEHHbLIX MpernapaToB AJ1s BETePUMHApPHOTO NMPUMMEHEHUs! MPOBOAATCA B
BETEPUHAPHBIX OpPraHM3auusix M B OpraHU3auusiX, OCYLLECTBMSIOWMX pa3BedeHue, BblpallMBaHUe W coAepxaHue
JKMBOTHBIX, B LIENsIX:

1) YCTaHOBJ1IEHUA NEePEeHOCUMOCTU NeKapCTBEHHbIX NMpenapaTtoB 340P0BbIMU XXUBOTHLIMU;

2) noabopa oNTUMarbHbIX J03MPOBOK JEKAPCTBEHHBLIX MPEenapaToB W Kypca JieYeHUst Ha KOHKPETHOW rpynmne
JKMBOTHBIX C onpeaerneHHbIM 3aborneBaHneM;

3) yCTaHOBIIEHNA 6Ge3onacHoCTh n S(bq)eKTI/IBHOCTVI JIeKapCTBEHHOro npenapara, npeaHasHa4eHHoro ana ne4vyeHunAa
onpegeneHHbIX 3aboneBaHUin XUBOTHbIX, WK Sd)CbeKTVIBHOCTVI JNIEKapCTBEHHOro npenapara Aand I'IpO(bI/IJ'IaKTVIKI/I
3abonesaHui 340pPOBbIX XUBOTHbIX;

4) n3yvyeHuna BO3MOXHOCTEMN pacwunpeHus nokasaHum K NPUMEHEHNI0 3aperncTpnpoBaHHOro JekapcTtBeHHOro
npenapara n BbiABNEeHNA paHee HEN3BECTHbIX NoGOYHbIX OENCTBUN.

6. KnuHuuyeckoe uccrnenoBaHue nekapcTBeHHOro npenaparta Ans BeTepuHapHoro NpuMeHeHns oCyLLIECTBNAETCA 3a
cyeT cpeacTs pa3paboTyrKa NlekapCTBEHHOIO CpeacTEBa.

7. OTyeTbl O pesynbraTax AOKIMUHUYECKOro WCCIedoBaHUs NEeKapCTBEHHOro CpeacTBa M KMMHUYECKOro
nccneaoBaHuUa MNekapcTBEHHOro npenapara Ans BETepUHapHOro MPUMEHEHUs COCTaBRAlTCA paspaboTymkoMm
1IeKapCTBEHHOMO CPEACTBa C YYETOM 3aKIIOYEeHMI OpraHn3aumii, NPUHMMAaBLUKX y4YacTie B OpraHu3aumu U npoBeaeHun
3TUX UCCINenoBaHNM.

8. KOHTpOJ’Ib 3a nposegeHnemM OOKIUHUYECKUX nccnegoBaHui NeKapCTBeHHbIX CpeacTB WU  KIMHUYECKUX
nccnenoBaHumn NNEeKapCTBEHHbIX npenapartoB AJid BE€TEePUHaApPHOro MNMpuMeHeHusa OCyLecTBIdeTca YNnONTHOMOYE€HHbIM
cbe,qepaanblm opraHomMm MCMNOMHNTENBHOM BNacTu.

Mmasa 6. OCYLLUECTBNEHME NrOCYOAPCTBEHHOW PETUCTPALIUN
NEKAPCTBEHHbIX NMPEMNAPATOB

CtaTtbs 13. locypapcTBeHHasa peructpaums nekapcTBeHHbIX NpenapaToB
(B pea. PegepansHoro 3akoHa ot 22.12.2014 N 429-03)

1. B Poccuinckon Pegepaummn [onyckaroTCs MNPOUM3BOACTBO, W3rOTOBMEHWE, XpaHeHue, nepeso3ka, BBO3 B
Poccunckyto depepaumio, BbiBo3 13 Poccuickon ®enepaumm, peknama, OTnyck, peanusauus, nepegada, NpuMeHeHue,
YHUUTOXEHUE NeKapCTBEHHbIX nNpenapaTtoB, €Criv OHW 3aperucTpupoBaHbl COOTBETCTBYIOLWMUM  YNOSTHOMOYEHHbLIM
dhegepanbHbIM OpraHoOM UCMONHUTENBHOW BNAacTy.

(vacTb 1 B peq. PegepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. locynapCTBEHHOW perucTpaumm nognexar:
1) Bce nekapcTBEHHbIE Npenapartbl, BNepeble nognexaiwive BBoay B obpalleHue B Poccuiickon ®enepaunu;

2) nekapCTBEHHble npenaparbl, 3aperMcTpypoBaHHbIE paHee, HO MPOW3BEOAEHHbIE B OPYrNX NEKapCTBEHHbIX
dopmax B COOTBETCTBMM C NEPEYHEM HAUMEHOBAHMWI NIEKAPCTBEHHbIX (dOPM, B HOBOW O03MPOBKE MpW OOKa3aTenbCcTBe
€€ KITMHUYECKOW 3HAaUYMMOCTU 1 3(PPEKTUBHOCTMU;
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3) HOBblE KOMOUHaLUK 3aperncTpmupoBaHHbIX paHee JNIeKapCTBEHHbIX npenapartos.

3. NocynapcTBeHHasi perucTpaumnsl fieKapCTBEHHbIX MpernapaToB OCYLUECTBASETCS MO pesyrbratam 3KCrnepTv3abl
neKapCTBeHHbIX CPEeACTB, a roCyAapCTBEHHAs perncTpaumns opdaHHbIX NIekapCTBEHHBIX NpenapaToB OCYLLECTBSETCH N0
pesynbTaTam 3KcnepTu3bl [OKYMEHTOB, NpeAcTaBfeHHbIX OnA onpeaeneHnuss BO3MOXHOCTU paccmaTpuBaTb
neKkapcTBeHHbIN MpenapaT Ana MeOuLUHCKOTO MpUMEHeHUs NpY OCYLLEeCTBIEHUM roCydapCTBEHHOW peructpauun B
KayecTBe opdhaHHOro NnekapcTBEHHOro npenapara, 1 Nno pesynsrataM 3KCNepTu3bl NeKapCTBeHHbIX CPeacTB.

4. TocypapcTBeHHas perncrpauus nekapcTBEHHOro npenapaTta OCYLWECTBNSAETCS COOTBETCTBYHOLWUM
YMONMHOMOYEHHbIM dedeparnbHblM OpraHOM WCMOMHUTENBHOW BNacTy B CPOK, He MpeBbllUaloWmi CcTa LWecTUaecaTy
pabounx AHeW CO AHA NPUHATUS COOTBETCTBYIOLLErO 3asiBNEeHUs O roCyAapCTBEHHOW perncrpaumm nekapCTBEHHOro
npenapata. B ykasaHHbI CpOK BKNOYaeTcsd BpeMsi, HeobOXxoauMmoe AN MNOBTOPHOrO MNPOBeOEHMS 3KCMepTU3bl
nekapcTBEHHOro CpeAcTBa B COOTBETCTBUM CO cTaTbei 25 HacTosiwero ®egepanbHoro 3akoHa. Cpok rocyaapcTBeHHon
perucTpaumm rnekapcTBEHHOro npenapara WMCYUCASETCS CO AHA MNPUHATUS COOTBETCTBYIOLWMM  YNONHOMOYEHHbIM
degepanbHbIM OpPraHOM WCMOMHUTENBHOW BAAacTM COOTBETCTBYIOLLErO 3asBfEeHWs O rocydapCTBEHHOW permcrpaumm
flekapCTBEHHOrO npenapata C MpUNoXeHneM HeobXoAuMbIX AOKYMEHTOB MO [AeHb BbiAayu pPerncrpaumoHHOro
yAOCTOBEPEHUSA NeKkapCTBEHHOro npenapata. Bpemsa, HeobGxoaumoe Ana HanpaBneHWs YMNONHOMOYEHHbIM
denepanbHbIM OpraHoOM WCMOMHUTENbHONW BAAcTW 3anpoca O MnpeacTaBneHMM HeoOXoAMMbIX MaTepuarnoB U
npegcTaBneHvs 3asiBuTenemM OTBeTa Ha [AaHHbIA 3anpoc B COOTBETCTBMM CO cTatbamu 16, 19 n 23 HacTosLwwero
degepanbHOro 3aKkoHa, He YYUTLIBAETCA MPU MCYUCIIEHWWM CpOKa rocygapCTBEHHOW perncrpaumm nekapcTBEHHOro
npenapara.

5. locygapcTBeHHOW pernctpaunm He nognexar:

1) nekapcTBeHHble MpenapaTbl, W3rOTOBIEHHbIE aAMTEYHbIMU OpraHu3auusaMu, BETEPUHAPHBLIMU anTEYHbIMM
opraHv3auusiMi, WHAUBUAYaANbHbIMW MPEeanpUHUMAaTENIIMU, KOTOPble MMET FULEH3NI0 Ha (apMaleBTUYeCcKyo
AeATenbHOCTb, MO peuenTaM Ha JlekapCTBEHHble NpenapaTtbl U TpeboBaHUSM MeAMLMHCKUX OpraHusauui,
BETEPUHAPHBIX OpraH13auUuii;

2) nekapcTBeHHble npenaparbl, NPUoBpeTeHHble husamyeckumn nuuammn 3a npegenamu Poccuiickoin Geaepaunm un
npeaHasHa4YeHHble NS NMYHOro UCMOMb30BaHNs;

3) nekapcTBeHHble Mpenapartbl, BBO3MMble B Poccuiickyto ®efgepaunio Ang okasaHus MEeQULMHCKON MOMOLLM MO
XU3HEHHbIM MOKa3aHUSIM KOHKPETHOro mnauueHTa Ha OCHOBaHUM paspelleHusi, BblAAaHHOro YNOSIHOMOYEHHbIM
denepanbHbiM OpraHoOM UCNOMHUTENbBHOM BnacTy;

4) nekapcTBeHHble cpeacTea, BBo3nMble B Poccuiickyio degepaumio Ha 0OCHOBAHUM BblOAHHOMO YNONHOMOYEHHbBIM
denepanbHbIM OpraHOM WCMOMHUTENbHON BNacTU paspelleHns U npeaHasHadeHHble AMs NpoBedeHUs KIMHUYECKMX
NCCNedoBaHU NeKapCTBEHHbIX MpenapaTtoB M (MNU) MNpoOBedEeHMsT 3KCMepTu3bl JIEeKapCTBEHHbIX CpeAcTB [Aans
OCYLLECTBEHUSI TOCYAapCTBEHHON PerncTpaumm riekapCTBeHHbIX Npenaparos;

5) bapmaueBTnyeckue cybectaHumm;

6) paguodapmaueBTUYECKME NEKAPCTBEHHbIE MpenapaTtbl, U3roTOBMEHHbIE HEMOCPEACTBEHHO B MEOMLMHCKUX
opraHM3aumsax B Nopsiake, YyCTaHOBIEHHOM YMNOMHOMOYEHHbIM dbefepanbHbIM OPraHOM UCTIONHUTENBHOW BNACTW;

7) nekapcTBEHHbIE NpenapaTbl, MPOM3BOAMMbIE OIS SKCnopTa.
6. He ponyckaeTcs rocyqapcTBeHHasi permctpauus:

1) nekapCcTBEHHbIX MpenapaToB, OTNNYALMXCA APYr OT Apyra Ka4eCcTBEHHbIM COCTaBOM [JENCTBYHOLLMX BELLECTB,
nog 0AVHaKoOBbIM TOPrOBbIM HAUMEHOBAHMWEM;

2) opHOro rekapcTBEHHOro npenapara, NPEACTABMEHHOr0 Ha FOCY4ApPCTBEHHYI perncrpauuto B OTHOLUEHMU
OOHOro M TOrO Xe AepXaTtens Unv Bnagenbla perncTpalMoHHOro yOoCTOBEPEHUsI NeKkapCTBEHHOrO npenapata B Buae
OBYX 1 Gonee nekapCTBEHHbIX NpenapaToB Nof PasfnuYyHbIMU TOProBbIMU HAMMEHOBaHUSIMU.

(n. 2 B pea. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7. Mo 3anpocy (B anMeKTpoHHOM ¢hopme MnM Ha OymaxHOM HocuTene) cybbekTa obpalleHus nekapCTBEHHbIX
CcpeicTB COOTBETCTBYHOLLUMM YNOMHOMOYEHHBIM befeparnbHbiM OpraHoOM WCMOSNHUTENBHOW BMACTU, OCYLLECTBIISIOLUM
rocyfapCTBEHHYIO perncTpaumio nekapcTBEHHbIX NpenapaTos, B YCTAHOBIEHHOM MM NOPSAKe OCYLLEeCTBNAETCS Hay4yHoe
KOHCynbTUpOBaHMe no BonpocaMm, CBA3aHHbIM C npoBeAgeHWeM AOOKIMUHUYECKUX I/ICCJ'Iep,OBaHI/IVI, KIMMHN4YEeCKnXx
nccrnegoBaHni  NeKapCTBEHHbIX MpenapaTtoB, 3KCMepTu3bl KayecTBa JeKapCTBEHHbIX CpeacTB, 3ddeKkTMBHOCTM U
6e30nacHOCTK, C OCYLUECTBIEHMEM FOCYOAPCTBEHHON pPEerncrpauumn nekapcTBeHHbIX npenapartoB. KoHcynsrupoBaHue
OCYLLECTBIISAETCA C MNpUBMEYEHNEM dedepasbHbIX rOCyAapCTBEHHbIX OHOMKETHBIX YYpPEeXOeHWA, NOABEOOMCTBEHHbIX
OaHHOMY hbeepanbHOMY OpraHy UCMOMHUTENBHON BRacTy U HE YYacTBYIOLLMX B OpraHn3aumm npoBeaeHUs 3KCnepTusbl
KayeCTBa J1eKapCTBEHHbIX CpeACTB B LeNAX OCyLeCTBeHUnAaA ux FOCyﬂapCTBeHHOVI permctpaumm B COOTBETCTBMU CO
ctatben 16 HacTosiwero ®PegepanbHOro 3akoHa, B BUAE OTBETA B MMCbMEHHON hopMe YNOSTHOMOYEHHOrO dhegeparnbHOro
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opraHa MCMONTHUTENBHOW BnacTu Ha 3anpoc. Paamep B3nmaeMon ¢ 3asiBUTENS nnaTtbl onpedensercs B COOTBETCTBUM C
3akoHogartensctBoM Poccuiickon degepaumm o6 opraHusauum nNpegocTaBreHnst rocyqapCTBEHHBIX M MYHULMNAMNbHbBIX
ycnyr. VIHbopMaumst 06 OCyLLEeCTBNEHUN HAy4HOrO KOHCYNbLTUPOBAHWS, B TOM 4ucne cTtatbU, 0630pbl, CnpaBO4vHblE
MaTtepuanbl U UHasA MHd)OpMaLlMﬂ ob OCyLLEeCTBNEeHUN Hay4YHOro KOHCYNnbTUpPOBaHWUA, pa3MellaeTcd Ha OCbI/ILLI/IaJ'IbHOM
canTe YMOITHOMOYEHHOro dpbedepanbHOro oOpraHa WCMNOMHUTENbHOW Briactu B ceTu "MHTepHeT" ¢ cobniogeHnem
OrpaHMYEeHUN, YCTAHOBMNEHHbIX 3aKOHOAATENbLCTBOM O MEPCOHArbHbIX OAHHbLIX, KOMMEPYECKON U (MNN) rOCY4apCTBEHHOM
TalHe.

8. TocygapcTBeHHas perncrpauus NekapCcTBEHHbIX MpenapaToB, KOTOpble NpeAHa3HadYeHbl ONS NPUMEHEHWs B
YCINOBUSAX BOEHHbIX OEWCTBUWA, YpPE3BblHAMHBLIX CUTyauui, NPOUNaKTUKM U feveHuss 3aboneBaHun 1 MopakeHuHn,
MOMy4YeHHbIX B pe3ynbrate BO3AENCTBUA HEBNAronpuATHbLIX XMMUYECKUX, BUONOrMYecKmX, pagnaumoHHbIX hakTtopos, n
pa3paboTaHbl MO 3agaHuio hbefepanbHbIX OpraHoOB WCMOSIHUTENbHOW BAACTW, YMOMHOMOYEHHbIX B 06nactu oBGOpPOHBbI
CTpaHbl M 6e3onacHOCTM rocygapcTBa, OCYLLECTBNSAETCA B Mnopsigke, ycTtaHoBrneHHoM [lpaButenbctBoM Poccunckon
deagepauun.

CtaTtbf 14. MpUHUMNBI 3KCNEPTU3bI NIeKapCTBEeHHbIX CPeAcTB
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. OKcnepTu3a NekapcTBEHHbIX CPEACTB OCHOBLIBAETCA Ha MPUHLIMNAX 3aKOHHOCTU, coGnoeHns npas u ceobon
yerioBeka W rpakgaHuHa, npas PUONYECKOro nuua, He3aBUCUMOCTU 3KcrepTa, 06bEeKTUBHOCTU, BCECTOPOHHOCTM M
MOMHOTLI WCCMeAOoBaHUN, MPOBOAUMBLIX C WCMOMNb30BAHMEM COBPEMEHHbBIX [OOCTUXEHWUIA Hayku M TEeXHUKW,
OTBETCTBEHHOCTW (hefepanbHOro rocygapCTBEHHOTO GOIKETHOIO YYpeXAeHUs MO MPOBEAEHUI0 3KCMepTUsbl
NeKapCTBEeHHbIX CPEACTB M 9KCNEPTOB 3a NPOBeAEHNE 1 KaYeCTBO KCMEPTH3bI.

2. 3KCI'IepTVI3a JIeKapCTBEHHbIX npenapartoB And MeanunHCKOro npuMeHeHusa BKIto4aeT B cebs:

1) aKCnepTM3y OOKYMEHTOB, NPeACTaBleHHbIX AJ1si ONpeaeneHnst BOSMOXHOCT paccMaTpuBaThb JIeKapCTBEHHbIN
npenapar ans MeauuMHCKOro NPUMEHEHUS MPU OCYLLECTBIIEHNM TOCYAapCTBEHHOW perucTpaummn B kadectse opdaHHoro
neKapCTBEHHOIo npenapara;

2) 3KCnepTusy MpPearnoxeHHbLIX METOAOB KOHTPONsS KadvecTBa NeKapCTBEHHOrO cpedcTBa M KadecTsa
NpeacTaBneHHbIX 06pasLoB NekapCcTBEHHOrO CPEACTBa C UCMOMNb30BaHWEM 3TUX METOMOB (Oarnee - aKcnepTMaa KavecTsa
neKkapcTBEHHOro CPeacTaa);

3) 9KCNepTn3y OTHOLLEHNA oXngaemomn nonb3bl K BO3MOXXHOMY PUCKY NMPpUMEHEHNA NeKapCTBEHHOro npenapara.

3. Okcneptusa NekapcTBEHHbIX NpenapaTtoB AN BETePUHapPHOro NMPUMEHEHUsI BKIOYaeT B cebs aKcrnepTusy
KayecTBa NeKapCTBEHHOrO CPEACTBA M 9KCMNEPTU3Y OTHOLLIEHMS 0XXMOAeMON Momnb3bl K BO3MOXHOMY PUCKY MPUMEHEHUs!
neKkapcTBEeHHOro npenapara.

Ctatba 15. ®epgepanbHoe rocygapCTBEHHOE OHMKETHOE YyupexaeHue Mo MNpPOBeAEeHUI0 IKCNEepTU3bl
rieKapCcTBeHHbIX CPeaAcTB

OKcnepTn3a nekapCcTBEHHbIX CPEACTB NPOBOAUTCSA defepanbHbIM roCyAapCTBEHHbIM BIOXKETHBIM yupexaeHnem
COOTBETCTBYHOLLErNO YNONHOMOYEHHOrO defepanbHOro opraHa UCMOMHUTENBHON BNAacTW, CO3AaHHbIM Ans obecneyeHust
WCMOMHEHNST MONHOMOYMIA 3TOro dbeaeparnbHOro opraHa Mo Bblgade paspelleHWin Ha NpoBedeHUE  KIMHUYECKUX
MccnegoBaHWn NEKapCTBEHHbIX MpenapaToB U (UNn) No rocyLapCTBEHHOM perucTpaumy neKkapcTBEHHbIX npenapaTos
(oanee - akcnepTHOe yupexaeHue).

Cratbsa 16. OpraHusaumsa npoBeAeHUA 3KCNEePTU3bl NIEKapCTBEHHbIX CPeacTB
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. OkcnepTusa JeKkapCTBEHHbIX CpPeacTB MNPOBOAMTCH KOMUCCUEN IKCMEepPTOB SKCMEPTHOro y4YpexaeHus,
Ha3Ha4YeHHOW ero pyKoBOAMTENeM, Ha OCHOBaHMKU 3a4aHWus Ha NpoBefdeHVe 3KCMepTW3bl NeKapCTBEHHOro CpeacTsa,
BblA@HHOrO YMOSTHOMOYEHHBIM heaepanbHbiM OpraHoM WCMONHUTENbHOW BnacTu. PykoBoauTenb 3KCNepTHOro
yupexaeHuss obecreuvBaeT Hagnexallee MpoBedeHWe 3SKCNepTUsbl NeKapCTBEHHbIX CPEeACcTB B COOTBETCTBUM C
3aaHveM, BblOaHHbIM YNOMHOMOYEHHBLIM befepanbHbiM OpraHoM UCMOMHUTENBHOW BNAcTU, U OpraHU3yeT MoAroToBKY
CBOZHOIO 3aKJYeHUsi 3TOM KOMUCCUM. B cocTaB 3Tol KOMUCCUM MO PELLEHMIO PYKOBOAUTENS 3KCMEPTHOIO yUpexaeHust
MOryT GbiTb BKIOYEHbI B Ka4ecTBEe 3KCMEpTOB funua, He paboTaiolime B AaHHOM 3KCMEPTHOM YYPEXOeHUW, ecrnv UX
crneupanbHble 3HaHWS HEOOXoAMMbI NSt NPOBEAEHUs SKCNEPTM3bI U Takue IKCNepTbl OTCYTCTBYHOT B JAHHOM 3KCMEPTHOM
yupexaeHun.

2. 3KcnepTtomM MO MNPOBEAEHUIO 3JKCMEPTU3bl FIEKAPCTBEHHLIX CPEACTB SBIISIETCA aTTeCTOBaHHbIA pPaboTHMK
3KCMEePTHOro y4pexaeHusl, KOTopbI MMEeEeT Bbicliee MeauumHckoe, dhapMaleBTuieckoe, bronornyeckoe, BeTepuHapHoe
nnn XumMumn4yeckoe 06pa3OBaHl/Ie M NpoBOOAUT O3KCNEepTU3y JeKapCTBEeHHbIX CpencTB B nNopdaake WUCNOJIHEHNUA CBOUX
OOIMKHOCTHBIX 06s13aHHOCTEN (ganee - aKkcnepr).

3. Mpu npoBedeHWM 3KCMEPTU3bl NEKAPCTBEHHbIX CPEACTB IKCMEepT He MOXET HaXOauTbCA B KaKon-nnGo
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3aBMCMMOCTMN OT Jinua, Ha3HadYMBLUEro 3Ty 3KCNepTusy, pa3p860TLWIKa NNeKapCTBEHHOro cpeacrtea wnn Opyrux
3aUHTEepPeCOBaAHHbIX B pe3yribraTtax 3KCnepTu3bl JNil.

4. Mpun NpoBegeHNM IKCNEPTU3bl NIEKAPCTBEHHBIX CPEACTB HE OonycKaeTcsl uctpebosaTb y 3asaBuTenst MO0 MHbIX
nvy matepuvansl, Heobxogumble ANst NPOBEAEHUS SKCMEepTM3bl. B cnyyae He[oCTaToOMHOCTM NpencTaBeHHbIX IKCNepTy
MaTepvanoB AN gayu 3aKrYeHUs 3KCMepT CTaBUT BOMPOC O NpeacTaBneHun emy HeobxoauMblX MaTtepuarnoB nepen
pyKOBOOAMTENEM 3KCMEPTHOMO YUYpexaeHus, KoTopbin obpallaeTcsi ¢ COOTBETCTBYIOLLMM 3anpoCOM B YMOSTHOMOYEHHbIN
cegepanbHbIi OpraH UCMONHUTENbHOW BRacTW, BblAaBLWIMA 3adaHWe Ha npoBefeHMe 3KCNepTu3bl FeKapCTBEHHOMO
cpedcTBa. YKasaHHbI befepanbHbll OpraH MCMOMHUTENbHOW BMAcTM B TeYeHMe nsaTM paboumMx OHEN CO  OHS
NOCTYNIEHUsA 3anpoca PyKoBOAMTENS 3KCMNEPTHOro yypexaeHusa HanpaBnsdeT 3asBUTENI0 3anpoc O npeacTaBneHun
HeobxoauMMbix MaTepuanoB. [daHHbIN 3anpoc MOXeT OblTb nepefaH YMNOrHOMOYEHHOMY NpeacTaBuTENO 3asdBUTENS
NIMYHO NOZ pacrnucKy, HamnpaBneH MO No4YTe 3akasHbIM MUCbMOM UMW nepegaH B 3MeKTpOHHoM dopme Mo
TEeNeKkoOMMYHMKaLMOHHBIM KaHanam cBasu. B cnyyae HanpaBneHus gaHHOrO 3anpoca Mo novTe 3akas3HbiM MUCbMOM OH
CUYMTAETCA NOJTyYEHHbIM MO UCTEYEHUN LLECTUN AHEN C AaTbl HAaNpaBneHWs 3aKa3HOro NUCbMa.

(vyacTb 4 B pen. epepansHoro 3akoHa ot 25.11.2013 N 317-93)

4.1. 3asBuTenb 06a3aH NpeacTaBUTbL OTBET Ha 3anNpoc YNOMHOMOYEHHOro doeeparbHOro opraHa UCNoNHUTENbHOMN
BMacTu B CPOK, He MpeBbIIAWNA AeBsHOCTa paboyunx OHEN CO OHSA ero nonydeHusl. YNonHOMOYEHHbIN heaepanbHbIn
opraH UCNONHUTENbHONW BNacTu, BbiAABLUMIN 3aaHne Ha NpoBeAEeHNEe SKCNepTU3bl NEKApPCTBEHHOrO CPeACTBa, B TeHeHne
natn paboumx OHEeW CO LHA MOCTYMNMEHWUs OT 3asdBUTENsl OTBETA Ha [aHHbIA 3anpoC HanpaefsieT TakoW OTBET B
3KcnepTHoe yuypexaeHue. B cnyyae HenpeacTaBneHus No UCTedeHnn aeBsiHOCTa paboyvmx AHEN 3asiBUTENeM OTBETa Ha
OaHHbIV 3anpoc YNONTHOMOYEHHbIV dhefepanbHbli OpraH UCMOMHUTENLHONW BRACTW, BblAaBLUMIA 3a4aHNE HA NPOBEAEHUE
3KCMEepTM3bl NEKAPCTBEHHOINO CPEACTBa, B TeYeHWe nATM pabounx OHel HanpaensieT B 3KCMEPTHOE YydpexaeHue
yBeOOMIeHe O HenpeacTaBneHun 3asiBUTENeM OTBETa Ha 3anpoc yKasaHHOro opraHa. Bpemsa co gHA HanpasneHus
3anpoca 9KCMEPTHOro YYpexaeHuss B YNONMHOMOYEHHbLIN deaepanbHbIi OpraH WUCMOMHUTENbHOW Bnactu [0 AHS
Mony4YeHns1 3KCNEpPTHLIM YyYpeXxaeHNneM OTBETa Ha 3anpoc UM yBeOOMIIEHUSI O HENPEeACTaBNeHMM OTBETA Ha 3anpoc He
YUUTBIBAETCS NPU MCHNCIIEHMN CPOKa NPOBEAEHUSA IKCMEPTM3bl NEKAPCTBEHHOIO CpeacTaa.

(vyacTtb 4.1 BBegeHa defeparnbHbiM 3akoHOM OT 25.11.2013 N 317-93)

4.2. Ecnu B cocTtaBe perncrpauvoHHOro AOChbe Ha NeKapCTBEHHbIV npenapart Anst MEeQULMHCKOTO NPUMEHEHUSsI
cofepxXuTcs npegycMoTpeHHas ctatbent 18, yactbio 1.1 ctatbn 30 u ctatben 34 HacToswero denepanbHOro 3akoHa
Konua pelleHnda ynornHOMOYeHHOro cbe,u,epaanoro opraHa WMCNOMNHUTENbHOW BRacTn o npoeseneHnn NHCNeKTnpoBaHuA
Npou3BoANTENSA FEKapCTBEHHbIX CPeacTB, 3dKCAepTy A0 OdOpMIIEHMS pe3ynbTaTOB 3KCMepPTU3bl feKapCTBEHHOro
cpeAcTBa nNpefocTaBnserTcs B NOPsSAKE M Ha yCNoBUAX, KOTOpble MPEeayCMOTPEHbI YacTaMmun 4 n 4.3 HacTosLWEN CTaTby,
KONUSA 3akrvYeHUss O COOTBETCTBMM MPOU3BOAUTENST NEKAPCTBEHHbIX CPeAcTB TpeboBaHuAM MpaBui Hagnexallen
NPOM3BOACTBEHHOWN NPAKTUKM, BbIAAHHOMO YNOTHOMOYEHHbIM dheaepanbHbiM OPraHOM UCTNOMHUTENBHOW BNACTH.

(vacTb 4.2 BBegeHa PegepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

4.3. 3aaBuTenb 0653aH NpeacTaBuTb B YNONHOMOYEHHbIM heaeparnbHbI OpraH UCMOMHUTENbHOW BNacTy KOMuo
3aK/YEHN O COOTBETCTBUW MNPOU3BOAUTENSA JIEKAPCTBEHHbLIX CpeAcTB TpeboBaHUAM npaBui Haanexallen
NPON3BOACTBEHHOMN NPaKTUKN B CPOK, HE MPEBbILIALLNIA CTa BOCbMUAECATM pabodmx AHEN CO OHS NOMyYeHns 3anpoca o
ee npefocTaBreHun. YMNOnHOMOYEHHbIM dedepanbHbii opraH WUCMNOMHUTENbHOW BNacTW, BblAABLWUIMW 3ajaHWe Ha
npoBefeHNe 3KCNEePTU3bI NTEKAPCTBEHHOTO CPEACTBA, B TEYEHNE NATU paboumx OHEN CO OHA NOCTYMMEHUS OT 3asiBUTeNs
KONMUWM 3aKM4YeHUs O COOTBETCTBUM MPOU3BOAUTENS NEKAPCTBEHHLIX CPEeAcTB TpeboBaHuAM npaBun Hagnexallen
NpOM3BOACTBEHHOWN MPaKTUKK, HanpaBnsieT ee B 3KCNepTHoe yypexaeHune. B cnyyae HenpepnctaBneHus 3asiBUTENEM B
YKa3aHHbIA CPOK KOMUW 3aKITOYEHUSI O COOTBETCTBMM MPOU3BOAUTENS JIEKAPCTBEHHbLIX CPeaCTB TpeboBaHUAM MpaBus
Hagnexawen npou3BOACTBEHHON MPaKTUKM YMNOSTHOMOYEHHbIN beaeparnbHbii OpraH MCNOMHUTENBbHON BRacTw,
BblJaBLUMIA 3a4aHMe Ha NPOBeAEHME SKCNEPTU3bI NIEKAPCTBEHHOMO CPeACcTBa, B TeYEHME NSATU paboumx AHen HanpaBnsaeT
B 9KCMEpTHOE y4ypexaeHne yBeAOMIIeHMEe O HenpeacTaBneHuMM 3asiBUTENEM KOMUM 3aKMyeHWss O COOTBETCTBUU
Npon3BOANTENS NEKApPCTBEHHbLIX CPEACTB TpeboBaHMAM npaBui Hagnexallien Npon3BoACTBEHHONW NpakTuki. Bpems co
OHSA HanpasreHus 3anpoca SKCMEepPTHOro yypexaeHWs B YNONMHOMOYEHHbI dyefepanbHbii opraH WCNONMHUTENbHOM
BNactTM [JO [AHA MNONyYeHUS SKCMNEPTHbIM YYpexAaeHVeM KOMUM 3akfiyeHUs O COOTBETCTBUM MpousBoaAUTeENs
NEeKapCTBEHHbIX CPeACcTB TpeboBaHMAM NpaBuil Hagnexalwlen nNpov3BOACTBEHHOW MPAaKTUMKM UMW YBEOOMMEHUSA O ee
HenpeacTaBneHNN He YYUTLIBAETCH NPU UCHUCIIEHUN CPOKa NPOBEAEHWS SKCMEPTU3bl NeKapCTBEHHOro cpeacTsa.

(vacTb 4.3 BBegeHa PegepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

5. OKcnepT npu NpoBedeHUU MOPYHYEHHON €My PYKOBOAMTENEM OKCMEePTHOro YYpexaeHWUs SKCrepTu3bl
nekapcTBeHHOro cpeacTea 06s3aH:

1) npoBeCTn NONHOE wuccrenoBaHMe npencrtaBrfieHHbIX eMy 00bekToB, maTtepuanoB, AaTb obocHoBaHHOE 1
OObEeKTUBHOE 3aknto4YeHne Mo MOCTaBMEHHbLIM nepea HMM BonpocamM wnnm MOTUBUPOBAHHOE 3akrk4veHune o
HEBO3MOXXHOCTU npoBeaeHnAa MM 3KCNepTu3bl JNIeKapCTBEHHOIO CpeacTBa, €Clin MNocTaBlieHHble BOMPOCHI BbIXOOAT 3a
npenenbl cneunanbHbIX 3HaHW 9KCnepTa, 0ObEKTbI UCCreaoBaHnin n mMmaTtepuanbl HeNnpuUrogHbl U HeAOCTaTO4YHbl AJ14
npoBegeHunsa NccneaoBaHUn U gadn 3akniveHust nnbo COBpeMeHHbIVI YPOBEHb Pa3BUTUA HAYKMU HE NO3BOJIAET OTBETUTb
Ha NoCTaBliEHHbIE BOMNPOCHI;

2) He pa3rnawlartb cBejieHNA, KOTOpble CTalin eMy U3BECTHbI B CBA3U C NpoBeeHNEeM 3KCNepTu3bl JIeKapCTBEHHOIO
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cpefcTBa, a Takke CBeAEHUsl, COCTaBMSOLWNE TOCYyAAapPCTBEHHYHO, KOMMEPYECKYD WITU UHYKD OXPaHSIEMYK 3aKOHOM
TanHy;

3) obecneunTb COXPaHHOCTb NpeAcTaBneHHbIX 0OGLEKTOB UCCNEA0BaHMI 1 MaTePUAanoB.
6. OKcnepT He BrpaBge:

1) NPOBOANTL 3KCMEePTU3Y FEKAPCTBEHHOTO CPEACTBa Mo 0bpaLleHnto HEMOCPEACTBEHHO K HEMY OpraHu3aumin unm
ur3nYecKmx N,

2) camocTosiTenbHO cobupatb MaTepuarnbl AN NPOBEAEHUs IKCNEPTU3bl TEKapCTBEHHOTO CPEACTBa;
3) NpoBOANUTL 3KCNEPTM3Y NEKAaPCTBEHHOTO CPEACTBA B KAYECTBE HErOCYyAAPCTBEHHOrO aKCnepTa.

7. B cnyvae HeobXxoQuMOCTM 3KCNEPT BNpaBe Xo4aTalcTBOBaTh Nepes PyKOBOAUTENEM SKCMEPTHOIO yupexaeHns
O MPUBMEYEHNM K MPOBEAEHNIO AKCNEPTU3bI NTEKAPCTBEHHOIO CPEeACTBa APYINX SKCMEPTOB.

8. Kaxgpli akcnepT, BXOASLWMN B COCTaB KOMUCCUM JKCMEPTOB, KOTOPOW MOPYHEHO MpoBedeHuEe 3IKCnepTusbl
rfiekapCTBEHHOrO CPeAcTBa, HEe3aBUCMMO W CaMOCTOSITENbLHO MPOBOAUT MWCCMEeOoBaHWS, OLEHVBaeT pesynbraThl,
NONyYeHHbIE UM fIMYHO W APYrMMUK 3KCnepTamu, U popmynmpyeT BbIBOAbl OTHOCUTENbHO MOCTaBfIEHHbIX BOMPOCOB B
npegenax cBovx cneumanbHbIX 3HaHWN.

9. PesynbraTbl 9KCMEpTU3bl NEKApCTBEHHOTO CPeacTBa OMOPMINSIOTCS 3aKMoYeHMEeM KOMUCCUMU IKernepTos. B
3aKIMIOYEHNN KOMUCCUM IKCMEPTOB YKAa3biBAOTCH NepeyeHb UCCMeaoBaHui, 06beM MNPOBEAEHHBLIX KaXabiM 3KCMEepTOM
I/ICCJ'Ie,EI,OBaHI/IVI, YCTaHOBII€HHbIE KaXXObIM U3 HUX (*)aKTbI N caenaHHble B pe3ynbrate VICCJ'IeJJ,OBaHI/IVI BbIBOAbI. SKCI'IepT,
MHEHME KOTOPOro He COBMafaeT C pPeLlieHMeM KOMUCCUM SKCMepTOB, BrpaBe BbipasuTb CBOE MHEHWE B MUCbMEHHOM
dhopme, KOTOpOE NPMOBLLAETCA K 3aKIOHYEHMIO KOMUCCHUM SKCNEepPTOB.

10. 3kcnepThbl, BXogslMe B COCTaB KOMWUCCUM, MnpeaynpexgarTcss 00 OTBETCTBEHHOCTM B COOTBETCTBUM C
3akoHogatenbcTBoM Poccuiickon depepaunm 3a gadvy 3aklioyeHusl, cofepxkallero HeoboCHOBaHHble UNK
hanbcnULMpoBaHHbIE BbIBOAbI, O YEM OHW 4AOT NOAMMCKY.

11. OnpegeneHve ypoBHS NMpodeccroHaribHOM MOoArOTOBKM 3KCMEePTOB M aTTecTauus UX Ha MpaBo MpoBeOeHUs
3KCMEepTU3bl NEKAPCTBEHHbLIX CPEACTB OCYLLECTBISAIOTCA 3KCMEepPTHO-KBaNMMUKALMOHHBIMA KOMUCCUAMKU B NOpsiake,
YCTaHOBMEHHOM COOTBETCTBYIOLMM YMONHOMOYEHHbIM deaeparnbHbIM OpraHoM WCMONHUTENBHOW BRacTu. YpoOBeEHb
NpogeCCMOoHanbHOM NOArOTOBKM SKCMNEPTOB MOANEXUT NEPECcMOTPY Yka3aHHbIMU KOMUCCUSIMU HE PeEXXe YeM OAMH pa3s B
nATb feT.

12. MNpaBuna npoBedeHUsT IKCMEPTU3bl JTIEKAPCTBEHHbIX CPeacTB U OCOBEHHOCTM 9KCMepTu3bl OTAENbHbIX BUOOB
rfiekapCTBEHHbIX npenapaTtoB (pedepeHTHbIX feKapCTBEHHbIX MpenapaTtoB, BOCMPOU3BEAEHHbIX JeKapCTBEHHbIX
npenapaTtoB, GuonorMyeckux rekapcTBEHHbIX nNpenapaTtoB, GuoaHanoroBbix (6MONOAOOHbBIX) MeKapCTBEHHbIX
npenapaTtoB (6uMoaHanoroB), roMeonaTtMyeckux neKapCTBEHHbIX NpenapaToB, JeKapCTBEHHbIX PacTUTENbHbIX
npenapaToB, KOMBMHaUW NeKapcTBEHHbIX NpenapaTos), (OPMbl 3aKIHOYEHUA KOMUCCUM IKCMEPTOB YCTaHaBNMBAKOTCA
COOTBETCTBYIOLLUM YNOMHOMOYEHHbIM pefeparnbHbiM OPraHOM UCMONTHUTENBHOWN BNacTu.

(vyacTtb 12 B peg. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Ctatba 17. MNopaya u paccMOTpeHMe 3asfABJIEHUA O TFOCYJapCTBEHHOW perncrpauum JeKapCTBeHHOro
npenapara Ans BeTepUHapHOro NpMMeHeHUs
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Ona rocynapCTBEHHOW peructpauuMvM nNekapCTBEHHOro npenapata [Ans BETEPUHAPHOrO MNPUMEHEHWS
pa3paboTuMK Takoro NekapCTBEHHOro rfpenapata Wnu YrnorHOMOYEHHOE UM [pYroe puAMYECKoe nuuo (Janee B
HacTosILLel cTaTbe - 3asiBUTESb) NPeacTaBnsieT B YNOMHOMOYEHHbIN dhedepanbHblii opraH UCMONHUTENBHOW BRacTtu,
OCYLLECTBMSALMNA rOCy4apCTBEHHYO PErvcTpauuio ekapCTBEHHbIX NpenapaTtoB Af11 BETEPUHAPHOTO NMPUMEHEHUs, B
SMEKTPOHHOW (hopMe MNN Ha OByMaXHOM HocuTene 3asiBNieHne O rOCyAapCTBEHHOW perMcTpaumn nekapcTBEHHOro
npenapara Ansi BETEpPMHaAPHOro NPUMEHEHUS], @ Takke B Nopsiake, YCTAaHOBNEHHOM COOTBETCTBYHOLLMM YNOMHOMOYEHHbLIM
henepanbHbIM OpraHoM UCMOMHUTENBHON BNacTu, B 3MEKTPOHHOW chopMe unu Ha BymaxHoM HocuTene HeobxoauMble
[OKYMEHTbI, U3 KOTOPbIX (POPMUPYETCS PErMcTpaulMoHHOE [0Cbe Ha NEKapCTBEHHbIM MpenapaTt Ans BeTepuHapHOro
NpUMEHEeHMs.

2. B 3asBneHun o rocyqapCTBEHHOW perucrpaumm nekapcTBEHHOro npenaparta Afs BETEPUHAPHOro NpUMEHEHUS
yKasblBaloTCS:

1) HaMmeHOBaHMe K agpec 3asiBUTens, paspaboTuvMka M NPOM3BOAUTENSI JIEKApPCTBEHHOro npenaparta Aand
BETEPUHAPHOIO MPUMEHEHUS U adpec MecTa OCYLIECTBIEHNA MNPOM3BOACTBA JEKApCTBEHHOrO npenapaTta Ans
BETEPUHAPHOIO NPUMEHEeHNs (B Criyvyae Hanmumsi HECKOMbKMX YYACTHUKOB MpoLiecca Npou3BoacTBa HEOOX0AMMO yKa3aTb
KaXgoro u3 HuXx);
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2) HanmeHoBaHMWe JieKapCcTBeHHOro npenaparta Anld BEeTepUuHapHOro npuMeHeHUud (Me)K,D,YHapOD,HOG
HenaTeHToOBaHHOE, Unn rpynnmMpoBoYHOE, U XMMNn4eckoe 1 Toproeoe HaI/IMeHOBaHI/Iﬂ);

3) nepevyeHb ,El,eIZCTBy}OLLI,VIX 1 BCnomMmorartesribHbiX BeLWeCTB, BXOOALWNX B COCTaB JIEKAPCTBEHHOIO npenapara Aand
BETEPUHAPHOIo NpMMeHeHUd, C ykasaHnem Konm4vectsa KaKgoro 3 HuX;

4) JleKapcTBeHHasn (bopma, O0o3npoBKa, crnocobbl BBEOEHUS U NPUMEHEHNA, CPOK rogHOCTU JeKapCTBEHHOIo
npenapara aAna setepnHapHoOro npuMmeHeHu4;

5) dbapmakoTepaneBTMyeckas rpynna;

6) HeobXxoauMOoCTb NnpuMeHeHnsA yCKOpeHHOVI npouenypbl 3KCNepTuabl J1eKapCTBEHHbIX CpeacTB B Uendax
rocyp,apCTBeHHon pernctpaunmn nekapcTtBeHHOro npenapara,

7) KOnnn OOKYMEHTOB, NOATBEPXKOALWUNX ynnaTty rocyp,apCTBeHHon NOLWTNHbBIC

a) 3a NpoBedeHWe 3KCMepTUsbl KayecTBa JIEKAPCTBEHHOIO CPEeACcTBa WM IKCTMEepTU3bl OTHOLLEHWUS OXMOAeMoMu
nosnb3bl K BO3MOXHOMY PUCKY MPUMEHEHWs NeKapCTBEHHOro npenaparta Ans BeTEPUHAPHOrO MpPUMEHEHWs Npu ero
rocyapCTBEHHOW perncTpaumu;

6) 3a Bblga4vy perncTtpaumMoHHOro yaqoctoBepeHuna nekapCTtBeHHOro npenaparta;

8) Hanuume cornacusi, NPegycMOTPEHHOrO 4YacTblo 7 HacTosiel cTaTbW, €CnM C MOMEHTa perucrTpauum
pedepeHTHOro NIeKapCTBEHHOIO Npenaparta Afs BETEPUHAPHOrO NPMMEHEHMS NPOLLSIO MEHEE YEM LLECTb FET.
(B pen. PenepanbHoro 3akoHa ot 13.07.2015 N 241-03)

3. PerncrpaunoHHoe [ocbe B LENsiX 3KCMepTU3bl IEKApPCTBEHHOrO npenaparta Ans BETEPUHAPHOIO NMPUMEHEHNS
dopmMmmpyeTcst U3 cneayowmx JOKYMEHTOB:

1) KOMMA NULEH3NM Ha NPOM3BOACTBO JIEKAPCTBEHHBLIX CPEACTB, BblAAHHOW NPOWU3BOAMTENO PErMCTPUPYEMOro
NeKapCTBEHHOro npenapara Afs BETEPUHAPHOIO NPUMEHEHMS, A1 POCCUACKUX MPON3BOAUTENEN;
(n. 1 B pea. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-d3)

2) KOnust NMULEH3MM Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB, Bbl4AHHOW NPOM3BOAUTEND hapmaLeBTUYECKON
cybCcTaHUMN, BXOOsLLEN B COCTAB PErMcTpMpyeMOro fieKapCTBEHHOro npenapaTa Ansg BETePUHApPHOro NpMMeEHeHUs!, ans
POCCUNCKMX NPON3BOAUTENEN;

(n. 2 B pen. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-d3)

2.1) Konua [OOKYMEHTa, BbIAHHOMO YMNOMHOMOYEHHbBIM OPraHOM CTpaHbl MPOM3BOAMTENS AN KaXaon
NPOM3BOACTBEHHOW NMNOLWAAKN PEermcTpupyemMoro JekapcTBEHHOro mnpenapaTta Ans BeTEPUMHApPHOro MpUMEHEHUS U
noaTBepPXKAaloLLEero COOTBETCTBUE MPOM3BOAUTENS JEKAPCTBEHHOINO npenapaTta TpeboBaHMAM MnpaBun Haanexailemn
NPOVN3BOACTBEHHOW MPAKTUKN, U €ro NepeBos Ha PYCCKUIA 53biK, 3aBEPEHHbIE B YCTAHOBIIEHHOM MOpsiAKe, a Takke Konus
3aKMOYeHMss O COOTBETCTBUM NPOWU3BOAMTENSI NEKapCTBEHHbIX CPeACcTB TpeboBaHUSAM nNpaBun Hagnexalien
NPOM3BOACTBEHHON MPaKTUKW, BbIAAHHOMO YMNONMHOMOYEHHbLIM hefepanbHbIM OpraHoM MCMOSHUTENBHOW BnactTu Ans
KaXkgow NMpOoM3BOACTBEHHON NIOLWaaKu permcTpupyemMoro nekapcTBeHHOro npenaparta Ans BeTepMHapHOro NpuMeHeHus,
nnbo KoMus pelleHnss O NpPOBeOEHWM WHCMEKTUPOBaAHUS NPOM3BOAUTENS NEKapCTBEHHbIX CPEACTB, MPUHSITOrO
YMNOMHOMOYEHHBbIM PefieparbHbIM OpraHoOM WCMOMHUTENbHOW BNacTu AN KaXAoW NPOM3BOACTBEHHOW NoLaaKu
perncTpupyemMoro nekapcTBEHHOro mnpenaparta [Ans BeTepUHaApHOro MpUMEHEHUs. YKasdaHHble LOKYMEHTbI
NpeacTaBnsOTCA B CryyYae, €CnuM MPOM3BOACTBO JIEKAPCTBEHHOrO Mpenaparta OCYLIeCTBNSETCs 3a npegenamu
Poccuinckon depepauuu;

(n. 2.1 BBegeH PegepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

2.2) Konusa AOKYMEeHTa, BblIAHHOMO YMNOMHOMOYEHHBLIM OpPraHoM CTpaHbl npoussoauTens dapmaueBTUYECKON
cybcTaHuum 1 nogTBepXaaLwero COOTBETCTBME NPON3BoaMTENs (hapmaueBTUYecKon cybcTaHummM, BXxogsLen B cocTas
perMcTpupyemMoro fnekapcTBeHHOro npenapara Ansg BeTepuMHapHOro NMpuUMeEHEeHWsi, TPeboBaHWSAM NpaBun Hagnexallen
NMPOV3BOACTBEHHOW NPaKTMKX, U ero NepeBos Ha PYCCKUIN A3blK, 3aBEPEeHHbIE B YCTaHOBIEHHOM Nopsigke, B criyyae, ecnm
nNpon3BoACTBO hapMaLeBTUHECKON CybCTaHLMmM ocyLLecTBnseTcs 3a npegenamm Poccuiickon ®egepaumu;

(n. 2.2 BBegeH PenepanbHbiM 3akoHoM oT 04.06.2018 N 140-03)
3) NPOEKT HOPMAaTUBHOIO AOKYMEHTa Ha feKapCTBEHHbIN NpenapaTt Ans BETEPMHAPHOIO NPUMEHEHHNS;

4) p[OKYMEHT, coAepXalun crnegywuwy uHdopmauuio o dapmaueBTuyeckon cybcTtaHuum wunum
apmaLeBTMYECKUX CYOCTaHLUMSIX, BXOASILLMX B COCTaB NIEKapCTBEHHOMO Npenapara 419 BETEPMHAPHOTO NMPUMEHEHUS:

a) HanuMeHoBaHWe hapmaLEeBTUYECKON cybcTaHUMK, ee CTPYKTypa, obLune CBOMCTBA;
6) HaMeHoBaHWe 1 aapec NPoU3BOAUTENS;

B) TEXHOMOrMa nNpou3BoAcTBa C OMMCaHMEM CTaaui MNPOU3BOACTBA U METOOOB KOHTPOSS Ha BCEX CTaaumsax
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Npon3BOACTBa;
r) tHcpbopmMauus o NPUMeECsX;
) cneundmrkaumsa Ha bapMaueBTUYECKYH CyOCTaHUuIO;
€) onMcaHue MeToAMK KOHTPOMs KAa4yeCTBa;
X) pesynstaThl aHanusa cepun hapmaueBTU4eckon cybcTaHuuuy;
3) nepeyveHb CTaHO4ApPTHLIX 06pa3L0B UM BELLECTB, UCMOMNb3yeMbIX NMPU OCYLLECTBIIEHMN KOHTPOSSA KadecTBa;
n) onncaHme xapakTePUCTUK U CBOMCTB YNaKOBOYHbIX MaTepuaroB 1 YKYNOpOYHbIX CPEACTB;
K) OaHHble 0 cTabuneHOCTY;
1) CPOK rOAHOCTHU, YCITOBUS XPaHEHUS;

5) otyeT O pesynbTaTax [OOKIMMHUYECKOTO WCCreAoBaHNs JeKapCTBEHHOrO CpeacTBa Ans BETEepUHAPHOIo
NPUMEHEeHWS;

6) oTyeT O pesynbTaTax KIMHUYECKOTO WCCredoBaHUs JIeKapCTBEHHOrO npenapata Ansi BeTepyHapHOro
NPUMEHEHMS Y KaXKOoro Buaa XKNBOTHbBIX, YKa3aHHbIX B MHCTPYKLMW MO BETEPUHAPHOMY NMPUMEHEHUIO;

7) NPOEKT MHCTPYKLUM MO BETEPUMHAPHOMY MPUMEHEHUIO NIEKapCTBEHHOMO MNpenaparta, coaepkallei crneayLume
cBefeHus:

a) HaumeHoBaHMe neKkapCTBEHHOro MnpenapaTta [Afs BETEepPUHApPHOro MNpUMMeEHeHUus (MexayHapogHoe
HenaTeHTOBaHHOE, UMK FPYNMNMPOBOYHOE, UMM XMMUYECKOE U TOProBOE HaMMEHOBaHWS);

6) JleKapCcTBeHHasd cbopma C yKasaHuem HaMMEHOBaHMA N KONMYECTBEHHOIO COCTaBa )J,EVICTByIOU.I,I/IX BeLleCTB U
Ka4yeCTBEHHOIo CcoCTaBa BCMoMoraTesibHbIX BELLECTB;

B) onmcaHmne BHelWHero snaa nekapcTtBeHHOro npenapara anAa BeTepunHapHOro npuMeHeHun4;

r) dbapmakoTepaneBTMYeCcKas rpynna fekapCTBEHHOIO npenaparta Ansi BETEPMHAPHOIO NPUMEHEHMS UNN yKasaHue
"romeonaTnyeckuin NekapcTBEHHbIN Npenapar”;

4) dapmakoguMHamuka M dapMakoKMHETMKa (3a MUCKIoYeHneM GapMakoKUHETUKM romeonaTu4eckux
NeKapCcTBeHHbIX NpenapaTtoB W pacTUTENbHbIX 1eKapCTBEHHbIX NpenapaTtoB) UMW onucaHue WMMMYHOBUOMOrMYecKmX
CBOWCTB NEKapCcTBEHHOro npenapara;

€) NokasaHus 4N NPUMEHEHNS;

) NPOTUBOMNOKAa3aHUs ANt NPUMEHEHWS;

3) Mepbl NPEAOCTOPOXKXHOCTU NP NMPUMEHEHWU;

M) yKkaszaHWe BO3MOXHOCTM W OCOBEHHOCTEN MPUMEHEHWs1 Y BepeMEHHbIX XMBOTHbIX, Y KMBOTHbIX B Nepuop
nakTauuu, y NoTOMCTBA XXUBOTHbIX;

K) PEXXMM O03MPOBaHMs, Crocob BBEAEHUS U MPUMEHEHUS, NMPU HEOOXOAMMOCTU BpeMsi NMpuemMa jieKapCTBEHHOo
npenapara ansi BETeEpUHAPHOIo NPUMeHeHUs, NMPOAOIHKUTENBHOCTb JIEYEHWS;

J'I) BO3MOXHble MOBOYHbIE AENCTBUS, HEXenaTenbHble peakuunn npun npuMeHeHnn nekapCTtBeHHOro npenapara and
BETEPUHAPHOIO NMNPUMEeHEHUA,

M) CUMMNTOMbI NEPeao3VpPOBKU, MEPbI MO OKasaHUIO MOMOLLM NPU NepPeao3npPOoBKeE;
H) B3anMoZencTBme C APYrMMy NEKapCTBEHHBIMY NpenapataMmu 1 (M) Kopmamu;
0) cbopMbl BbIMyCKa JIekapCTBEHHOTO NpenapaTa AJ1si BETEPUHAPHOTO NPYMEHEHWS;

n) ykasaHuve (npu HeobxogumocTn) ocobeHHOCTen OEeNCTBUSA NeKapCTBEHHOro npenapaTta Ans BeTepurHapHOro
NPYMEHEHWS Npu NEPBOM NPUEME UMK MPU €ro OTMEHE;

p) onucaHue (Npy HeobXoAMMOCTU) LEWCTBUIN BETEpPUMHAPHOro Bpada (BeTepuHapHoro denbgwepa), MHOro
cneumanucta B obnactv BeTepuHapuvu, Briagenbla XMBOTHOTO MPW MPOMyCKe MnpvemMa OAHOW WM HECKOMbKUX [A03
NekapcTBEHHOro npenapara 411 BETEPUHApPHOro NPpUMEHEHMS;



C) CpPOK TroaHOCTU W YyKa3aHue Ha 3anpet TMnpuMeHeHuA JeKapCTBEeHHOINo npenapara nanda BeTepuHapHOoro
NPUMEHEHNA NO NCTEHYEHNN CPOKa rogHOCTHU,

T) YCINOBUS XpaHEHUS;

y) yKkasaHue Ha HeoBXoQMMOCTb XpPaHEHWUsl NeKapCTBEHHOro npenapaTta Ans BETEPUHAPHOTO MPUMEHEHUs B
MecTax, HeJOCTYMHbIX AN AeTel;

(*)) YKa3aHune (I'Ipl/l H606XO£I,VIMOCTVI) cneunanbHbIX Mep NpPeaoCTOPOXHOCTU NMPU YHUHTOXEHNN HENCNONb30OBaHHbIX
JNIEKapCTBEHHbIX NMpenapaTtoB A4 BETEPUHAPHOIO NPpUMEHEHUA;

X) CPOKM BO3MOXHOIo UCNOSib30BaHUA MNMPOAYKUMU KMBOTHOIMO MPOUCXOXOEHUA MNocne BBeOEHUA >XUBOTHOMY
JNNIEKapCTBEHHOro npenapara and BeTepuHapHOro npuMeHeHuns,;

L) ycrioBwus OTnycKka;

l-I) HanmeHoBaHNA U agpeca npou3BOACTBEHHbIX MOWagoK npoun3BoanTeENA JNEeKapCTBEHHOIO npenaparta and
BETEPUHAPHOIO NMNPUMEeHEHUA,

LIJ) HanMmeHoBaHWe, agpec opraHu3auuu, yrlOJ'IHOMO‘-IGHHOVI aepxarenem wunn BnagenbuemMm pernctpaumoHHOro
yAOOCTOBEPEHUA NEKapCTBEHHOIO npenapara Ha nNpuHATue FIpeTeH3VIIZ oT ﬂOTpe6MTeﬂﬂ;

8) NPOEKTbl MAaKeETOB ﬂepBVIHHOVI YNaKoOBKU U BTOpVI‘-IHOVI ynakoBKK JIeKapCTBEHHOIO npenaparta And BeTepuHapHoro
NPUMEHEHUA;

9) crnegytowme cBeleHUs O NleKapCTBEHHOM rnpenapaTe Al BeTEPUHAPHOTO NPUMEHEHMS:

a) onvcaHne 1 CocTaB JIeKapCTBEHHOMO Npenapara Ans BETEPUHAPHOIO NPUMEHEHNS;

©0) onncaHne dapmMaLeBTUYECKON pa3paboTky;

B) onmncaHue npouecca NPOU3BOACTBA U €r0 KOHTPOIS;

r) onMcaHme KOHTPOIS KPUTUYECKUX CTAAU NPOU3BOACTBA M NPOMEXKYTOYHON NPOAYKUMM;

0) HaMMeHoBaHWst U agpeca paspaboTyuka, gepkaTens wunv Bragenbua pPerncrpalyoHHOrO YOoCTOBEPEHUS
neKkapcTBEHHOro npenapata, NPOM3BOACTBEHHbIX MNIOWAA0K NPOU3BOAUTENS FEeKapCTBEHHOro npenaparta Ans
BETEPMHAPHOIO NPUMEHEHWS;

(B pea. PenepanbHoro 3akoHa ot 13.07.2015 N 241-03)

e) hapmaueBTUYeckasi COBMECTUMOCTD;

X) MUKPOBUNONOrMYeckme XxapakTepucTmKu;

3) matepuanbHbI 6anaHc Ang Npon3BOACTBA CEPUUN FOTOBOIO NPOAYKTA;

n) onncaHme xapakTepUCTUK U CBOMCTB YNakoOBOYHbIX MaTepuarnoB 1 YKYNopOYHbIX CPEACTB;

K) JOKyMeHTarnbHoe noaTeepxaeHne (BanMaaums) npoLeccoB n (Unun) Nx oUeHKa;

n) TpeboBaHMA K KadyecTBy BCMOMOraTenbHbIX BELLECTB (CepTudukat, creuudukaums Ha BcrnomoratenbHble
BeLlecTBa U Ux 060CHOBaHME);

M) aHannTn4eckne MeToaukn, ucnonb3yemMble Mpu OCyLeCTBNEeHNN KOHTPONA KadecTBa BCnoMoOratesbHbIX
BeLleCTB;

H) OOKyMeHTarlbHOe noareepxaeHue (Banm,qau,m) aHalnMmMTU4eCKnX MeToguK, NCNoJfib3yeMbIX Npu OCyWeCTBIIEHNN
KOHTPOIA Ka4eCTBa BCrNoMoraTtesibHbIX BELLECTB;

O) MH(bOpMaLI,I/Iﬂ 06 ncnonb3oBaHM BCroMoraTerbHbIX BELWLECTB YeNOBEYECKOro 1 XMBOTHOIO NPOUNCXOXOEHUA,
ﬂ) VIH(bOpMaLI,Mﬂ 00 1Cnonb30BaHUN HOBbIX BCMIOMOraTerbHbIX BELLECTB;

p) TpeboBaHMA K KayecTBYy JIEKapCTBEHHOro rMpenapaTta AOfs BeTepvHapHOro MpUMeHeHUst (cepTudukar,
cneunduKaLmns Ha NekapcTBEHHbIV Npenapar U X 060CHOBaHue);

C) aHannTnyeckne MeToaunkn, ucnonb3dyemMmble Mnpu OCYWEeCTBIIEHUN KOHTPOIA KadecTBa J1eKapCTBEHHOro
npenapara aAna setepnHapHoro npuMmeHeHu4;

T) LOOKyMeHTallbHOe noarteBepXaeHune (BaJ'IMLI,aLI,VIS'-I) aHalNNTU4YEeCKNX MEeToAMK, NCMNOJIb3yeMbIX MPU OCYLLUECTBIEHUN
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KOHTPOJ1A Ka4eCTBa JiIeKapCTBEHHOIo npenapara anda BeTepunHapHOro npuMeHeHu4;

y) OOKYMEHT, NoATBEpPXKAaloLWMii Ka4yecTBO JIeKapCTBEHHOMO MpernapaTta TPex MPOMBILUIIEHHbIX cepuit (MPOTOKON
aHanusa unu ceptudmkat aHanusa), ogHa Cepusi KOTOPOro OOIKHa coBradaTb C cepueit obpasua NekapcTBEHHOro
npenapara, NoAaHHOro Ha perncTpaLuio;

&) xapakTepucTmKa npumecen;

X) nepeyeHb CTaHAapTHbIX 06p83U,OB, Mcnonb3yembiX NMpu OCYLLECTBIIEHUN KOHTPONA KaydecTBa J1ieKapCTBEHHOIO
npenapara ana setepnHapHoOro npuMmeHeHun4;

Ll,) AaHHble 0 CTabUIbHOCTH JIEKapCTBEHHOIO Mnpenapara and BeTePUHaAPHOro npMMeHeHuns;

10) konusa [OKYMEHTa, coAaepXalwlero WHgopmauuio O Hanuuum munm o6 OTcyTCTBMM (PakTOB perncrpaumm
nekapcTBEHHOrO npenapara 4fis BETepUHapHOro npumMeHeHus 3a npegenamu Poccuiickon ®egepauuu;

11) cornacve B NMMCbMEHHOW hopme, NpegyCMOTPEHHOE YacTblo 7 HaCTOSWEW cTaTbW, B Cryvyae permcrpaumm
BOCNPOW3BEAEHHOIO fIeKapCTBEHHOIO Npenapara;
(B peq. PenepansHoro 3akoHa ot 13.07.2015 N 241-03)

12) konuA [OOKyMEHTa Ha PYCCKOM $3blke, 3aBEpPEeHHOro B YCTAHOBMEHHOM MNOpsiake W NoATBepXKAaloLlero
NPaBOMOYHOCTb 3asiBMIEHUA O [OCYAapCTBEHHOW perncrpaumMm nekapcTBEHHOro npenapaTta And BeTepUHapHOro
NPUMEHEHNS (0OBEPEHHOCTD).

4. Tpu npoBedeHWM YCKOPEHHOW mnpouedypbl 9KCMepTU3bl NEKApPCTBEHHOrO npenapata Ans BeTEPUHapHOro
NMPUMEHEHMS B LENsX €ero rocygapCTBEHHOW perucrpaumm MOXeT MpeacTaBnaATbCs WHGOpMauus, NonyvyeHHas npwu
NpoBeOEHUN KIIMHWYECKMX UCCIedoBaHW NeKkapCTBEHHOro npenapata v onybnukoBaHHash B CreuManv3vpoBaHHbIX
neyaTHbIX W34aHUAX, a TakkKe [AOKYMEHTbl, cofepxalime pesynbTaTtbl WccrnefoBaHuWsi GUOIKBMBANEHTHOCTU
NeKapCcTBEHHOrO Npenaparta Ans BETePUHAPHOr0o NPUMEHEHUSI.

5. Ha akcnepTmsy pasnuyHbiX JEeKapCTBEHHbIX (POpM OOHOrO W TOMO Xe FeKapCTBEHHOro mnpenapata Ans
BETEPUHAPHOIO NPUMEHEHUST 3asBUTENb NPEACTaBseT OTAENbHbIE 3asBMEHUS U PErucTpaLMOHHbIE JOChE Ha KaXKayHo
nekapcTBeHHytl copmy. pn ycnoBunm OOHOBPEMEHHOW MOAayYM Ha IKCMEepTU3y OOHOW NeKapCTBEHHOW (PopMbl C
pasnMyHbIMU O03MPOBKOW, KOHLEHTpaumen, obbeMoM 3asiBUTENb NPEACTaBMSET OOHO 3asIBNEHME U PErMcTpauMoHHOE
00Cbe C NPUIOXEHNEM MaKETOB YMakOBOK Ha KaXAylt AO3UPOBKY, KaXAyl KOHLIEHTpaLUuio, Kaxabli ob6beMm u kaxkgoe
KONMMYeCTBO 403 B YNAKOBKE.

6. 3asBuTen BNpaBe NpeacTaBUTb MO COBCTBEHHOW MHWUMATMBE BMeCTe C 3asiBNeHMeM O roCyaapCTBEHHOMN
perucrTpaumm nekapcTBeHHOro npenapata AN BeTepUHapHOro NPUMEHEeHWs OOKYMEeHTbl, NOoATBepaawlwue ynnarty
rocyaapcTBEHHOW MOLMWHBLI U yKadaHHble B MyHKTe 7 4acTu 2 HacToswewn cratbu. B cnyyae wnx HenpegcTtasneHus
COOTBETCTBYIOLWNIA YMNOMHOMOYEHHbIN dedepanbHbIi OpraH WCNOMHWUTENbHOW Bractu nposepsieT dakT ynnathbl
3asBMTENEM rOCYAapCTBEHHON MOLUMMHBLI MOCPEACTBOM WMCMOMNb30BaHNS WHpopmauun o6 ynnate rocyaapCTBEHHON
MOLUMKWHBI, coaepxallenca B [ocyaapCTBEHHOW WHMOPMAaLMOHHOM CUCTEME O FOCYAapCTBEHHbIX U MyHMLMNAnbHbIX
nnatexax, Ha OCHOBaHWM NpeAcTaBMEHHbIX 3asBUTeNneM KOMWIA [OOKYMEHTOB, MNOATBepXAarlowux ynnaTty
rocyaapCTBEHHOW NOLLSINHBI.

7. He ponyckaeTcs uvcnonb3oBaHWE B KOMMEPYECKUX Uensx MHopMauunm O pesynbratax LOKMMHUYECKUX
nccnefoBaHUM NEKaApCTBEHHbIX CPEACTB M KIIMHUYECKUX WCCNedoBaHWN NeKapCTBEHHbIX npenapaTtoB Ang
BETEPMHAPHOIO MNPUMEHEHMUS, NPEACTaBMEHHON 3aaBMTENeM [Onsi FOCY4apCTBEHHOW peructpaumm fekapCTBEHHbIX
npenapatoB, 6e3 ero cormacuMss B TedeHMe LEeCTW NeT C AaTbl OCyAapCTBEHHOW perncTpauun pedepeHTHOro
nekapcTBeHHoro npenapata B Poccuiickon ®epepaunn.

Ctatba 18. MNomaya M paccMoTpeHue 3asiBNEeHUs O FOCYAapCTBEHHOW perncTpauuu rekapcTBeHHOro
npenaparta Ansi MeAULMHCKOIo NPUMeHeHUs
(B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Ona rocynapCTBEHHOW perncrpaunm rnekapcTBEHHOro npenapata Ana MeguuUMHCKOrO NpPUMEHeHUs
topugnyeckoe nuuo, gencTeyollee B COGCTBEHHbIX MHTEPECcax U ynorHOMOYEHHOE NPEACTaBNATb MHTEPECHI APYroro
IOPUONYECKOro NnLA 1 3asBIAIOLLEE JIEKAPCTBEHHBIN NpenapaT Ha rocy4apCTBEHHYIO perucTpaumio (qanee B HaCcTosILLEN
cTatbe - 3asBUTENb), NpeAcTaBnseT B YMNOMHOMOYEHHbLIM edepanbHbIi OpraH MCMNOMHUTENBHOW BRacTw,
OCYLLECTBAIOLWMA rOCY0APCTBEHHYIO PErMCTPaLUMI0 NEKAPCTBEHHbIX NPenapaTtoB 4S9 MEOULUHCKOrO NPUMEHEHUs], B
3NEeKTPOHHON hopMe M Ha OyMaxHOM HocuUTene 3asdBfieHue O rOCYyAapCTBEHHOW perucTpaumMmM nekapcTBEHHOro
npenapata Ans MeQUUMHCKOrO MPUMEHEHWs, a Takke B NOpPsSAKe, YCTAHOBIIEHHOM YMOMHOMOYEHHbIM dheaeparnbHbiM
OpraHoOM WCMOSTHUTENbHOW BracTu, B SMIEKTPOHHOW ¢hopMe M Ha BymakHOM HocuTene HeobxoauMMble AOKYMEHThI, 13
KOTOpbIX (hOPMMPYETCSA pErMcTpaLMoOHHOE JOChE Ha NNEKAapCTBEHHbIN Npenapat Ang MeguuUHCKOro NPUMEHEHUS.

(vyacTtb 1 B pen. epepansHoro 3akoHa o1 22.12.2014 N 429-93)

2. B 3asBneHun o Focyﬂ,apCTBeHHOIZ perncTtpaunm nekapcrtBeHHOro npenapara anda MeguumHCKOro npuMmeHeHud
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YKa3bIlBatOTCA:

1) HaMmeHoBaHMe, agpec 3asiBUTENs W NPOM3BOAUTENS JNEKaApCTBEHHOro npenapata Ans MeAMUMHCKOro
NpMMEHeHUs1, cBegeHns 06 nx permctpaumm B Ka4ecTBe Hanoronnartenblinka B CTpaHe permctpaumm (ans pocCUnCKnX
IopUaNYECKUX NuL, - MOAEHTUMUKALUMOHHBIN HOMep Hanoronnatenswmka (MHH), Ans MHOCTpaHHbIX KpUanYecKux nu -
CTpaHa perucrpaumm, HauMeHoBaHWe PerncTpupyoLLLero opraHa, perucTpaumoHHbIN HOMep, Ko HanoronnaTtenslimnka B
CTpaHe perucrpaumm (MHKopnopaumm) Unmn ero aHanor) n agpec Mecta OCyLLEeCTBIIEHNS NPOU3BOACTBA NEKaPCTBEHHOIO
npenapata (B crny4ae Hanm4yusi HECKONbKMX Y4aCTHMKOB MpOLiecca ero npomsBoAcTBa HEOOXOAMMO yKasaTb KaKaoro
y4YacTHVKa B COOTBETCTBUM C OCYLLECTBISIEMOW CTaguen Npon3BOACTBa);

(n. 1 B pea. ®epepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HanMeHoBaHMe JieKkapCTBeHHOro npenaparta And MeguuunHCKOro npumMmeHeHud (Me)KH,YHapO,D,HOS
HenaTeHToOBaHHOE, Unn rpynnmMpoBoYHOE, Ui XuMmn4eckoe 1 Toproeoe HaI/IMeHOBaHI/Iﬂ);

3) nepevyeHb /J,eI7ICTBy}OLLI,I/IX 1 BCrnomMorartesribHbIiX BeLWeCcTB, BXOOALNX B COCTaB JIEKAPCTBEHHOIO npenapara Aand
MEONLNHCKOIro NnpuMeHeHns, C ykasaHnem Konm4decTBa KaXxaoro n3 HuXx;

4) NleKapcTBeHHasn (bopma, O0o3npoBKa, crnocobbl BBEOEHUS U NPUMEHEHNA, CPOK rogHOCTU JneKapCTBEHHOIo
npenapara Ana MmeguumHCKOro npuMmeHeHu4;

5) dapmakoTepaneBTuyeckas rpynna, Kof aHaToMo-TepaneBTUYeCKO-XMMWYECKOW Knaccudukauum,
pekomeHAoBaHHOVW BcemupHon opraHusaumen 34paBOOXPaHEHUs, 3asiBNsemble MoKasaHus Ons MpUMEHeHus
nekapcTBEHHOro npenapara 4518 MEAULMHCKOrO MPUMEHEHMS;

6) oTcyTcTBME HeOoBXOAMMOCTM MpedocTaBfieHMs oTyeTa O pesynbratax KIMHWYECKOro uccneaoBaHus,
nccnegoBaHns OMOSKBUMBANEHTHOCTU NEKAPCTBEHHOrO Npenaparta, paspelleHHOro Ans MEeAWMUUHCKOrO MpUMEHEHUs B
Poccuiickoit ®egepauun 6onee ABaguaTtu NeT, C ykasaHUeM HOPMaTUMBHbLIX MPaBOBbLIX aKTOB, NOATBEPXAAOLLIMX AaHHbIN
CPOK NMPUMEHEHWS;

7) HeobxoaMMOCTb OQOPMIIEHWNS] paspelleHnss Ha BBO3 B Poccuiickyto degepaumio KOHKPETHOW MapTum
3apErMcTPUPOBaHHbIX N (UNN) HE3APErMCTPUPOBAHHbIX NEKAPCTBEHHBIX CPeACTB, NpefHa3HaYeHHbIX ANS NpoBeaeHUs
3KCNepTU3bl NEKAPCTBEHHbIX CPEACTB B LIENsAX rocygapCTBEHHOW pernctpauuu;

8) HeobXOAMMOCTb MPOBEOEHUS 3KCNepTU3bl AOKYMEHTOB, NMPEACTaBMNEeHHbIX AN onpeaeneHus BO3MOXHOCTU
paccmaTtpuBaTh NeKapCTBEHHbI npenapat AN MEeAULMHCKOrO NMPUMEHEHUst MPU OCYLLECTBMEHUWM rOCYOapCTBEHHOW
perucTpaummn B kadectse opdaHHOro NekapcTBeHHOro npenapara;

9) HeobxoOMMOCTb NPUMEHEHWUS1 YCKOPEHHOW npoueaypbl 3KCNEPTU3bl JIEKAPCTBEHHbIX CPEACTB B LEMnsX
rocyAapCTBEHHON perncTpaumm nekapcTBeHHOro npenapara;

10) KONMM AOKYMEHTOB, NOATBEPXAAIOLMX YNNAaTy rocyaapCTBEHHOW NOLLSINHBI:

a) 3a NpoBeAeHUE 3KCNEPTU3bl JOKYMEHTOB, NPEACTaBMNEHHbIX AN onpeaeneHns BO3MOXHOCTU paccMaTpuBaTthb
riekapcTBeHHbIN MpenapaTt Ans MeAWLUHCKOTO MPUMEHEHWsT Mpu OCYLLECTBIIEHNM FOCYAapCTBEHHOW peructpaumm B
KayecTBe opdaHHOro nekapcTBEHHOro npenapara;

6) 3a npoBedeHWe 3KCMepTU3bl KayecTBa NeKapCTBEHHOrO CPeacTBa W 3KCMepTU3bl OTHOLLEHUS OXMOaemon
Monb3bl K BOSMOXHOMY PUCKY NMPUMEHEHUs! NTeKapCTBEHHOro npenapaTta, paspeLleHHoro Ans MeaMLUHCKOro NpUMeHeHus
B Poccuiickoin ®enepaumun 6onee gsaguati feT, Npy OCYLLECTBIIEHNM FOCYAAPCTBEHHON perncTpaummn nekapcTBeHHOro
npenapara;

B) 3a MnpoBedeHWe 9KCMepTu3bl KayecTBa feKapCTBEHHOrO CpeacTBa W 3JKCMEePTM3bl OTHOLLEHMS OXMAAeMON
nornb3bl K BO3MOXHOMY PUCKY NPUMEHEHWs] feKkapCTBEHHOro npenapaTta ans MeavuMHCKOrO MPUMEHEHUSA Mpu ero
rocyaapCTBEHHOMW perncrpauum;

r) 3a NpoBedeHNe 3KCNepTU3bl KaYecTBa NeKapCTBEHHOMO CPeAcTBa U 3KCNepTU3bl OTHOLLEHMS 0XnaaemMon norb3bl
K BO3MOXHOMY PUCKY NMPUMEHEHNs NekapCTBeHHOro npenapara ans MeauLMHCKOro NPUMEHEHUS, B OTHOLLIEHUW KOTOPOro
npoBeAeHbl MeXAyHapoaHble MHOTOLEHTPOBbLIE KITMHUYECKME WCCRedoBaHusl, 4YacTb W3 KOTOpbIX MNpoBedeHa B
Poccuiickoit degepaumm, Npu ocyLLECTBIEHUN FOCYAapCTBEHHOM pernctTpauum nekapcTBEHHOro Npenapara;

11) Hanuume cornacusi NPOU3BOAUTENS NEKAaPCTBEHHOIO npenapaTa, NPOU3BOACTBO KOTOPOIo OCYLLECTBISETCH 3a
npeaenamu Poccuiickoin Pefepaumm, Ha NpoBedeHVe MHCNEKTUPOBaHNS NPOU3BOAUTENS Ha COOTBETCTBME TPeboBaHUAM
npaBun Hagnexallen Npon3BoACTBEHHON NPaKTUKK;

12) Hanuume cornacwusi, NPegycMOTPEHHOIO YacTbio 18 HacTosLwen cTaTbuy;

13) ykasaHue BMAa IeKapCTBEHHOro Mnpenaparta, NpPeACTaBfIeHHOro Ha peructpauunio (pedepeHTHbIN
NeKapCcTBeHHbIN Npenapart, BOCNPOU3BEAEHHbIN NeKkapCTBEHHbIM Npenapat, 61MonorMyecknin NekapcTBeHHbIV Npenapar,
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GuoaHanorosblii (6onogobHbIN) NekapcTBEHHbIN Npenapat (buoaHanor), roMeonaTU4eckuin NeKapCcTBEHHLIN Npenapar,
NeKapCTBEHHbIN pacTUTENbLHBIN Npenapar).
(vyacTb 2 B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. PerncrpaunoHHoe [OCbe Ha NEKaApCTBEHHLIN npenapaTt aAnsg MeauuMHCKOrO NpUMEHEHMsT NPENOCTaBseTca B
dopme 06LLEr0 TEXHNUYECKOIO JOKYMEHTA.
(vacTb 3 B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4. Pazgen AOKyMeHTaumMM agMMHUCTPATMBHOINO XapakTepa BKNoYaeT B ceds:

1) 3asaBneHVe 0 rocygapCTBEHHOW perncTpauum fekapCTBEHHOro npenapata Ans MeguuUHCKOro NpuMeHeHus B
3MNeKTPOHHOW hopme 1 Ha ByMakHOM HocuTene;

2) KOMWIO [OOKYMEHTa Ha PYCCKOM $3blke, 3aBEPEHHOro B YCTAHOBMEHHOM Mopsigke W noaTBepXdatoLero
NpaBOMOYHOCTb 3asiBUTENsI ModaBaTb 3asBlieHMe O rocydapCTBEHHOW pernctpauum NekapcTBEHHOro npenapara ans
MEeOULMHCKOrO NPMMEHEHUS (4OBEPEHHOCTL);

3) KONMMIO NMUEH3UN Ha MPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB WM KOMWUIO 3aKMKOYEHUS O COOTBETCTBMM
NPOM3BOANTENS NEKAPCTBEHHbIX CPeAcTB TpeboBaHMAM NpaBuIlT HageXxallen NPon3BOACTBEHHOM NPAKTMKKU, BblOAaHHbLIX
YMONHOMOYEHHBIM beeparnbHbiM OPraHOM WCMONTHUTENBHOW BlacT B OTHOLUEHUW MPOW3BOACTBEHHOW NoLWwankv
perncTpupyemMoro rekapCTBEHHOro npenapaTta, B cny4vyae, ecnu nNpouM3BOACTBO feKapCTBEHHOro mnpenapara
ocyulectenserca B Poccunckon ®egepaunu;

(B peq. PenepanbHoro 3akoHa ot 04.06.2018 N 140-93)

4) Kkonuio BblAAHHOW YMNONIHOMOYEHHBLIM OpPraHoM CTpaHbl MNPOU3BOAUTENS JULEH3UM Ha MNPOU3BOACTBO
NeKkapcTBEHHOro npenapata U ee nepeBof Ha PYCCKUI SA3blK, 3aBepPeHHble B YCTAHOBIIEHHOM MOpsiAKe, a Takke KOnuto
3aKMoYeHUss O COOTBETCTBUM NPOU3BOAUTENS NEeKapCTBEHHbIX cpeacTB TpeboBaHUAM nNpaBun Hagnexalwen
NMPOVN3BOACTBEHHOW MPAKTUKKU, BbIAAHHOIMO YMOMHOMOYEHHBIM deaeparibHbIM OpraHOM WCMOMHUTENbHOW BRacTn B
OTHOLUEHMN MNPOM3BOACTBEHHON NIOLWAAKN PErMCTPUPYEMOrO JIEKAPCTBEHHONO MpenapaTta, WM KOMWI0  peLueHus
YMOSIHOMOYEHHOIO (hefieparnibHOro opraHa MCMOMHUTENBLHOW BracTM O MPOBEOEHUM MHCMNEKTUPOBAHMS MPOU3BOAUTENS
NeKapcTBEHHbIX CPEeACTB, B Criyyae, ecrnv npou3BOACTBO NeKapCTBEHHOMO npenapaTta OCyLLeCTBRAsieTCs 3a npegenammu
Poccunckon ®egepaunu;

(B pea. PenepanbHoro 3akoHa ot 04.06.2018 N 140-03)

5) NPOEeKT MHCTPYKUMM MO MEAMLMHCKOMY NMPUMEHEHUIO JIEKapCTBEHHOrO Npenaparta, codep)kallein creayolime
cBefeHus:

a) HanMmeHoBaHMe JeKapCTBEHHOIo npenaparta (Mem,u,yHapop,Hoe HeNnaTeHTOBaHHOEe, Ui rpynnmpoBoYHOE, UIn
XUMU4ecKkoe n Toproesoe HaMMeHOBaHMH);

0) nekapcTBeHHas opma C yKazaHMEM HAUMEHOBAHMW M KONMMYECTBEHHOIO COCTaBa AEWCTBYIOLUX BELLECTB U
Ka4yeCTBEHHOro cocTaBa BCMOMOraTernbHbIX BELLECTB (Npy HEOOXOOAMMOCTM KONTMYECTBEHHOIO COCTaBa BCMOMOraTeNbHbIX
BeLLeCTB);

B) ONucaHue BHELUHEro Buaa NekapCTBEHHOro npenapara Ans MeAMLMHCKOro NpUMEHEHMS;

r) u3nKo-xMMmyeckme cBomcTBa (Ana paguodapmaneBTUYeCcKMX NekapCTBEHHbIX Npenaparos);

4) dapmakoTepaneBTU4eckasl rpynna, KOA IeKapCTBEHHOro npernaparta ans MeOUUMHCKOTrO MPUMEHEHUs Mo
aHaTOMO-TepPaneBTUYECKO-XUMNYECKON KNaccudukaumm, pekomeHgoBaHHOW BcemupHowm opraHu3sauunen

30paBOOXpaHeHns, UnNn ykasaHue "romeonaTmyeckuii nekapCcTBeHHbIVM npenapar”;

e) chapmakoguHammnka u apmakoknHeTuka (3a WCKNYeHuneM ¢apMakoKMHETUKM TroMeonaTuyecKnx
neKapCTBEHHbIX NPenapaToB U pacTUTENbHBIX NIEKAPCTBEHHBIX NpenapaToBs);

X) NnokasaHus Ans NpUMeHeHs;

3) NpoTUBOMNOKa3aHUA AN NPUMEHEHUS;

1) Mepbl NPeOOCTOPOXHOCTU NPU NPUMEHEHUN;

K) yKkasaHMe BO3MOXHOCTM U OCOGEHHOCTEN MNPUMEHEHUSI eKapCTBEHHOro npenapata Ans MEeAULMHCKOro
NpUMeHeHNs1 GepeMeHHbIMI KeHLUMHaMK, XEHLMHaMW B Nepuof rpyOHOro BCKapMIMBaHWUSA, OETbMW, B3POCHbIMU,
MUMEIOLLMMUN XpOHUYECKIe 3ab0mneBaHuns;

) pexvm 003NpoBaHus, cnocobbl BBEAEHUS U NPUMEHEHWS, NPpY HeOBXOAMMOCTY Bpemsi NpueMa NekapcTBEHHOIo

npenapara Ans MeauUUHCKOro NMpUMEHEHUs, NPOAOMKUTENLHOCTL NedYeHnsl, B TOM Yucne Yy AeTeit A0 M Nocre OAHOro
roga;
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M) BO3MOXHbIE€ HeXenartelbHble peakuun npu npuMeHeHun rnekapCcTtBeHHOro npenapara Aanda MeamunHCKOro
NPUMEHEHUA;

H) CUMNTOMbI NEPENO3NPOBKM, MEPbI MO OKa3aHuo MOMOLLIM MPY Nepeao3npoBKe;
0) B3aMmMopencTBNe C ApYrMMU fieKapCTBEHHbIMU NpenapaTtamy U (i) NULLEBLIMU NPOAYKTaMU;
M) hopMbI BbiNycka feKapCTBEHHOIO npenapara;

p) ykasaHue (npu HeobxoammocTn) ocobeHHOCTEN AEeNCTBMSA NEKapCTBEHHOro npenapaTta ans MeauuUHCKOro
NPYMEHEHWs Npu NEPBOM NPUEME UMK MPU ero OTMEHE;

C) onucaHue (Npu HeobxoaMMOCTK) AeCTBU Bpada (denbawepa) n (unmn) naumeHTa npy nponycke npMema ogaHon
NI HECKOMbKMX [03 NNeKapCTBEHHOro npenapara Ans MeguLUMHCKOro NpUMeHeHNs;

T) BO3MOXXHOE BMUSIHWE NTEKApCTBEHHOrO npenapara Anst MEAULMHCKOrO NMPUMeHeHUs1 Ha CMOCOBGHOCTL YNpaBnsTh
TPaHCMOPTHBLIMU CPEACTBAMM, MEXaHU3MaMU;

y) CpOK rogHOCTM UM yKkasaHWe Ha 3anpeT MpYMEHeHWs1 feKapCTBEHHOro rnpenapaTta Afls MeaUuUMHCKOro
NPUMEHEHMsI MO UCTEYEHNUMN CPOKa FOAHOCTY;

&) yCrioBusi XpaHeHus;

X) yKka3aHve Ha HeoBGXoAMMOCTb XpaHEeHUs NTEKapCTBEHHOIO Npenaparta Anst MeauLUHCKOTO NPUMeHeH!s B MecTax,
HeOOCTYMHbIX Ans AeTeil;

) ykasaHue (npv HeobGXoaMMOoCTK) crieupasibHbIX Mep NPeaoCTOPOXKHOCTU MPU YHUYTOXEHUU HENCTONb30BaHHBIX
1ieKapCTBEHHbIX NpenapaTtoB Ans MeaAUUMHCKOTO NPUMEHEHWS;

4) YCIOBUSA OTMYCKa;
L) HAMMEHOBaHUS U afgpeca NPOU3BOACTBEHHbIX NIOLWAA0K NPOU3BOAUTENS NIEKAPCTBEHHOTO NpenapaTa;

W) HaumeHoBaHWe, agpec OpraHM3auMu, YNONHOMOYEHHOW AepXaTenem Wnv BragenbLemM pPerncTpauyvoHHOro
yOOCTOBEPEHUS JIEKapCTBEHHOTO NpernapaTta Ans MeaULUHCKOTO NMPUMEHEHWsT Ha NMPUHATUE NMPEeTeH3nin oT noTpebutens;

6) VHCTPYKUMIO MO MeaMUMHCKOMY MPWMEHEHMWI0 UMK KpaTKyld XapakTepUCTMKY IeKkapCTBEHHOro npenapara,
yTBEPXOEHHbIE B CTpaHe Npou3BoanTenNs;

7) NPOEKTbl MAKETOB NEPBUYHON YNaKOBKM M BTOPUYHOW YNAKOBKU NEKApPCTBEHHOIO npenapaTa Ans MeauLMHCKOro
NpUMEHEeHWS;

8) MpOoeKT HOPMAaTVMBHOW [OKYMEHTaLMU WM HOPMAaTUBHOIO [OKYMEHTa Ha JieKapCTBEeHHbIM npenapaTt ans
MeOULIMHCKOTO NMPUMEHEHNS B0 yKasaHne COOTBETCTBYOLLEN hapMaKkonenHon cTaTbu;

9) OOKYMEHT, codepalumii MHpopMaumo O Hanmuum munm o6 OTCYTCTBUM (DaKTOB PErucTpalmm nekapCTBEHHOro
npenapata Ans MeguuMHCKOro NpUMMeHeHns 3a npegenamu Poccuiickon degepaumu;

10) KOnMWM [OKYMEHTOB, 3aBEPEHHbLIX B YCTAHOBMEHHOM MOpsSiAKE W MOATBEPXKAAMWMUX akT pernctpaumm
NleKapCTBEHHOrO NnpenapaTta B MHOCTPaHHbIX roCy4apcTBax B KayecTBe opdhaHHOro NiekapCTBEHHOIO Npenapara;

11) nnaH ynpasneHna puckamm and Ouronormyeckmnx JIEKapCTBEHHbIX NnpenapartoB Anld MeanunHCKOro npMMeHeHuns;

12) QOKYMEHT O cucTeMe (hapmakoHag3opa JepkaTensi unv Bragenbla pPervcTpauroHHOrO YAOCTOBEPEHUS
rleKapCTBEHHOIO Nnpenapara;

13) AOKYMEHT, NOATBEPXOAOLMIA Ka4yeCTBO JIEKAapCTBEHHOIO npenapara TPex MPOMbILSIEHHBIX cepuin (MPOTOKOI
aHanusa unu cepTudukar aHanmsa), ogHa Cepus KOTOpPOro AOMKHa coBMagaTh C cepven obpasua nekapCTBEHHOro
npenapata Ang MeauumHCKOro npuMeHeHns1, NpeacTaBneHHOro Ha rocyqapcTBEHHY0 percTpaumio.

(vacTb 4 B peq. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

5. Pasgen xvMuyeckoii, papMaueBTUYECKON U GUOMOrMYeckon OOKyMEeHTaLMu BKIYaeT B cebsi JOKYMEHTHI,
cogepxalume MHGopMauuio o0 hapMaueBTUYeckoil cybcTaHuuM W NekapcTBeHHOM npenapaTte Ans MeAWLMHCKOTO
NPUMEHEHNs!, MPOLIeCcce ero NPOM3BOACTBA U METodax KOHTPOSA KayecTBa, B TOM Yucre:

1) Komuio [OKyMeHTa, codepxalwero cnegyouwy uHdopmaumio o dapmMaueBTU4eckon cybctaHumMm unm
hapmaueBTUYeCKnx cybCcTaHLMsIX, BXOASALLMX B COCTaB NleKapCTBEHHOro npenapara:

a) HaumeHoBaHue (hapmaueBTnyeckon cybecTaHumm, ee CTpykTypa, obLue CBONCTBA;
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6) HanmeHoBaHMe N agpec nNpomn3BoanTend,

B) TexHonorna npoussoacTtea C onuMcaHnem cTagumn npoun3BoacTea M MeToAOB KOHTPOJSA Ha BCeX CcTtaauax
npon3BoACTBa,

r) onucaHue pa3paboTku npouecca Npon3BOACTBA;

[) onncaHme KOHTPOIS KpUTUYECKMX CTaauin NPON3BOACTBA M MPOMEXYTOYHOW NPoayKUumK;
€) JOKyMeHTanbHoe NoATBepXKaeHue (Banugawums) npoueccoB 1 (Mnn) Ux OLEHKa;

) CBOMCTBA 1 CTPYKTypa OENCTBYIOLLMX BELLECTB;

3) XapakTepucTuka npumMmecen;

1) cneundurkauma Ha dpapmaleBTUYECKYo cybcTaHUMo M ee 0OOCHOBAHNE;

K) aHanuMTM4eckue MeTOAMKM, WUCToNb3yemble MpU OCYLLECTBIEHUM KOHTPOMNSA KadyecTBa chapMaueBTUYeCcKon
cybcTaHumm;

J'I) OOKyMeHTarlbHOe noareepxageHue (Banw,qau,m) adHannTN4YeCKnx MeToaukK, NCNnoJib3yemMbiX npun ocyLecTBiieHnmn
KOHTpPOIA Ka4yecTBa cbapmau,eBTquCKon Cy6CTaHLI,I/II/I;

M) pe3yneTaTtbl aHanusa cepui hbapmaueBTUYECKON cybcTaHumu;

H) NepeYveHb CTaHAapTHbLIX 06Pa3L0B MW BELLECTB, UCMOMb3YEMbIX MPU OCYLLECTBIIEHUN KOHTPOIS Ka4ecTBa;

0) ONMUcaHne XapakTEPUCTUK M CBOWCTB YNaKOBOYHbIX MaTtepmnanoB 1 YKYMOPOYHbIX CPEACTB;

n) AaHHble 0 CTabUNbHOCTM hapMaLEeBTUHECKON CyOCTaHLmK;

P) CPOK rogHOCTY;

2) OOKYMEHT, codepxallmi cnegyroLme CBeAeHMs 0 NeKkapCTBEHHOM npenapaTe Ans MeaULUHCKOrO NPUMEHEHUS:
a) onucaHue 1 CocTaB NeKapCTBEHHOIO npenaparta aAng MeauUMHCKOro NpUMeHeHus;

©) onucaHne dhapmaLeBTU4eCcKon pa3paboTkn (060cHOBaHKE BbIGoOpa CocTaBa, NEPBUYHOW YNAKOBKN U MHOTO);

B) TEXHOJ1I0IMA npom3BoacTea C ONMMCaHMEM cTagun npon3BoactBa M METOAOB KOHTPOJIA Ha BCEeX CTaaudax
npon3BoacCTBa;

r) onucaHme KOHTPOIS KPUTUYECKMX CTaau Npouecca NPon3BOACTBa Y NPOMEXYTOYHOW NPoayKUmK;

) HaMMeHOBaHWe 1 agpec MecTa OCYLLECTBNEHMS NPOM3BOACTBA JIEKAPCTBEHHOIO Npenapara Ans MegULUHCKOro
NPMMEHeHUs (B Crnyvae Hanuumsi HECKOSbKMX YYaCTHUKOB Mpolecca NPOM3BOACTBa HEOOXOOMMO yKas3aTb KaKOoro u3
HUX);

€) hapmaLieBTNYECKas COBMECTUMOCTb;

) MUKpOBUONOrMyeckne XxapakTepucTuku;

3) MaTepuvanbHbI 6anaHc 4ns NPon3BOACTBA CEPUU FOTOBOIMO NPOAYKTa;

N) onucaHne XapaKTepPUCTMK U CBOMCTB YNaKOBOYHbIX MaTepMaroB U YKYNOPO4HbIX CPeacCTB;

K) AOKYMeHTarnbHOe noaTeepXaeHne (Banuaaums) NnpoLeccoB NPOM3BOACTBA M (MNN) UX OLIEHKA;

n) TpeboBaHUA K KayecTBy BCMOMOratenbHbiX BewecTB (cepTudmkat, cneumdukaumsa Ha BCnomoratenbHble
BeLlecTBa U Ux 060CHOBaHME);

M) aHanuMTUyeckMe METOAMKM, WCMOoMb3yemble MPU OCYLUECTBMEHUM KOHTPOMA KadvecTBa BcriomoraTerbHbIX
BELLeCTB;

H) JOKYMeHTanbHoe MoATBepKAeHNe (Banuaaumsl) aHanuTUYecknx MeToaMK, UCMOSb3yeMbIX NMPU OCYLLECTBIEHUN
KOHTPOISi Ka4YecTBa BCMOMOraTesbHbIX BELLECTB;

0) MHdopMauma 00 ncnonb3oBaHUKM BCMOMOraTeNbHbIX BELLECTB YENTOBEYECKOro U XKUBOTHOTO NPOUCXOXOEHUA;

n) uHcopmaums 06 NCNONbL30BaHUN HOBbLIX BCMOMOraTenbHbIX BELLECTB;



p) TpeboBaHMs K KayecTBy JIEeKapCTBEHHOro MpenapaTta Ans MeOuUMHCKOro NpuMeHeHus (cepTudukar,
cneunduKauus Ha NekapcTBEHHbIV Npenapar U X 060CHOBaHWe);

C) aHannTnyeckne MeToaunkn, ucnosnb3dyemMblie MNpu OCYWEeCTBIIEHUN KOHTPOJiA KadecTBa J1eKapCTBEHHOro
npenapara ana MmeguumHCKOro npuMmeHeHun4;

T) LOOKyMeHTallbHOe noareepXaeHune (Banmp,au,m) aHalNTUYECKNX METOOMUK, NCMNOJIb3yEMbIX MNMPU OCYLLUECTBIEHUN
KOHTPOIA Ka4eCTBa JieKapCTBEHHOIo npenapara and MeamunHCKOro npuMeHeHuns;

y) pesynbraThl aHanM3oB CEpPU NekapCTBEHHOIO Npenapara 47189 MEAULMHCKOTO MPUMEHEHMS;
&) xapakTepucTiKa npumecen;

X) nepeyveHb CTaHZapTHbIX 06pPa3LoB, MUCMOSb3yeMbIX NMPU OCYLLECTBIEHUN KOHTPOIS KayecTBa NeKapCTBEHHOIO
npenapara ans MeauUMHCKOro NPpUMEHEHNS;

L) AaHHble 0 CTabUbHOCTM NEKapCTBEHHOIO NpenapaTta Anst MEAWLUHCKOrO NPUMEHEHUS.
(vacTb 5 B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. Paspgen cbapmaKonormquKoPl, TOKCUKONOrM4Yeckom OOKYyMEeHTauunn BKIHOHaeT B cebsa oTyeTbl O pesynbratax
DOKITMHMYECKMX UccnenoBaHnn JNIeKapCTBEHHOIo cpeacTtea Anda MmeguumnHCKoro npuMmeHeHnA, B TOM 4Yncne:

1) OTHET O (*)apMaKOH,VIHaMVI‘-IeCKVIX nccnenoBaHuAX;,
2) OTHET O (*)apMaKOKI/IHeTVI‘-IECKVIX nccnegoBaHuAX;,

3) OTYET O TOKCMKOOrMYECKUX UCCrenoBaHNSIX.
(yacTb 6 B peq. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

7. Pazgen KNMHUYECKOW OOKYMEHTauuu BKIoYaeT B cebs OTYEThbl O pesynbratax KIMMHUYECKUX UCCreaoBaHui
nekapcTBEHHOro npenapara Ans MeauLMHCKOro NPpUMEHEHNs!, B TOM YuCTe:

1) oT4yeTbl 06 MccrnegoBaHUSIX 6VIOD,OCTyI'IHOCTVI N BMO3KBMBANEHTHOCTU, UCCNEOOoBaHUSX, yCTaHaBnBaOLWMX
KOppendaun pesynbratoB, NOJTy4YEeHHbIX B YCITOBUAX in vitro u in vivo;

2) oT4eTbl 0 PapMaKOKMHETUYECKNX NCCIENOBAHUSIX;
3) oTyeThl 0 hapmakogMHaAMUYECKNX UCCIEA0BaAHUSIX;
4) oT4YeThbl O KITMHNYECKUX UccnenoBaHmax 3¢pekTMBHOCTM 1 6e30MacHOCTH;

5) oT4eT 0 NOCTPErncTpaLMoHHOM OMbITe NPUMEHEHUS (MPU HaNUYUK).
(4acTtb 7 BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

8. TpeboBaHua k 06beMy MHGOPMaLMK, NPEAOCTaBNSEMON B COCTaBe PErMcTpaLMoHHOro OCke, AN OTAENbHbIX
BMOOB feKapCTBEHHbIX NpenapaToB ANs MeAULWHCKOTO MPUMEHEHWSA YCTaHaBnMBAKTCH YMNOSTHOMOYEHHbIM
degepanbHbIM OpraHOM UCMOMHUTENBHOW BNAaCTU.

(vyacTtb 8 BBegeHa denepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

9. B OTHOWEHWNM feKapCTBEHHbIX NpenapaTtoB, paspelleHHbIX ANS MEeAMUMHCKOro npumeHeHus B Poccuiickon
®enepaunn Gornee pABaguaTM net (3a WCKMHOYEHMEM OMONOrMYEcKMX reKapCTBEHHbIX MpenapaToB), AOMYCKaeTcH
BKIIOYEHWEe B cOCTaB pasgena (apmMakonornyeckomn, TOKCMKOMOrMYEeCKon AOKYMEHTauuum u pasgena KInMHUYECKOn
OOKYMeHTaumnm BMeCTOo oT4veTa paspabotymMka O pesynbratax COOCTBEHHbIX OOKMUHMYECKUX uccnegoBaHum
NieKapCTBEHHbIX CPEACTB M KIMHUYECKUX UCCredOBaHUi nekapCTBEeHHbIX NpenapaToB AN MeOMLUMHCKOTrO NPYMEeHEHNs
0630pa HayyHbix paboT O pesynbratax AOKMMHUYECKMX WCCNedOoBaHUA NeKapCTBEHHbIX CPEACTB WM KIMMHUYECKUX
nccrneqoBaHMM OaHHbIX MEeKapCTBEHHbIX MpenaparoB, B TOM YuCfe BKIOYas OnblIT UX MNOCTPErncTpauuoHHOro
NPUMEHEHMS.

(vacTb 9 BBegeHa dPepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

10. lMpu rocygapCTBEHHOW perncTpaumm BOCMPOU3BEAEHHbLIX MEKapCTBEHHbIX NpenapaToB Ans MegUUMHCKOro
NPMMEHEHNs OOMYyCKaeTCs BKMYEHUE B COCTaB pasgena (papmakonornyeckon, TOKCMKOMOrM4eCcKkon AOKYMeHTaumm u
pasgena KIMHUYECKOW AOKYMeHTauuMuM BMECTO OTyeTa paspabotuvka O pesynbratax COGCTBEHHbIX AOKIMHUYECKMX
nccnegoBaHUn  flekapCTBEHHbIX CpedcTB o063opa HayuyHblX paboT o pesynbratax OOKIUHWUYECKUX MWCCreaoBaHuin
pedepeHTHOro nekapcTBEHHOro npenapara W npeactaBneHne BMECTO KITMHUYECKUX UCCreaoBaHui B MOfIHOM obbeme,
YCTaHOBIIEHHOM pasfdernioM KIMHWYeCKOW AOKYMeHTauuu, oTyeTa O pesynbratax uccrefoBaHuii BMO3KBMBANEHTHOCTU
BOCNPOM3BEAEHHOIO fEeKapCTBEHHOro npenapata Ans MeauuMHCKOro npuMmeHeHuns. He Tpebyetcs npeactaBneHue
oTyeTa O pesynbratax MccreaoBaHW OGUOSKBMBANEHTHOCTM BOCMPOM3BEOEHHOrO feKapCTBEHHOro npenaparta Ans
MEAMLMHCKOro NPUMEHEHWS, €CNN PErMCTPUPYIOTCA BOCMPOM3BEAEHHbIE NleKapCTBEHHbIE NpenapaTtbl 419 MegUUMHCKOro
NPUMEHEHUs, KoTopbIE:
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1) npegHas3Ha4veHbl OnA napeHTeparibHOro (I'IO,EI,KO)KHOI'O, BHYTPUMbILLIEYHOIO, BHYTPUBEHHOIO, BHYTPUIIIA3HOrO,
BHYTPUNONOCTHOIO, BHYTPUCYCTaBHOIO, BHYTpMKODOHapHOFO) BBeAEHNA N NpeOCTaBnAloT cobow BogHble pPacTBOpPbLI;

2) npeacTaBnstoT coboi pacTBOpLI Arsi NepopasnibHOro NPUMEHEHUS;
3) npousBeaeHbl B hopme NMOPOLLKOB MU NMOMnn3aToB A4S NPUrOTOBIIEHUS PACTBOPOB;
4) ABNAOTCA rasamu;

5) ABNSOTCH YWHLIMWM MNWM MasHbIMK NeKapCTBEHHbIMU MpenapataMu, Mpou3BEAeHHbIMU B (hOpMe BOAHbIX
pacTBOpPOB;

6) npegHa3HayveHbl Ansi MECTHOMO MPUMEHEHUS U MPUrOTOBNEHBI B (DOPME BOAHbLIX PAacTBOPOB;

7) npegcTtaensaoT cobon BogHblE pacTBOPLI ANA NCMONb30BaHNSA B hOpMe MHransumi ¢ noMoLlblo Hebynansepa
WNnn B KAYeCTBE Ha3arbHbIX CNPeeB, NPYMEHSAEMbIX C MOMOLLIbIO CXOAHbIX YCTPOWCTB.
(yacTb 10 BBegeHa PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

11. Ona cny4aeB, ykasaHHbiX B nyHktax 1 - 3, 5 - 7 vactu 10 HacTosiwen craTbu, BOCMPOM3BEOEHHLIN
NeKapCTBEHHBIN Npenapar 4718 MeQMLUHCKOIo NPUMEHEHNUST OOMMKEH codepaTb Takue e BCroMoraTenbHble BellecTBa
B TaKuX e KONMMYecTBaX, Kak U pedpepeHTHbIV NekapCTBEHHbIM Npenapat. Ecnn coctaBbl BCNOMoOraTenbHbIX BELLIECTB
pasnuyatoTcs, 3asBUTENb OOMKEH NPEeACTaBUTb AoKasaTernbCcTBa TOro, YTO UCMNOMb3yeMble B AaHHbIX KOHUEHTpauusax
BCMOMOraTernbHble BellecTBa He BMAMSIOT Ha 6e30nacHoCTb M (Mnm) apdEeKTUBHOCTL NIEKapCTBEHHOrO npenapata 4ns
MEeOMLMHCKOrO NpuMeHeHusi. B cnydae, ecnu 3asiButenb He MOXET NPeAcTaBWTb Takme AokasdatenbcTBa M (Mnn) He
UMeeT [ocTyna K COOTBETCTBYHOLIMM [aHHbIM, OH [OJKEH MPOBECTU COOTBETCTBYIOLIME MWCCrefoBaHUA Ans
JokasaTenbCcTBa OTCYTCTBUS BIUSAHMSA pPasHbIX BCMOMOraTeNbHbIX BELECTB WM BCMOMOraTeNlbHbIX YCTPOWCTB Ha
6e3onacHoCTb U (MnK) 3PPEKTUBHOCTL NEKApCTBEHHOIO Mnpenapata Ans MeauUMHCKOrO MPUMEHEHUs B Mopsiake,
YCTaHOBIEHHOM YMOMHOMOYEHHbBIM (heaepanbHbIM OpraHoM UCNOMHUTENBHOW BNacTu.

(vyactb 11 BBegeHa deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

12. MNpw rocygapCTBEHHOW perncrpauun KomMbuHaumm paHee 3apermcTpupoOBaHHbIX NEKapCTBEHHbIX NpenapaTtos
ANs MEeAULIMHCKOro NPUMEHEHNs AOoNycKaeTcs BKMYeHMe B COCTaB pasgena hapmMakornormyeckon, TOKCMKONOrnyeckom
AOKYMEHTauMn 1 pasgena KIMHWYEeCKOW AOKYMeHTauuMu BMEeCTO oT4yeTa paspaboTumka o pesynbratax CoOCTBEHHbIX
OOKINMHUYECKMX WCCMNeaoBaHUM NEeKapCTBEHHbIX CpedcTB 0030pa Hay4dHbix paboT o pesynbratax AOKIMHUYECKMX
nccneqoBaHui pedepeHTHbIX FeKapCTBEHHbIX nNpenapaToB, BXOAAWMX B COCTaB KOMOMHAUUW NeKapCTBEHHbIX
npenapaTos, 1 06 OTCYTCTBUM UX B3aMMOLENCTBUSA B OQHOWN NeKkapCcTBEHHOW hopMe.
(vyactb 12 BBegeHa depeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

13. Ha akcnepTusy pasnuyHbIX NEKapCTBEHHbIX (QOPM OOHOMO WM TOFO e feKapCTBEHHOro npenaparta Ans
MELMUMHCKOrO NPUMEHEHUST 3asiBUTENb NPeACTaBnseT OTAENbHbIE 3asBNEHWS U PErMCTPaLMOHHbIE LOCbE Ha Kaxayto
nekapcTBeHHyto copmy. Mpu ycroBuM OLHOBPEMEHHOW MNOAAYM Ha SKCMEPTU3Y OOHON rekapCTBEHHOW hopmbl C
pasnU4YHbIMN LO3NPOBKON, KOHLIEHTpaLmen, oObeMoM 3asBUTENb NPELACTABMAET O4HO 3asiBIIEHNE U PErncTpauuoHHoe
00Cbe C NPUNOXEHNEM MaKETOB YMaKOBOK Ha KaXayl OO3MPOBKY, KaXAyl KOHLEHTpauuio, Kaxabll obbemM n Kaxagoe
KONM4YeCTBO 03 B YNaKOBKe.

(vyactb 13 BBegeHa deaeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

14. Tpn rocygapcTBEHHOW perncTpaumm opdaHHOro JneKapCTBEHHOrO npenapata 3asBuTeNnb NpeacTaBnser
nHdopmaumo, Heobxoanmylo Ans hOpMUPOBaHUS pasfena KIMHUYECKOW OOKyMeHTauuu, B 0ObemMe, yCTaHOBIEHHOM
YMONTHOMOYEHHbIM dhefeparibHbIM OPraHOM UCMOSNHUTENBHOW BNAaCTU.

(vyactb 14 BBegeHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

15. I'Ipvl perncrtpauunmn Guonoruyeckoro NNeKapCTBEHHOro npenapara, noJfiy4eHHOro u3 KpoBWU, Niia3Mbl KpOBU
YyeroBeka, B coCTtaBe permcTtpaunoHHOro 4ocCbe Ha J'IeKapCTBeHHbIVI npenapar anda meanunHCcKoro npuMmeHeHna OOImKHbI
ObITb npencraBneHbl A0NONMHUTENbHO!

1) B pasgene AoKyMeHTauMu agMUHUCTPATUBHOMO XapakTepa AOKYMEHT, coaepxXaliuin nHpopmMauuio o cybbekTax
obpalleHnss JOHOPCKOW KPOBM M (MNnN) ee KOMMOHEHTOB, O TOM, rge Obina ocywecTerneHa goHaums (Kposu u (unu)
nnasvbl KpoOBW), a Takke pAaHHble 06 WMHMEKUMOHHBLIX 3abonesBaHusx, NepefarlUMxcs napeHTeparnbHbIM MyTeMm,
nHpopmaumsa o cybbekTax obOpalleHMss OOHOPCKOW KpPOBM WU (MNN) €e KOMMOHEHTOB, B OTHOLUEHUW KOTOPbIX
OCYLLLeCTBISAETCS KOHTPOSb JOHOPCKOW KPOBU U (UNN) €€ KOMMOHEHTOB;

2) B pa3gene xMMu4eckon, bapmaueBTUYECKON U B1onornyeckon JOKyMeHTauum:
a) KpuTepum 1 cnocobbl 0TOopa, TPAHCMOPTUPOBAHUS U XPaHEHWST LOHOPCKON KPOBU U (M) ee KOMMOHEHTOB;
0) pesynbraTbl UCCNeaoBaHU OTOOpPaHHbLIX OOHOPCKOM KPOBM W (MNM) nnasmbl KPOBU M MYFIOB Ha Hanuuve

3036y,u,MTene|7| MH(*)EKLLVIVI, BKIo4ad I/IHCbOpMaLI,VII-O 006 1CMNONb30BaHHbIX METOAMKAax WCCNedoBaHUA U B chny4ae
nccnenooBaHuA nyrioB ninasmMbl KPOBU pe3ynbratbl AOKYMEHTarlbHOro noarBepXaeHud (Banmp,au,mm) MCcnonb30BaHHbIX
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MEeTOoOUK;

B) TEXHMYECKME XapPaKTEPUCTMKU YMaKOBKM AN oTbopa [OHOPCKOW KPOBM M (MnM) nria3mbl KPOBM, BKITHOYas
nHdopmaLmio 06 NCNONb30BaHHbBIX pacTBOPax aHTUKOArynsaHTOB.
(vyactb 15 BBegeHa deneparnbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

16. KnuHuyeckme unccrnemoBaHMsi NEKAPCTBEHHOrO npenaparta Ans MeauuMHCKOrO NPUMEHEHUs B LEnsx ero
rocyfapcTBeHHON peructpaumm nposoastces B Poccuitickon denepauun B nopsake, ycTaHOBNEHHOM cTatbamu 38 - 44
HacToswero depgepanbHoro 3akoHa. OTYeT O MNpOBEAEHHbIX WCCNeOoBaHUAX BKMAOYAETCss B COCTaB pasgena
KITMHUYECKON LOKYMEHTaAUUN PErMcTpaumMoHHOro OChbe Ha NEKapCTBEHHbIV Npenapar Ansg MeauuuHCKOro NpUMeHeHus.
[ns nekapCTBEHHbIX NpenapaTtoB ANS MeOUUMHCKOr0 MPUMEHEHUS, B OTHOLLUEHMM KOTOPbLIX B pesynbraTte 3KCnepTusbl
OOKYMEHTOB, MpeacTaBneHHbIX ANs onpeaeneHrs BO3MOXHOCTU paccMaTpuBaTb IeKapCTBEHHbLIM npenapaTr ang
MEANLNHCKOro NpPUMEHEHUs B KadecTBe OpdaHHOro NEeKapCTBEHHOro npenaparta, Takasd BO3MOXHOCTb Mpu3HaHa U B
OTHOLLIEHUWN KOTOPbIX NPOBEeAEHbI KNMHUYECKME UCCNeaoBaHus, BbINONHEHHbIE 3a npegenamu Poccuinckon depepauun B
COOTBETCTBUM C MpaBuriaMu Hagnexatiien naboparopHoOM NPakTUKU U NpaBunamMm Haanexaiiemn KnmHUYeCcKom NpakTuku,
[OnNyCcKaeTcHa BKIOYEHWEe B COCTaB pasfgena KMWHMYECKOM OOKYMEeHTauMuM BMECTO OT4yeTa O pesynbratax KIMHUYECKMX
nccnefoBaHUi NekapCTBEHHOrO npenapara Ans MeauumMHCKOro NpuMeHeHuns, nposefeHHbIX B Poccuickon degepauuu,
OoT4eTa O pesynbratax KIMHUYECKUX NccrnefoBaHnii, BbINOMHEHHbIX 3a npegenamu Poccumnckon ®epepaumn.

(vacTb 16 BBegeHa dPenepanbHbIM 3aKkOHOM OT 22.12.2014 N 429-03)

17. 3aaBuTenb BrnpaBe MNPeACTaBUTb MO COOCTBEHHOW WMHULMATUBE BMECTE C 3asiBNEHWMEM O FOCYLAPCTBEHHOM
perncTpaumm nekapCcTBEHHOro npenapata Ans MeOULUMHCKOro MpUMEHEHUs AOKYMEHTbl, MOATBepXKaawlmne ynnarty
rocydapCTBEHHOM MOLUNMHBI U yKasaHHble B nMyHkTe 10 yactu 2 HacTtoswew ctatbu. B cnyyae ux HenpegcTtaeneHus
COOTBETCTBYIOLLNN YNOMHOMOYEHHbBIN doefepanbHbli opraH WCMNOMHUTENBbHOW BriacTM npoBepseT akT ynnathbl
rocydapCTBEHHOW MOLMMHbLI 3asiBUTENEM MNOCPEACTBOM WUCMONb30BaHMsA WHopmauun o6 ynnate rocygapCTBEHHON
MOLLMKWHBLI, coaepallenca B [ocyaapCTBEHHON WH(OPMALMOHHON CUCTEME O FOCYAAPCTBEHHbIX U MYHUUMMANbHbIX
nnatexax, Ha OCHOBaHMW MpeAacTaBfEeHHbIX 3adABUTENEeM KOMWMN AOKYMEHTOB, MNOATBEpPXAAawLWMX ynnaty
rocyaapCTBEHHOWN MOLUSNHGI.

(vyactb 17 BBegeHa depeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

18. He ponyckaeTcsa uvcnonb3oBaHWe B KOMMEPYECKUX LensiXx WHGopMauum o pesynbratax AOKIUMHUYECKMX
nccnegoBaHWin NEKAPCTBEHHBLIX CPEACTB M KIMHUYECKUX UCCIeaoBaHUI NIeKapCTBEHHbIX NpenapaToB AN MeaUUMHCKOro
NPUMEHEHWS!, NPEACTaBNEHHOW 3asiBUTENEM AN rOCyAapCTBEHHOW perMcTpauun NnekapcTBEHHOro npenapata, 6e3 ero
cornacus B Te4eHWe LLeCTn NeT C AaTbl rocyAapCTBEHHOW pernctpauumn pedepeHTHOro nekapcTBEHHOro npenaparta B
Poccuiickon ®epepaunn.

(vyactb 18 BBegeHa depeparnbHbiM 3akOHOM OT 22.12.2014 N 429-93)

19. [epxaTenb unu BRageney perncrpaunuoHHOro yaooCTOBEpPEeHUs feKapCTBEHHOro npenapata Ha
OMOTEXHONMOrMYECKNA UM OpdaHHbIA NEKAPCTBEHHbIM Mpenapatr obs3aH NpegocTaensaATb Ha BO3ME34HOM OCHOBE
obpasubl pedepeHTHOro eKapCTBEHHOIO Mpenaparta 3asdABUTENAM N1 NPOBEAEHUS KIMHUYECKUX WUCCreaoBaHUN.
CroumocTb obpasua pedepeHTHOro NeKapCTBEHHOMO npernapara, BKIOYEHHOTO B NEPEYEHb XU3HEHHO HEOOXOOAUMBIX U
Ba)KHEWLUMX NEKapCTBEHHbIX MpenapaToB, He AOSMKHA NpeBbIWaTh 3aperncTpupoBaHHYO NpederbHY OTMYCKHYIO LeHy
Ha pedepeHTHbIV NeKkapCTBEHHbIV Npenapar Unu LeHy Ha NekapCTBEHHbIN npenapaTt B CTpaHe Npou3BoanTens.

(vyactb 19 BBegeHa depeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

20. 3asBneHve 0 rocygapCTBEHHOW peructpauum BOCMPOU3BEAEHHOrNO FEeKapCTBEHHOro npenaparta Ans
MEONLMHCKOTO MPUMEHEHUS MOXeET ObiTb MOAAHO B YMOMHOMOYEHHbIN bedeparnbHbI OpraH UCMONMHUTENBbHOW BRacTw,
OCYLLECTBSAIOLMA FOCYOAPCTBEHHYIO PErMCTPaLUI0 FIeKapCTBEHHBIX MpenapaToB, MO UCTEYEHUN YEeTbIPEX NET C AaThl
rocyfapcTBeHHOMN perncTpaunm pedepeHTHOro nekapcTseHHoro npenaparta B Poccunckon ®egepaunn.

(vyacTtb 20 BBegeHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

21. 3asiBNeHne O rocygapCTBEHHOW pervctpaumm GuoaHanoroBoro (6uonogobHOro) nekapcTBEHHOro npenapara
(bnoaHanora) mMoxeT ObITb MO4aHO B YMNOMHOMOYEHHbLIM dedepanbHbli OpraH WCNOMHUTENbHON BracTw,
OCYLLIECTBMAOLINA FOCYAAPCTBEHHYIO PErncTpaumio fieKapCTBEHHbIX MpenapartoB, MO WUCTEYEHUW Tpex neT C Aathbl
rocygapcTBEHHON perncTpaunm pedepeHTHOro fiekapcTBeEHHOro npenaparta B Poccunckon ®egepaumn.

(vacTb 21 BBegeHa PenepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

22. [epxatenb unu Bnagenew, perncTpauMoHHOrO YAOCTOBEPEHUS NeKapCTBEHHOro npenapata npeacTaBnseT B
YNOMHOMOYEHHbIV hedepanbHbll OpraH UCMONHUTENBHOW BNACTW, OCYLLECTBSAWNIA YHKLUUM NO KOHTPOSIO U Haa30py
B cdhepe 34paBOOXpaHEHUs, OTHET MO pesyrnbrataMm hapMakoHaasopa OaMH pas B LUECTb MeECHLEB B Te4eHWe OBYX neT
nocrne rocygapCTBEHHON perncrpauum nekapcTBeHHoro npenaparta B Poccuiickon ®egepaunn, exerogHo B TedeHue
nocreayloLwmx Tpex NeT n B ganbHenweM oguH pas B NATb feT.

(vacTtb 22 BBegeHa deaeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

Ctratba 19. MNpuHATHE pelleHUs O Bbifavye IKCMEePTHOMY YUpeXAeHUI 3afJaHuA Ha npoBedeHue
3KCNepTU3bIl NleKapCTBEHHOro cpeAcTBa
(B peg. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-03)
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1. B TedeHne pecAatn paboumx OHEW CO AOHA NPUHATUS 3asBEHMST O TOCYLApPCTBEHHOW perucrpaumm
NEeKapCTBEHHOro npenaparta COOTBETCTBYIOLLMIA YMNOMHOMOYEHHbIN heaepanbHbIil OpraH WCMONHUTENBHOW BRacTu
NPOBOAMT MPOBEPKY MOSMHOTHI, AOCTOBEPHOCTM W NPaBUIIbHOCTM OdOPMMEHUs MPenCTaBEHHbIX [AOKYMEHTOB
perncTpaLmMoHHOro JOCbe Ha NekapCcTBEHHbINM NpenapaT u NpMHMMaEeT peLleHne O Bblgadve 3aaHus Ha nNpoBeaeHue:

1) aKCNepTU3bl JOKYMEHTOB, NPEeACTaBnNEHHbIX ANt ONpeaeneHnst BO3MOXHOCTM paccMaTpuBaTh NeKapCTBEHHbIN
npenapar ans MeauUMHCKOro NPUMEHEHNS NMPU OCYLLECTBIEHNM rOCYAapCTBEHHOW perncTpaummn B kayectse opgaHHoro
nekapCcTBEHHOrO Npenapara;

2) 9KCNepTu3bl NIeKapCTBEHHOIO CpeacTBa B HaCTuU 3KCNEePTU3bl Ka4eCTBa JIeKapCTBEHHOIo cpeacTBa U SKCNepTu3bl
OTHOLUEHUS OXngaemon nosrb3bl K BO3MOXHOMY PUCKY MNMPUMEHEeHUA NeKapCTBEHHOro npenaparta anda MeaununHCKOro
NPUMEHEHUA;

3) aKcnepTM3bl IeKapCTBEHHOIO CPEeACTBa B YaCTW SKCMepTU3bl KAYeCTBa FeKapCTBEHHOIO CPeacTBa M aKCNepTh3bl
OTHOLLEHMS1 OXWMAAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHWs1 NeKapCTBEHHOro npenapaTta Ans MeaMUMHCKOro
NpUMeHeHVs1 B MOpsiiKe YCKOPEHHOM npoLenypbl 3KCNepTu3bl NeKapCTBEHHbLIX CPEACTB B COOTBETCTBUM CO cTaTbel 26
HacToswero PefepanbHOro 3aKoHa;

4) 9QKCNepTn3bl JNEeKapCTBEHHOro cpeacrtrea B OTHOWEHWUW JieKapCTBEHHOro npenapara Aald BeTepuHapHOro
NPUMEHEHUA.

2. YNOnHoMOYeHHbIN dhefepanbHbIi OpraH UCMNONHUTENbHOW BRacTU YBEAOMMSET B 3NIEKTPOHHOM hopMe Unu Ha
OyMaXkHOM HocuTene 3asiBUTENS M IKCMEPTHOE ydpexaeHne O NPUHATOM peLleHun O Bbidaye 3ajaHui Ha npoBefeHue
3KCNepTn3, NPeayCMOTPEHHLIX YacTblo 1 HACToAWEN cTaTbUl, U B Crydae HeobGXoOAMMOCTU O Bblgave paspeLleHus Ha
BBO3 B Poccunckyto degepaunto KOHKPETHOW MapTUX, CEPUM 3aperMcTpyMpoBaHHbLIX U (MNM) He3aperncTpupoBaHHbLIX
NEeKapCTBEHHbIX CPeacTB unn o6 OTKase B MPOBEAEHWMM MPedyCMOTPEHHbIX 3KCNEPTU3 C yKa3aHUEM MPUYMH TaKoro
oTKasa.

3. B cnyyae BbIsiBNEHUS OTCYTCTBMS UMM HEQOCTOBEPHOCTU MHpopMaLMK, copepxalleicss B NpeacTaBeHHbIX
3asiBUTENEeM [JOKYMeHTax, YMONHOMOYEHHbIN hbegepanbHbil opraH WCMONMHUTENBHOW BNacTW HanpaBrnsieT 3asiBUTENHO
3anpoc 06 yTO4YHEeHMM 3TOM MHAOpMaLUK (aanee - 3anpoc YNorTHOMOYEHHOro dhefepanbHOro opraHa UCNOMHUTENBHOMN
BracTu), KOTOPbIA MOXET OblTb nepedaH YMNONMHOMOYEHHOMY MPEACTaBUTENO 3asBUTENS JIMYHO MOA4  PachuCKy,
HanpaeneH Mo MoYTe 3akasHblM MUCbMOM UMW NepefdaH B 3MeKTPOHHOW (hopMe Mo TENEKOMMYHUKaLMOHHBIM KaHanam
cBsi3an. B cnyyae HanpaBneHusi 3anpoca YnorHOMOYEHHOro (befepanbHOro opraHa MCNOMHUTENbHOW BRacT MO Mno4vte
3aKa3HbIM MUCbMOM OH CHUTAETCS MOSTyYEHHbIM MO UCTEYEHUN LLECTU AHEN C AaTbl HAanNpaBneHWs 3aKka3Horo NUcbMa.

4. 3aaBuTtenb obszaH NpeacTaBUTb OTBET Ha 3anpoc YMNoNIHOMOYEHHOro deleparnbHOro opraHa UCMONHUTENBHOM
BNacTu B CPOK, He NpeBblllaloWnii AeBsHocTa pabounx AHern co OHSA ero nonydeHus. Cpok, ykasaHHblii B yactu 1
HacTosILLen cTaTby, NPUOCTaHaBMNMUBAETCA CO [AHSA HamnpasrneHus 3asaBUTENI0 3anpoca YNonHOMOYEHHOro doeaepansHoro
opraHa MCMOJSIHUTENbHON BNAacTu A0 AHS NOSTyYEHUs UM COOTBETCTBYHOLLErO OTBETA.

5. OcHoBaHVeM AN OTKasa B opraHu3auuy aKCnepTrs, NpedyCMOTPEHHbIX YacTblo 1 HAacToALLEN CTaTby, SABMAETCA
npeacTaBneHne HeoGXoaMMbIX ANs NMPOBEAEHUS MPenyCMOTPEHHbIX 3KCMepTU3 AOKYMEHTOB B HEMONHOM oGbemMe unu
HenpeacTaBreHne 3asiBUTENEM B YCTAHOBIIEHHbIA CPOK OTBETa Ha 3amnpoc YMNOfTHOMOYEHHOro dhedepanbHOro opraHa
UCMONHUTENbHOM BNacTv, a Takke NpeAcTaBleHMe [OOKYMEHTOB, He coAepXallMX MWcYeprbiBalolero nepeyHs
HeobXoauMbIX CBeOEeHUIA.

CtaTtbs 20. dkcnepTv3a AOKYMEHTOB, NpeAcTaBleHHbIX ONs onpeAersieHusi BO3MOXHOCTU paccMaTpuBaTtb
neKapcTBEHHbIM npenapat AN MeAULUHCKOro MNPUMEHEeHUs NpU OCYLeCTBNEeHUU FocyAapCTBeHHOM
perucrpaumm B KauecTBe opchpaHHOro fieKapCTBEHHOro npenapara

(B pen. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-03)

1. OKkcnepTnsa OOKYMEHTOB, NPEACTABMEHHbIX AN onpedeneHns BO3MOXHOCTU paccMaTpyBaTh JIeKapCTBEHHbIN
npenapat Ansg MeaUUUHCKOro NpUMEHeHUst Npu OCyLLeCTBNEHUU rOCyapCTBEHHON permcTpaLmm B kayectse oppaHHOro
NeKapCTBEHHOro npenapata, COCTaBfieHNe KOMMUCCUEN 3KCMEPTOB 3aKMioYeHWs O BO3MOXHOCTU WUMAW HEBO3MOXHOCTMU
paccmaTtpuBaTb J'IeKapCTBeHHbIVI npenapar and MeguMuunHCKOro npuMMeHeHua npu ocyullecTBlieHnn FOCy,EI.apCTBeHHOVI
peruMcTpauum B KayecTBe Op(aHHOro JieKapCTBEHHOrO npenapata W HanpaBfeHue [OaHHOro 3akKIlloYeHUs B
YMONTHOMOYEHHBIV dhefiepanbHbli OpraH UCMONTHUTENBHOWM BNacTy OCYLLIECTBMAAKTCS B CPOK, HE NPEBbILIALWNA TpuauaTtm
paboumx OHEeW CO OHSI MONyYeHMs1 SKCMEPTHbIM YYpEeXOAEHUEM 3aJaHus YNONTHOMOYEHHOro heaepanbHOro opraHa
WCNONHUTENbHOM BracTh U B 3NEKTPOHHON hopme Unm Ha ByMakHbIX HOCUTENAX HEODXOOUMbIX AOKYMEHTOB, YKa3aHHbIX
B nyHkTax 1, 2, 5, 6, 10 yactn 4 n B 4yactn 7 ctatbn 18 HacToswero PegepanbHOro 3akoHa.

2. [JOKyMeHTbI, codepXallmecss B PerncTpauMoHHOM [OCbe Ha NeKapCTBEHHbIM npenapat U MocTynMBLUME Ha
GyMaXkHbIX HOCUTENSX B 3KCNEPTHOE ydpexaeHne Ans OCYLLECTBIEHMS UX SKCTNepTM3bl ANs onpeaeneHus BO3MOXHOCTU
paccmaTpuBaTb JIEKAPCTBEHHbIA NpenapaTt Ans MeAUUMHCKOrO NMPUMEHEHUsI B KavyecTBe OpdpaHHOro feKapCTBEHHOro
npenapara, noanexar Bo3BpaTy B YMNONHOMOYEHHbIN dbeepanbHblii opraH UCMOSTHUTENbHOW BNacTW OOQHOBPEMEHHO C
3aKMOYEHMSIMU COOTBETCTBYHOLLMX SKCTIEPTM3.
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CtatbA 21. PeweHue 0 BO3MOXHOCTM pacCMaTpuBaTb JIEKapCTBEHHbIM npenapaT MpPU OCYLUEeCTBNEHUU
rocynapcTBeHHOM perMcrpauum B kKayecTBe opdpaHHOro nekapcTBeHHOro npenapara
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B CpoK, He MpeBbILLAOLLIMIA NATM PaboYnX OHEN Co OHS MONyYeHus 3aKMoYeHNs!, ykasaHHOro B YacTu 1 cTaTbu
20 HacTosLero deaepanbHOro 3akoHa, YNonHOMOYEHHbIN deaepanbHbIii OpraH UCMONHUTENbHOW BMACTU OCYLLecTBNaeT
OLIEHKY MOJIyYEHHOro 3aKMioYeHUs Ons onpefeneHus ero COOTBETCTBUA 3afaHuio Ha NpoBedeHWe COOTBETCTBYHOLLEN
9KCMepTU3bl U YBEAOMIIAET 3asiBUTENS B SNEKTPOHHON hopMe Uin Ha ByMaXKHOM HocuTere O pesynkTaTax NpoBeaeHHOM
3KCMEepTU3bl C NMPUIOXEHUEM KOMUM SKCMEPTHOMO 3aKOYEHNS (C COXpaHEeHNeM KOH(UAEHUMaNbLHOCTU MHdopMauun o
cocTaBe 3KCMEepTHOW KOMUCCUMN) U O BO3MOXHOCTM MUITN HEBO3MOXHOCTU paccMaTpuBaTh JlekapCTBEHHbI npenapar Ans
MeOULMHCKOrO MPMMEHEHMUS MpPU OCYLLEeCTBMEHUM TFOCydapCTBEHHOW perucTpauum B KadecTBe opdaHHOro
nekapcTBEeHHOro npenapara.

2. MNpw BbIHECEHWUM KOMUCCUEN IKCMEPTOB 3aKMOYEHNST O BO3MOXHOCTM paccMaTpmBaTh NEKapCTBEHHbIVM Npenapar
AN MEOUUUHCKOrO MNPUMEHEHMSI MpU  OCYLLECTBIEHUN TOCYAApPCTBEHHOW perncrpaumMm B KadecTBe OpdaHHOro
NeKkapCcTBEHHOro npenapaTta YNOAHOMOYEHHbIM dedepanbHbli OpraH WCNOMHUTENbHOW BRacTU B CPOK, He
npeBbILaLWNA NATU pabounx AHEN CO OHA MOMyYeHUs AaHHOMO 3aKMOYEHWs!, NPUHMMAET peLleHne O Bbiade 3agaHus
Ha npoBedeHMEe IKCMepTU3bl KayecTBa NEeKapCTBEHHOrO CPeacTBa WM 3KCMEepTU3bl OTHOLLUEHUSI OXMOAEMOW MOoMb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUS NEKapCTBEHHOIO npenapaTa A5 MeAUUMHCKOro NpUMEeHeHNs B NopsiaKe YCKOPEHHOM
npoueaypbl 3KCNepTU3bl NIEKapCTBEHHOIO CPEACTBa B COOTBETCTBUM CO CTaTben 26 HacTodAwero PegepanbHOro 3akoHa.

3. B cnyyae npuHATUA pelleHnss 0 HEBO3MOXHOCTU paccMaTpuBaTh NeKapCTBEHHbIN npenapar Ans MeauLMHCKOro
NMPYMEHEeHMs1 MpY rocyaapCTBEHHOWM perncTpaummn B kKa4ecTBe opgaHHOMo NIiekapCTBEHHOMO npenaparta ynorHOMOYEHHbIV
henepanbHbIi OpraH UCMONHUTENbHON BRacTU NpekpallaeT npoLleaypy rocyaapCTBEHHONW perncTpaumm nekapcTBEHHOTO
npenapara. 3asBuTtenb BripaBe o6paTUTLCA B PErUCTPUPYIOLLMIA OpraH C 3asiBlIEHMEM O FroCydapCTBEHHON perncrpauum
yKa3aHHOro NlekapCTBEHHOIO MNpenaparta B COOTBETCTBUM CO cTaTbel 18 HacToswero defepanbHOro 3akoHa.

CtaTbf 22. YTpaTuna cuny ¢ 1 uions 2015 ropa. - ®egepanbHbIi 3aKoH oT 22.12.2014 N 429-®3.

Cratba 23. JkcnepTuM3a KavecTBa JeKapCTBEHHOro cpeAcTBa M 3KCMepTU3a OTHOLUEHUs OXuaaeMoWm
NoNb3bl K BOSMOXHOMY PUCKY NPUMEHeHUA JNIeKapCTBeHHOro npenapara gna MmeguumMHCKOro npuMeHeHus
(B peqg. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. OKcnepTr3a KayecTBa JIeKapCTBEHHOMO CPeACTBa U IKCMEPTM3a OTHOLLIEHMS! OKUAAEMOV MOMb3bl K BO3MOXHOMY
PVCKY MPYMEHEHWs1 NIeKapCTBEHHOrO npenapara Ans MEAULMHCKOro NpUMeHeHWsl, COCTaBNeHne KOMUCCUSIMU 3KCMepToB
3aKMOYeHWn Mo pesynbTataM MNPOBEAEHHbIX JKCMNEpPTU3 W HanpaBneHue 3TUX 3akMoYeHUd B YNMONHOMOYEHHbIN
denepanbHbIil opraH UCMOMNHUTENbLHOW BNacTU OCYLLECTBSAOTCA B CPOK, HEe NPeBbILaoLWuii cTa AecaT pabounx gHen
CO [HS MONyYeHUs1 SKCMEPTHLIM YUYPEXOEHMEM COOTBETCTBYIOLLErO 3a4aHusl YNoNHOMOYEHHOro dedeparnbHOro opraHa
UCMONHUTENBHON BMAcTh Y HEOBXOAMMBIX JOKYMEHTOB B 3MTEKTPOHHOW hopMe M Ha GyMakHbIX HOCUTENSIX.

2. B TeyeHne peBAHOCTAa [OHEM CO [OHA MNOMYYEHUS peELLEeHMsT YMONHOMOYEHHOro defepanbHOro opraHa
WCMOIMTHUTENBHOW BnacT O NPOBEAEHUM 3KCMEPTM3, MPegyCMOTPEHHbIX YacTbio 1 HacTosiwen cTatbW, 3asBUTENb
npeacTaBnsieT B 9KCMEPTHOE y4ypexaeHue AN NpoBeAeHUs 3KCMepTu3bl KadecTBa fiekapCTBEHHOIoO cpeacTsa obpasubl
NeKapCTBEHHOro npenapata Ans MeauUMHCKOTO MNPUMEHEHWsi, NMPOM3BEAEHHONO B COOTBETCTBMM C TpeboBaHUsSMU
ONbITHO-NPOMBILLIIEHHOTO U (MNKU) NPOMBILLNEHHOrO pPEernaMeHToB, YTBEPXAEHHbIX PyKOBOAUTENEM MNpOU3BOAUTENS
NEeKapCTBEHHbIX CPEACTB, a Takke B COOTBETCTBYIOLIMX Chny4dasx obpasupl dapmaueBTudeckon cybctaHumm, TecT-
WTaMMa MUWKPOOPraHM3MOB, KynbTypbl KreTok, obpasubl BeLllecTB, NPUMMEHSeMblX [Afs KOHTPONs KavecTBa
NEeKapCTBEHHOrO CPeAcTBa MyTEM CPaBHEHWST C HMMM UCCMEQyeMOro NeKapCTBEHHOIO CpeAcTBa, B KONMUYECTBax,
HeobXoAMMbIX 4S BOCNPOW3BEAEHNSI METOL0B KOHTPOSS KavecTsa.

3. Tpu nonyyeHun 06pa3LOB neKapCTBEHHOro npenapata M apmaueBTMYeckor cybCcTaHumMM aKcnepTHoe
yypexaeHue BblAaeT 3asBUTENO0 AOKYMEHT, MOATBEPXAAloLWMA MofyYyeHue YyKasaHHbIXx obpasuoB, M B CpPOK, He
npesblaloWni Tpex pabouux AHeN, yBeAOMMSeT B 3NeKTPOHHOW dopme unmn Ha OBymaxHOM HocuTene o6 aTom
YNONMHOMOYEHHBIN dheaeparnbHbI OpraH UCMOMHUTENBHOW BNacTu.

4. YkasaHHble B 4acTax 2 M 3 HaCToslWeW cTaTbW CPOK Onsa npeactaBneHus 3adsuTtenem obpasuos
NeKkapcTBEHHOro npenapata v apMaueBTU4EeCKOoN CyOCTaHUMM MU CPOK yBEOOMIIEHMS 3KCMEPTHbIM yypexaeHunem o6
3TOM Ha BymMaHOM HocuTene yrnorHOMOYEHHOro dyedeparnbHOro opraHa WCMOMHUTENbHOW BMAcTU He BKIOYalTCs B
CPOK NpoBeAeHNs 3KCNEPTU3, MPEeSYCMOTPEHHbIX YacTblo 1 HAacTosILEN cTaTb.

5. ,D,OKyMeHTbI, NoCTynuBLLME B 3KCNEPTHOE yypexaeHne and nposeaeHnd 3KCnepTna, npeayCMOTpPEeHHbIX YaCTbio
1 HacTosiwen cTaTbu, nognexar BO3Bpaty B ynOﬂHOMOHeHHbIVI ¢>ep,epaanbu7| opraH MCMNOMHNTENBHOW BRacTu
OAHOBPEMEHHO C 3aKIMto4eHUAMU, NoNyvYeHHbIMK NO pedylibTaTtaM COOTBETCTBYHOLLNX 3KCNEePTU3.

Cratba 24. 3KCHepTM3a Ka4yecTBa JieKapCTBEHHOro cpeancrtBa UM 3KCNepTu3a OTHOLUEHUA oXxugaemom
NoNb3bl K BOSMOXHOMY PUCKY NPUMEHeHUA NIeKapCTBeHHOro npenaparta And BeTepuHapHOro npuMeHeHus
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1. OKcnepTnsa kayecTBa fIEKapCTBEHHOIO CPEACTBA U 3KCNepTU3a OTHOLLEHUS OXNAAeMOol NoNb3bl K BO3MOXHOMY
PUCKY NPUMEHEHMS NEKAPCTBEHHOMO Npenapara Ans BETEPMHAPHOro NPUMEHEHUS, COCTaBMNEHNE KOMUCCUSIMU KCTNIEPTOB
3aKMOYEeHMI Mo pesynbTaTaM yKasaHHbIX SKCNEepTU3 M HanpaBreHWe TakuxX 3akloyYeHUMn B YNOSIHOMOYEHHbIN
denepanbHbIi OpraH UCMONMHUTENBHOWM BNAcTM OCYLLECTBSOTCSA B CPOK, HE MPEeBbILLAOWNIA CcTa AeCaTn paboynx aHen
CO [OHSI MONyYeHMs1 SKCMEePTHbIM YYpEeXAeHNeM 3adaHusi YNONIHOMOYEHHOro dedepanbHOro opraHa WCMOMHUTENbHON
BMacTu ¢ JOKYMeHTaMM, ykasaHHbIMW B YacTi 3 ctaTbu 17 HacToswero ®egepansHoOro 3akoHa.

(B pea. PenepanbHbix 3akoHoB 0T 22.10.2014 N 313-93, ot 13.07.2015 N 241-93)

2. B TeueHune nsatHaguaTty paboumx gHEW CO AHS NOMyYeHUsl peLleHust YMoNTHOMOYEHHOro deaeparnbHOro opraHa
WCMOSTHUTENBHON BMAcTU O NPOBEAEHUN YKa3aHHbIX B YacTu 1 HACTOSALLEN CTaTby SKCNEPTU3 3asBUTENb NPEeaCTaBnseT B
3KCMEepTHOE y4upexaeHne ANs NpoBedeHMs 3KCNePTU3bl KayecTBa NeKapCTBEHHOIO cpeacTBa obpasupbl eKapCTBEHHOMO
npenapara And BeTepuMHapHOro npMmMmeHeHud, npounsBeaeHHOro B COOTBETCTBUU C Tpe6OBaHVIF|MVI TEXHONOIrM4Yecknx
pernaMeHToB, YTBEPXAEHHbIX PYKOBOAUTENEM MPOU3BOAUTENS JNEKApPCTBEHHbIX CPEencTB, a Takke obpasel
hapmaLieBTM4ECKON CyOCTaHUMM B KONNYecTBax, HEOOXo0ANMbIX ANsi BOCNPOWU3BEAEHNST METOOO0B KOHTPOMS KayecTsa.

3. lpu nonydyeHun oOpasUOB MekapCTBEHHOrNo npenapara M gapmaueBTU4eCcKon CcybCcTaHuMn 3KcnepTHoe
yupexaeHue BblOaeT 3asiBUTEN0 [OKYMEHT, MOATBEpPXOAlLWMA MOMyYeHue yKasaHHblX obpasuoB, M B CPOK, He
npesbllIaWNA Tpex paboynx OHERn, yBeooMMsieT B NMUCbMEHHOW chopmMe 06 3TOM YMONTHOMOYEHHbIM beaeparnbHbIn
opraH NCMNonHUTENLHOW BNAcTu.

4. Cpok Ans npeacrtaBrieHus 3asButenem o0pasuLoB IeKkapCTBEHHOrO npenapata uM dapmMaueBTUYECKON
cybCcTaHuMmM 1 CpoK YBEOOMIIEHMSI SKCMEPTHbIM YYpexaeHnem o6 3TOM B MUCbMEHHOW ¢opme YMNONTHOMOYEHHOMO
denepanbHOro opraHa UCNONMHUTENbHOM BMACTU, YKa3aHHbIe B YacTaX 2 U 3 HACTOALLEN CTaTbW, HE BKIIOYAKTCH B CPOK
NpOBeAEHNs YKa3aHHbIX B 4acTu 1 HacToSLWEN CTaTbu 9KCNepTus.

5. [lokyMeHTbl, MOCTYNUBLUME B IKCMEPTHOE yuypexaeHue Ans NpoBedeHMs yKa3aHHbIX B 4YacTu 1 HacTosLwen
cTaTbM 9KCMepTM3, noanexat Bo3BpaTy B YMNOSMIHOMOYEHHbLIN hefepanbHbii OpraH MCMOMHUTESNIbHON BRacTu
OOHOBPEMEHHO C 3aKIMYEHUSIMU NO pe3yrbrataM yKaszaHHbIX 3KCMepTura.

CtaTbA 25. [NoBTOpHOE NpoBeAeHMe IKCNEePTU3bl NEKaPCTBEeHHbIX CPeACcTB
(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B cnyyasix HegocTaTo4HON 0OOCHOBAHHOCTU MMM HEMOMHOTbI 3aKMOYEHUS KOMUCCUM SKCTIEPTOB, HANMYMS B HEM
npoTUBOpPEYNBbIX OaHHbIX, (banbcmbMKau,mw BbIBOOOB J3KCNEpPTU3bl INEeKapCTBEHHOro cpencrtBa, COKPbITUA OT
YNOnHOMOYeHHOro hefepansHOro opraHa MCMOMHUTENBLHOW BNacTW OCHOBaHUIA ANsS OTBOAA dKcnepTa BCrEACTBUE ero
3aMHTEPECOBAHHOCTM B pe3ynbraTtax COOTBETCTBYHOLLEN JKCNEepTU3bl, HAnMuMs OaHHbIX O MPSAMOM NMOO KOCBEHHOM
BMeLLaTeNbCTBE B MPOLIECC COOTBETCTBYHOLLEH 3KCMEpPTU3bl MWL, HE YYacTBYKOLMX B €e MPOBEAEHUM, HO OKa3aBLUMX
BNUSIHUE HA MPOLECC M pe3ynbTaTbl €e MNPOBEAEHUs, YNONMHOMOYEHHBIM deaepanbHbIM OpraHoOM UCMONHUTENbHOM
BracTy Ha3Ha4yaeTCcs NOBTOPHAsA SKCNepTM3a NeKapCTBEHHOro cpeacTBa M (Mnu) aTndeckas aKCrnepTmaa.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. MoBTOpHas aKkcnepTu3a NIEKapCTBEHHOro CpPeacTBa MPOBOAMTCH C YYETOM pe3ynbTaToB paHee NpoBeneHHON
3KCMepTM3bl B CPOK, YCTAHOBMNEHHbLIA YMNOMHOMOYEHHbIM denepanbHbiM OpraHOM MWCMOMHUTENbHOM BracTM UM He
npeBblllaloWmiA Tpuauatu pabodmx OHENW CO AHSA MONyYeHUs1 SKCMEPTHbIM YYpeXaeHUMEM 3adaHusi Ha NpoBeAeHue
MOBTOPHOW 3KCNEepTU3bl NeKapCTBEHHOIO cpeacTBa.

(B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. ®uHaHcoBoe obecneyeHne BbIMOMHEHUS 3afaHWsl Ha NPOBEAEHUE MOBTOPHOW 3KCMEPTU3bl N1EKapCTBEHHOIO
CpencTBa He OCyLLEeCTBSETCS.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

CtaTbs 26. YcKkOpeHHas npoueaypa 3KCnepTusbl JIeKapCTBEHHbIX CPeACTB

1. YckopeHHas npouegypa 3KCnepTu3bl JIEKApCTBEHHbIX CPEeACTB B LEMsX FOCyAapCTBEHHOW perncrpauum
NEKApPCTBEHHbIX MpenapaTtoB MNPUMEHSIETCS B OTHOLUEHUW OpdaHHbIX JIeKApCTBEHHLIX MpenapaTtoB, MEpBbIX TPex
nekapcTBEHHbIX MNpenapaTtoB, perucTpupyembix B Poccuickon ®depepaumm B KavyecTBe BOCMNPOM3BEOEHHbIX
NeKapCcTBEHHbIX NpenapaToB, o4epedHOCTb KOTOPbIX OnpedensieTcss B COOTBETCTBUM C HOMEPOM M OATOW BXOASLLMX
3a8BNeHNA O rocygapCTBEHHOW perncTpauum rfekapCTBEHHbIX MpenapaTtoB B paMKax OOHOM0 MeXAyHapOAHOro
HEenaTeHTOBAHHOrO HaUMEHOBAaHMSA NEKapPCTBEHHOro npenapara unu rpynnuMpoBOYHONO HAMMEHOBAHUSA NIEKapCTBEHHOMO
npenapaTta, W NeKapCTBEHHbIX MNpenapaToB, NpeAHa3Ha4YeHHbIX MWCKAYUTENbHO AN NPUMEHEHUs
HEeCOBEPLUEHHONETHUMU rpaXKgaHamu.

(B pea. PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-03, ot 13.07.2015 N 241-93)

2. yCKOpeHHaFI npouenypa 3KCNepTnu3bl J1€KapCTBEHHbIX CpencTB B LUendx Focyﬂ,apCTBeHHOIZ pernctpauunmn
JNIeKapCTBEHHbIX npenapartoB He NMPUMEeHAETCA B OTHOLLUEHUWN!
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1) GnoananoroBbix (61oNoAOOHbIX) NTIEKAPCTBEHHbIX NpenapaToB (GuoaHanoros);
2) pedhepeHTHbIX NeKapCTBEHHbIX NPenaparoB (3a UCKIYeHNeM opdaHHbIX NTIeKapCTBEHHBIX NpenapaToB);

3) BOCMpOV3BEAEHHbIX JeKapCTBEHHbIX MpenapaToB (3a WCKIOYEHWEeM MepBbiX TPeX PerncTpupyeMbix B
Poccuiickoin denepaunm B KayecTBe BOCMPOM3BEAEHHBIX JTEKAPCTBEHHBIX MPEnapaToB U NeKapCTBEHHbIX Mpenaparos,
npeaHa3Ha4YeHHbIX UCKMHYUTENBHO AN NPUMEHEHUS HECOBEPLLEHHONETHUMU rpaxaaHamu);

4) HOBbIX KOMGUHALMI 3aPErMCTPUPOBAHHBIX paHee NeKapCTBEHHbIX NpenapaTos;

5) nekapCTBEHHbIX NpenapaToB, 3apernCTpUPOBaHHBLIX pPaHee, HO MPOM3BEAEHHbIX B APYIMX J1E€KAPCTBEHHbIX
dopmMax B COOTBETCTBUM C NEePEYHEM HaMMEHOBaHUI NIeKapCTBEHHbLIX OOPM 1 B HOBOW JO3UPOBKE.
(vyacTtb 2 B pen. epepansHoro 3akoHa o1 22.12.2014 N 429-03)

3. YckopeHHas npouedypa 3KCnepTusbl NlekapCTBEHHbIX CPEeACTB NPOBOAUTCSA MO PELUeHWI0 COOTBETCTBYHOLLErO
YMONHOMOYEHHOro dhefiepansHOro opraHa WUCMONHUTENBHOW BNAcTW Ha OCHOBAHWUM 3asiBEHUS 3asiBUTENS B CPOK, HE
npeBbiLaoLWniA BOCbMUAECATU pabounx gHen. [Npn aTom akcnepTm3a QOKYMEHTOB, COAEPXaLLUUXCH B PErMCTPaLMOHHOM
OOCbe Ha IeKapCTBEHHbI Mpenapat, NPOBOAWUTCA B CPOK, He MpeBblalowmn gecatn paboumx AHen, akcneptu3a
KayecTBa feKkapCTBEHHOrO CPeACTBa WM SKCNepTM3a OTHOLLEHMS OXWAaeMOW MONb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
riekapCTBEHHOrO npenapaTa NPoBOASATCH B CPOK, HE NPEeBbILLAOLWNIA LIEeCTUAECATN pabounx aHew.

(vyacTtb 3 B pen. PenepansHoro 3akoHa ot 22.12.2014 N 429-03)

3.1. B oTHOweHMn opdaHHbIX NEeKapCTBEHHbIX MNpenapaTtoB MOryT OblITb NpeacTaBrieHbl pe3ynbTathl
OOKNUHNYECKUX UCCRefoBaHUA NEKaApCTBEHHbIX CPEACTB U KMMHUYECKUX UCCrefoBaHUM NeKapCTBEHHbIX npenapaToB
ONs MEeQULUHCKOrO NpUMEHEHUs, BbINOMHEHHbIX 3a npegenamu Poccunckon denepaumm B COOTBETCTBUM C NpaBuiamm
Hagnexatllen nabopaTtopHOW NPaKTUKMA U NpaBUNaMmn Hagnexatiemn KIMHUYECKON NPaKTUKN.

(vactb 3.1 BBeaeHa depeparnbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

4. YckopeHHas npoueaypa 3KCrepTusbl JeKapCTBEHHbIX CPeACTB MNPOBOAUTCA B MNOPSAKE, YCTAHOBIIEHHOM
ctatbsamu 17 - 20, 23 n 24 HacTosiwero ®eaepanbHOro 3akoHa, U He 03Ha4aeT CHWKeHNs TpeboBaHun k 6esonacHoCTy,
KayecTBy 1 3¢pPEKTMBHOCTUN NIEKAPCTBEHHbLIX NPENapaToB.

Cratbf 27. PelueHune 0 rocyaapCTBEHHOW perncrpauunm nekapcTBeHHOro npenapara

1. B cpok, He mpeBblWaoWmMin 4ecATn paboyunx AHEeW CO AHSA NOMyYeHUs! 3aKMioYEeHUA KOMUCCUM IKCMEepTOB Mo
pesynsrataM 3KCMepTU3bl KayecTBa NEKapCTBEHHOro cpeacTBa W SKCNepTU3bl OTHOLIEHMS OXMAaeMoW nonb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUS neKapCTBEHHOro npenapaTta, COOTBETCTBYIOLMA YMNONMHOMOYEHHbIN heagepanbHbIn
OpraH UCNONMHUTENLHOW BNacTu:

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) pasmellaeTr Ha cBoeM oduumManbHoM canTte B ceTu "HTEepHET" COOTBETCTBYHOLUME 3aKMOYEHUST KOMUCCUN
3KCMEPTOB M OCYLLECTBIISAET UX OLIEHKY AN ONpeaeneHns COOTBETCTBUS 3a4aHNI0 HA MPOBEOEHNE 3TUX SKCNEPTUS;
(n. 1 B pen. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) npUHNUMaET pelleHne o rocyp,apCTBeHHoﬁ perncTtpaunm nekapcTtBeHHOro npenapara wuin 006 oTkase B
rocy,u,apCTBeHHoﬁ perncrtpaunm nekapcTtBeHHOro npenapara,

3) BHOCUT MNpuW MPUHATUM PELUEHUS O TOCYAapCTBEHHOW perucrpaumm NeKapCTBEHHOrO npenaparta AaHHble O
3apervcTpupoBaHHOM fiekapCTBEHHOM Npenapare, B TOM Yucrne o papMaueBTUYecKon cybcTaHLmMmn, BXOASLLEN B COCTaB
nekapcTBEHHOro npenapata, B rOCy4apCTBEHHbI peecTp eKapCTBEHHbIX CPeACTB M BblAaeT 3asBUTENO
PEerncTpaumnoHHOEe YOOCTOBEPEHUE NEeKapCTBEHHOrO npenapaTta, opMa KOTOpOro YTBEPXKAAETCS YMNONHOMOYEHHbIM
denepanbHbIM  OpraHOM  WUCMONHUTENBbHOW BracTi, COrfacoBaHHblE HOPMATMBHYKO [OOKYMEHTaLuWi, HOPMaTUBHbIN
OOKYMEHT, MHCTPYKLUMIO MO MPUMEHEHWIO JIEKAPCTBEHHOrO Mnpenapata U MakeTbl NepBUYHOM YMakoBKM U BTOPUYHOM
(noTpeduTenbckon) ynakoBKM C yKa3aHMEM Ha HUX HOMeEpa PErMcTPauMOHHOIO YOOCTOBEPEHUSI JEKapCTBEHHOMO
npenapaTa v AaTtbl ero rocygapCTBEHHON perncTpauum Unm B criydae NpUHSATUS pelleHns o6 oTkase B rocygapCTBEHHON
pervcTpaunm nekapcTBEHHOrO Npenaparta yBeaoMNsieT B NMMCbMEHHON hopMe 3asiBuTenst 06 3Tom C ykasaHMeM MpUYmrH
Takoro otkasa. 3a Bblgayy perMcTpaumoHHOro YaoCTOBEPEHMS NEKapCTBEHHOO NpenapaTta B3MMaeTcs rocyaapcTBEHHas
noLinnHa B COOTBETCTBUM C 3aKkoHoaaTenbcTBoM Poccuiickoit denepauum o Hanorax u cbopax.

(B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. OcHoBaHMEM [ OTKasa B rocygapCTBEHHOW perMcTpaumm NekapcTBEHHOro npenaparta ans MeauuMHCKOro
NPUMEHEHUS ABNAETCA 3aKNiYeHUe COOTBETCTBYIOLLENo YMNOMHOMOYEHHOrO dhedepanbHOro opraHa WCMNONMHUTENbHOM
BMacTN O TOM, YTO Ka4eCTBO U (Mnn) ahPEeKTUBHOCTbL PErMCTPMPYEMOIO NNEKAaPCTBEHHOrO npenapara aAnsg MeguLMHCKOro
NPMMEHEHNS He MOATBEPXKOEHb! MOSTyYEeHHbIMW AaHHbIMM UMW YTO PUCK MPUYMHEHUS Bpeda 340POBbLI0 YeroBeka
BCMeACTBME Mpuema feKkapCTBEHHOrO npenaparta Ans MeLWLUHCKOrO NpUMeEHEHWsl npeBbllaeT 3dgeKTUBHOCTL €ro
NPUMEHEHMS.

(vacTb 2 B pen. ®epepansHoro 3akoHa ot 04.06.2018 N 140-93)
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3. lNoBTOpHOE NpeacTaBneHne B COOTBETCTBYHOLUMA YNOMHOMOYEHHbIM deaeparnbHbldi opraH WCNONHUTENbHON
BaAcTU NeKapCTBEHHOIO npenapara, B OTHOLLUEHUN KOTOPOro Mofy4eH 0TKa3 B rocy4apCTBEHHOW pernctpaumm n KoTopbin
BMNOCNEACTBUN MOABEPrcs M3MEHEHMI0 B 4YacTU ero coctaBa, pacCcMaTpuMBaeTCs Kak npeacTtaBneHne HOBOro
NEeKapCTBEHHOrO npenapaTta Ha ero rocydapCTBEHHYK PEerncTpaumio He3aBMCUMO OT COXPaHEHWs ero nepBUYHOrO
HanmeHoBaHuS.

(vacTb 3 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4. lMNMpy npegocTaBneHnn 3asiBUTENEM B COCTaBE PErMCTPALMOHHOIO AOCbE Ha NEKapCTBEHHbIA npenapaT Aang
BETEPUHAPHOIO MPUMEHEHMST KOMUW PELLEHNsT YNOMHOMOYEHHOro doeepanbHOro opraHa MCMOMHWUTENbHOW BAAcTu O
NpOBEAEHNN MHCNEKTUPOBAHMSA NPOU3BOANTENS NEKAPCTBEHHLIX CPEACTB CPOK MPUHATUS PELUEHUs O rocyaapCTBEHHON
perncTpaumm nekapCTBEHHOro npenaparta Ans BeTepUHapHOro MpUMEHEHUS NPUOCTaHaBMNMBAETCS CO OHA MONyyYeHus
3aKIYEHWI, yKa3aHHbIX B YacTn 1 HacTosiwen ctaTbW, OO OHA NPUHATMSA YNOMHOMOYEHHbIM dheaeparnbHbIM OpraHoOM
WCNOMNHUTENbHOM BNacTu pelleHnst 0 Bbligade unu ob oTkase B Bblgaye 3akrlloueHMst O COOTBETCTBUM MPOU3IBOAMTENS
NEeKapCTBEHHbIX CPeACTB TpeboBaHUSAM NpaBuil Hagnexallen Npon3BoACTBEHHOM MPaKTUKKU, HO He Boree 4YeM Ha CTo
BOCEMbAECAT pabounx OHEN.

(4yacTtb 4 BBegeHa deaepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

5. OcHoBaHMeM Onsi OTKa3a B roCyAapCTBEHHOW perucrpaumvM rnekapcTBEHHOro npenapata Ansg BeTepuHapHoro
NPUMEHEHNS SABMAETCHA 3aKNYeHUEe YMNONHOMOYEHHOro dyeaepanbHOro opraHa MCMOMHUTENBbHOW BfiacTM O TOM, YTO
KayecTBO U (Mnn) aheKTUBHOCTL PEMMCTPUPYEMOTO NIEKAPCTBEHHONO npenapara Ans BETEPMHAPHOrO MPUMEHEHUS He
NoATBEPXKOEHb! MOMYyYEHHBIMW AAHHBIMW UMW YTO PUCK NMPUYUHEHWUS Bpeda 340POBbI0 XXMBOTHOIO BCIEACTBME Mpuema
NeKapCcTBEHHOro npenapara Ansi BETEPUHApPHOro MPUMEHEHUSA npeBbiwaeT 3EKTUBHOCTb €r0 MPUMEHEHUS, OTKa3
YNONTHOMOYEHHOro deflepanbHOro opraHa WCMNOMHUTENbHOW BRacTM B Bbldadye 3akfyeHWd O COOTBETCTBUM
Npon3BOANTENS NEeKapCTBEHHbIX CPEACTB TpeboBaHNSM NpaBun Hagnexallen Npon3BoACTBEHHON NPaKTUKN ANS KaXaou
NPOM3BOACTBEHHON MMOLWAAKN PErMcTpMpyeMoro eKkapCTBEHHOro npenaparta Ans BETEPUHAPHONO MNPUMEHEHUA B
cryyae, €ecnv NpOU3BOACTBO flIeKapCTBEHHOIO npenaparta Afsi BETEPUHApHOro MpUMEHEHUS OCYLLECTBISETCA 3a
npegenamu Poccuiickon ®egepaumm, Unm oTCyTCTBUE TAKOMO 3aKMOYEHMS.

(vyacTtb 5 BBegeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

Crtatba 27.1. lMopsapok onpeaeneHUss B3aMMO3aMEHAEMOCTU reKapCcTBEHHbIX npenapaTtoB AnA
MeAVLIMHCKOro NpUMeHeHunsA
(BBegeHa PegepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

1. B3anmosameHsieMocTb NNeKapCTBEHHbIX npenapaTtoB Ana MeanumHCKOro npuMmeHeHnsa onpenenaeTca B nopsaake,
ycTaHoBrneHHom lMpaButenscTBom Poccunckon ®egepaumm, Ha OCHOBaHUM Criegytowmnx napameTpoB:

1) SKBMBaneHTHOCTb (Ons OGuoaHanoroBbix (6uMonogobHbIX) NeKapCcTBEHHbIX npenapaTtoB (6woaHanoros) -
COMOCTaBUMOCTb) Ka4eCTBEHHbLIX U KONMMYECTBEHHbIX XapakTePUCTUK hapmaueBTUYeckux cybcTaHuuin (Mcnonb3oBaHue
pasnuyHbIX conen, anpoB, KOMMIIEKCOB, M30MEPOB, KpUCTaNNNYECKUX (POPM 1 APYrMX NMPOU3BOAHbLIX OQHOIO U TOrO Xe
OENCTBYIOLLErO BELLECTBA He ABMSAETCA MPensiTCTBMEM AN B3aUMO3aMEHSIEMOCTM JNIEKapCTBEHHbLIX NMpenapaToB, ecnu
npn nposeneHnn wuccnenoBaHUA ONO3KBMBAIEHTHOCTH NNIeKapCTBeHHOro npenapara unn B Ccliyd4ae HEeBO3MOXHOCTU
NpOBEAEHNsI STOTO UCCNEeAOoBaHWs NPU NPOBEAEHUM UCCNEA0BaHNSA TepaneBTUYECKOW SKBUBANEHTHOCTU NIEKAPCTBEHHOIO
npenapaTta [oKas3aHO OTCYTCTBME KIMMHUYECKM 3HAYMMbIX Pasnuunii apMakoKMHETUKM W (unu) 6esonacHocTn u
9hheKTMBHOCTM NEKapPCTBEHHOIO NpenapaTta Anst MeAULUHCKOrO NPUMEHEHUS);

2) 3KBMBANEHTHOCTb NEeKapCTBEHHON (hOpMbl (MO SKBMBaNEHTHbIMW NEKapCTBEHHbIMU hopMamMm NOHUMAIOTCS
pa3Hble nekapcTBeHHble (hOpPMbl, MMEIOLIMe OAMHAKOBble CNoco® BBeAeHWs U Ccnocob npumeHeHus, obnagatwowme
conocTaBUMbIMU (hapMaKOKMHETUYECKUMMN XapaKTepucTukamu n papmakonormyeckum gemctenem n obecneumnsaroLime
TaKke AOCTWXEeHMe HeoBXOoAMMOro KrnuHuveckoro addekta. Pasnnuma nekapcTBeHHbIX (POPM He HABMSTCS
npensaTcTBMEM ANS WX B3aMMO3aMEeHSeMOCTW, ecnv Npu MNpPOBEAEHMM uccnenoBaHns OMO3KBMBANEHTHOCTU
rfiekapCTBEHHOrO npenapata unu B Clyvyae HEBO3MOXHOCTM MNPOBEOEHMS 3TOr0 MCCnedoBaHUs MpW NpoBeAeHUU
nccnegoBaHus TepaneBTUYECKOW 9KBMBANEHTHOCTU FeKapCTBEHHOro npenapata [goKasaHo OTCYTCTBME KIMHUYECKM
3HaYMMbIX pasnuuuii hapmakokuHeTMkm un (Mnu) 6esonacHocTM M 3dEKTUBHOCTU NEeKapCTBEHHOro npenaparta Ans
MeONLMHCKOrO NPUMEHEHUS);

3) 3KBMBANEHTHOCTb MIN COMOCTaBMMOCTbL COCTaBa BCMOMOraTerbHbIX BELECTB NeKapCTBEHHOro npenapata Ans
MEeOULMHCKOrO NpuMMeHeHus (pasnuyusa cocTaBa BCMOMOraTenbHbIX BELECTB IleKapCTBEHHOro npenapaTta Ans
MEAMLMHCKOrO MPUMEHEHUS He ABMATCA NPEnsaTcTBUMEM ANs UX B3anMMO3aMEHSEeMOCTW, €Cnn Mpu npoBedeHUU
nccnegoBaHus OMO3KBMBANEHTHOCTM NEKapCTBEHHOro npenapata Ans MeAMUMHCKOro MPUMEHEeHUs unu B criyyae
HEBO3MOXXHOCTU NPOBEAEHUSI 3TOr0 UCCNefoBaHus Npu NpoBEeAEeHNU UCCIeA0BaHNS TepaneBTUYECKON 9KBUBANEHTHOCTM
nekapcTBEHHOro npenaparta Ans MeguMuUHCKOro NpUMEHEHUs [0Ka3aHO OTCYTCTBME KIMMHUYECKM 3HAYMMbIX pasnunyuni
dapmakokmHeTnkn 1 (unn) 6esonacHoCcTM M 3PMPEKTUBHOCTM MEKapCTBEHHOro npenapaTta Ans MeguuUHCKOro
npumeHeHus. Mpu 3TOM pasnuumns coctaBa BCMOMOraTenbHbIX BELLECTB He AOMMKHbI NPUBOAUTL K PUCKY BO3HUKHOBEHUS
Cepbe3HblX HexxenaTerbHbIX peakunin y OTAENbHbIX FPyMnn NauneHTOB U NOBbILLEHUS YacTOTbl UX BO3HUKHOBEHUS);

4) ngeHTUYHOCTbL cnocoba BBeAEHNS U NPUMEHEHUS;
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5) oTcyTCTBME KMMHUYECKM 3HAYUMMbIX pasnuMYMin MpU NPOBEAEHWM WCCNeAoBaHUs OGUO3KBMBANEHTHOCTU
NeKapcTBEHHOro npenapara Unu B criy4yae HeBO3MOXHOCTU NPOBEAEHUS 3TOr0 UCCNELOBAHUSI OTCYTCTBUE KIMMHUYECKU
3HaYMMbIX pas3nuMuMin nokasatenen GesonacHoCcTU M 3EEKTUBHOCTM NEKapCTBEHHOrO npenaparta npu MpoBeAeHMU
nccnegoBaHWs TepaneBTUYECKOW 3KBMBANEHTHOCTU. [aHHbIA napameTp He MNpUMEHSIeTCa B OTHOLIEHMWU
BOCMPOU3BEAEHHbIX NTEKapCTBEHHbIX NpenapaToB, ykadaHHbIX B Yactu 10 ctatbn 18 HacTosiwero ®eaepanbHOro 3akoHa.
B oTHoweHun GuoaHanorosbix (6MONOOOGHBIX) NEKapCTBEHHbIX NpenapaTtoB (OvoaHanoroB) AaHHble 06 OTCYTCTBMU
KMUHUYECKN 3HAYMMbIX pasnuuuii 6ezonacHocT, 3hEKTUBHOCTU U UMMYHOFEHHOCTW NeKapCTBEHHOrO npenaparta no
pesynbTataM MpOBEAEHUS KIMHUYECKMX WCCNefoBaHWMI NpenoCTaBnsAlTCs B MOpsAKe, YCTAHOBMEHHOM HacTosen
YacTblo;

6) CoOTBETCTBME NPOM3BOAUTENS NEKAPCTBEHHOrO cpeacTsBa TpeboBaHUsIM Hagnexallen npousBOACTBEHHOM
MPaKTUKK.

2. CpaBHeHVe MapamMeTpoB pPerucTpupyemblx reKapCTBEHHbIX MNpenapaTtoB Afs MeOULMHCKOrO MNpUMEHEHUs
OCYLLECTBSAETCS KOMUCCUEN 3KCMepPTOB 3KCMEPTHOMO YYPEXAEHUs NMpU NPOBEAEHUN SKCMEPTU3bl TaKUX NEKapCTBEHHbIX
npenapaToB B MpOLIECCE WX TOCYAapCTBEHHOW peructpauun. BbiBogbl 9KCNEPTOB O B3aWMO3aMEHSIEMOCTM WUMn
HEB3aNMO3aMEHSEMOCTM NeKapCTBEHHbIX NpenapaToB AN MeaUUMHCKOTO NPUMEHEHUS, CAeNaHHbIe B pesynbrarte 3Toro
CpaBHEHUs, 0POPMISIOTCS B BUAE NPUMNOXKEHNS K 3aKITIOHYEHMWIO 3KCNIEPTOB Mo hopMe, YTBEPXKAEHHON YNONMHOMOYEHHbLIM
henepanbHbIM OpraHOM UCMOSNHUTENbHOW BMacTu.

3. TMonoxeHuss HacTosIel CcTaTbW HEe pPacrnpoCTPaHATCA Ha pedepeHTHble nekapCTBEeHHble npenaparsl,
nekapcTBeHHble pacTUTenbHble Mpenapartbl, roMeonaTUYeckMe rnekapcTBeHHble npenapaTtbl U NeKkapCcTBeHHbIe
npenapaTbl, KOTOpble paspelleHbl AN MeaULUHCKOro NpuMeHeHust B Poccuiickoit denepaunmn 6ornee Asaguati net v B
OTHOLLEHMWN KOTOPLIX HEBO3MOXHO NpoBeAeHNe UCCNeaoBaHNs UX GUOIKBUBANEHTHOCTY.

CrtatbA 28. PernctpaunoHHoe yaoCcToBepeHue iekapcTBeHHOro npenapara

1. PervcrpauuoHHOe YyOOCTOBEPEHME I1eKapCTBEHHOIO Npenapata C YyKa3aHWEM JIeKapCTBEHHbIX (OpM U
[03UPOBOK BblAaeTcs GeccpoyHO, 3@ WCKMIOYEHUEM PErMcTpaLyOHHOTO YAOCTOBEPEHUSI NMEKAPCTBEHHOrO Mnpenapara,
BblJAaBaeMOro CO CPOKOM [eNCcTBUSA NATb NeT, Ha BnepBble perncTpupyemele B Poccuiickoit denepauum nekapctBeHHbIe
npenaparbi.

2. Mo wncrteyeHnn ykasaHHOro B 4actM 1 HacToslllen cTaTbM CpoKa BblaaeTcs 6eccpovHoe perncTpauuoHHoe
YAOCTOBEPEHME NEKAaPCTBEHHOIO NpenapaTa npu yCnoBun NOATBEPXKAEHWS €ro rocyaAapCTBEHHOW perncTpaumm.

3. B cny4ae BHeceHus B cooTBeTcTBMM cO cTatbamu 30 n 31 HacToswero ®egepanbHOro 3akoHa U3MEHEHUN B
cogepxalimecs B pPerucTpauuoHHOM [OCbe Ha 3aperMcTpupoBaHHbIN NEKapCTBEHHbIM npenapaT LOKYMEHThI,
3aTparmBaloLlWMX CBeAEeHWS, OTpPaXeHHble B PEerncTpaumoHHOM YyOOCTOBEPEHUW NneKapCcTBEHHOro mnpenapaTa,
YMNOMHOMOYEHHbIN dhefepanbHbIi OpraH MCMNONHUTENBHOW BNacTu BbiAAeT HOBOE PerMcTpaumoHHOe yaoCTOoBepeHue
nekapcTBEHHOro rnpenapara, cogepxallee BHECEHHbIE B HETO U3MEHEHNS.

(vacTb 3 BBegeHa depepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

4. B cnyyae yTpaTtbl UNM MOBPEXOEHUS PErucTpauuoHHOro YOOCTOBEPEHMSI NeKapCTBEHHOro npenapara no
3asBMNeHN0 B MMCbMEHHON hopMme aepxaTtens unv Bnagenbla pPernctpaumoHHOro yAOCTOBEPEHUS NEeKapCTBEHHOro
npenapata WM YMNOMHOMOYEHHOrO WMW JPYroro pMAMYECKOro nvua O Bblgade gybnukata perncrpauyoHHOro
YOOCTOBEPEHMS NEKAPCTBEHHOMO MpenapaTta yNnofIHOMOYEHHbIM befepanbHbIl OpraH MCMOMHUTENBLHOW BNacTn B CPOK,
He MpeBbIWAKWMIA OecAaTn paboumx AHEN CO AHSA MOCTYMNEHUSA 3asBMeHWs, BblgaeT Ayonvkat perncTpauyMoHHOro
yOOCTOBEPEHUS NeKapCTBEHHOIO npenapara. 3a Bblgady gybnvkara perMcTpaLoHHOro yaoCTOBEPEHMS NeKapCTBEHHOro
npenapata B3UMaeTCsl rocyqapCTBEHHasi NoLufMHa B COOTBETCTBMM C 3akoHoaaTensCcTBoM Poccuiickon depepauun o
Hanorax n cbopax.

(vyacTtb 4 BBegeHa deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

CraTtbs 29. NoaTrsepxaeHne rocyaapcTBEHHOM perncTpaumm nekapcTBeHHOro npenapara
(B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. MoaTBepxaeHne rocygapCTBEHHOW perncrpauum fekapCTBEHHOIO npenapata OCYLIEeCTBASETCS Mpu Bblgade
6eccpo4HOro perMcTpaumoHHOro YA0CTOBEPEHUS NIEKAPCTBEHHOIO NpenapaTa B cry4vae, yka3aHHOM B YacTu 2 cTaTbu 28
HacToswero denepanbHOro 3akoHa, B CPOK, HE MNPEBLILWANLWMA LLIECTUAECATM pabounx OHEW CO OHSA MonyyveHus
COOTBETCTBYIOLLUM YMOMHOMOYEHHbIM befeparnbHbiM OpraHoM MCMOMHUTENBHOW BNacTy 3asiBMeHns O NoaTBepXOeHUu
rocydapCTBEHHOW perucTpaumMy nekapcTBEHHOro npenapara. He ocyllecTBnsieTcss nogTBepXAeHue rocygapCTBEHHON
pervcTpaumm B OTHOLLEHMM NIEKAapPCTBEHHOIO npenapara, He HaxogumeLlerocs B obpalleHnn B Poccuiickon ®enepauun B
TeyeHne Tpex un Oonee net, a TakKke B OTHOLIEHUW NEKAPCTBEHHOIO CpeacTBa, NPOM3BELAEHHONO C HapyLUeHVEM
TpeboBaHus, YCTaHOBMNEHHOMO YacThio 3.7 ctatbn 71 HacToswero PegepanbHOro 3akoHa.

2. 3agaBneHne o NOATBEPXKOEHUN rOCY4apCTBEHHOW perucTpalmu nekapCTBEHHOro npenapara npeacraBnsercs B
COOTBETCTBYIOLLMI YNOMHOMOYEHHbIN befeparnbHbii OpraH UCNONMHUTENbHOM BNAcT HE paHee YeM 3a CTO BOCEMbAECAT
OHEN 0O NCTEYEeHNs1 Cpoka AEeNCTBUS PErMCTPaLMOHHOIO YAOCTOBEPEHNS NTeKapCTBEHHOIO nNpenapara.


%5Cl%20Par638%20%20%5C
consultantplus://offline/ref=55AE6A78F1060993EF0F96D0D1E90A3B1DBA5B409D52F8FD3D830FAF8A810615B3A82C8C698E9BCE1CA88645AB456B921C8D460443F6384324LFH%20%5C
%5Cl%20Par783%20%20%5C
%5Cl%20Par826%20%20%5C
%5Cl%20Par884%20%20%5C
consultantplus://offline/ref=55AE6A78F1060993EF0F96D0D1E90A3B1DB25F499A52F8FD3D830FAF8A810615B3A82
consultantplus://offline/ref=55AE6A78F1060993EF0F96D0D1E90A3B1CB058419451F8FD3D830FAF8A810615B3A82C8C688B9FC814F78350BA1D66930393411D
consultantplus://offline/ref=55AE6A78F1060993EF0F96D0D1E90A3B1DB25F499A52F8FD3D830FAF8A810615B3A82C8C698E9CCA1EA88645AB456B921C8D460443F6384324LFH%20%5C
consultantplus://offline/ref=55AE6A78F1060993EF0F
%5Cl%20Par784%20%20%5Co%20%222.
%5Cl%20Par1739%20%20%5Co%20%223

3. HOD,TBep)K,D,GHVIe rocyp,apCTBeHHon perncTtpaumn nekapCTtBeHHOro npenapara OoCyLwecCTBIIAE€TCA No pesylibratam
9KCNepPTNU3bl OTHOLUEHUA oXngaemonm nonb3bl K BO3MOXHOMY PUCKY MNpUMEHEHUA IeKapCTBEHHOro npenapara Ha
OCHOBaHMN pe3ynbratoB MOHUTOPUHIa Sd)CbeKTI/IBHOCTI/I n 6esonacHocTu NIeKapCTBEHHOro npenapara, npoBogunMoOro
aepxarenem unu snagenbuem permctpauMoHHOro yaqoctoBepeHua nekapCcTtBeHHOro npenapara nn6o YNOJTHOMOYEHHbIM
nMn rpnanvyecknm JnuLoMm, a TakKkKe COOTBETCTBYHOLUM YMNONTHOMOYEHHbIM cpe,u.epaanblM OopraHomMm NCMOSNTHUTENbHON
BJ1aCT B COOTBETCTBUU C Tpe6OBaHVI‘i-IMI/I cTatby 64 HacTodLwero dJe,qepaanoro 3aKOHa.

4. K 3asBrneHvio O TMNOATBEPXAEHWM TOCYAapCTBEHHOW perncrpauuMu JnekapCTBEHHOro npenapaTta Ans
MeOULIMHCKOTO NMPUMEHEHUS MpUIaratoTcs:

1) OOKYMEeHTbl, COoAepxalume pesynbsraTbl MOHWUTOPUHra 3d@eKTMBHOCTM U 6e30MacHOCTM NeKkapCTBEHHOro
npenapata ANnd MeOuUMHCKOTO MpPUMEHEeHUs, NPOBEAEHHOro AepXaTeneM unu BnagernbuemM perucTpaumMoHHOro
yOOCTOBEPEHUS NeKapCTBEHHOro npenapara Anst MeauLMHCKOro NpuMeHeHns Mbo ynonHOMOYEHHbBIM UM HOPUANYECKUM
nmuom, no dopme, yTBEPXKAEHHOW YNONHOMOYEHHBIM dheaepanbHbIM OpraHoM UCNOMHUTENBLHOM BNacTy;

2) Konusa NUUEH3MM Ha NPOU3BOACTBO FEKApCTBEHHbIX CPEACTB MMM KOMWSA 3aKIYEeHUMS O COOTBETCTBUM
npoun3sogunTena nekapCTtBeHHbIX CpeacTB TpGGOBaHI/IFlM npasun Hap,nemau.l,eﬁ I'IpOI/I3BO,EI,CTBeHHOI7I NPaKTUKKU, BblOaHHbIX
YMONMHOMOYEHHbIM bedeparnbHblM OPraHOM WCMOMHUTENBHOW BRacT B OTHOLUEHUW MPOW3BOACTBEHHOW NMowanki
nekapcTBEHHOro mnpenaparta Ansa MeauUWHCKOTO NpPUMEHEHMUs, rocygapCTBEHHas perncrpaumss KOToporo
NoATBEPXKAAEeTCA B Cryvae, ecnv MpOU3BOACTBO JEKAPCTBEHHOrO npenapata Ans MeAWMLUMHCKOTO MPUMEHEHMS
ocyulectenserca B Poccunckon ®enepaunu;

3) Kkonusi BblAAHHOW YMOMHOMOYEHHbIM OpPraHOM CTpaHbl MPOU3BOAMTENS JULEH3MM HA MPOU3BOACTBO
NEeKapCTBEHHOro npenaparta Ans MeauUMHCKOTO MPUMEHEHUS U ee MNEepeBOf Ha PYCCKUA NA3blK, 3aBEPEHHble B
YCTaHOBIMEHHOM MNoOpsiAKe, a Takke KOMWUs 3aKMlYeHUsl O COOTBETCTBUM MPOM3BOAUTENS JFEKapCTBEHHbIX CpeacTB
TpeboBaHMAM NpaBUN Haanexallenh NPOU3BOACTBEHHOW MPaKTWMKWU, BblAAHHOMO YMNOMHOMOYEHHbIM deaepanbHbIM
OpraHoM MCMOMHWUTENbHOW BNacTu B OTHOLUEHMM MNPOM3BOACTBEHHOW MMOLWAAKM NeKapCTBEHHOro npenapata Ans
MEOMLIMHCKOTO MNPUMEHEHUS, TOCydapCTBEHHAsi perncTpauusi KOTOporo NoATBEpXKAAaeTCcs, MMM KOnusi pelueHus
YMOSTHOMOYEHHOIO (hefepanbHOro opraHa MCMOMHUTENLHOW BMacTM O MPOBEOEHUM MHCTNEKTUPOBAHMS MPOU3BOAUTENS
NeKkapcTBEHHbIX CPEACTB B Cryvyae, ecniv MpOU3BOACTBO NeKapCTBEHHOrO npenapata Ans MeguuMHCKOro MpUMEHEHUs
ocyulecTarnsieTca 3a npegenamm Poccuinckon ®enepaumm.

(vacTb 4 B pen. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)

4.1. B oTHOWweEHUM BMONMOrMYecKnx meKapCTBEHHbIX NpenapaToB ANd MeOMUMHCKOTO MpUMEHeHUs 3asBuTenb
OOMOMHUTENBHO NpeacTaBnseT pes3ynbraTtbl MEPONPUATUIA, NPegyCMOTPEHHbIX MNIaHOM yMNpaBreHus puckamu,
yTBEPXOEHHBIM YMNONTHOMOYEHHbIM defepanbHbiM OpraHoOM WCMOMNHUTENbHOW BracTu MNpU OCYLLECTBIIEHUM
rocyfapcTBEHHON perncTpaunm nekapCTBEHHOro npenapara Ans MeauLMHCKOro NpUMMeHeHMs.

(vyacTtb 4.1 BBegeHa depepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

4.2. K 3agBneHnio O noaTBepXOeHWW rocygapCTBEHHOW perncrpaumm nekapCTBEHHOro npenapaTta Aans
BETEPMHAPHOIO MPUMEHEHUST MpuMaralnTCa AOKYMEHTbI, coaepXalimMe pesynbrartbl MOHUTOpPUHra 3(EEKTUBHOCTM U
6e30nacHOCTM FNEeKapCTBEHHOrO Mpenaparta Afs BETEpPUHApPHOro NPUMEHEHWs, MPOBOAMMOIO AepXaTenem umnm
BragenbLemM perMcTpaumoHHOro YOOCTOBEPEHUS NIEKAapCTBEHHOINO MpenapaTta Ans BETEPUHAPHOrO MpUMMEHeHus nunbo
YNOMHOMOYEHHBIM UM OPUAMYECKUM FMLIOM, NO (hopMe, YTBEPXKAEHHOW YMNONMHOMOYEHHbIM headeparnbHbIM OpraHoM
WCNONHUTENbHOM BNAcTW, U OOKYMEHTbI, YKa3aHHble B nyHkTax 1, 2 - 2.2, nognyHktax "a", "6", "k", "n" nyHkta 4 yactn 3
ctatbun 17 HacTodAwero ®eaepanbHOro 3akoHa.

(4acTb 4.2 BBegeHa depeparnbHbiM 3akoHOM oT 04.06.2018 N 140-93)

4.3. C 3agBneHnemM O MNOATBEPXKOEHUN TOCYOapCTBEHHOW perncrpauum NeKkapCcTBEHHOro npenapara 3asiBUTENb
npeacraBnser Konuio [OKYMEeHTa, MOoATBepXAarwllero ynnaTy rocygapCTBEHHOW MOLWUHBLI 3a nNoaTBepXKAaeHue
rocydapCTBEHHOW perncTpauuu IekapCTBEHHOrO npenapara, NMbo MOXeT NpeacTaBuTb YKa3aHHbIA [OKYMEHT MO
cobcTBEHHOW MHMLMaTMBe. B criyqyae HenpeacTaBneHus ykazaHHOro LOKYMEHTa YNONIHOMOYEHHbI dheaeparnbHbIn opraH
WCNONMHUTENBHON BRAacTU npoBepsieT akT ynnaTbl rOCy4apCTBEHHOW MNOLWMWHBI 3asBUTENEeM NOoCPeacTBOM
ncnonb3oBaHus uHgopmaumm o6 ynnaTe rocygapCTBEHHOM MOLWNMHBI, cogepxawencs B [ocygapcTBeHHOM
WH(POPMALIMOHHON CUCTEME O TFOCYAApPCTBEHHbLIX W MYHUUMNAnbHbIX MnaTtexax, Ha OCHOBaHWW MpeacTaBneHHOn
3aaBuUTENeM Konum AoKyMeHTa, NogTBepXaaroLLero ynnarty rocyapCTBEHHON NOLLUMWHbI.

(vyacTtb 4.3 BBegeHa defeparnbHbiM 3akoHOM OT 04.06.2018 N 140-93)

5. B TeyeHve pecAtM paboumx OHEW CO [OHA NPUHATUS 3asiBNEHUA O NOATBEPXOEHWMU TOCYLAPCTBEHHOM
perncTpaumm nekapcTBEHHOro npenapata M OOKYMEHTOB, coaepalimx pesynbraTbl MOHUTOpMHra 3(pdeKTMBHOCTM U©
0©e30MacHOCTM nekapCTBEHHOro npenaparta, NPOBOAMMOrO AepXaTenem unu BrajenbleM pernctpauyMoHHOro
YOOCTOBEPEHMS JTEKapCTBEHHOTO npenapata fnvMbo YMOMHOMOYEHHBIM UMW IOPUANYECKUM MULIOM, YMONTHOMOYEHHbIN
teanepanbHbI OpraH UCNOSTHUTENBHOW BNacTU:

1) NPOBOAUT NMPOBEPKY MOSHOTHI CBEAEHWIN, COAepKaLLMXCS B MPEACTaBNEHHbIX 3asiBUTeNIeM AOKYMEHTaX;

2) NpUHMMaET peLLeHne O NpoBeaeHUM Unm o6 oTkase B NPOBEAEHWUN IKCNEPTU3bl OTHOLLEHUS OXKMAAEMOW Nob3bl
K BO3MOXHOMY pPUCKY MNPUMEHEHMS IeKapCTBEHHOro npenapata Ha OCHOBAHWM pe3ynbTaTOB MOHWUTOPUHIa
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appekTMBHOCTM M 6esonacHOCTU IeKapCTBEHHOro npenaparta, MPOBOAMMOIO AepXaTernem wunu Bnagenbuem
pervcTpaunoHHOro yOOCTOBEPEHUSA NEKAPCTBEHHOrO npenapara NMbo YNnonHOMOYEHHBIM UMW HOPUONYECKMM NULOM, a
Takke pemepanbHbIM OpraHOM MCMOMHUTENBHOW BMACTU B COOTBETCTBUM C TpeboBaHMAMM cTaTbu 64 HacTosLiero
depnepanbHOro 3akoHa;

3) yBedomMnsieT B 3MNEeKTPOHHOW (OPMe UNU MUCbMEHHON hopMe 3asfBUTENsS U IKCNEepPTHOE YYpexaeHwe o
MPUHATOM pelleHnn nNMbo B crniyyae NpUHATUS pelleHns o6 oTkasde B MPOBEAEHUW IKCMEPTM3bl yKasbiBAeT MPUYUHbI
TaKoro oTkasa.

6. B cnyyae BbiSIBNEHUS HEQOCTOBEPHOCTU M (MNN) HEOOCTATOMHOCTU MHopMauuu, cogepxallencsl B
NpeacTaBriEHHbIX 3asiBUTENIEM [OKYMEHTax, YMOJNIHOMOYEHHbI deaepanbHblii opraH WCMONHWUTENbHON BRacTu
HanpaenseT 3asBUTEN0 3anpoc 06 YTOYHEHWM yKasaHHOW MHdopmauun. 3anpoc YNorHOMOYEHHOro dedeparnbHOro
opraHa WCMOMNHUTENbHOW BracTu MOXeT ObiTb nepegaH YNoONHOMOYEHHOMY MNpEeACTaBUTENO 3asiBUTENs! MNUYHO nof
pacnu1cky, HarnpasreH Nno rno4vTe 3akasHbIM MUCbMOM UK NepeaH B 3MeKTPOHHOW hopMe Mo TeNeKoOMMYHUKALMOHHBLIM
KaHanam cBsiau. B cnyyae HanpaBneHusi 3anpoca ynornHOMOYeHHOro dheaeparnibHOro opraHa UCMOMHUTENBHOM BNacTu No
noyTe 3aKkasHbIM MUCbMOM OH CYMTAETCH MONyYeHHbIM MO UCTEYEHWM LLECTU [OHEeW C AaTbl HanpaBreHUs 3akasHoro
nucbma.

7. 3asBuTenb 06513aH NpeacTaBUTb OTBET Ha 3aMpoc YNOMHOMOYEHHOTO heaeparibHOro opraHa MCMOSHUTENbHO
BNacT B CPOK, He MpEeBbllLalLWUA AeBAHOCTa pabounx OHEN COo AHA ero nonydeHus. CpoK, ykasaHHbIn B Yactu 5
HaCTOALLE CTaTbM, NMPUOCTAHABMIMBAETCA CO [HA HanpaBrneHUs 3asBUTENIO 3anpoca YrNonHOMOYEHHOro deaepansHoro
OopraHa MUCMONHUTENbHOW BracTu 00 OHA nonyyYyeHua MM COOTBETCTBYHOLLEro oTBeta U He y4YUTbiBaeTcd npmu ncHmMcneHmm
CpoKa NoATBEPXKAEHWS rocyOapCTBEHHOW perncTpaLum nekapcTeeHHoro npenapara.

8. OcHoBaHvem Ona OTKas3a B npoBefeHun 3KCnepTtu3bl OTHOLLEeHUA o>|<v|p,ae|v|0|7| Nnonb3bl K BO3MOXHOMY PUCKY
NPUMEHEHNSA NEeKapCTBEHHOro npenaparta SABNseTcs NpeAcTaBneHMe [OOKYMEHTOB, COAepaliuMx pesynbraThbl
MOHUTOPWHIra 3(PPEKTUBHOCTU M BE30MacCHOCTM NEeKapCTBEHHOro npenapata, U (Unu) B OTHOLEHMU BUONOrM4yeckmnx
NEeKapCTBEHHbIX MNpenapaToB pe3yrbTaToB OCYLLECTBMEHUST MEPONPUATUA B COOTBETCTBMM C MNITAHOM yMNpaBreHus
puckamu, yTBepXAEHHbIM YMOMHOMOYEHHbIM (hedepanbHbIM OpraHOM WMCMNOMHUTENBHOW BNAcTX MpU OCYLLEeCTBNEHUU
rocygapcTBEeHHOW peructpauuMmM nekapCTBEHHOro npenaparta, B HeMNonHoM obbeme, OTCyTCTBUE WHopmauuu,
nogTeepxgatowiern dakt ynnatbl rocyadapCTBEHHOW MOLWMWHBI 3a MNOATBEPXKAEHWE TOCy4apCTBEHHOM permcrTpauum
nekapcTBEHHOro npenapara, NMMbo HenpeacTaBneHne 3asBUTENEM B YCTAaHOBIEHHbIN CPOK OTBETA HA yKa3aHHbIN B YacTu
6 HacTosdLen cTaTby 3anpoc YNoHOMOYEHHOro dheaeparnbHOro opraHa UCMONMHUTENBHOW BNacTu, a Takke OTCYTCTBUE B
yKa3aHHbIX JOKYMeHTax nHdopMaLmm, kKoTopas AoMmKHa OblTb B HAX OTpaXkeHa.

9. JkcnepTn3a OTHOLLEHMSA 0XMAAEMOWN NOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHWS NekapCTBEHHOro npenaparta B
Lenax NoaTBEPXOeHUs rocyAapCTBEHHOW perncrpauum nekapcTBEHHOro npenapara npoBOAUTCH KOMUCCUEN 3KCMEPTOB
9KCMEPTHOTO YYPEXKAEHNS B CPOK, HE NPEBbILLAOLLNA copoka paboyumx gHewn.

10. B cnyyae HegoCTaTOMHOCTM NpenCTaBMnEeHHbIX 3JKCMEepTy MarepuarnoB Ans auM  3akNioveHus akcnept
obpallaeTcss K pPYKOBOAUTENO JKCMEPTHOIO YYPEXAEHWs O npefocTaBfeHMM emy Heobxoaumbix MaTepuarnos.
PykoBoauTenb 9KCNepTHOro y4ypexgeHuss obpallaeTcs C COOTBETCTBYHOLWMM 3anpoCcOM B YMNOMHOMOYEHHbIN
denepanbHbIi OpraH WUCMOMHWUTENBHOW BNacTW, BbIAABLUIMI 3afaHWe Ha MpOBEAEHUE IKCMEpPTU3bl OTHOLUEHMS
OXMOaeMon MnoMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS TfeKapCTBEHHOro npenaparta Ha OCHOBaHWW [OOKYMEHTa,
coaepxallero pesynsratbl MOHUTOPUHIa 3hPEeKTUBHOCTM U BE30MacHOCTM NeKapCTBEHHOro npenapara. B TedeHve natu
pabounx gHen co OHA MOCTYMNMEHUsT 3anpoca PyKOBOAMTENS SKCMEPTHONO YUYPEXAEHMS yKasaHHbIN dheaepanbHbin opraH
NCMOITHUTENBHOW BIIacTU HanpasnsAeT 3asBUTENIO 3anpoc O NPeACTaBNeHNN HeObXOAMMbIX MaTepuanos, KOTOPbIN MOXET
ObITb NepedaH YNonHOMOYEHHOMY MPeaCcTaBMTENO 3asiBUTENSA NMYHO NMOA PacnUCKy, HanpaefieH Mo MovTe 3aKasHbIM
NMMCbBMOM UNWN nNepefaH B 3NEKTPOHHOW dhopMe MO TENEeKOMMYHUKALUMOHHBIM KaHanam cBssu. B cnydae HanpasneHus
3anpoca ynoriHOMOYEHHOro hefepanbHOro opraHa UCNOMHUTENBHOM BRlAacTM NO NoYTe 3akasHbIM MUCbMOM OH CYMTAETCS
MOMy4YE€HHbIM MO NCTEYEHNM LLECTU OHEN C AaTbl HANPaBMEeHMs 3aKkas3Horo NMcbMa.

11. 3agButenb 0bs3aH NpegcTaBUTb OTBET HA 3anpocC YMNOITHOMOYEHHOrO hegepanbHOro opraHa UCNONHUTENbHON
BMacTu B CPOK, He MpeBbllaloWwmi wectugecatn paboymx AHeW cO AHS NOMy4YeHus ykasaHHOro 3amnpoca.
YNONMHOMOYEHHbIN hedeparnbHbli OpraH WUCMONMHUTENBHOW BfacTW, BblAaBLUMK 3afjaHMe Ha NpoBedeHue 3KCnepTusbl
OTHOLUEHUSI OXWOAEMOW MONb3bl K BO3MOXHOMY PWCKY MPUMEHEHMSI NEeKapCTBEHHOrO Mpenapata Ha OCHOBaHWUMU
AOKYMEHTa, cofepxKallero pesyrnbratbl MOHUTOPUHIra 3hdEKTUBHOCTU U Ge30MacHOCTU NeKapCTBEHHOrO npenapara, B
TeyeHue nNATM pabounx gHer Co OHS NOCTYNNEeHMs OT 3asBUTens OTBeTa Ha 3anpoc YNONHOMOYEHHOro deaepansHoro
opraHa MCMonHWUTENbHOW BrlacTU HanmpaensieT 3TOT OTBET B 9KCMepTHOe yuypexaeHue. B cnyyae HenpeactaBneHus no
NCTEYEHUN LecTuaecsaTn paboumx gHen 3asiBUTENEM OTBETa Ha YKa3aHHbIA 3anpoc YNOMHOMOYEHHbIN deaepanbHbli
OpraH WCMOMHUTENbHOW BRacTW, BbiAABLUMIA 3aJaHMe Ha NpoBedeHMEe IKCMepTU3bl OTHOLLEHWUS OXMOAEMOW MOMb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUS JeKapCTBEHHOrO npenaparta Ha OCHOBaHWM [OKYMEHTa, codepXalero pesynsrarhbl
MOHUTOPWHIa apeKTUBHOCTM U BEe30NacHOCTU NEKapCTBEHHOIO NpenapaTta, B TedeHue natn paboynx gHen HanpasnsaeT
B 9KCMEpTHOe yYpexaeHue yBedoMieHMe O HenpeacTaBneHun 3asiBUTeNneM OTBETa Ha 3anpoC yKa3aHHOro opraHa.
Bpems co AOHA HanpaBneHums 3anpoca 3KCMNEepTHOro YyypeXaeHua B YNOMHOMOYEeHHbIn dedeparnbHbii opraH
WCMOIMHUTENBHON BNacTM [0 OHSA MOMyYeHWsl 3KCMEepTHbIM yYpexXaeHWeM OTBEeTa Ha 3anpoc WM YBELOMIIEHUS] O
HenpeacTaBneHUN OTBETa Ha 3anpoc He YYUTbIBAETCA NPU MCYUCHEHMU CPOKa MPOBEAEHUs] 3KCNEepTM3bl OTHOLLEHWUS
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oXngaemonm nonb3bl K BO3MOXHOMY PUCKY NpUMEHEeHUA JeKapCTBEHHOro rnpenapara Ha OCHOBaHUW [OOKYMEHTa,
cogepikaulero pesynbrartbl MOHUTOPUHIA Sd)(beKTI/IBHOCTVI n 6esonacHocTn JNIEKapCTBEHHOIO npenapara.

12. B CpPOK, He FlpeBbILuaIOLU,VIﬁ AecAaTn pa60‘-IVIX OHen co gHs nony4yeHna 3akrnr4eHnAa KOMUCCUM 3KCnepToB Mo
pesynbrataM 3KCNepTu3bl OTHOLUEHUA OXngaemom nonb3bl K BO3MOXHOMY PUCKY TMPUMEHEHUA IEKapCTBEHHOIo
npenaparta, COOTBeTCTBy}OLLIMI;I yI'IOJ'IHOMOLIeHHbIIZ @ep,epaanbM opraH NCMONMHUTENbHON BNACTU:

1) ocylecTBNsIeT OLEHKY 3TOro 3akMioveHus ONns onpefderneHns ero COOTBETCTBUS 3adaHuio Ha npoBedeHue
yKa3aHHOW 3KCNepTu3bl;

2) NpYHMMAET peLleHne O MOATBEPXOEHUM TOCYAapCTBEHHOW PErMcTpaumy nekapcTBEHHOro npenapata unm ob
OTKa3e B NOATBEPXKAEHWNM roCyAapCTBEHHOW perncTpaLmm nekapcTBEHHOro npenapara;

3) BHOCUT Npu NPUHSATAM peLleHns O NOATBEPXKAEHUM rOCYAAaPCTBEHHON perucTpaumm nekapcTBeHHOro npenapara
CBEAEHNA B roCcyOapCTBEHHbI PEecTp NieKapCTBEHHbIX CPEACTB U BblaaeT 3asBuTento GeccpoyHoe perncTpaumoHHoe
YOOCTOBEPEHMWE NIeKapCTBEHHOIO Npenapara.

13. OcHoBaHveM [nsi OTKasa B MNOATBEPXKOEHUW TOCYLApCTBEHHOW perncrpaumm nekapCTBEHHOro npenapata
ABNSIETCS 3aK/lOYEHNE COOTBETCTBYIOLLENO YMNOMHOMOYEHHOrO dheieparnibHOro opraHa MCMOMHUTENBHON BNactun O TOM,
4YTO PUCK MPUYMHEHUS Bpeda 340POBbLI0 YENOBeKa WM XMBOTHOMO BCREACTBME Npuema NeKapCTBEHHOrO npenapara
npesblaeT 3pPEKTUBHOCTb €r0 NPUMEHEHWSI.

(B pen. PenepanbHoro 3akoHa ot 04.06.2018 N 140-03)

14. B nepvog npoBedeHusi npouenypbl MOATBEPXOEHUA TOoCyAapCTBEHHOW peructpaumMm nekapcTBEHHOro
npenapata ero obpatleHne B Poccuinckon degepaumm He NpuocTaHaBNnBaETCS.

15. JonyckaeTcs oGpallieHne NekapcTBEHHbIX NpenapaTos Ans MeAULMHCKOrO NPUMEHEHUA [0 UCTeYeHUs cpoka
rOAHOCTU, NMPOU3BEAEHHbIX B TeYEHME CTa BOCbMMWOECATU KaneHaapHbIX AHEeW nocne Aatbl NPUHATUS YNONMHOMOYEHHbLIM
henepanbHbIM OpraHOM WCTOSTHUTENbHOW BacTU peLleHnst O MOATBEPXKAEHWM ToCyAapCTBEHHOW peructpauuu, B
COOTBETCTBMM C MH(pOpMaLMeid, cogepKalleincsl B JOKyMeHTax perncTpaunoHHOro 4OCke Ha NekapCTBEHHbIN npenapar
[0 AaTbl NPVHATUSA TaKoro pPeLLeHMs.

Cratba 30. BHeceHMe WU3MeHEeHUM B [LOOKYMEHTbl, coepXalmMecs B PerucTpauMoHHOM [OCbe Ha
3aperucTpupoBaHHbIN NIeKapCTBEHHbIN npenapar Ans MeAULMHCKOro NPUMeHeHus

1. B uensx BHeceHWs WU3MEHEHUN B [AOKYMEHTbl, cojepxaliuecsa B perucrtpaumMoHHOM J0OCbe Ha
3aperncTpUpOBaHHbIN NIEKAPCTBEHHbBIM MNpenapat Ans MeauLMHCKOrO MNpUMEHEHUs, AepxaTenb wunuv Brageney
pPErncTpaumoHHOro yaAOCTOBEPEHUST NIEKAPCTBEHHOIO npenapara MM YnosIHOMOYEHHOE MM ApYyroe lopuanyeckoe nuuo
(Oanee B HacTosien cTtaTbe - 3asBMTENb) NpeacTaBnsdeT B YNOMHOMOYEHHbIM defeparnbHbli OpraH UCMOMHUTENBHON
BMacTu 3asiBlIEHNe O BHECEHWMM TakMX M3MEHEHUN NO (OpMe, YCTaHOBIEHHOW YMOHOMOYEHHbIM dheaeparnibHbIM
OpraHoM WUCMOSTHUTENBHOWM BracTu, U Npuraraemble K HeMy M3MEHEHUS! B yKasaHHble JOKYMEHTbI, a Takke OOKYMEHTHI,
NnoAaTBepXKaaroLLne HeobxoaMMOCTb BHECEHNST TAKMX U3MEHEHUI.

(B pen. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, ot 04.06.2018 N 140-93)

1.1. Tpn HeobGXoOMMOCTU BHECEHWS B [OOKYMEHTbI, coAepalluecss B PerncrpauMoHHOM [ocbe Ha
3aperMcTpUpoBaHHbIV NIeKapCTBEHHbIN NpenapaT A MeAUUMHCKOTO MPUMEHEHUS, U3MEHEHMWIN, YKa3aHHbIX B MyHKTE 3
YacTu 2 HacTosien cTaTbuM U TPebylWmMx NpoBedeHMsT SKCMEepTM3bl KayecTBa NeKapCTBEHHbIX CPeAcTB, 3asBUTENb
OOMNOMHUTENBHO NPEeACTaBNsAeT B YNOMHOMOYEHHbIN dheaepanbHbIi OpraH UCMOMHUTENBHOW BRacTy KOMUIO NULEH3UN Ha
NPOM3BOACTBO JE€KAPCTBEHHbLIX CPEACTB UMW KOMUIO 3aKMYeHUst O COOTBETCTBUM MPOM3BOAUTENS FEeKapCTBEHHbIX
cpeacTte TpeboBaHusM npaBun Haanexawen NpPOM3BOACTBEHHOW MNPaKTUKK, BblAAHHbLIX YMNOMHOMOYEHHbLIM
denepanbHbIM OPraHOM MCMONTHUTENBHON BIIAaCTM B OTHOLLUEHUN M3MEHEHHON M1 (UNN) AOMOSIHEHHOW NPOU3BOACTBEHHOMN
nrowagkM nekapcTBEHHOrO npenapara, B Criydae, ecnv Npou3BOACTBO NIEKAPCTBEHHOIO Mpenaparta OCYLUECTBMSIETCS B
Poccuiickon ®egepaummn, nmbo Konvio BblAAHHOW YMNOTHOMOYEHHBIM OpraHOM CTpaHbl NMPOM3BOAUTENS JMLEH3MU Ha
Npon3BOACTBO NEKAPCTBEHHOIO Npenapara u ee nepeBon Ha PYCCKUIA A3blK, 3aBEPEHHbIe B YCTAHOBMEHHOM Mnopsake, a
Takke KOMMUIKO 3akKrYeHMs O COOTBETCTBUM MPOU3BOOMTENS JEeKAapCTBEHHbIX CpeacTB TpeboBaHWAM MpaBun
Hagnexallen nNpPou3BOACTBEHHOW MPaKTWUKKU, BbIOAHHOIO YMOMHOMOYEHHbIM deaepanbHbIM OPraHOM WCMONMHUTENBHON
BMacTu B OTHOLUEHWM W3MEHEHHOW W (Mnv) OOMNOMHEHHOW MPOU3BOACTBEHHOW MMOLWAAKM NEKapCTBEHHOro npenapara,
UMM KOMUIKO peLleHus YNONMHOMOYEHHOro deaepanbHOro opraHa WMCNOMHUTENbLHOW BracTu O MNPOBEAEHUU
WHCNEKTMPOBAHUS NPOU3BOANTENS NEKAPCTBEHHbIX CPEACTB B Cyyae, eCnu npou3BOACTBO NeKapCTBEHHOro npenapata
ocyulecTanserca 3a npegenamm Poccuinckon degepaumm.

(vyacTtb 1.1 BBegeHa depeparnbHbiM 3akoHOM oT 04.06.2018 N 140-93)

1.2. Tpn HeobGXoOMMOCTM BHECEHWS B [OOKYMEHTbI, coAep)Kalluecss B PeruncrpauMoHHOM [ocbe Ha
3apEermcTpUpOBaHHbIA NIeKapCTBEHHbIN NpenapaT Ansi MEeAULMHCKOrO MPUMEHEHUS!, U3MEHEHWNN, yKa3aHHbIX B MyHKTe 4
yacTu 2 HacTosiwen cTaTbuM U TPebylWmMx NpoBedEeHMs 3KCMepTM3bl KayecTBa NeKapCTBEHHbIX CPeAcTB, 3asBUTENb
OOMNOMHUTENBHO NPEeACTaBNsAeT B YNOMHOMOYEHHbIN dheaepanbHbIi OpraH UCMOMHUTENBHOW BracTy KOMUIO NULEH3UN Ha
NPOM3BOACTBO JEKAPCTBEHHbLIX CPEACTB UMM KOMWIO 3aKMYeHUss O COOTBETCTBUM MPOM3BOAUTENS FEKapCTBEHHbIX
cpeacTe TpeboBaHusAM MpaBun Haanexalwen NpOM3BOACTBEHHOW MNPaKTUKK, BblAAHHBLIX YMNOMHOMOYEHHbLIM
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denepanbHbIM  OpraHOM  UCMOMHUTENbHOW BNacT B OTHOLLUEHUW MPOW3BOACTBEHHOW NMOWAAKM NeKapCTBEHHOro
npenapaTa, B criyyae, ecrnv NpPOU3BOACTBO JIEKAPCTBEHHOrO Npenaparta ocylwectensetcs B Poccuiickon Penepauuu,
nmbo Konuk BbI4AHHOW YMOSTHOMOYEHHbLIM OpraHoM CTpaHbl MPOU3BOAUTENS NULEH3UUW Ha NPOU3BOACTBO
NeKkapcTBEHHOro npenapata U ee NepeBof Ha PYCCKUI SA3blK, 3aBepPeHHbIE B YCTAHOBIIEHHOM MOpsiAKe, a Takke KOMuto
3aKMo4YeHnss O COOTBETCTBMM NPOU3BOAUTENS NEeKapCTBEHHbIX cpeacTB TpeboBaHMAM nNpaBun Hagnexalwen
NPOW3BOACTBEHHON MpPaKTMKWU, BbIOAHHOIO YMNOMHOMOYEHHbIM deaeparnbHbiM OpPraHOM UCMOMHMTENbLHOW BnacTn B
OTHOLUEHMN NPOM3BOACTBEHHOW NNOLWAAKN NeKapCTBEHHOrO MpenapaTa, WM KOMWI0 PeLleHUs YNONTHOMOYEHHOro
denepanbHOro opraHa MCMONMHUTENbHON BMacTM O MPOBEAEHUN WHCMEKTMPOBAHMSI NMPOWU3BOAUTENS NEeKapCTBEHHOro
cpeacTBa B crlyyae, ecrnv NpPOM3BOACTBO IEKApCTBEHHOrO MnpenapaTta ocyllecTBnsieTcss 3a npegenamu Poccuiickon
depepauuu.

(vacTb 1.2 BBegeHa PenepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

1.3. TlpuHATME peLlleHns O BHECEHUU WU3MEHEHUA UM 00 OTKase BO BHECEHUN W3MEHEHWUIA B [OOKYMEHTHI,
cogepXaluecsa B perncTpauuMoHHOM OOCbe Ha 3aperncTpupoBaHHbLIN NEKApCTBEHHbIV NpenapaTt Anst MeauLMHCKOro
NPUMEHEHUs1, B cry4ae HeobXOOUMOCTU MNPOBEAEHMST SKCNEepTM3bl KadecTBa JIeKapCTBEHHbLIX CpPeactB U (Mnu)
3KCNEepPTM3bl OTHOLLUEHUS OXMAAEMOW MNOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npenaparta Ans
MEOULMHCKOIO MPUMEHEHMST OCYLLIECTBIISIETCS B CPOK, HE MPEBbILWAKLWMN OEBAHOCTa pabounx gHEW, a B OCTalbHbIX
cryyasix B CpOK, He MpeBbllakrolWmi Tpuauatn pabounx OHeW CO AHA MPUHATUS YNONTHOMOYEHHbIM dedeparnbHbIM
OpraHoM UCMOSTHUTENBHON BNacTu 3asBNEHNSI O BHECEHMM TakUX U3MEHEHUI.

(vyacTtb 1.3 BBegeHa defeparnbHbiM 3akoHOM OT 04.06.2018 N 140-93)

2. 3KcnepTM3a NEeKapCTBEHHbIX CPeACTB B 4acTWM 3KCMEPTM3bl KayecTBa NEKapCTBEHHOro cpeactesa u (Mnw)
3KCNEepTU3bl OTHOLLUEHUS OXMAAEMOW MNOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS feKkapCTBEHHOro npenaparta Ans
MEAULMHCKOrO MNpPUMEHEHUA MNPOBOAUTCS B Cryyae BHECEHWS WU3MEHEHWN B [AOKYMEHTbl, coAepxalinecs B
perncTpaumoHHOM A0Cbe Ha 3aperncTpmpoBaHHbIA NEKapCTBEHHbIN Npenapat, B OTHOLLEHWUN:

1) cBeaeHWI, ykasaHHbIX B MHCTPYKLMK NO MEOULMHCKOMY NPUMEHEHUIO NNeKapCTBEHHOrO npenapara:

a) nekapcTBeHHas opma C ykasaHMeM HauMEHOBaHWMA U KONMMYECTBEHHOrO COCTaBa [EeWCTBYIOLWNX BELLECTB U
Ka4yeCTBEHHOIo cocTaBa BcrnomMoraTtefbHbIX BewecTs (MpyM HEOBXOAMMOCTU KONMMYECTBEHHOIO COCTaBa BCMOMOraTerbHbIX
BELLECTB);

0) dapmakogmHamuka M apmMakoKMHeTuka (3a UCKNKYEeHMEM (apMaKOKMHETUKM FOMeOoNnaTUyYeCcKnx
NeKkapCTBEHHbIX NPenapaToB U pacTUTENbHbIX NTEKapCTBEHHbIX NpenapaToBs);

B) MoOKa3aHus Ans NPUMEeHeHNs;

r) npoTMBoMnokKasaHus Ans NPUMEHEHUS;

[) Mepbl NPegOCTOPOXHOCTU MPU NPUMEHEHUN;

€) yKkasaHue BO3MOXHOCTM U OCOBEHHOCTEN NPUMEHEHUS NEKapCTBEHHOro Mpenapata Ans MeauUMHCKOro
NPUMEHEHNST GepeMEHHbIMU KEHLMHAMK, XEHLMHaAMW B Mepuon TpPyAHOro BCKapMNMBaHUS, OETbMW, B3POCIbIMMU,

MMEIOLLIMMUN XpoHUYeckre 3abonesaHuns;

X) PEXUM O03UPOBaHMS, cnocobbl BBEAEHMS N MPUMEHEHUS, NPU HEOBXOAMMOCTM BpeMS npuema NekapCTBEHHOIO
npenapara, NPOAOIDKUTENBHOCTb NIEYEHUS, B TOM YniChne y AeTel A0 U Nocne O4HOro roAa;

3) BO3MOXHble NOO0YHbIE OEUCTBUS U HEXenaTernbHble peakuuy Nnpu NpuMeHeHUn rekapcTBEHHOro npenapara;
1) CUMMNTOMbI NePeno3MPOBKU, MepPbI MO OKa3aHUIO MOMOLLM NPU Nepeno3npoBKe;

K) B3auMoaencTeme ¢ ApYrumMy NekapcTBEHHbIMM NpenaparaMu 1 (Mnu) NULEeBLIMA NPOAYKTaMK,;

) hopMbl BbiNycka fekapCTBEHHOro npenapara;

M) ykasaHue (Npu HeobxoaMMoCTN) 0COBEHHOCTE AEACTBUS NIEKapCTBEHHOTO NpenapaTa npyu NepeoM npuemMe unm
npu ero oTMeHe;

H) cBegeHnd 0 BO3MOXXHOM BITMAHUK NTEKAPCTBEHHOIO npenapara anda MeamumHCKOro npuMeHeHuna Ha cnocobHoCTb
ynpaenATb TPAHCNOPTHbIMU CpencTBaMn, MeXxaHU3MaMu;

0) CPOK FOAHOCTU M yKasaHue Ha 3anpeT NpMMeEHeHNs NIekapCTBEHHOTO Npenapara no UCTEYEHNN CPoKa roAHOCTY;
M) yCNoBUS XpaHeHus:;
p) YCIOBUS! OTMNYCKa;

2) cocTaBa fekapCTBEHHOrO npenapara Ans MEAULMHCKOrO NPYMEHEHUS;
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3) N3MEHEeHNA MecTa Npon3BoaACcTBa JIeKapCTBEHHOIO npenaparta anla meanunHCKOoro npuMeHeHua,;

4) M3MeHeHVs noKasaTenel kayecTBa JIEKAPCTBEHHOrO npenapata Anis MEQUUMHCKOro MpuMeHeHust u (Mnu)
METO[OB KOHTPOIS KayecTBa NeKapCTBEHHOTO Npenapara Ans MeAULIMHCKOTO NPUMEHEHNS;

5) usmeHeHusi cpoka ro4HOCTM JIeKapCTBEHHOrO npenaparta Ans MeAuLUHCKOTO NPUMEHEeHWS;

6) ceegeHuM O HeobXxOOUMOCTU BHECEHWS WHbIX W3MEHEHWA B WHCTPYKUUIO MO MEOULUHCKOMY MPUMEHEHMIO
NeKapcTBEHHOro npenapata, a TakkKe B MHble [OKYMEHTbl, COAepXallnmecs B PerncTpaumoHHOM [OCbe Ha
3aperMcTpupoBaHHbIi NeKapCTBEHHbIA npenapaT. [lpy 3TOM pelleHue O NPOBEAEHUM IKCMEPTM3bl KavecTBa
NEeKapCTBEHHbIX CPeACTB M (MUNM) IKCMEepPTU3bl OTHOLLIEHMSI OXWMOAEMOMW MOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS
NeKapcTBEHHOro npenapara Ans MeOUUUHCKOro MPUMEHEHUA MNPUHUMAETCS B COOTBETCTBUM C YTBEPXKOEHHOMN
YNOMMHOMOYEHHbIM befepanbHbiM  OpraHoM WCMOSTHUTESNBHOW BRacTu Knaccudukaumen U3MeHeHU, BHOCUMbIX B
OOKYMEHTbI, cogepXallnecs B permcTpaumMoHHOM A0Chbe Ha 3apermcTpypoOBaHHbIN JIEKapCTBEHHbIV Npenapar.

(vacTb 2 B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. C 3agdBrneHneM O BHECEHWM WU3MEHEHWA B AOKYMEHTbl, codepXalimecs B PpPerncrtpaumMoHHOM [OCbe Ha
3aperncTpupoBaHHbIV NeKapCTBEHHbIN NpenapaT Ans MeAWLMHCKOro NPpUMEHEHUS, Hapsay ¢ AOKYMEHTaMu, yKasaHHbIMU
B 4Yactm 1 HacTosiwen cTaTbu, 3aABUTENb MpeacTaBnseT KOMWU [OKYMEHTOB, MNoATBepXAawwux ynnaTty
rocygapcTBeHHOW MOWMNMHbI 3a BHECEeHMe B [AOKYMEHTbl, cogepxalwuecs B perncrtpaunmoHHOM JOCbe Ha
3aperncTpupoBaHHbIV NeKapCTBEHHbIN NpenapaT Ans MeAMUMHCKOro NPUMEHEHUS, U3MEHEHUI, TpebyoLwmnX NpoBeaeHUs
3KCNEepTU3bl NIEKapCTBEHHbIX CPEACTB B YacCTW SKCMEepTM3bl KayecTBa NEKapCTBEHHOro CpeactBa U (MNn) aKCnepTusbl
OTHOLLEHMS OXMOAEMOW MOoMb3bl K BO3MOXHOMY PUCKY MPUMEHEHWS NeKapCTBEHHOro npenaparta Ans MeauLUUHCKOro
NPUMEHEHUs1, rocy4apCTBEHHON MOLUSMHLI 38 BHECEHWE B OOKYMEHTbI, coepXalmecs B perMcTpaumoHHOM AoCbe Ha
3aperncTpMpoBaHHbIM  MleKapCTBEHHbIV npenapaTr Ans MEeOULMHCKOrO MPUMEHEHUS, WU3MEHEeHWW, He TpebyroLwmx
NpOBEAEHUsT SKCNepTU3bl NeKapCTBEHHOro cpeacTea, nubo BhnpaBe npeacTtaBuTb MO COBCTBEHHOW MHMUMATMBE
yKasaHHble OOKyMeHTbl. B cnyvae ux HenpeacTaBneHWs yMNoOMHOMOYEHHbIW dhedepanbHbi opraH WMCMNOMHUTENbHON
BracTu npoBepsieT akT ynnaTbl roCyAapCTBEHHbIX NOLWWSMH 3asBMTeNeM NocpeacTBOM MCMNOMb30BaHWSA nHgopmaummn oo
ynnaTe rocygapCTBeHHbIX MOLWUMUH, cogepxallencs B FocyaapcTBEHHOW NHAPOPMALIMOHHON CUCTEME O rOCYAapCTBEHHbIX
N MyHUUMNAnbHbIX Nnatexax, Ha OCHOBaHWW NPEACTaBMEHHbIX 3asBMTENeM KOMWMN OOKYMEHTOB, NOATBEPXAatoLLMX
ynnary rocyAapCTBEHHON MOLLMNHbI.

(vacTb 3 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4. B TedyeHne gecsaTtn pabounx gHEeN Co OHS MOCTYNNEHUS YKa3aHHOro B YacTy 1 HACTOsILEN CTaTby 3asiBMEHUS U
HeobX0AMMBIX LOKYMEHTOB YMONTHOMOYEHHbIV dhefepanbHbli OpraH NCMONHUTENBHOW BNACTy:

1) NPOBOAMT MPOBEPKY MOSNHOTbI M OOCTOBEPHOCTM CBEAEHW, codepaliuxcsl B MPeAcTaBreHHbIX 3asiBUTENEM
maTepvanax;

2) NPUHMMAaET pelleHne O nposedeHnn yKa3aHHbIX B 4acCTu 2 HacTosllen cTaTbu COOTBETCTBYHOLLMX IKCNEepTn3
NeKapCTBeHHOro cpeacrtea umn 00 oTKase B nx npoBegeHnun;

3) yBeOOMISIET B 3MEKTPOHHOM UMM NMUCbMEHHOW (hopMe 3asIBUTENSI O MPUHSTOM PELLUEHUM UMK B CryYae NMPUHSATUS
pelleHns o6 oTkase B NPOBEAEHNM COOTBETCTBYHOLLEN 3KCNEPTU3bI C YKazaHWEM NPUYMH TaKkoro oTKasa.
(B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4.1. B cnyyae BbISIBNEHUS HEQOCTOBEPHOCTM CBEAEHUN, codepXaluMxcs B NPEACTaBreHHbIX 3asBUTernem
mMaTepuanax, yrnonHOMOYEHHbIV dedeparnbHbll opraH WCMONHUTENBHOW BRacTy HanpaenseT 3assuTento 3anpoc o6
YTOYHEHWM yKa3aHHbIX cBeaeHuin. JaHHbIn 3anpoc MoxeT BblTb NepedaH ynonHOMOYEHHOMY NPeAcTaBUTENIO 3asBUTENS
NINYHO MOA4 pacnucKy, HanpasfeH MO0 noyTe 3aka3HblM MNUCbMOM WM nepedaH B 3JNEKTPOHHOW dopme Mo
TEeNeKoMMYHUKaLUMOHHbIM KaHanam cBs3u. B crnyyae HanpaBneHust gaHHOro 3anpoca Mo noyte 3akasHbiM NMMCbMOM OH
CYMTaeTCcs NOMyYeHHbIM MO UCTEYEHWM LLECTM OHEN C AaTbl HanNpaBneHWs 3aKkasHoro N1cbma.

(vyacTtb 4.1 BBegeHa depeparnbHbiM 3akoHOM OT 25.11.2013 N 317-93)

4.2. 3anBuTenb 06513aH NpeAcTaBUTb OTBET Ha 3anpoc YNOfIHOMOYEHHOro dyefieparnbHOro opraHa UCMONMHUTENbHOM
BracTu B CPOK, He MpeBbllaloWmi AeBsaHocTa paboumx gHer co OHS noryyYeHus gaHHoro 3anpoca. Cpok, ykasaHHbI B
yacTm 4 HacToswew cTaTbl, NPUOCTaAHaBNMBAETCA CO [OHA HanpaBneHusl 3asBUTENto 3anpoca YnOSTHOMOYEHHOro
hefepanbHOro opraHa UCMOMHUTENbHOW BNAacTu A0 AHSA MONyYeHVUs UM OTBETa Ha AaHHbIA 3anpoc U He YYUTbIBaeTcs
MPU UCHUCINEHNN CPOKA NPUHATUS PELLEHUS O BHECEHUN U3MEHEHUI B AOKYMEHTbI, CogepXallmecss B permcTpaLmoHHOM
00Cbe Ha 3aperncTpupoBaHHbIN NeKapCTBEHHbLIV Npenapar A8 MEAULMHCKOro NpUMEHEHMS.

(vacTb 4.2 BBegeHa PegeparnbHbiM 3akoHOM OT 25.11.2013 N 317-d3)

5. OcHoBaHveM Ons oOTKasa B MNpoOBeAEeHWM YKa3aHHbIX B 4YacTW 2 HACTOsLLEeN CTaTbW 3KCNEepTU3 SABNSETCS
npencTaBrneHne OOKYMEHTOB, MNepeyvucrnieHHblx B 4Yactax 1 m 3 HacTosiwewn ctaTtbu, B HenonHoMm obbeme,
HenpeacTaBneHne 3asBUTENEM B YCTAHOBIIEHHbIA CPOK OTBETA Ha YKalaHHbIA B YacTu 4.1 HacTosAwen ctatby 3anpoc
YyNOMHOMOYEHHOrO d)eepanbHOro opraHa MWCMOMHMTENbHOW BRacTu, a Takke OTCYTCTBME B NpeAcTaBreHHbIX
OOKYMEHTax [AOCTaTOYHbIX CBeAEeHWI, NoaTBepXAallwmux HeoOXOoAMMOCTb BHECEHMS W3MEHEHWIW, WKW OTCYTCTBUE
WHpopmaLmm, noaTeepaaoLLen akT ynnaTbl roCyaapCTBEHHbIX MOLUMWH, YKa3aHHbIX B 4acTU 3 HaCTOSILLEN CTaTbW.
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(B pea. PenepanbHbix 3akoHOB OT 25.11.2013 N 317-93, o1 22.12.2014 N 429-93)

6. YKasaHHble B 4acTu 2 HacTosLWEeN CTaTbW 3KCNepTu3bl NPOBOAATCA B Nopsgke, YCTaHOBEHHOM cTaTben 23
HacTosiwero PeaepanbHOro 3akoHa.

7. B cpok, He MpeBblaloWni AecaTtn paboumx OHEN CO OHSA MOJTyYEeHUS 3aKITYEeHUIA KOMUCCUIA 3KCMEpPTOB MO
pe3ynbrataM yKas3aHHbIX B 4acTU 2 HaACTOsILeW cTaTbM 3KCNEepTU3, YMONTHOMOYEHHbIV degepanbHbI OpraH
WCNONHUTENbHOW BacTu:

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) NnpyHMMaeT pelleHne O BHECEHUM U3MEHEHWN B AOKYMEHTbI, COAepXalluecs B perncTpaumMoHHOM OCbe Ha
3apeFI/ICTpVIpOBaHHbII7I J'IeKapCTBeHHbIVI npenapaT anda megunumnHcKoro npmmeHeva, nnn 06 OTKa3e BO BHeCEeHUN TaKux
N3MEHEHUN;

2) BHOCUT B roCyAapCTBEHHbIN PEeCTp NeKapCTBEHHbIX CPEACTB HA OCHOBAHUN peLUeHNs O BHECEHUN U3MEHEHWI B
OOKYMEHTbI, coAepXaliMecs B perncTpauMoHHOM AOCbe Ha 3aperMcTpyMpoBaHHbIN feKapCTBEHHbIV npenapart Ans
MEAMLMHCKOro NPUMeEHeHUs, HeobxoanMble U3MEHEHMS 1 BO3BPALLAET UX 3asBUTENIO;

3) BblOaeT 3asABMTENO HOBOE PErmcTpauuoHHOe yOOCTOBEPEHNE NIEKAapPCTBEHHOMO Npenaparta B cliydae U3aMeHeHust
CBeAEeHU, cogepKaLlMXxcs B HEM.
(n. 3 BBegeH denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

8. OcHoBaHMeM ansi oTka3a BO BHECEHMW U3MEHEHUI B OKYMEHTbI, COAEPXKALLMECS B PEMMCTPALVMOHHOM JOChE Ha
3aperucTpupoBaHHbIN NeKapCTBEHHbIA npenapat ANns MeAUUWHCKOro MPUMEHEHMUd, SBMSETCs 3aknideHune
YNOJTHOMOYEHHOIo (bep,epaanoro opraHa WCMNONMHUTENBHON BNACTN O BO3MOXHOCTWN CHUXKEHUS 663OI'IaCHOCTI/I, Ka4yecTBa,
3 PEKTUBHOCTM NIEKAPCTBEHHOMO CPeACTBa B Clly4yae BHECEHUS TakUX N3MEHEHUN.

9. OonyckaeTcst obpalleHne nekapCcTBEHHbIX NpenapaToB AN MeQULMHCKOrO NMpUMEHEHMUS A0 UCTEYEHUS] CPOKa
rogHOCTU, MPOU3BEAEHHbIX B TEYEHNE CTa BOCbMUAECATU AHEW Nocrne AaTbl MPUHATAS YNONHOMOYEHHbIM defeparnbHbIM
OpraHoM MCMONHUTENbLHOW BNAcTW PELUEHUS O BHECEHUW U3MEHEHWUIA B JOKYMEHTbI, CoAepXKallMecs B permcTpaLMoHHOM
[ocbe, B COOTBETCTBUM C MHGOPMALMEN, coaepKallencs B JOKYMEHTaxX PerncTpaumoHHOro 40Cbe Ha NekapCTBEHHbIN
npenapart 40 AaTbl NPUHATUS TaKOro peLLeHus.

(vacTb 9 B peq. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

Ctatbsa 31. BHeceHMe u3MeHEeHWM B [OKYMEHTbl, coAepXaluecsa B PerucTtpaumoHHOM [OCbe Ha
3aperncTpupoBaHHbIN NIeKapCTBEHHbIN Npenapar AN BeTePUHapPHOIro NpMMeHeHUs

1. B uenax BHeCeHUs W3MEHEeHWN B [OOKYMEHTbl, cojepxalwumecsa B perucTpaumMoHHOM [oCbe Ha
3aperucTpyMpoBaHHbIf  feKapCTBEHHbIA npenapaTt Afns BeTepUHapHOro MpUMEHEHWs, gepXaTenb wnu Brageney
perncTpauMoHHOro YAOCTOBEPEHUSA NIEKapCTBEHHOrO npenapaTta WM ynonHOMOYEHHOe UM Apyroe topuauydeckoe nuuo
(Oanee B HacTosien cTaTbe - 3asiBMTENb) NpeacTaBnseT B YNONHOMOYEHHbIM deaepanbHbli opraH UCNOMHUTENLHON
BMacTu 3asiBlieHne O BHECEHUMM TakMX M3MEHEeHUn no opme, YCTaHOBIEHHON YMNOMHOMOYEHHbIM deaepanbHbIM
OpraHOM UCMOMHUTENbLHOW BRAcTW, U Npunaraemble K HeMy U3MEHEHUS B yKasaHHble JOKYMEHTbI, a TaKkke AOKYMEHThI,
nogTBepXxaatowne HeobXxoaMMOCTb BHECEHUS Takux W3MeHeHu. [lpn HeobxoouMOCTM BHECEHUS W3MEHEHWN B
AOKYMEHTbI, coAepXaliMecs B pPerncTtpauMoHHOM [OCbe Ha 3aperMcTpyMpoBaHHbI feKapCTBEHHbIV npenapar Ans
BETEPUHAPHOIO MNPUMEHEHUA, B cryyYyasXx WU3MeHeHua u (Unu) AONOSIHEHUS NPOU3BOACTBEHHOW MMoWaaku
NeKkapcTBEHHOro CPeACcTBa, a Takke U3MEeHeHMs nokasaTernen KayecTBa NekapCTBEHHOro npenapara Ans BeTepMHapHOro
NPUMEHEeHMs 1 (UnNM) METOAOB KOHTPONS KavecTBa feKapCTBEHHOro npenapata Ans BeTepUHapHOro MpUMEHEHUs
3aABuTENb AOMNOMHMTENbHO MpPEeAcTaBnseT B YMNOMHOMOYEHHbIN begepanbHbIl OpraH MCNOMHMTENbHON BRAacTU
criegyoLwme JOKYMEHTbI:

1) Konma JInuueH3nnm Ha npou3BoACTBO JiEKapCTBEHHbIX CpencTts, BblJaHHOMN npon3BoaAnNTENTIO JNeKapCTBEHHOIO
npenapara ana BetepnHapHoro npumMmeHeHud, onsa pOCCVIIZCKI/IX npowsso,u,meneﬁ;

2) Konus NULEH3NN Ha MPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB, BblAaHHOW MPOU3BOAUTENO hapmMaueBTUYECKON
cybcTaHuum, BXogsiLe B COCTaB JIEKAPCTBEHHOrO npenaparta Ansi BETEPUHAPHOINO MPUMEHEHWs, ANsi POCCUACKUX
npousBoanTenen;

3) KonmuA [OOKYMeHTa, BbIAAHHOIMO YMONMHOMOYEHHbIM OpraHoM CTpaHbl MNPOVM3BOAUTENS ANA KaXaou
NPOM3BOACTBEHHOWN MNOLLAAKM NEKAPCTBEHHOrO MNpenapata Ans BETEPUHAPHOTO MPUMEHEHUS U MOATBEPXKAALLEro
COOTBETCTBME MPOM3BOAUTENS JIEKapCTBEHHOrO npenapaTta TpeboBaHWsSIM MpaBun Hagfiexallel Npov3BOACTBEHHOW
MpaKTUKK, U ero NepeBod Ha PYCCKWI A3blK, 3aBEPEHHble B YCTAHOBIIEHHOM MOPSAKE, a TakkKe KOMWsl 3aKIYeHUst O
COOTBETCTBUM MPOM3BOAMTENSA TeKapCTBEHHbLIX CpeAcTB TpeboBaHWMAM NpaBun Haanexallei Npon3BOACTBEHHOW
NMPakTUKU, BbIAAHHOIO YMNONIHOMOYEHHbIM (efepanbHbiM OpPraHoM MWCMOMHUTENBHOW BRacTv AN Kaxaou
MPOU3BOACTBEHHOM MIOLLAAKU NEeKapCTBEHHOro npenaparta Ans BeTEPUHAPHOrO NPUMEHEeHUs, NGO KOMUSi peLleHnst o
MPOBEOEHUN VHCMEKTUPOBAHUSI MPOU3BOAUTENS NEKAPCTBEHHbBIX CPEACTB, MPUHSATOTO YNOMHOMOYEHHbIM dheepasibHbIM
OpraHoOM WCMONTHUTENbHON BRacTM Ans KaXgol MPOM3BOACTBEHHOW NOWAAKM JeKapCTBEHHOro npenapaTta Ans
BETEPUHAPHOIO NpUMeHeHusl. YkaszaHHble [OKYMEHTbl NpeacTaBnsoTCs B Cryyae, ecnii Npou3BOACTBO fleKapCTBEHHOIo
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npenapara ana setTepunHapHoro npumMmeHeHmna oCyLecCTBIIAETCA 3a npeaenamm Poccuinckon CDep,epau,MVl;

4) Konusi [OKYMEHTa, BblOAHHOMO YMOSIHOMOYEHHBIM OpraHOM CTpaHbl MNpousBoauTenst dapmaleBTUYECKON
cybcTaHUMM 1 NOATBEPKAAMOLWErO COOTBETCTBUE NPOM3BOANTENSA (dapMaLEeBTMYECKON CyOCTaHUMKM, BXOASLLEN B COCTaB
riekapCcTBEHHOro rnpenapata Anis BeTEpUHapHOro NpuUMeHeHusl, TpeboBaHMsIM NpaBun Hagnexalleln Npou3BoOACTBEHHOM
NpaKkTUKK, U ero NepeBof Ha PYCCKUI SA3blK, 3aBEPEHHbIE B YCTAHOBNIEHHOM MOPSAKE, B Criyyae, ecnv Mpou3BOACTBO
dapmaLeBTMYeCcKon cybcTaHLmMmM OcyLLEeCTBNSETCS 3a npeaenamu Poceuiickon degepaumu.

(vyacTtb 1 B pen. PepepanbHoro 3akoHa ot 04.06.2018 N 140-93)

1.1. B cnyyae u3mMeHeHus u (Unv) AOMOSMHEHUS NPOM3BOACTBEHHOM MMOLWAAKU JEKAPCTBEHHOrO cpeacTsa
OOKYMEHTbI, yKasaHHble B YacTh 1 HacTosiwen ctaTby, NPeacTaBnsOTCA 3asBUTENEM B OTHOLLEHUN U3MEHAeMOon u (Mnn)
OOMONHAEMON NPOM3BOACTBEHHOM MNNOLWAAKW NeKapCTBEHHOro cpeacTtea. PelueHne O BHECEHUM W3MEHEHUIA B
OOKYMEHTbI, cofepXallmMecss B permcTpaumoHHOM [0Cbe Ha 3aperMcTpupoBaHHbIA NeKapCTBEHHbIV npenapar angd
BETEPUHAPHOIO MPUMEHEHUs, nnn ob oTKase B MX BHECEHUU MPUMHMMAETCA B Cnydyae HeobXoaMMOCTM MNpoBeaeHUs
3KCNepTU3bl NTEKAPCTBEHHOIO CPeACTBa B CPOK, HE MpeBbillalolWmi AeBsHOCTa paboynx HEN, a B OCTarnbHbIX Cryyasx B
CPOK, He MpeBblalWNA Tpuauatu paboumx OHEeW CO OHSA MPUHATUSA YNONMHOMOYEHHBIM deaeparnbHbIM OpraHoMm
NCMONHUTENbHOW BNAacTu 3asBMNeHNss 0 BHECEHUUN TaKNX U3MEHEHUN,

(vyacTtb 1.1 BBegeHa defeparnbHbiM 3akoHOM OT 04.06.2018 N 140-93)

2. B cnyvyae BHeceHWss u3MEHEHUI B OOKYMEHTbl, cofepxalmecsas B PerncTpaumoHHOM [AOCbe Ha
3aperncTpupoBaHHbIA NeKapCTBEHHbLIN NpenapaTt Anst BETEPUHAPHOro NPUMEHEHUS, B OTHOLLEHUN CBEAEHWI, YKa3aHHbIX
B nognyHkTax "e", "x", "k", "n", "n", "c", "x" nyHkTa 7 yactu 3 ctatbu 17 HacTosiwero PeaepansHOro 3akoHa, MU3AMEHEeHUs n
(wnn) pononHeHMst NPOWM3BOACTBEHHOW MIOLWAAKM JIEKAPCTBEHHOINO CPEACTBA, a TakkKe B Cllyyae W3MEHEeHus
rnokasaTernen KadyecTBa JI€KapCTBEHHOro npenaparta [Ofsi BETEPUHAPHOIO MPUMEHEHUs K (MM) METOOO0B KOHTPONS
KayecTBa neKapCTBEHHOro Mnpenapara Afsi BETepPUHAPHOro NPUMEHEHWs MPOBOAUTCS 3JKCMepTu3a IeKapCTBEHHOMO
cpeacTBa Onsi BETEPUHAPHOrO MpuMMeHeHusi. B cnyyae HeoOXoOMMOCTM BHECEHUS MHbIX W3MEHEHWA B OOKYMEHTHI,
coaepxalmecs B permcTpauuoHHOM [OCbe Ha 3apermcTpupoBaHHbIV NEKAPCTBEHHbIM NpenapaTt Afs BETEPUHApPHOro
NPUMEHEHNS, SKCMEPTN3a NNEKAPCTBEHHOIO CPEACTBA 41151 BETEPUHAPHOIO NMPMMEHEHMWS HE MPOBOAUTCA.

(B peq. PegepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, o1 22.12.2014 N 429-93)

3. C 3asBneHMeM O BHECEHMM W3MEHEHMI B [OKYMEHTbI, coaepalmecs B permcTpauMoHHOM [ocbe Ha
3aperucTpupoBaHHbIN NEeKapCTBEHHbIN npenapaTt Afs BeTepUHAPHOro MNpPUMMEHEHUs, Hapsaady C AOKYMeHTamu,
yKa3aHHbIMW B YacTu 1 HacTosILLEN CTaTbW, NPEACTaBNsATCS OOKYMEHTbI, NOATBEPKAAOWME ynnaTy rocyaapCTBEHHON
MOLWMMHbI 3a BHECEHWE B [LOKYMEHTbl, CodepXaliMecs B pPerucTtpauMoHHOM [AOCbe Ha 3aperMcTpyMpoBaHHbIN
NeKapcTBEHHbIN npenapaTt Afsi BETEPUHAPHOIO MNPUMEHEHUS, U3MEHEHWI, TPeOyloLWNX NPOBEAEHUs] 3KCMepTU3bl
NeKkapcTBEHHOro cpeacTtea AN BETEPUHAPHOTO NPUMEHEHMS, UNN U3MEHEHUN, He TpebyoWwmnx NpoBeaeHUs1 3KCNepTH3bl
NeKkapcTBEHHOro CpeacTBa Ars BETEPMHAPHOIO NPUMEHEHUS.

(B pea. PenepanbHoro 3akoHa ot 22.10.2014 N 313-03)

4. B cpok, He npeBblaWmi AecaTn paboumx OHEN CO OHA MOCTYMNSIEHMS yKaszaHHOro B 4acTtu 1 HacTosLien
cTaTby 3asBNEHNst U HEOOXOAMMbBIX JOKYMEHTOB, YNONHOMOYEHHbIN hefepanbHbii OpraH UCMONMHUTENBHOW BNACTU:

1) NPOBOAMT NMPOBEPKY MOSNHOTLI M OOCTOBEPHOCTW CBEAEHWA, codepXalluxcs B NpPeacTaBfeHHbIX 3asiBUTENEM
[OKYMEHTaXx;

2) NpUHUMAET peLleHne O NPOBEAEHUN IKCMEPTM3bI IeKapCTBEHHOrO CpeacTBa AN BETEPUHAPHOIO NPUMEHEHNS
nnu ob oTkase B ee NpoBeaeHUH;

3) yBEOOMITAET B NMUCbMEHHOM cbopme 3adaBuTend O NPUHATOM pelleHUn Unm B criydae NnpuHATUA pelleHnd 006
OTKa3e B npoBeneHun 3KCnepTusbl NekapCTBeHHOro cpeacrtesa AONd BeTepuHapHOro npuMeHeHua C ykasaHnmemM npuyunH
TaKOro oTKkasa.

4.1. B cnyyae BbISIBNEHUS HEOOCTOBEPHOCTU U (MNKM) HEeOOCTAaTOMHOCTU CBEAEHUN, COAepXallnxca B
npeacTaBrneHHbIX 3asBUTENEM [OKYMEHTax, YMNOSIHOMOYEHHbI denepanbHbii OpraH MCNOSIHUTENbHOW BRacTu
HanpaBnseT 3asaBUTENO 3anpoc 06 YTOUHEHMM YKa3aHHbIX CBeAEeHUN. 3anpoc MOXET ObiTb NnepedaH YrnosIHOMOYEHHOMY
npeacTaBuTenNto 3asBUTENsSt MOL PacnucKy, HanpaefeH Mo MoyTe 3aka3HbiM MMCbMOM WKW NepefaH B 3NEKTPOHHON
dopme MO TeNekoOMMYHMKALUMOHHBbIM KaHanam cBasn. B cnyyae HanpaBneHust 3anpoca 00 yTOYHEHUWM YyKa3aHHbIX
CBeJEeHWU MO NoyTe 3akasHbIM MUCbMOM OH CUYMTAETCs NOMyYeHHbIM MO UCTEYEHUU LLIEeCTU AHEW C AaTbl HanpasreHus
3aKas3Horo nucbma.

(vyactb 4.1 BBegeHa depeparnbHbiM 3akoHOM oT 04.06.2018 N 140-93)

4.2. 3aaBuTenb 00a3aH NpeacTaBUTb OTBET Ha 3anpoc YNOTHOMOYEHHOrO dheaepanbHOro opraHa UCNONMHNUTENbHOM
BMacTu B CPOK, HE NPEBbILALLNA eBAHOCTa paboynx gHEN CO AHSA NonyyYyeHns gdaHHoro 3anpoca. Cpoku, yKasaHHbIe B
yactn 1.1 HacTosilen cTaTbW, NMPUOCTAHABIMUBAKOTCS CO AHS HanpaBreHWst 3asBUTENI0 3anpoca YMNOoNTHOMOYEHHOro
denepanbHOro opraHa UCNOMHUTENBHOW BNAcTU 40 OHA MONyyYeHWs OTBETa Ha [aHHbIA 3anpoc U He YYMTbIBaAOTCS Mpu
MCYHUCNEHNN CpOKa MPUHATUA pelleHnAa O BHeCeHUun M3MEeHEeHNN B OOKYMEeHTbI, cogepXalimeca B permctpaunoHHOM
[0Cbe Ha 3aperncTpupoBaHHbI NekapCTBeHHbIN NpenapaT 4515 BETePUHAPHOIo NpUMEHEHMS.

(4yacTb 4.2 BBegeHa depeparnbHbiM 3akoHOM oT 04.06.2018 N 140-93)
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5. OcHoBaHueM Ans oTKasa B MNPOBEOEHWMM 9KCMepTM3bl NEeKapCTBEHHOrO CpeacTBa ANs BETEePMHApHOro
NPUMEHEHNS ABMSETCS NpeacTaBreHne AOKYMEHTOB, yKasaHHbIX B 4YacTsax 1 M 3 HacToswew cTaTbu, B HEMNOSTHOM
obbemMe UM oTCyTCTBME B MpeAcTaBneHHbIX AOKYMEHTax OOCTaTOYHbIX CBedeHWW, noaTBepXaalwmnx HeobxogumocTb
BHECEHWSI U3MEHEHWUI, NMMBO HenpeacTaBneHne 3asBuUTenemM B YCTAHOBMNEHHbLIV CPOK OTBETa Ha yka3daHHbIA B YacTu 4.1
HacTosLLEeNn cTaTby 3anpoc YNOMHOMOYEHHOrO deaepanbHOro opraHa UCMONHUTENBHOW BRacTw.

(B pea. PegepanbHoro 3akoHa ot 04.06.2018 N 140-03)

6. OKcnepTv3a neKapCTBEHHONO cpeacTBa AN BETEPUMHAPHOMO MPUMEHEHUST B LIENSIX BHECEHWSI U3MEHEHWI B
[OKYMEHTbI, codepXKalluMecsi B PEerucTpauMoHHOM [OCbe Ha 3apermcTpupoBaHHbIA feKapCTBEHHbIM npenapat ans
BETEPUHAPHOIO NMPUMEHEHUS, OCYLLECTBISAETCA B MOPsiAKEe, YCTAaHOBMNEHHOM cTaTtbeit 24 HacTosiwero degepanbHoro
3aKoHa.

6.1. B cpok, He MpeBbIWAaWMN NATM pabounx AHEeN CO AHA NOMyYeHUs! 3aKriYeHUs KOMMCCUMU 3KCMepToB Mo
pesynbTataMm yKa3aHHOW B 4acTW 2 HaCTOALWEW cTaTbU IKCNepTU3bl, YMNONMHOMOYEHHbLIN deaepanbHbii opraH
NCMNONMHUTENBHON BnacTu:

1) NpyHMMaeT pelueHne O BHECEHUM U3MEHEHWN B AOKYMEHTbI, COAEepXallnecs B PerncTpauMoHHOM OCbe Ha
3apEerncTpuUpoOBaHHbIA NIEKAPCTBEHHbIV NMpenapar Ansi BETEPUHAPHOro NpPUMEHEHUs], Unn 00 OTKa3e BO BHECEHMU TaKMUX
N3MEHEHUN;

2) BHOCUT B rOCY4apCTBEHHbIN PEECTP JIEKApPCTBEHHbLIX CPEACTB HA OCHOBAHUM PELLEHNSI O BHECEHUN U3MEHEHNI B
OOKYMEHTbI, cogepXaljmecs B PErMcTpauMoHHOM [0Cbe Ha 3apermcTpyMpOBaHHbIN JIEKApCTBEHHBIM MNpenapaT Angd
BETEPUHAPHOIO NPUMEHEHMUS, HEOOXOAMMbIE N3MEHEHMWS 1 BO3BPALLAET 3TN AOKYMEHTbI 3asiBUTENIO.

(vyacTtb 6.1 BBegeHa defeparnbHbiM 3akoHOM 0T 22.10.2014 N 313-93)

6.2. B cnyvyae BHeceHWs U3MEHEHUA B [OKYMeEHTbl, cojepxaluMecd B pernctpaluoHHOM [J0Cbe Ha
3aperncTpuUpoBaHHbIA NieKapCTBEHHbIN NpenapaT Ang BeTEPUHAPHOro NPUMEHEHUS, B YacTU, KacalLencs N3MeHeHns 1
(vnn) gononHeHus NPOM3BOACTBEHHOW MMOLAAKU NEKapCTBEHHOro npenapara, nNpwv NpeacTaBleHun 3asiBuTenem B
COOTBETCTBUM C MYHKTOM 3 4acTu 1 HacTodAWen CTaTbM KONUM pPeLleHust YNOoNHOMOYEHHOro defepanbHOro opraHa
WCMOSTHUTENBHON BNAacTh O MPOBEOEHNN MHCMEKTMPOBAHNS MPON3BOAMTENS NEKAPCTBEHHbLIX CPEACTB CPOK, YKa3aHHbIN B
yactu 6.1 HacTosien cTaTbW, NPUOCTAHABMNMBAETCH CO AOHS MOMNYYEHUS 3aKMIOYEHUS KOMWUCCUM 3IKCMEPTOB A0 AHS
NPUHATUSA YNOMHOMOYEHHbIM dheaepanbHbiM OpraHOM UCMOMHUTENBHOW BMACTU pelleHns o Bbldade unm o6 oTkase B
Bblgade 3akSiYeHUs O COOTBETCTBUM MPOU3BOAUTENST NEKApPCTBEHHbIX CPeacTB TpeboBaHMAM MNpaBuil Hagnexallen
NMPON3BOACTBEHHON NPaKTUKKU, HO He Boree Yem Ha CTO BOCEMbAECAT pabounx gHen.

(yacTb 6.2 BBegeHa PenepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

7. OcHoBaHWEM Ansi OTKa3a BO BHECEHUM U3MEHEHWUI B [OKYMEHTbI, COAEpKaLLMecs B permcTpaumoHHOM AOCbe Ha
3apEerncTpuUpOBaHHbIA NeKapCTBEHHbIA Npenapart Ansl BETEPUHAPHOTO MNPUMEHEHUsl, B ChyyasX, He Tpebyowmnx
NpoBeAEeHNsT IKCMEPTU3bI NTEKAPCTBEHHOTO CPEACTBA, ABNAETCA NpeacTaBneHne JOKYMEHTOB, YKka3aHHbIX B YacTax 1 n 3
HacTosiLLen cTaTby, B HEMOMHOM OObEME UMW OTCYTCTBUE B NPEACTABMNEHHbLIX JOKYMEHTaX CBEAEHWI, KOTOPbIE OOMMKHbI
ObITb B HUX OTpaXeHbl, MO0 HenpeacTaBreHne 3asiBUTENEM B YCTAHOBMNEHHbIM CPOK OTBETA Ha YKasaHHbIA B YacTu 4.1
HacTosLLEeN cTaTbyM 3anpoc YNorHOMOYEHHOIo defeparnbHOro opraHa UCNONHUTENBHOWM BNacTu.

(vacTb 7 B peq. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7.1. OcHoBaHMeM s OTKa3a BO BHECEHUM M3MEHEHWI B JOKYMEHTbI, COAepXallMecs B permcTpalMoHHOM 0Cke
Ha 3aperncTpMpOBAHHLIN JIEKAPCTBEHHbIM Npenapar Ansi BETEPUMHAPHOIO MpUMEHeHMs, B cny4vasx, Tpedylowmx
npoBeaeHNs SKCNepTu3bl NeKapCTBEHHOrO CPeACTBa, SABNSETCS 3aKkrodeHue YNonHOMOYEHHOro deaepansHoOro opraHa
WCNOMNHUTENbHOM BracTM O BO3MOXHOCTU CHWXeHuA 6e3onacHoCTW, KadecTBa, 3(EKTMBHOCTU JieKapCTBEHHOMO
npenaparta BCreACTBME BHECEHNS] UIBMEHEHUN B yKa3aHHbIE JOKYMEHTbI, OTKa3 yNOMHOMOYEHHOIo dheepanbHOro opraHa
WCMOSTHUTENBHON BracTu B Bblgaye 3aKoYeHNss O COOTBETCTBMM NPOM3BOAUTENS NEKAPCTBEHHbIX CpeacTB TpeboBaHMAM
npaBun Hagnexailen Npou3BOACTBEHHOW MPaKTUKU B Cryvyae WU3MEHEHWs 1 (Mnv) OOMOSIHEHMS MPOU3BOACTBEHHON
NnowaakM nekapcTBEHHOro rnpenapara, ecrnv MNpOM3BOACTBO JleKapCTBEHHOro npenapata Ans BeTepuHapHOro
NpUMEHeEHNs OCyLLECTBNSAETCS 3a npegenamu Poccuiickon denepauum, unu oTCyTCTBUE 3TOTO 3aKMOYEHNS.
(vacTb 7.1 BBegeHa PegepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

8. Honyckaetca obpalleHne nekapcTBEHHbIX NpenapaToB AN BETEPUHAPHOTO NMPUMEHEHMS 40 UCTEYEHUS CPOKa
rogHOCTU, NPOU3BEAEHHbIX B TEYEHNE CTa BOCbMUAECATU AHEW Nocrne Aatbl MPUHATAS YNONHOMOYEHHbIM deaepanbHbIM
OpraHoM WCMOSNHUTENbLHOW BNacTW pPeLUeHUs 0 BHECEHUN U3MEHEHUIA B JOKYMEHTbI, CoAepXKallmecs B perucTpaLMoHHOM
[OCbe Ha feKapCTBEHHbI npenapaT, B COOTBETCTBUM C MHGPOPMaUMEN, copepxkallehcs B [OKYMEHTax
perncTpaunoHHOro JOCkbe Ha NeKapCTBEHHbIV Npenapar 40 AaTbl MPUHATUS TaKOro peLUEeHUs.

(vacTb 8 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

CtaTtbs 32. OTMeHa rocyfapCTBEeHHOWN permcrpaumm nekapcTBeHHOro npenapara
PelweHne o6 oTMeHe rocyaapCTBEHHOW permcTpauumn rnekapCTBEHHOro npenapara v UCKMYEHUN NIeKapCTBEHHOMO

npenaparta M3 rocyapCTBEHHOTO peecTpa JIeKapCTBEHHbIX CPeACTB MPUHUMAaETCS YMNOMHOMOYEHHbIM heaepasibHbIM
OpraHoM MCMOSTHUTENBHON BNAacTu B Criy4Yae:
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1) NpeacTaBneHUss COOTBETCTBYIOLLMM YMOSTHOMOYEHHbIM hedeparnbHbiM OpraHoM WCMOMHWUTENBHON BRacTy
3aKIOYEHMss O pUcke Mnu 06 yrpose 300POBbIO, XMU3HM YerNoBeKa UMM KUBOTHOTO MPU NMPUMEHEHUM NEKAPCTBEHHOIO
npenapara, NpeBbIAWNX ero apdeKTUBHOCTb, NO pe3yrbTataM OCYLLECTBSEMOro UM MOHMTOpPUHra Ge3onacHocTu
nekapcTBEHHOro npenapara;

2) nogayn pepxaTtenem Wnv BnagernbLeM PermcTpalMoHHOrO yOOCTOBEPEHUsI NEeKapCTBEHHOrO npenaparta unu
YNOMHOMOYEHHBIM UM APYrMM OPUOMYECKMM NULOM 3asiBrieHns o6 oTMeHe rocydapCTBEHHOM perucrpauum
neKkapcTBEHHOro npenapara;

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) HeMoATBEPXKAEHNS TOCYAAaPCTBEHHOW PerucTpaLmmn fiekapCTBEHHOrO NpenapaTa no UCTEYEeHUU cpoka OeNCTBUSA
PerncTpaumoHHOro YOOCTOBEPEHWS, BblAaHHOMO Ha NSATL NET;

4) HenpeacTtaBeHnAa 3adBUTENEM VIH(*)OpMaLI,VII/I, KOTOpaaA MOXEeT nosJjieydb 3a coboi HeobXxoaUMOCTbL BHECEHUS
N3MEHEHUA B OOKYMEHTbI, coepxawunecd B pernctpauMoHHOM [OOCbe Ha 3apeFI/ICTpI/IpOBaHHbIl7I ﬂeKapCTBeHHblﬁ
npenapart, B Te4eHne Tpuauatun pa60q|/|x OHen co oHs HacCTynrneHuna aTnx N3MEHEHNN;

5) ocyLlecTBNEHNsI rocyaapCTBEHHOW perncTpaumm nekapcTBEHHOro npenaparta Nnog TOProBbiM HaMMEHOBaHWEM
3aperMcTPUpOBaHHOIO paHee Mo STUM TOProBbIM HAMMEHOBAaHWEM JIEKAPCTBEHHOrO npenapara, OTINYaloLerocs
KayeCTBEHHbIM COCTaBOM AENCTBYHOLLNX BELLECTB;

(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6) oCyLLEeCTBNEHNSA rOCy4apCTBEHHOW PErMcTpaLmmM O4HOro M TOrO XXE JIEKapCTBEHHOrO npenaparta B OTHOLUEHUMU
OOHOIo 1 TOrO Xe AepXaTtensi Unv Bnagernbla perncTpaumMoHHOro yaoCTOBEPEHNsI NEKapCTBEHHOrO npenaparta B BUae
OBYX 1 bonee nekapCTBEHHbIX NpenapaTtoB Nog pasfnyHbIMU TOProBbIMU HAVMEHOBAHUSIMMU;

(n. 6 B pen. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-d3)

7) BblHECEHNA CyOOM peleHnda O HapyweHun npas npaBoo6nap.aTen;| 0b6bekToB MHTeﬂﬂeKTyaﬂbHOVI
CcOBCTBEHHOCTYU npu 06pau.|,eH|/||/| JNIeKapCTBEHHbIX CPEeAcCTB;

8) oTCyTCTBMSA NekapcTBEHHOro Npenaparta B obpalleHnn B Poccuiickon degepaumm B Te4eHne Tpex u bonee ner;
(n. 8 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

9) HeBbLIMONHEHUS AepXaTeneM Unu BnagenbLemM pPerncTpaLMoHHOro yaOCTOBEPEHUS NIEKapCTBEHHOIO Npenapara
nmMbéo YNOfTHOMOYEHHbIM WMW OPYTUM OPUANYECKUM NULUOM MeponpuaTuii no obecnedyeHuto 6GesonacHoCTU
NEeKapCTBEHHbIX NpenapaToB, YCTAHOBMEHHbIX YMNOMIHOMOYEHHbIM dhedeparnbHbiM OpraHOM WCMOMIHUTENbHOW BRacTu B
cooTBeTCTBMM C Yactamm 3 un 4 crtatbn 64 Hactoswero PenepanbHOro 3akoHa, B paMKax OCYLUECTBIEHUS
dapmakoHag3opa;

(n. 9 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

10) oTkasa gepkatens wnu Bragenbua pPerMcTpalMoHHOrO YOOCTOBEPEHUSI NEKAPCTBEHHOrO npenaparta nnbo
YMONIHOMOYEHHOIO WMW LPYroro pUAWMYECKOrO Nnua OT BHECEHUS! M3MEHEHUM B WHCTPYKUMIO MO MPUMEHEHUIO
NEeKapCTBEHHOro npenapara, KacatoLuXCsi HOBbIX MOATBEPXKAEHHbIX OAHHLIX O TOM, YTO PUCK MPUYUHEHWUS Bpeaa
300POBbIO YeroBeKka UNn >XMBOTHOIO BCNEACTBUE NpMeMa NekapcTBEHHOro npenapara npeBbiaeT 3peKTMBHOCTb ero
NMPUMEHEHMSI.

(n. 10 BBegeH depepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-03)

Cratba 33. NlocyAapCTBEHHbIN peecTp NeKapCcTBEeHHbIX CPeacTB

1. TocynapCTBEHHbIi peecTp NeKapCTBEHHbIX CPedCTB COOEPXUT NepeyveHb JeKapCTBEeHHbIX NpenapaTos,
NpoLIeALwmnX rocynapCTBEHHYHD perncTpauuto, nepeyveHb apmMaLeBTUYECKUX CYyOCTaHUMNA, BXOASALWMX B COCTaB
nekapcTBEHHbIX Npenaparos, ¥ crieayoLylo UHpopMaumio:

1) B OTHOLUEHUWN NTEKAPCTBEHHbIX NMpenapaTtoB:

a) HauMeHOBaHWE NeKapCTBEHHOro npenapata (MexayHapoaoHOe HenaTeHTOBaHHOE, UMK rPYNnUPOBOYHOE, UMK
XMMUYECKOEe N TOProBoe HauMeHOBaHMS);
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

0©) nekapcTtBeHHasd opmMa C yKasaHMeM [O3MPOBKM JNEKapCTBEHHOro npenapara M ero KonuyectBa B
noTpebuTENbLCKOM YNaKoBKe;

B) HaVMeHOBaHWe AepxaTens wunu Bnagenbua perncTpaumMoHHOro yaoCTOBEPEHNs NeKapCTBEHHOMo npenapara u
CBeAeHMs O perncTpaunun gepxarens wunu snagenbua perncTpaumMoHHOr0 YOOCTOBEPEHUsI NeKapCTBEHHOro npenapara
ANS MeAMLMHCKOro MpMMEHEeHUs B KayecTBe Hamoronnartenblinuka B CTpaHe perucrpauuu (4ns pPOCCUMNCKUX
IopMaNYECKUX NUL, - MOEHTUMUKALNOHHBIN HoMep Hanoronnatenbwmka (MHH), ana wHOCTpaHHbIX lopuanyeckmx nuy, -
CTpaHa peructpaumy, HaMMeHoOBaHWe PErncTpUpPyoLLEro opraHa, PerMcTpaumoHHbIA HOMeEp, KOA4 HanoronnaTenbLmka B
CTpaHe perncrpauum (MHKopnopauuu) Unmn ero aHanor);


consultantplus://offline/ref=55AE6A78F1060993EF0F96D0D1E90A3B1DB25F499A52F8FD3D830FAF8A810615B3A82C8C698E9DCE18A88645AB456B921C8D460443F6384324LFH%20%5C
consultantplus://offline/ref=55AE6A78F1060993EF0F96D0D1E90A3B1DB25F499A52F8FD3D830FAF8A810615B3A82C8C698E9DCE17A88645AB456B921C8D460443F6384324LFH%20%5C
consultantplus://offline/ref=55AE6A78F1060993EF0F96D0D1E90A3B1DBB574C9E50F8FD
consultantplus://offline/ref=55AE6A78F1060993EF0F96D0D1E90A3B1DB25F499A52F8FD3D830FAF8A810615B3A82C8C698E9DCE16A88645AB456B921C8D460443F6384324LFH%20%5C
%5Cl%20Par1587%20%20%5C
%5Cl%20Par1587%20%20%5C
consultantplus://offline/ref=55AE6A78F1060993EF0F96D0D1E90A3B1DB25F499A52F8FD3D830FAF8A810615B3A82C8C698E9DCF1EA88645AB456B921
consultantplus://offline/ref=55AE6A78F1060993EF0F96D0D1E90A3B1DB25F499A52F8FD3D830FAF8A810615B3A82C8C698E9
consultantplus://offline/ref=55AE6A78F1060993EF0F96D0D1E90A3B1EB357409B52F8FD3D830FAF8A810615A1A87480698F86CE18BDD014EE21L9H%20%5Co%20%22%5C
consultantplus://offl

(nn. "B" B pea. PenepansbHoro 3akoHa ot 28.12.2017 N 425-03)

r) HaMMeHOBaHME W agapec NpovM3BOAUTENSA IIEKApCTBEHHOro npenapata U CBeOEHUs O perucrpauunm
NPOM3BOANTENNS NTEKAPCTBEHHOIO NpenapaTa At MeAMLMHCKOrO NPUMEHEHWsT B Ka4eCTBe Hanoronnartenbliuka B CTpaHe
perncTpaumm (Ons POCCUACKUX HOPUOANYECKUX MWL, - UOEHTUMUKAUMOHHLIN HOMep Hanoronnatenbwmka (UHH), ana
WHOCTPaHHbIX IOPUANYECKUX NUL, - CTPaHa perncTpauum, HaumMeHoBaHUE PerncTpupyoLLero opraHa, perMcTpaLmoHHbIN
HOMep, KO HamnoronnartenbLMka B CTpaHe permcrpaumm (MHKopnopawmum) unm ero aHanor);

(nn. "r" B peg. PenepanbHoro 3akoHa ot 28.12.2017 N 425-03)

0) hapmakoTepaneBTU4eckasi rpynna, Kof fiekapCTBEHHOro npenapata no aHaToMo-TepaneBTUYECKO-XMMNYECKON
Knaccudgukaumm, pekomeHaoBaHHoM BceMmnpHom opraHnsaumnen 3gpaBooXpaHeHns;
(nmn. "a" B peg. ®epgepanbHoro 3akoHa oT 22.12.2014 N 429-93)

€) NokasaHusa 1 NPOTMBOMNOKa3aHNsA K MPUMEHEHWIO NIEKAPCTBEHHOMO Npenapara;
) NOBOYHbIE AENCTBUS NTEKAPCTBEHHOIO Npenapara;

3) CPOK roQHOCTU NeKapCTBEHHOrO Npenapara;

1) YCNoOBUSA XpaHeHWs NnekapcTBEHHOro npenapara;

K) YCroBWsi OTNyCKa JIeKapCTBEHHOIO Npenapara;

J'I) HOMeEp q)apmakonethon CTatb uUnnm B Cly4Yae ee OTCyTCTBUA HOMEP HOpMaTI/IBHOI7I LOOKyMeHTauunmn nnbo
HOPMAaTUBHOIO JOKYMEHTa;

M) AdaTa rocyaapCTBEHHOW perncrpauumn rekapcTBEHHOro npenapata M ero perMcTpaumoHHbIA HOMep, Aata
3aMeHbl PerncTpaunmoHHOro yAOCTOBEPEHUS FeKapCTBEHHOro npenapata Ha 6eccpovHoe perncrtpaunoHHoe
YOOCTOBEpPeHMe NekapCTBEHHOIO npenapaTta, Aata nogayum 3aserneHus o0 NoATBEPKAEHUN roCyaapCTBEHHOW pernctpaumm
nekapcTBEHHOro npernapara, Aata OTMeHbl rocyapCTBEHHOWN permcTpaLmmn nekapcTBEHHOro npenapara;

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

H) KayeCTBEHHbI COCTAB W KOMWYECTBEHHbIA COCTaB AEWCTBYIOLIMX BELEeCTB M Ka4YeCTBEHHbI COCTaB
BCMOMOraTernbHbIX BELLECTB JIEKAPCTBEHHOIO Npenapara;
(nn. "H" BBeaeH defeparnbHbIM 3akOHOM OT 22.12.2014 N 429-03)

0) MHhopMaLus 060 BCEX pa3peLLEHHbIX BUAax BTOPUYHON (NOTpebUTENbCKOM) yNakoBKuY;
(nn. "o" BBeaeH defeparnbHbiM 3akOHOM OT 22.12.2014 N 429-03)

n) gaTta MpUHATUSA peLleHns O BO3MOXHOCTU paccMaTpuBaTb feKapCTBEHHbIN npenapaT npu rocygapCcTBeHHON
permctpaumm B ka4ecTse opdaHHOro nekapcTBEHHOro npenapara;
(nn. "n" BBegeH ®epepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

p) HanuuMe neKkapCTBEHHOrO npenapata B MepeyHe XM3HEHHO HeobXOOUMbIX W BaXKHEWMLUMX IeKapCTBEHHbIX
npenapaTos;
(nn. "p" BBeaeH depeparnbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

C) HannuMe B NEKapCTBEHHOM MnpenapaTe HapKOTMYECKUX CPeAcCTB, MCUMXOTPOMHLIX BELLECTB U UX MPEKYPCOPOB,
nognexawmx KoHTposnto B Poccuiickon defepaunmmn, B COOTBETCTBUM C 3akoHoAaTenbcTBoM Poccuiickon depepauuu,
MexayHapoaHbiMu gorosopamu Poccuiickon deaepauuu, B ToM Yucne EANHON KOHBEHLMEN O HAPKOTUYECKUX CpeacTBax
1961 roga n KoHBeHUMeN 0 NCUXOTPONHbIX BewlecTBax 1971 roaa;

(nn. "c" BBegeH PegepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

T) uHdopMauua O TOM, SBMASETCA NW AaHHbIN NEKapCTBEHHbIN npenapat pedepeHTHbIM feKkapCTBEHHbIM
npenapaTom;
(nn. "1" BBeaeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

y) cBeeHust 0 nogaye 3asiBNEeHUs O BHECEHUN U3MEHEHUI B OOKYMEHTbl, COAepXalumMecsl B perucTpalmoHHOM
[0Cbe Ha NeKapCTBEHHbIN Npenapar;
(nn. "y" BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

KoHcynbsraHnTlntoc: npumedaHue.

MHdopmaLumsa o B3anMo3aMeHSIEMOCTU NIEKAPCTBEHHbIX MpenapaTtoB AN MEANLMHCKOTO NMPUMEHEHWS NOANEXUT
BKIMIOYEHMIO B FOCYAapPCTBEHHbIN peecTp nekapcTBeHHbIX cpeacTts ¢ 1 aHBapsa 2018 roga (PenepanbHbIn 3aKOH
0T 22.12.2014 N 429-®3).

&) cBEAEHUSA O B3aUMO3aMEHSAEMOCTM NIEKapCTBEHHOIO Npenapara;
(nn. "¢" BBeaeH denepansbHbiM 3aKoHOM 0T 22.12.2014 N 429-03)
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X) CPOK BBEEHMS NIEKapCTBEHHOIO Npenaparta B rpaXkgaHckuin obopor;
(nn. "x" BBegeH ®enepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

2) B OTHOLLEHWNM hapMaLeBTUHECKUX CYyOCTaHLNIA:

a) HaMMeHoBaHVe (hapMaLeBTUYecKon cybcTaHumMM (MexayHapoOoHOe HemnaTeHTOBaHHOEe, MIU TPYMnUPOBOYHOE,
UM XMMUYeCKoe 1 TOProBoe HaumeHoBaHMs1);
(B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6) HaMeHoBaHWe 1 aapec Npou3BoaUTENS hapMaLeBTUYECKO CyGCTaHLmK;
B) CPOK rogHOCTM chapmaLeBTUYECKOW cybCcTaHLK;
r) yCroBUSl XpaHeHusi hapmaLeBTUYEeCKOM CybcTaHuuu;

0) Homep dapmaKonernHon cTaTbM WM B Criydae ee OTCYTCTBUS HOMEpP HOPMAaTMBHOM AOKYMEHTauum nnbo
HOPMaTMBHOIO JOKYMEHTa;

€) Hanuune dpapmMaueBTMYECKON CyOCTaHUMM B NMepevyHe HapKOTUYECKUX CPeAcTB, MCUMXOTPOMHbLIX BELLECTB U UX
NpeKypcopoB, nognexalux KoHTponto B Poccuiickon denepaumu, B COOTBETCTBMM C 3akoHoAdaTenbcTBoM Poccuinckomn
denepaumun, mexayHapodHbiMu pgoroBopamu Poccuitickonn depepaunn, B TOM uucne EAnHONM KOHBeHUMen O
HapkoTu4decknx cpeacteax 1961 roga n KoHBeHUmnen o NcnxoTponHbix Bewlecteax 1971 roga.
(nn. "e" BBeaeH ®epepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

2. ®apmaueBTrnyeckasn cybcTaHums, nponsseaeHHas Ang peanmsaumm, MOXET ObITb BKMOYEHA B rOCY4apCTBEHHbIN
peecTp reKapCTBEHHbIX CPEACTB Ha OCHOBaHWM 3asiBfieHusi paspaboTymka wuiM nNpous3BOauTENsl JIeKapCTBEHHOMO
cpeactea nMbO  YNONTHOMOYEHHOrO MMM  HOPUANYECKOrO Nuua Mpu YCroBUM MNPOBEAEHMSI B OTHOLUEHUW TaKoWn
dapmaLieBTM4ECKON CyOCTaHUMM 3KCMepTM3bl kavyecTBa papmaLeBTUHECKON cyOCcTaHUMM B MopsigKke, YCTAHOBIIEHHOM
ctatbent 34 Hactosiwero deneparnbHOro 3akoHa. B oTHoWweHMW dhapmaueBTUYeckux CyOCcTaHLMIM, NPoM3BeaEHHbIX AN
peanusauun, B rocygapCTBEHHOM peecTpe NekapCTBEHHbIX CPEACTB COAEPXKUTCA cneayroLlasa nHdopmaums:

1) HanmveHoBaHune d)apmaueBqueCKon Cy6CTaHLI,I/II/I (Me>|<,u,yHapo,u,Hoe HenaTeHToOBaHHOE, U1 rpynnmpoBo4HOE,
nnn xmmn4eckoe un Toproeoe HaI/IMeHOBaHI/Iﬂ);

2) HaumeHoBaHMe, agpec npou3BoauTens dapmaueBTUYECKONW cyOCcTaHuuM, a TakkKe B OTHOLIEHWM
nekapcTBeHHbIX CpeAcTB Ans MeAWLMHCKOro MNpMMEHEeHUsd CBedeHUs O perncrpauum npousBoamnTens
hapmaueBTudeckon cybctaHuMM B KadecTBe HanoronnaTenblyMka B CTpaHe perucrpaumm (Ans pOCCUNCKUX
IopMaNYECKUX NUL, - MOEHTUMUKALNOHHBIN HoMep Hanoronnatenbwmka (MHH), ana wHOCTpaHHbIX ropuanyYecknx nuy, -
CTpaHa permcTpauuM, HauMeHOBaHVEe PErnCTPUPYHOLLErO OpraHa, PermcTpaunoHHbI HOMep, Ko, Hanoronnarenblumka B
CTpaHe perucrpauum (MHKoprnopauuu) unm ero aHanor);

(n. 2 B pea. PegepanbHoro 3akoHa ot 28.12.2017 N 425-93)

3) cpok rogHOCTU hapmaLeBTUHECKON cybCcTaHuuu;
4) ycnoBus XxpaHeHUs hapmaLeBTUYeCKON cybcTaHumm;

5) Homep dpapmakoneiHoW cTaTbyM NMOO B Cryyae ee OTCYTCTBMSI HOMEp HOpPMaTWBHOW AOKYMEHTauuu Wiu
HOPMAaTMBHOIO JOKYMEHTA;

6) Hann4une hapMaueBTUYECKOW CyOCTaHUMM B NepeyHe HapKOTUYECKUX CPEACTB, MCUXOTPOMHbIX BELLECTB U UX
NpekypcopoB, nognexalux KoHTponio B Poccuiickon denepaumu, B COOTBETCTBMM C 3aKoHoAaTenbCcTBoM Poccuickom
depepaummn, mexayHapodHbiMuM goroBopamu Poccuinckonn depepaunn, B TOM udncne EamHOM KOHBeHUMen O
HapkoTu4eckmx cpeacteax 1961 rooa n KoHBeHUMen o NcnxoTponHbix BewecTBax 1971 roaa;

7) pata BKNtoYeHus hapmaueBTnYeckon cybCcTaHumMm B rocygapCTBEHHbIN PEECTP NEKAPCTBEHHbIX CPeACcTB, AaTa
BHECEHUSI U3MEHEHUA B [JOKYMEHTbl dhapMaueBTUYEeCKOM cyOCcTaHuuuM, gaTta WUCK4YeHUs apmaleBTMYecKomn
cybcTaHuum U3 rocydapCTBEHHOIO peecTpa fiekapCTBEHHBIX CPeacTB.

(vyacTb 2 B pen. enepansHoro 3akoHa o1 22.12.2014 N 429-03)

3. MNopsinok BegeHUst rocy4apCTBEHHOMO PeecTpa MeKapCTBEHHbIX CPEACTB AN MeAWULMHCKOTO NMPUMEHEHUS U
nopsiAoK BedeHWUs rocynapCTBEHHOrO peecTpa NekapCTBEHHbIX CpeACTB ANs BEeTepUMHapHOro NpUMeHeHUs
YTBEPXAATCA COOTBETCTBYIOLLUM YMONHOMOYEHHbIM hegeparnbHbIM OpraHoM UCTMONMHUTENBHOW BNAacTu.

Cratba 34. BkniouyeHue B rocyaapCTBEHHbIM peecTp JEeKapCTBEHHbIX CPeaACTB M UCKMKO4YeHue U3
rocyAapCcTBEHHOro peecTpa feKapCTBeHHbIX cpeAcTB ¢hapmaueBTUYECKON CyOGCTaHLMWU, Npon3BeAeHHOW Ans
peanusauum
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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1. Ons BkntoyeHns dapmaueBTMdeckon cybcTaHuum, Npou3BEeAEeHHOW AnA peanusauuun, B roCyAapCTBEHHbIN
peecTp NekapCTBEHHbIX CPeACTB, MPOBOAUTCA 3KCMNEPTM3a ee KayecTBa.
(B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. OKcnepTm3a kayecTBa ykasaHHOW B YacTu 1 HacTosien ctatb chapMaLeBTUYeCKon cybcTaHumMm, cocTaBneHme
KOMUCCMEN 3SKCMEpPTOB 3akMYEHUN MO pesynbrataM 3TOM 3SKCNepTU3bl U UX HanpaBneHwe B YNONHOMOYEHHbIN
denepanbHbIl OpraH MCMONMHUTENBHOW BRAacTU OCYLLUECTBASIOTCA B CPOK, HE MPEBLILAKLWUA LWecTuaecatTn pabdounx
OHEN CO [HSA MONyYEeHUs SKCMEPTHLIM YYpEeXOeHUEM COOTBETCTBYHLLErO 3adaHusl YNONIHOMOYEHHOro deaeparnbHOro
opraHa UCMONHUTENBHOW BNacTu U CnegyloLlnx JOKYMEHTOB:

1) KONMWs NUUEH3UN Ha MPOWM3BOACTBO J1EKAPCTBEHHbLIX CPEACTB WM KOMUS 3aKMYeHMs O COOTBETCTBUM
Npou3BoaNTENS NEKAPCTBEHHbIX CPeacTB TpeboBaHUAM NpaBun Hagnexallen Npon3BOACTBEHHOW NPAKTUKKM, BblAAHHbIX
YNOMHOMOYEHHbIM deeparnbHbiM OpraHOM UCMOMHUTENBHOW BRacTu, B Criyyae, ecriv npousBOACTBO NeKapCTBEHHOro
cpencrtea ocyulectendetca B Poccuiickon denepaumuy;

(B pen. PepepanbHoro 3akoHa ot 04.06.2018 N 140-03)

2) KONWsi LOKYMEHTA, Bbl4AHHOIO YNONTHOMOYEHHbIM OpraHOM CTpaHbl NPOVN3BOAMTENS NeKapCTBEHHOMO cpeacTBa U
NMOATBEPXKAAOLEro paspelleHMe MNpOV3BOACTBA NIEKAPCTBEHHOINO CPEACTBa, U €ro nepesBod Ha pPyCCKUA  A3biK,
3aBepeHHbIE B YCTAHOBIIEHHOM MOPSiAKE, a TakkKe KOMWUs 3akM4YeHUs O COOTBETCTBUM MPOU3BOAUTENS NEKapCTBEHHbIX
cpenctB TpeboBaHMSAM npaBuil HaAnexawen Npou3BOACTBEHHON MNPaKTUKU, BbIAAHHOMO YMOMHOMOYEHHbIM
denepanbHbIM OpraHoM MCMOMHUTENLHOM Bractu, NMOO KOMus peLleHus YNoSIHOMOYEHHOro cheaeparnbHOro opraHa
WCMOMHUTENBHON BNactM O MNPOBEAEHUM WHCMEKTUPOBaHUS MPOU3BOAUTENS NEKapCTBEHHOrO CpeacTBa. YKasaHHble
OOKYMEHTbI MPeAcTaBnsaTCa B Cnydae, eCcnv Npon3BOACTBO NIEKapCTBEHHOMO CpeacTBa OCYLLECTBMASETCA 3a npegenamm
Poccuinckon depepauuu;

(n. 2 B pea. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)

3) AOKYMEHT, cofepxaliuin cnegyowme ceegeHms o doapmaueBTUYecKon cybcTaHumm:

a) HanMmeHoBaHue hapMaueBTnYeckon cybcTaHumm, ee CTPyKTypa, 00Lme CBOWMCTBA;

0) HaumeHoBaHVe 1 agpec NPoM3BOAUTENS;

B) TexHonorna npoussoacTtea C onuncaHnem cTagun npoun3BoacTBa M MeToAOB KOHTPONA Ha BCeX CTaauax
npon3BoAcTBa;

r) onucaHue pa3paboTku npouecca NPon3BOACTBA;

[) onucaHme KOHTPOrS KpUTUYECKNX CTaguin npoLiecca Npomn3BoAcTBa U NPOMEXYTOYHOM NPOAYKLNN;
€) JOKyMeHTanbHoe NoATBepXaeHue (Banuaawms) npoueccoB 1 (MnNn) Ux OLEHKa;

) CBONCTBA U CTPYKTYpa AEUCTBYIOLLMX BELLECTB;

3) XapaKTepucTunka npMmMecen;

n) cneumndmrkaunsa Ha doapMaLeBTUYECKYHD CyOCTaHLUMI0 1 ee 0OOCHOBaHWUE;

K) aHanuTuyeckMe MEeTOAMKW, WCMoNb3yemMble Mpu OCYLLEeCTBMEHUM KOHTPOMs KadecTBa hapmaueBTUYECKOn
cybcTtaHump;

n) gOKyMeHTanbHoe noaTeBepxaeHve (Banuaaums) aHanmMTU4eCKMX MEeTOAMK, UCMOMNb3yeMblX MPU OCYLLECTBIIEHNM
KOHTpOIsi KayecTBa hapMaLeBTUYECKON CyBCTaHLMU;

M) pe3ynbTaTtbl aHanuaa cepun pbapmaueBTuyecKkorn cybcTaHumm;

H) NepeYveHb CTaHZapTHbIX 06Pa3LOB MW BELLECTB, NCMOMb3YEMbIX MPU OCYLLECTBIIEHUN KOHTPOIS Ka4ecTBa;

0) ONUcaHne XapakTePUCTUK M CBOWCTB YNaKOBOYHbIX MaTepmnanos 1 YKYMOPOYHbIX CPeACTB;

n) aHHble 0 cTabunbHoCTH hapmaueBTUYeCcKon cybcTaHumm;

p) CPOK roaHOCTY;

4) DOKYMEHT, coAepKalluuii CBeAEHUS O perMcTpaunm NPon3BOAMTENS NEKAPCTBEHHbIX CPEACTB AN MEAULMHCKOrO
NPMMEHEHNs B Ka4yecTBe Hanoronnartenbluka B CTpaHe perucrtpauumn (Ons pOCCUNCKUX IOpUANYECKUX nuy, -
NOEeHTUMMKALMOHHBIN HOMep Hanoronnatenblmka (MHH), ana MHOCTpaHHbIX KPUAMYECKUX NUL, - CTpaHa perncrTpaumm,
HavMeHOBaHWe PErncTPUpPYHOLLIEro opraHa, PerMcTpaumoHHbI HOMEpP, KO HamnoronnaTenbLlimMka B CTpaHe perncrpaumu

(nHKOpNOpaumMK) UK ero aHanor).
(n. 4 BBegeH PenepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)
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(vacTb 2 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93 (peg. 13.07.2015))

3. Ona npoBegeHust 9KCNepTu3bl KadecTBa yKa3aHHOW B 4acTm 1 HacToswen ctatbn hapmaueBTUYecKon
cybcTaHuum 3asBuTENb NPEACTaBNsEeT B YNOMHOMOYEHHbIN defeparnbHbI opraH MCNOMHUTENbHOM BMacTu:

1) 3asBneHne O BKIOHMEHUUN B FOCYLAPCTBEHHbLIA PEEecTp JIeKapCTBEHHbLIX CPEACTB AaHHOM (hapMaueBTMYECKOM
cybctaHump;

2) konus JOKyMeHTa, NMoATBEpXAaoLWEero ynnarty rocygapCTBEHHON MOLMMHBLI 3@ BKMOYEHUE B rOCYAapCTBEHHbIN
peecTp neKkapCTBeHHbIX cpeacTB dapmaueBTMyeckor cybcTaHuumn, npousBedeHHOM Ansa peanu3auum, nmMbo no
COOCTBEHHOM WMHMUMATMBE YyKasaHHbIA OOKYMEHT. B cryyae ero HenpenctaBneHus 3asiBUTENEM YMNOMHOMOYEHHbIV
defepanbHbI OpraH UCNOMHMTENbLHON BNacTu NpoBepseT (akT ynnaTbl rOCYAapCTBEHHOW MOLWMMHLI 3asiBUTENEM C
ncnonb3oBaHneM WHgopMauum o6 ynnate rocygapCTBEHHOW MOLWUHLI, copepxawenca B [ocygapcTBeHHOM
MHOPMALIMOHHONW CUCTEME O TFOCYOApPCTBEHHbIX W MYHUUMMANbHbIX MMaTexax, Ha OCHOBaHMW npeacTaBneHHON
3asBMTENEM KOMUKU JOKYMEHTA, NOATBEPXKAAIOLErO ynnaTy rocyaapCTBEHHOW MOLLSMHBI;

(n. 2 B pen. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) OOKYMEHTbI, YKa3aHHble B 4acTu 2 HacTosILLen CTaTby;
(B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4) 3aaBneHne o Bblgade paspeweHnsa Ha BBO3 B Poccuiickyio dPepepauumio KOHKPETHOW naptumn
He3aperncTpUpoBaHHOIO fIEKapCTBEHHOrO CPpeacTBa, NpeAHa3HaYeHHOro Ansi NPoOBeAeHUS yKa3aHHOW SKCNePTU3bI.
(n. 4 BBegeH depepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

4. B TeyeHne gecaTtn pabounx gHen Co OHS NPUHATUSA 3asBeHMs O BKIIOYEHUM YKa3aHHOW B YacTu 1 HacTosLen
cTtatbu dapmaueBTUYecKon cybCcTaHuMnM B TFOCYAApPCTBEHHbIN PEeecTp INEeKapCTBEHHbIX CPEeACTB M LOKYMEHTOB,
NnepeyvncrnieHHbIX B 4acth 1 M nyHKTe 2 4yacTm 3 HacTodAwen cTaTbW, YMOMHOMOYEHHbIM hedepanbHbii opraH
NCMNOSTHUTENBHON BnacTu:

(B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) NpoBOAUT MPOBEPKY MOMHOTbI U [JOCTOBEPHOCTU AaAHHbLIX, COAEPXalLUMXCS B MPEACTABMEHHbIX 3asiBUTENEM
[OKYMEHTaXx;
(B pea. PenepanbHoro 3akoHa o1 25.11.2013 N 317-93)

2) NpuMHUMaeT peLleHWe O HanpaBfeHMU B 3IKCMEPTHOE YydpexaeHVe 3afaHus Ha npoBedeHue ISKCnepTusbl
KayecTBa ykasaHHOW B 4YacTm 1 HacTosilwen ctaTbM apmaueBTMYECKOW cyOcTaHuum wunu o6 oTkase B TakoM
HanpasreHuu;

3) yBeooMIsiET B 3MEeKTPOHHOW Ui MMCbMEHHON hopMe 3asBUTENS O NPUHSTOM PELLEeHWUM UMK B Crlyvae oTkasa C
yKasaHueM NpuUYmnH Takoro oTkasa.
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4.1. B cnyyae BbISIBNEHUS1 HEOOCTOBEPHOCTM CBEAEHWUN, codepXaluMxcs B NPEACTaBMEHHbIX 3asiBUTENem
maTtepuanax, YNormHOMOYEHHbI (efepanbHblii opraH MCMONMHUTENBHOW BNacTU HanpaBnsieT 3asiBUTeNto 3anpoc ob
YTOYHEHWM YyKa3aHHbIX CBeAEHUN. [JaHHbIA 3anpoc MOXeT ObITb NepedaH YNnofIHOMOYEHHOMY NPEACTaBUTENIO 3asaBUTENS
NUYHO MOof pPacnucKy, HanpaefeH MO Mo4YTe 3akasHbiIM MUCbBMOM WNU nepedaH B 3NEeKTPOHHOM dopme no
TEeNeKkoMMYHMKALMOHHBIM KaHanam cessu. B cnyyae HanpaBrneHusi 4aHHOrO 3anpoca No novTe 3akasHbiM NMUCbMOM OH
CYMUTAETCS NOMyYEHHbIM MO UCTEYEHUN LLECTU AHEN C AaThbl HanpaBneHWs 3aKa3Horo NUcbMa.

(vacTb 4.1 BBegeHa PenepanbHbiM 3akoHOM oT 25.11.2013 N 317-03)

4.2. 3asBuTenb 06513aH NpeAcTaBuTb OTBET Ha 3anpoc YNOSIHOMOYEHHOTO dhefepanbHOro opraHa UCMOSNHUTENbHOM
BacTM B CPOK, He MpeBbIlatoLLMin AeBsSHOCTa paboumx AHen co AHS nonyyYeHus AaHHoro 3anpoca. Cpok, ykasaHHbI B
YacTn 4 HacTosilen cTaTbl, NPUOCTaAHABNMBAETCA CO [OHSA HanpaBneHust 3asiBUTEN0 3anpoca YrnoNTHOMOYEHHOro
denepanbHOro opraHa MCMoMHUTENLHOW BNacTy 40 OHsI NOMyYeHUs UM OTBETA Ha AaHHbIA 3anpoc U He YYUThIBAeTCs
MNPV UCYMUCIIEHUN CPOKa 3KCMEpPTU3bl KadecTBa hapmaleBTMYECKON cyOCcTaHUMM, HEUCrnonb3yemon npu Npou3BOACTBE
neKkapcTBEHHbIX NpenapaTos.

(vacTb 4.2 BBegeHa PenepanbHbiM 3akoHOM oT 25.11.2013 N 317-03)

5. OcHoBaHMeM ONs OTKasa B HanpaBleHMU B 3KCMEPTHOE y4vpexaeHue 3aJaHus Ha MpoBedeHuEe IKCnepTusbl
KayecTBa yka3aHHOW B 4acTM 1 HacTosilen cTaTbu hapmaueBTUYECKOM CyOCTaHUMM SIBNSIETCS HenpeacTaBrneHue
OOKYMEHTOB, yKasaHHbIX B 4YacTW 2 HaCToOsLlen cTaTbW, OTCYTCTBUE MHGOpMAaLMK, NOATBepxaawLwen dakT ynnaTbl
rocy4apCTBEHHON MOLUMMHbI 32 BKIOYEHWE (hapMaueBTMYECKOW CyOCTaHUuKM, MPOM3BEAEHHOW ANns peanu3auuu, B
roCydapCTBEHHbIN PeecTp NeKapCTBEHHbIX CpeAcTB, HenpeacTaBneHne 3asBUTENeM B YCTAHOBMEHHbIN CPOK OTBETa Ha
yKa3aHHbI/ B 4YacTu 4.1 HacTosiLLeln cTaTby 3anpoc YNOSIHOMOYEHHOrO defepanbHOro opraHa UCMOMHUTENBHOW BNacTu
UNu NpeacTaBrneHne JOKYMEHTOB, HE COAEpXKaLlLMX UCHEPMbIBAOLLETO NEPEYHsi HEOOXOOANMbIX CBEAEHWUNA.

(vyacTtb 5 B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. B TeueHue natHaguatu pa60q|/|x OHen co gHs nony4yeHuna peweHnda ynosiHOMoO4YeHHOro cbep,epaanoro opraHa
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WCMOSTHUTENBHOM BNacTy O HanpaBfieHWM B 3KCMEPTHOE YYpeXAeHUe 3agaHus Ha NpOBEdEHUE 3KCMepTM3bl KavecTBa
yKa3aHHOM B 4YacTu 1 HacToswen ctatbu papmMaueBTUYEeCKOW CyOCTaHUuuKM 3asiBUTENb NPEACTaBMsieT B 3KCNEPTHOE
yuypexaeHue Ana nNpoBedeHWa [aHHOW 3JKcnepTusbl ob6pasubl gapMaueBTMYeckonM cybCTaHuuM B KONMYecTBe,
HeobxoaMMOoM Anst BOCMPOU3BEAEHUA METOAOB KOHTPOMS KadecTBa. JKCNepTHOE yupexaeHue npu nomnyv4eHmm obpasuos
yKasaHHoOM B 4actm 1 HacToswen cTtaTbu ¢apmaueBTUYEeCKOW CcyO6CTaHUMM BblAaeT 3asaBUTENO OOKYMEHT,
NOATBEPXKOAIOLWMIA MNoMyYyeHne 3TMx obpasuoB, M B CPOK, He MPEBbILWAKWMIA Tpex pabounx OHeW, yBeooMINseT B
3MNEKTPOHHOW UM NUCbMEHHON dhopMe 06 3TOM YMONHOMOYEHHbIN dhefeparnbHbli OpraH UCMONHUTENBHOW Bnactu. OTu
CPOKW He BKITOYAKTCA B CPOK NPOBEAEHUS JAHHOW 3KCNEePTU3bI.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7. JoKymMeHTbI, NOCTYNUBLUME B 3KCMEPTHOE ydpexaeHWe Ans NPOBEAeHUS 3KCMepTu3bl KayecTBa yKasaHHOW B
yactn 1 HacTosiwen ctatbn hapmMaueBTUYECKON CyBGCTaHLUmMK, noanexar BO3BpaTy B YNOMHOMOYEHHbIN deaepanbHbii
OpraH UCNONMHUTENBLHOW BNAacT OQHOBPEMEHHO C 3aKMYEHUAMM NO pesynstatam NPOBEAEHHOW SKCNepTU3bl.

8. B cpok, He npeBblwaWUn NATU pabounx OHEN cCo OHA NOMyYeHUs] 3aKIOYEHUS KOMUCCUM 3KCNEepTOB MO
pesynsrataMm 3KCMepTu3bl KadecTBa YKa3aHHOM B 4acTM 1 HacTodwen crtatbu dapmaueBTnyeckon cybctaHumm,
YNOMHOMOYEHHbIN dheepanbHbIi OpraH UCNONHUTENBHOW BNacTu:

1) OCyLLECTBNSAET OLEHKY TaKoro 3akro4veHus Ans onpeferieHus ero COOTBETCTBMSA 3afaHuio Ha npoBedeHue
NaHHOW 3KCnepTUssbI;

2) NPUHNMAET peLlleHne O BKITIOYEHUN yKa3aHHOI7I B YacTu 1 HacTosLen cTaTbmn cbapmaueBTquCKon CyGCTaHLI,I/IVI B
rocyp,apCTBeHHbM peecTp nekapCTBeHHbIX CpeacTB UInn pelueHne 00 OTKa3e B TAKOM BKITHOYEHWMU;

3) BHOCUT Npv MPUHATUN peLLeHUs O BKIIOYEHWM yKa3aHHOM B YacTu 1 HacToswen ctaTtbu hapmaleBTUYecKon
cybcTaHUMM B rocyqapCTBEHHbIA peecTp NleKapCTBEHHbIX CPeACTB NpeayCMOTPEHHYI0 NMyHKTOM 2 yactu 1 ctatbu 33
HacTosiwero defepanbHOro 3akoHa WHOPMaUMIO U yBeAOMMseT 06 3TOM B ANEKTPOHHOM MM NMUCbMEHHOW dopme
3adaBuTend.

(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

9. OcHoBaHveM Ans OTKasa BO BKMOYEHUW YyKa3aHHOW B 4actu 1 HacTodwewn ctatbu hapmaueBTUYECKON
cybcTaHuMM B rocyAapCTBEHHbIA peecTp flekapCTBEHHbIX CPEACTB SBMASETCS 3akfiyeHue COOTBETCTBYHOLLEro
YMOSTHOMOYEHHOro dhefepansHOro opraHa WCMNOMHUTENBHOW BMacTM O TOM, YTO KayecTBO hapmaueBTUYECKON
cybcTaHuum He NOATBEPXKAEHO NOMyYEHHbIMN AaHHbLIMU.

(vyacTtb 9 BBegeHa deaepaneHbiM 3akoHOM OT 22.10.2014 N 313-93; B pen. PenepansHoro 3akoHa ot 04.06.2018 N 140-
®3)

10. He ponyckaeTtca BKMOYEHNE B rOCY0apCTBEHHBIN PEEeCTp NleKapCTBEHHbIX CPEACTB OAHOWM dhapmaLeBTUYECKOM
cybcTtaHuum, NponsBedeHHOW ANs peanu3auum 1 BbiMyCKaeMoW OOHUM U TEeM e NPou3BoauTeneM, B Buae AByx u bonee
peecTpoBbIX 3an1cen.

(vacTb 10 BBegeHa PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

11. BHeceHne n3MeHeH1In B JOKYMEHTbI Ha (bapmMaLeBTUYECKY0 CyOCTaHLMIO, NPOM3BEAEHHYIO AN peanu3aumm u
BKITIOYEHHYIO B TFOCYLAPCTBEHHBIN pPEECTP JIEKapCTBEHHbLIX CPEACTB, OCYLUECTBMSIETCA B MOpsiAKE, YCTAHOBIIEHHOM
ctatbamu 30 n 31 HacTodwero degepanbHOro 3akoHa, C YNraTol rocyaapCTBEHHOW MOLUMUHBI, MpegyCMOTPEHHON
3akoHogaTtenscTtBoM Poccuickon ®egepaunm o Hanorax u cbopax.

(vyactb 11 BBegeHa deaepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

12. JonyckaeTtca obpalleHne capmaueBTU4ecknx cybcTaHummn, NpousBeaeHHbIX ANA peanusauun, B TedeHme cra
BOCbMMOECATU OHEeW OO0 W Nocne MNPUHATUS YNONHOMOYEHHbIM (heAeparnbHbiM OPraHOM WCMOMHWUTENbHOW BRacTu
peLleHns 0 BHECEHUN U3MEHEHWI B JOKYMEHTbI Ha dhapmMaLeBTUYeCKyto cybcTaHLmio, NPOM3BEAEHHYIO ANA peanusaunm
W BKIMIOYEHHYIO B rOCY4apPCTBEHHbIV PEECTP NeKapCTBEHHbIX CPeACTB.

(vyactb 12 BBegeHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

13. PeweHne 00 uCKNOYEHWM U3 FOCYOAPCTBEHHOINO peecTpa NeKapCTBEHHbIX CPeACTB ¢hapMaueBTUYECKON
cybcTaHumu, nNpousBeeHHOW Ang peanu3auun, NPUHUMAaETCa YNONMHOMOYEHHbIM defepanbHbiM OpraHom
WCMOMHUTENbHOW BNacTu B crnyyae:

1) npencTaBneHWs COOTBETCTBYHOLLUM YMOMHOMOYEHHbIM beaeparnbHblM OpraHoOM UCTONHUTENBHOW BRacTu
3aKMNO4YeHMs O pucke unu o6 yrpo3e XWM3HWM WU 300POBLI0 YeroBeka NGO XMBOTHOTO MPU  UCMOMb30BaHWUM
NeKapCcTBEHHOro CPEACTBa;

2) nogayn pas3paboTyMKoM FNEeKapCTBEHHOro CpeacTBa UMM Mpou3BOAUTENEM IEKapCTBEHHOro cpeactsa Nnbo
YNONHOMOYEHHBIM UMW OPYTUM IOPUAMYECKUM FIMLOM 3asiBNieHUs 06 WCKIIOYEHUM U3 TOCYAapCTBEHHOrO peecTpa
NeKapCcTBeHHbIX CPeacTB papmMaLeBTUYECKON CybCcTaHUMM, NPOM3BeAeHHOM AN peanvsauuu;

3) oTcyTcTBMA hapmaLeBTMYECKON cybcTaHUMW, NPON3BEAEHHOW ANs peanu3auuun, B obpaweHun B Poccuiickon
depnepauun B TeveHue Tpex n bonee ner.
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(yacTb 13 BBegeHa dPenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)
Crartbs 35. YTpaTtuna cuny c 1 vionsa 2015 roga. - PeaepanbHbiv 3akoH oT 22.12.2014 N 429-3.

Ctatba 36. OGxanoBaHue pelueHUss 06 OTKase B BblAa4ve paspelleHMs HA NpoBedeHUe KIUHUYECKOro
uccrneaoBaHUA fNeKapCTBEHHOro npenaparta, peleHUs o6 oTKase B rocygapCcTBeHHOW perucrpauuu
NeKapcTBEeHHOro npenapara, 3aKJl4YeHUs KOMUCCUU 3IKCMEepTOB IKCMEPTHOro yupexaeHust UMM 3aknuyeHus
coBeTa Mo 3Tuke

(B peqg. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

PelueHne cOOTBETCTBYIOLLIErO YMNOMHOMOYEHHOro deaepanbHOro opraHa MCMNOSHMTENbHOM BriactM o6 OTkase B
BblJaye paspeLleHns Ha NpoBedeHne KIMHUYECKOTO UCCeqoBaHNsl NeKapCTBEHHOMO npernapara, pelleHne yKasaHHOoro
denepanbHOro opraHa WCMNOMHUTENbHOW Brnactu o6 oTkase B roCy4apCTBEHHOW perncTpaummM fekapCTBEHHOMO
npenapara, 3akno4yeHne KOMMCCUN 3KCNepPTOB SKCNEPTHOIO y4pexaeHna nnmn 3akrnodeHne coeseta no 3TUkKe MOoXeT ObITb
obxanoBaHO B MNOpsiAKke, YCTAHOBMEHHOM 3akoHogaTenbcTBoM Poccuickon depepauun. 3aknodeHne 3Kcnepra,
ocopMneHHoe MO uToraM 3KCNepTU3bl B LENSAX OnpegerieHus B3anMO3aMEHAEeMOCTUM 3apermcTtpupoBaHHOro
nekapcTBEHHOro npenapaTta, MoxeT ObiTb oOxanoBaHO AepXxaTenem WnuM BnagenbueM perncTtpaunoHHOro
YOOCTOBEPEHMS NEKAPCTBEHHOIO NMpenaparta B KOMUCCUIO 3KCMEPTOB 3KCMEPTHOMO YYpeXaAeHUs. 3akmntoyeHme KoM1Mccum
3KCMEepPTOB 3KCMEPTHOIO YYPEXOeHUs, OPOPMIIEHHOE MO MUTOramM MnepecMoTpa 0GXKanoBaHHOIO 3aK/OHMEHMST 3KCMepTa,
MOXeT ObITb OCMOPEHO AepXKaTenem unu BnagenbLeM permcTpaumMoHHOro yaoCTOBEPEHUsI NekapCTBEHHOMO npenapara
nnbBo yMONTHOMOYEHHbIM UMW JIMLOM B MOpPsiAKe, YCTAHOBIMEHHOM 3akoHopaTtenbcTBoM Poccuiickon Pepepaumn. Mpu
obxxanoBaHWy peLleHns YNorHOMOYEHHOro defepanbHOro opraHa MCNOMHUTENbBHOW BNACTW, 3aKIMHOYEeHNst 3KcrnepTa unm
KOMMUCCUM 3IKCMEPTOB 3SKCMNEPTHOTO YYPEXAEHUS, 3aKkIYeHUs COBeTa MO ITUMKE JepxaTenb Wnu Bnagenew
PerMcTpaLnoHHOro Y4OCTOBEPEHMS NTEKAPCTBEHHOMO Npenaparta Mbo YNoNHOMOYEHHOE UMK NMLO BripaBe NPeacTaBUTb
pesynberartbl 3KCNEpPTU3bl JNIEKapCTBEHHOIO npenapara, NPOTOKOSbl MONYyYEeHHbIX akKpeaAUTOBaHHbIMU UCNbITaTellbHbIMU
naboparopusimu (LeHTpamMm) pesynLTaToB UCCIEA0BaHNUNA, NCTbITAHWUIA.

CtaTtbs 37. UHdopmaumsa, cBA3aHHAA C OCYyLLEeCTBIIEHUEeM rocyJapCTBEHHOW perncrpaumm rnekapcTBeHHbIX
npenapatoB, MHOPMaLUA O 3aperMcTPMPOBaHHbIX JIeKAPCTBEHHbIX Npenaparax v fiekapcTBeHHbIX npenaparax,
MCKJTIOYEHHbIX U3 rocyAapCTBEHHOIO peecTpa JieKapCTBEHHbIX CPeAcTB

1. CoOTBETCTBYIOLNIA YNONHOMOYEHHbIN defepanbHbI OpraH MCMONHUTENBbHON BNacTu pa3MeLlaeTr Ha CBOEM
oduumanbHoM cante B cetn "MIHTepHeT" nHgopmaumio, CBA3aHHY0 C OCYLLECTBIIEHMEM rOCyAapCTBEHHON permcTpaLmm
NEeKapCTBEHHbIX NpenapaToB, B TOM YMCIe NPOBEAEHNEM 3KCNEPTU3bI NIEKAPCTBEHHbIX CPEeACTB (BKIHOYasi pesynsraThl ee
npoBefeHnst), MHAOPMaLMIO O 3aperncTpyMpoBaHHbIX FEKApCTBEHHbIX MpenapaTax W feKkapCTBEHHbIX npenaparax,
WCKIMIOYEHHbIX N3 TOCYapCTBEHHOIO peecTpa JIeKapCTBEHHbIX CPEACTB, HE NO3gHEe YeM Yepes NsaATb pabounx gHen co
OHs1 MONyYeHUs1 COOTBETCTBYIOLLUM YMONTHOMOYEHHbIM doeeparnibHbIM OpraHoOM WCMOSNTHUTENBHOW BNACTW 3asiBIEHNUsT O
rocyaapCcTBEHHOMW perncrpauumn nekapcTBEHHOro npenapara.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. Cpokn n nopsgok pasMelleHust ykasaHHoOW B 4YacTu 1 HacToswen ctaTbu MHgopMauun ycTaHaBnuBaKTCS
YNONMHOMOYEHHBIM hbefeparnbHbIM OpraHOM UCNONHUTENbHOW BnacTtu. MHdopmaums, ykazaHHasa B Yactn 1 HacTosLen
cTaTbW, SIBASIETCS OTKPbITOM M OOLEedOoCTYNMHOM W MpedoCTaBnsieTCss 3auHTEPEeCOBaHHbLIM JiMLaM B COOTBETCTBUM C
3akoHogartenbcTBoM Poccuiickon ®egepaumn.

(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Maea 7. KMIMHWYECKUE UCCNEOQOBAHUA NEKAPCTBEHHbIX
NPENAPATOB AnA MEOULIMHCKOIO NPUMEHEHUA, OTOBOP
OB UX NMPOBEAEHUN, NMPABA NALMEHTOB, YYHACTBYIOLLNX
B 3TUX NCCNEOOBAHUAX

CtaTbs 38. KnnHn4yeckue nccnegoBaHusA JNIeKapCTBEeHHbIX npenapartoB AnA MeaguUMHCKOro npuMmeHeHus

1. KnuHuyeckne uccrnenoBaHWs NEKapCTBEHHbIX NpPenapatoB Ans MEAMUMHCKOrO MPUMEHEHMS, B TOM u4uche
MeXayHapoAHble MHOMOLEHTPOBbIE, MHOMOLIEHTPOBbIE, MOCTPEMMCTPALMOHHbIE, NPOBOASTCS B OA4HOW WM HECKOMbKUX
MEeONLMHCKUX OpraHu3auusix B COOTBETCTBUM C MpaBunamMu Hagnexallenh KIUHUYECKOW NPakTUKK, YTBEPXKOEHHbLIMU
YNOJTHOMOYEHHbIM q)e,uepaanbuvl opraHom MCNOMNHUTENbHON BNacTu, COOTBETCTBEHHO B Cclieayrolmnx Lenax:

(B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) ycTtaHoBneHue 6e30NacHOCTM JNEKApPCTBEHHbLIX MNpenapaToB Ans 340pOoBbiX AobposonbueB U (Mnn)
NepeHOCMMOCTN UX 300pOBbIMM A06POBONbLIAMK, 3a UCKITHOYEHMEM TaKMX UCCNEOOBaHUN NEKapCTBEHHbLIX Npenaparos,
npoun3BeaeHHbIX 3a npegenamn Poccuinckon ®epgepaunu;

2) nopbop oNTUManbHbIX [AO3WPOBOK JIEKAPCTBEHHOrO MNpenapata WM Kypca IeyYeHus Ons nauuMeHToB C
onpeaeneHHblM 3aboneBaHVeM, ONTUMAarbHbIX 403 U CXeM BakuMHauuuM MMMYHOGUOMOrMYECKMMU eKapCTBEHHbIMU
npenapartaMu 300poBbIX J0GPOBONbLLEB;
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3) yCTaHOBJ1E€HUNe B6esonacHocTH JNIeKapCTBeHHOro npenaparta wu ero SCb(*)eKTVIBHOCTVI ana naumneHtoB C
onpepgeneHHbIM 3aboneBaHunem, I'IpO(*)I/IJ'I&KTI/I‘-ISCKOVI Scb(*)eKTMBHOCTVI VIMMyHO6VI0ﬂOI'l/ILIeCKVIX JIEKapCTBEHHbIX
npenaparoB AnA 340P0BbIX JJ,O6pOBOJ'IbLI,eB;

4) n3yvyeHme BO3MOXHOCTU paclunpeHunsa nokasaHum Ans meguuMHCKOro NPUMEHEHNA WU BbIABNEHNA paHee
HEeN3BECTHbIX MOOOYHbIX AENCTBUN 3aperncTpmpoBaHHbIX NNeKapCTBEHHbIX NnpenapaTos.

2. B oTHowweHWn BOCNpoun3BeeHHbIX NEKAPCTBEHHbLIX npenapartoB AnAd MeOUMLMHCKOro npmMMmeHeHua npoBoOOATCA
nccrnegoBaHusi GMO3KBUBANEHTHOCTU U (I/IJ'IVI) TepaHeBTquCKOVI 9KBMBANEHTHOCTU B nNopAgke, YCTaHOBIIEHHOM
YNOJTHOMOYEHHbIM Cbe,D,epaJ'leblM opraHom WCMNOSTHUTENBHON BNacTu.

3. OpraHmaau,mo npoeeneHna KInHU4YeCKux nccrnenoBaHuin NeKapCTBeHHOro npenaparta nna MeauunHCKOro
NnpuMeHeHns BrnpaBse OCYLLUEeCTBNATb.

1) pa3paboTymk nekapcTBEHHOro Npenapara Unm ynosiHoOMOYeHHOEe UM NnLO;

2) obpasoBaTerbHble OpraHM3aummn BbiCLIEro obpasoBaHns, opraHnsauumn AONOMHUTENBLHOMO NPOgEeCcCUOHaNbHOro
obpasoBaHus;
(n. 2 B pea. ®eaepanbHoro 3akoHa ot 02.07.2013 N 185-03)

3) Hay4HO-MccrenoBaTeNbCKME OpraHn3aLmm.

4. KnuHunyeckne uccrneqoBaHUs NeKapCTBEHHOrO npenapara Ang MegUUMHCKOro NMPUMEHEHUS NPOBOASATCA Ha
OCHOBaHUM paspelleHnss Ha MpOBEeAeHMEe KIMHWYECKOro WCCNeAoBaHWs feKapCTBEHHOro npenapara, BblAaHHOro
YMONHOMOYEHHbIM dedepanbHblM OPraHoM WCMOMHUTENbHOW BnacTu. YMNOMHOMOYEHHbIM deaeparnbHbll  opraH
MCMONHUTENbHOW BNacTW BedeT peecTp BblAaHHbIX pa3pelleHui Ha npoBedeHue KIMHUYECKUX WCCNeLoBaHuii
nekapcTBEHHOro npenapara, cogepXaliuii ykasaHve Ha ux Lernb Unu Lenu, B yCTaHOBIEHHOM 3TUM OpraHoM nopsigke.

(B pea. PegepanbHbix 3akoHOB 0T 22.12.2014 N 429-93, ot 13.07.2015 N 241-$3)

5. YTpartun cuny ¢ 1 nionsa 2015 roga. - degepanbHbii 3akoH OT 22.12.2014 N 429-03.

6. K opraHusauum npoBedeHVs1 KIMHUYECKUX WCCNEeAOBaHWM NeKapCTBEHHOro npenaparta Ans MeauLUHCKOro
NpUMeHeHNss pa3paboTyMKOM fEeKapCTBEHHOro mnpenapaTta MOryT MpuBrEKaTbCa lopuanveckne nuua nwbow
OpraHM3aLUMOHHO-NPaBoOBON OPMblI MPWU  yCrioBuM obecrneveHns COOTBETCTBUS STUX UCCNEeAoBaHWA TpeboBaHMAM
HacTosilero ®efepanbHOro 3akoHa.

7. KnuHunyeckme unccrnegoBaHMs NEKapCTBEHHbIX MpenapaTtoB ANs MeOMLUMHCKOrO MPUMEHEHUs MPOBOAATCS B
MEeOULMHCKUX OpraHmn3aumaX, akKpeamMToBaHHbIX YMOITHOMOYEHHbIM dyedeparnbHbiM OpraHoOM UCMOMHUTENBHOW BNacTu B
nopsiake, yctaHoeneHHoM lNpasutensctBoM Poccuiickon denepaumm.

8. llepevyeHb MeOWUMHCKMX OpraHu3auun, MMewLWwMx npaBo MNPOBOAMTb KIWHWYECKME WCCIEeAoBaHMUS
NEeKapCTBEHHbIX MpenapaTtoB Anst MEAWLMHCKOrO MNPUMEHEHWUS, U PeeCTp BbiaHHbIX Pa3pEeLUeHUn Ha NpPOBeAEeHUe
KIMUHUYECKUX WCCMNedoBaHUA feKapCTBEHHbIX MpenapaTtoB OnybrnvKoBbIBAOTCS W pasmeLLaloTcsl YNonHOMOYEHHbIM
(be,l:l,epaJ'IbelM opraHom WCNONMHUTENBHOW BNacTu B YCTaHOBITIEHHOM UM MNMopdaaKe Ha CBOEM O(*)I/ILLI/IaJ'IbHOM caunTe B CeTn
"MIHTepHeT".

CtatbA 39. PeweHue o nNpoBeAeHMM KIIMHUYECKOrO MUCCrie4OBaHUA NEKapCTBEHHOro npenaparta Aans
MeOULUHCKOro NpuMeHeHus
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. KnuHnyeckoe wunccnepoBaHue JNIEKapCTBEHHOro npenapara AnAd MeauMumMHCKOro npuMMeHeHuna npoBOAUTCA Ha
OCHOBaHMWN palpelleHna Ha npoBeaeHune KIMHUYeCKOoro wuccrieqoBaHnda InekapCTBeHHOro npenapara, BblOaHHOMo
YNONMTHOMOY€EHHbIM (be,u,epaanblM opraHomMm MCMNOSTHUTENbHOM BriactM no pesynbrataM 39KCNepTu3bl OOKYMEHTOB,
HeobxoamMMbIx Onis nonyvyeHua paspelleHnda Ha nposegeHne KnnHnM4eckoro nccnenoBaHnd nekapCTtBeHHOro npenaparta u
3TUYECKON 9KCNepTun3bl.

2. [Ins nomny4yeHusi paspeLleHnst Ha NpoBedeHVe KIMHUYECKOro MCCIegoBaHus NekapCTBEHHOro npenapaTta ans
MEOULIMHCKOTO MpUMEHeHUs1 3asiBUTENb MpeacTaBnsieT B YMNOMHOMOYEHHbI deaeparnbHblii opraH WCMONHWUTENbHO
BNacTu:

1) 3asBJ/ieHne O Bbia4dye pas3pelleHnda Ha nposegeHne KInHM4eckoro nccregoBaHnda rekapCTtBeHHOro npenapara
ana MmeanunHCKOro npMMeHeHuns;

2) Konun OOKYMEHTOB, noATBepXaakwwnx ynnaty rocy,u,apCTBeHHoﬁ nownnHbl 3a npoBegeHne 3TU4ECKOM
9KCNepTn3bl, 3KCNepTu3bl OOKYMEHTOB Ha J'IeKapCTBeHHbIIZ npenapar Ona nonyyvYeHua paspelleHna Ha npoBeneHue
KIMMHWYECKOro nccnenoBaHna nekapCTtBeHHOro npenaparta ana MeauumHCKoro npuMeHeHusa, 3a Bblaavy paspelleHna Ha
npoeseneHne KInnHN4eCcKoro nccrieqoBaHmna nekapCTtBeHHOoro npenapara anda meguunHCKoro npuMmeHeHua, 3a nposeaeHune
9KCNepTn3bl JOKYMEHTOB Ha J'IeKapCTBeHHbIIZ npenapar gona nony4vyeHua paspelleHnda Ha nposegeHne MexnyHapogHoro
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MHOFOLIEHTPOBOIO KIMMHWYECKOr0 WCCNEAOBaHWA NEeKapCTBEHHOro npenapaTta Ans MeAMUMHCKOrO MNpUMEHeHus, 3a
BblAayy paspelleHMss Ha npoBedeHWe MeXAYHapOAHOro MHOrOLEHTPOBOro KIMHWYECKOro uccregoBaHUsA
nekapcTBeHHOro npenapata Ans MeOUUMHCKOro MpUMEHEHUs, 3a NpoBedeHUEe STUYECKOW 3KCMepTu3bl, IKCMepTU3bl
OOKYMEHTOB Ha JeKapCTBEHHbIV Mpenapat ANnd MornyyYeHust paspelleHns Ha npoBedeHue MNOCTPEerncTpaumoHHOro
KMWHWYECKOro UCCrneaoBaHns nekapCcTBEHHOro npenaparta Ans MeauuUMHCKOro NPUMEHEeHUs, 3a Bblaayy paspelleHns Ha
npoBedeHne MNOCTPErncTPauMoHHOTO KIMHWYECKOro MCCnedoBaHUs NEeKapCTBEHHOro npenaparta Ans MeguuMHCKOro
NPUMEHEHMS, UMM MO COBCTBEHHON WHMUMATMBE YKasaHHble AOKYMeHTbl. B crnyyae HenpegcTaBneHus 3asiBUTENeM
YKa3aHHbIX JOKYMEHTOB YMNOMHOMOYEHHbIN defeparnbHblii opraH MCNOMHUTENbLHOM BRacTu npoBepseT dakT ynnaTbl
rocyaapCTBEHHOMW MOLLUMMHbLI C UCNOMb30BaHMeM MHgopmMauun o6 ynnarte rocyaapCTBEHHOW MOLUMMHbI, CoAepXallencs B
[ocynapCcTBeHHON MHMOPMAaLMOHHON CUCTEME O FOCYAapCTBEHHbIX W MyHMUMMAnbHbIX Mnatexax, Ha OCHOBaHWW
npeacTaBneHHbIX 3asgBUTENEM KON AOKYMEHTOB;

3) NPOTOKON KIMHMUYECKOro UCCNeaoBaHUs NeKapCTBEHHOrO npenapara A MeguLMHCKOro NPUMEHEHUS;
4) GpoLutopy nccregosarens;
5) MHCPOPMALIMOHHBIN NNCTOK NaUMEHTa;

6) cBegeHunsa ob onbiTe pa6OTb| uccnegosaTtenemn no COOTBETCTBYOLWMM cneunaribHOCTAM U UX OnbiTe pa60T|=| no
npoeseneHnto KnnHNYeCckKnx nccrnegoBaHum;

7) cBedeHUss O MEOULMHCKMX OpraHusauusix, B KOTOPbIX MpeanonaraeTtcss npoBeAeHue KINMHUYEeCKOoro
nccnegoBaHUs NeKapCTBEHHOrO npenaparta ans MeauuUMHCKOro NpuMeHeHUst (MorHoe M COoKpallleHHOe HauMeHOBaHWS,
OpraHM3aLMOHHO-TIpaBoBas POpMa, MECTO HaXOXOEHMS U MECTO OCYLLECTBINEHUs OeATenbHOCTH, TenedoH, Tenedakc,
apec 3MeKTPOHHOW MOYTbl KaXAoh MEeAMLMHCKOWM opraHn3auum);

8) cBedeHna o npepgnoriaraemMblX CpokKax rnpoBedeHUa KIMHU4YeCKoro nccrieqoBaHua nekapCcTtBeHHOro npenapara
ana MmeanunHCKOro npMMeHeHuns;

9) KOMnuio aorosopa 006s3aTenbHOro CTpaxoBaHuA, 3aKimto4eHHOro B COOTBETCTBMU C TUNOBbIMU TMpaBuiiaMun
obsizaTenbHoro CTpaxoBaHud, C YyKasaHuem rlpep,eanoﬁ YNUCNEHHOCTU nauMeHToB, Yy4YacTBYHOLLMX B KITMHNWYECKOM
ncecnegoBaHuUM NekapcTBeHHOro npenapara anda MeamumHCKoOro npuMeHeHuns;

10) VIH(bOpMaLI,I/IPO O COCTaBe NnekapCTBEeHHOro npenapara aAna MeauLumMHCKOro npuMeHeHu4d;

11) OOKYMEHT, COCTaBJIEHHbIN npon3soaunTernemM JnekapcTtBeHHOro npenapara anda MeaunumnHCKOro npuMeHeHua m
co,u,ep>|<au.l,|/||7| nokasarenu (XapaKTepI/ICTI/IKVI), a Takke cBedeHuA O JNeKapCTBeHHOM nMnpenaparte And MeguuuHCKOro
npnmMmeHeHund, npomnsseaeHHoOM And nposeneHnsa KNMHUYeCcKnx nccnenoBaHuiA;

12) Konuio NMUEH3UN Ha NPOM3BOACTBO NEKApPCTBEHHbLIX CPEACTB B Cryvyae, ecrnv Npou3BOACTBO NIeKapCTBEHHOMO
npenapata ocyuwectendaetca B Poccuiickon degepaumn, unu KONUIO 3akOYEHUS O COOTBETCTBUMU MPOU3BOAMTENS
nekapcTBeHHOro npenapaTta TpeboBaHMAM npaBun HaAnexawen npou3BO4CTBEHHOM MPAKTUKKU, BblAHHOTO
YMONTHOMOYEHHBIM OpraHoOM CTpaHbl MPOU3BOANTENS NTEKAPCTBEHHOTO Npenapara.

(B pea. PenepanbHoro 3akoHa ot 04.06.2018 N 140-03)

3. B cpok, He npeBblwakLwuin AT pabounx gHEN Co OHA NPUHATUS YKa3aHHOTO B MyHKTE 1 YyacTu 2 HacTosLLen
cTaTby 3a8BNEHNst U HEOOXOAMMbBIX JOKYMEHTOB, YNONHOMOYEHHbIN hefepanbHbii OpraH UCMONMHUTENBHOW BNACTy:

1) NPOBOAMT NMPOBEPKY MOSNHOTLI M OOCTOBEPHOCTM CBEAEHW, codepXalluxcs B NpeacTaBfeHHbIX 3asiBUTENEM
[OKYMeHTax;

2) NpMHUMaeT pelleHne O npoBeneHUn 3KCNepTu3bl OOKYMEHTOB A51A NonyYeHUA paspelleHnA Ha nposeneHune
KIMNHNYECKOro nccnegoBaHnAa nekapctBeHHOro npenapara gna MeguuuMHCKOro npuMeHeHua u 3TUYECKON 9QKCNepPTU3bl
unu o6 otkase B nposeneHnn ykaldaHHbIX 3KCNepTns;

3) yBeooMngAeT B 3MNEKTPOHHOW bopme mnu Ha ByMaKHOM HocuTene 3asiBUTENs O MPUHATOM pelleHun nubo B
crny4vae npuHATUS pelleHns ob oTkase Takke C ykazaHMeM NPUYMH Takoro 0Tkasa;

4) noarotaenMBaeT M HanpaBnAeT B 3KCNepTHOe Yy4dpexaeHume 1 COBEeT Mo 3TUKe 3adaHune Ha nposeaeHune
COOTBETCTBYIOLLNX SKCNEPTUS.

4. B cnyyae BbISIBIEHWSI HENOMHOThI U (MNM) HEAOCTOBEPHOCTU MHAOPMALMK, CoaepKallencsa B NpeacTaBneHHbIX
3asBuTENEeM AOKYMeHTax, YNONMHOMOYEHHbIN begepanbHbIl OpraH UCMOMHUTENBHOW BNAacTW HanpaBnsieT 3asBuTEenNto
3anpoc 06 yTOYHeHMW YykasaHHOW WHdopMauun. [aHHbIN 3anpoc MOXeT ObiTb nepedaH YNoJIHOMOYEHHOMY
npeacTaBMTENto 3asBUTENS NIMYHO NO4 PAcnuUcKy, HanpaeneH no NoYvTe 3akasHbiM MMCbMOM UMW NepeaaH B 3MeKTPOHHOMN
dopme no TenekoMMyHUKaUMOHHBLIM KaHanam cBasun. B crnyyae HanpaBneHus gaHHOro 3arnpoca Mo noyte 3akasHblM
MUCbMOM OH CYUTAETCS MOSTyYEHHbIM MO UCTEYEHUU LEeCTU OHEN C AaTbl HanpasneHus 3akas3Horo nucbma. 3asBuTerb
00s3aH npeacTtaBuTb OTBET Ha 3amnpoC YNOMHOMOYEHHOro defepanbHOro opraHa MCMOMHUTENbHOW BracTu B CPOK, He
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I'IpeBbIUJaIOLU,VIﬁ AOeBAHOCTa pa60l-w|x OHen co AOHA ero nony4YeHu4. CpOK, yKa3aHHbIVI B 4YacTuM 3 HacTosLEN CTaTbM,
npnocTtaHaBiMBaeTCaA CO [OHA HanpaselieHuAa 3adaBuUTENn 3anpoca YnoOJIHOMOYEHHOro cbep,epaanoro opraHa
NCMONHUTENbHOW BracTn OO OHS nony4yeHna mMm COOTBETCTBYHOLLEro oTBeTa U He Y4YUTbIBAETCA NMpU NCHUCNEHNN CpoKa
NPUHATUA YNOINTHOMOYEHHbIM cpep,epaanblM OopraHomMm WCMNOMHNTENBHOW BMNacTun peweHna o npoBeaeHUN SKCNepTu3bl
OOKYMEHTOB And nonydyeHua paspelleHnda Ha nposefeHune KIMMHUYeCKOoro mccrieqoBaHua NnekapCTBeHHOro npenapara
ana meanunHCKOro npMMeHeHus.

5. OcHoBaHueM ansi oTkasa B NPOBEAEHUM IKCTIEePTU3bl JOKYMEHTOB SISl MOSyYeHUs! paspeLleHunst Ha NpoBeaeHne
KMMHUYECKOrO0 WCCEAoBaHUs JIekapCTBEHHOrO nMpenapaTta Ans MeQUUMHCKOrO NMPUMEHEHUS] U 3TUYECKON 3IKCMepTUsbl
ABNSETCA NpefcTaBreHVe [OOKYMEHTOB, MNPedyCMOTPEHHbIX 4acTblo 2 HacTosWel cTaTbl, B HerosfiHoMm obbewme,
HenpeacTaBneHve 3asiBUTENIeM B YCTaHOBIEHHbI CPOK OTBETA Ha ykasaHHbI B 4acTu 4 HacTosAWen cTaTbM 3anpoc
YNOSIHOMOYEHHOTo (hefieparibHOro opraHa MCMOoMHUTENbHON BNacTM NGO OTCYTCTBME B MPeACTaBMEHHbIX AOKYMeHTax
McYepnbIBaloLLEro nepevHst HeobxoaMmon nHopMaummn Unu nHdopmaumm, Kotopasi 4oJmkHa ObliTb OTpaXKeHa B HUX, a
Takke OTCYTCTBME WHGOpPMauuM, NoaTBepXkaarower dakT ynnaTel FOCyAapCTBEHHOW MOWSMHbI 3a MpoBedeHue
3TUYECKON IKCMepTU3bl, IKCMNEepPTM3bl [AOKYMEHTOB Ha IeKapCTBEHHbI npenapart Ans MofydYeHus paspelleHusl Ha
npoBefeHne KMUHUYECKOro WCCre[oBaHUA JIeKapCTBEHHOMO npenapaTta Afs MeaWUUMHCKOTO NMPUMEHEHUs, 3a Bblgady
paspelleHnss Ha NpoBeAeHMe KIMHWYEeCKOro MWCCrneaoBaHus IekapcTBEHHOro npenapaTta ans MeguuUHCKOro
NMpYMEeHeHWs], 3a NpoBedeHMe IKCNePTU3bl JOKYMEHTOB Ha JIeKapCTBEHHbIV MpenapaTt ANs NOonyvYeHusl paspelleHust Ha
NnpoBeaeHNe MeXAyHapOAHOrO MHOTOLEHTPOBOMO KIMHUYECKOTO WCCRedoBaHWsl JeKapCTBEHHOro npenaparta Aans
MeOULIMHCKOTO NPUMEHEHNS, 3a Bblaady paspelleHUsl Ha NpoBeAeHNe MeXayHapoaAHOr0 MHOMOLEHTPOBOIO KIMHUYECKOTo
“ccrenoBaHusl NEeKapcTBEHHOro npenapaTa Ans MeAULMHCKOTO NMpPYMEHEHWS, 38 NPOBeAeHUe 3TUYECKOW 3KCMepTusbl,
3KCnepTu3bl OOKYMEHTOB Ha fleKapCTBEHHbI npenapaT ANA MOMy4YeHUs paspeleHuss Ha npoBefeHue
MOCTPErMCTPALIMOHHOIO KIMHUYECKOrO UCCIEAOBaHUSI NIEKAPCTBEHHOIO npenaparta Ans MeaVUMHCKOro NMpYMEeHeHus!, 3a
Bblgayy paspeLleHnst Ha NpoBeAeHMe NOCTPErMCTPALMOHHOMO KITMHUYECKOro UCCredoBaHUs IeKapCTBEHHOro npenapara
AN MeaULUMHCKOTo NpYMEeHEeHMS.

6. lNpoBedeHne 3KCNepTM3bl [OKYMEHTOB AN MOMyYEeHUs paspelleHnsi Ha MpoBeAeHue KITMHMYECKOro
nccneqoBaHusa fieKapCTBEHHOMO npenapata Ana MEeAUUMHCKOrO NMPUMMEHEHUS U 3TUYECKOW 3KCNepTusbl, COCTaBrneHne
KOMMCCHEN IKCMEPTOB WU COBETOM MO 3TMKE 3aKMO4YEHMA O BO3MOXKHOCTM MMM HEBO3MOXHOCTU MPOBEOEHUS TaKOro
KITMHMYECKOrO WCCneoBaHMs M HamnpaBfieHWe 9TUX 3akflYEeHUNn B YMOMHOMOYEHHbIV heaepanbHbI OpraH
WCNOMHUTENbHOM BMAacTW OCYLLECTBASIOTCS B CPOK, HE MpeBbllallmi Tpuguatn paboynmx OHEen co OHS MonyyYeHus
9KCMEPTHBIM Yy4YpeXxneHnemM 3ajaHus YMNONTHOMOYEHHOro denepanbHOro opraHa WCNOMHUTENbHOW BRacTu ¢
NpUNoXeHnemM AOOKYMEHTOB, YKa3aHHbIXx B nyHkTax 3, 4, 10 u 11 yactm 2 HacToslen cTatbu, U COBETOM MO ITUKE
3a[laHus YNONTHOMOYEHHOro dhefepanbHOro opraHa UCMOSTHUTENBHON BNACTW C NPUMOXEHWEM JOKYMEHTOB, YKa3aHHbIX B
nyHkTax 3 - 6, 8 n 9 yactu 2 HacTosLEen cTaTbu.

7. B cpok, He npesblwawWwuin NaTM paboumx OHEN CO AHA MNOMyYeHUs 3aKMOYEHW, yKasaHHbIX B 4actn 6
HaCcToALWEN cTaTby, YNONIHOMOYEHHbIV dheaeparnbHbI OpraH UCMONTHUTENBLHOW BRACTU:

1) OCyLUeCTBNAET OUEeHKY noCTynuBLUNX 3aKniYeHnn ans onpeneneHna mnx COoOTBEeTCTBUA 3adaHUAM Ha
npoeeneHne CoOoTBETCTBYIOLLMNX SKCNEPTU3;

2) NpYHMMaeT pelleHne O BbiJaye paspelleHusi Ha MPOBeAeHNe KIIMHUYECKOrO UCCREeAoBaHUsl 1eKapCTBEHHOO
npenapara ans MeAULIMHCKOTO NPUMEHEHNs Unn 06 oTkase B Bblave ykazaHHOro paspeLueHuns;

3) BblgaeT paspelleHMe Ha MpoBefdeHWe KIIMHWYEeCKOro WCCNefoBaHUs nekapCTBEHHOro npenaparta Aans
MEOULIMHCKOTO NMPUMEHEHNS UIN peLleHre 06 oTKase B Bblave yka3aHHOIo paspeLleHns C ykasaHMeM NpUYMH oTKasa.

8. OcHoBaHMEM Ons oTKasa B Bblgade paspelleHna Ha npoBegeHne KrnmHn4eckoro nccrnengoBaHna nekapcrteseHHoro
npenaparta anda MeguunHCKOro npuMeHeHua 4aBndeTca Halndme 3akitoyYeHUA KOMUCCUM ISKCNepToB WUITN 3aKItoYeHUdA
coBeTa Mo 3TUKe O HEeBO3MOXHOCTU MnpoBedeHUA KITMHUYECKOro wuccrnegoBaHuAa JieKapCTBEHHOro npenapara And
MEONLNHCKOIro NnpMMeHeHna No pesynbratamM npoBeaeHHbIX 3KCNepTns, npegyCcMOTPEHHbIX YacCTblo 6 HacTosLeln cTaTbu.

9. PelweHre o6 oTkaze B NpPOBEAEHMWN IKCTEpTU3bl JOKYMEHTOB AN MOfydeHusl paspeLleHnsl Ha npoBedeHue
KMMHUYECKOro UCCNeqoBaHnA NekapCcTBEHHOro npenapara Ans MeauLMHCKOro NPUMEHEHNs 1 3TUYECKON SKCNepTu3bl U B
Bbldaye paspelleHVs Ha MpoBeaeHUe KNMHUYECKOro WUCCReAoBaHUs MeKkapCTBEHHOro npenaparta Ans MeguLUMHCKOro
NpUMEHEHMS MOXET ObITb 0GXanoeaHo B Nopsake, yCTaHOBNEHHOM 3akoHodaTenbCcTBOM Poccuiickon denepaunn.

CtaTbs 39.1. 3Tnyeckas akcnepTmsa
(BBegeHa PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

1. OTnyeckas 3KCcnepTtmn3a npoBoaAUTCA COBETOM MO 3TUKE, CO34aHHbIM B NOopAdKe, YCTAaHOBJIEHHOM
YNOJTHOMOYEHHbIM (bep,epaanblM opraHomMm WCMNONHUTENbHOW BMacTW, B UENsX Bblda4yu 3akilo4YeHust 00 3TU4YecKomn
060CHOBAHHOCTN BO3MOXHOCTM nposegeHnAa KIIMHNWYEeCKOro wuccriegoBaHnMA nekKkapCTBEHHOro npenaparta AnAa
MeONLNMHCKOIo NpuMeHeHus.

2. 3kcnepTamu coBeTa No 3TUKe MOryT ObiTb NpeacTaBUTEN MeaMLUHCKUX OpraHn3auunin, Hay4HbIX OpraHu3aumnm,
obpaszoBaTenbHbIX OpraHusauMin Bbiclero obpas3oBaHus, a Takke npeacTaBuTenu o6LLEeCTBEHHbIX OpraHM3auun,
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PENMUIMO3HbIX OpI'aHl/I3aLJ,I/Il7I n cpencrte MaccOBOW VIH(bOpMaU,I/IVI. [aHHble 9KCNepPTbl HE AOOJTXHbl HAaxXoAUTbCA B Kakon-
nnbo 3aBUCUMOCTMU OT pa3pa6OT‘-IVIKOB NNeKapCTBEHHbIX npenapatoB N OPYrKnX nuuy, 3anHTepeCOBaHHbIX B pesylbrartax
3TUYECKON 9QKCNepTn3bl.

3. Onnata ycnyr aKCnepToB cCoBeTa MO 3TUKE OCYLLECTBIISIETCS HA OCHOBAHMW [OrOBOPA, 3aK/OYEHHOro Mexay
YMNOTHOMOYEHHBIM dbefepanbHbiM OpraHOM WCMOMHUTENbHOM BNacTh, KOTOPbIM CO34aH COBET MO 3TUKE, U 3KCMepToM
coBeTa Mo 3TUKe, 3a CYET OIOMKETHBIX aCCUrHOBaHWIA, NPeayCMOTPEHHBIX YMONHOMOYEeHHOMY dedepanbHOMYy OpraHy
MCMOMNHUTENbLHONW BNacTW, KOTOPbIM CO34aH COBET MO 3TWKe, B dedepanbHOM BlogKeTe Ha COOTBETCTBYHOLLMIA rog Ha
obecreyeHune ero AesTeNlbHOCTY, B pa3Mepax, yCTaHoBNeHHbIX MpaBuTenscTBoM Poccuiickoin egepaumu.

4. DKcnepTbl COBETa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOOATENbCTBOM Poccuiickon
depepauum.

5. CoctaB coBeTa No 3TWKe, MOMOXeHWe 06 ITOM COBEeTe, MOpPsAOK €ero [AeATenbHOCTM, TpeboBaHus K
KBanudukauum 1 onbiTy paboTbl MO 3KCMEPTHON OLEHKE Hay4HbIX, MEOULIMHCKUX U 3TUYECKUX acnekToB KITMHUYECKUX
nccnenoBaHWii NekapcTBEHHBIX NpenapaTos Ans MeAULIMHCKOro NpuMeHeHusl, NnpeabsBnseMble K aKcnepTaM coBeTta Mno
3TUKe, MOPAOOK OpraHM3auuu W MPOBEAeHUs 3TUYECKOW IKCrepTusbl, dopMa 3akfiovyeHuss cosBeTa Mo 3TukKe
yCTaHaBMMBAOTCS  YMOSIHOMOYEHHBIM (befeparibHbIM  OpraHoM UCMONHUTENbHOW Bnactu. Yucno npepcTaBuTenen
MEOULIMHCKMX OpraHn3aLmnii He MOXET NpeBbILaTh NOMOBUHY OT OGLLENO YKCa SKCNepTOB COBETA MO 3THKE.

6. VMIHbopmaumsi o cocTaBe cCoBeTa MO 3TMKe, MlaHax ero paboTbl U TeKylen OesTerbHOCTU pas3MeLlaeTcsa Ha
oduumanbHOM canTe YNonHOMOYEHHOro dedepanbHoro opraHa WCNOMHWUTENbHOW Bnactu B cetu "VIHTepHeT" B
YCT@HOBITEHHOM MM MOpsOKe.

CtaTtbsa 40. NpoBeaeHMe KIIMHMYECKOrO UCCIIeAO0BaHUA NEeKapCTBEHHOro npenapara Ans MeAULMHCKOro
npUMeHeHus1

1. PykoBoauTenb MeOMUMHCKON OopraHu3aumu, KoTopasi MpoBOAUT KIMHWYECKOe UccrenoBaHWe neKapCTBEHHOro
npenapaTta Ans MeOMUUHCKOrO MpUMEHEHMsl, HasHayaeT uccrenosaTtensl, OTBETCTBEHHOrO 3a MpPOBEOEHME TaKoro
nccnefoBaHua M MMelowero reyebHy crneumanbHOCTb, COOTBETCTBYIOLWLYIO MNPOBOAUMOMY KIUHUYECKOMY
nUccrnegoBaHUI0 NIEKApCTBEHHOMO Mpenapata, Co CTaXeM paboTbl MO nporpammam  KIMHUYEeCKUX WUccrneqoBaHuin
NeKapCTBEHHbIX NMpenapaToB HE MeEHee YeM Tpu roga M No ero NpeariokeHuo HasHavaeT couccrnegoBaTenen us Yncna
Bpayen aTon MeguUMHCKON opraHn3auum.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. Wccnepoatenb ocyluecTBnsieT BbIGOp MaLWEHTOB, KOTOpble MO MeAWULMHCKUM roKasaHusM MOoryT ObiTb
NPUBMEYEHbI K Y4acTu1IO B KITMHUYECKOM UCCIeoBaHUN NIeKapCTBEHHOrO npenapara Ans MEAULMHCKOro NPUMEHEHUS.

3. Wccnepoeatenb u couccrnegoBatenn [OOMKHbl ObiTb O3HAKOMIIEHbI C pesynbrataMmn OOKJITMHNYECKOro
nccnenoBaHna JneKapCTtBeHHOro cpeacrtBa, coaepXalwunMucda B 6p0LUIOpe ncenenoBartend, npoekToM MpoToKona
KNMMHN4YeCKoro wuccrnegoBaHuna JrekKkapCTBeHHOro npenapara anda MeguumHCKOro npuMeHeHusd, pa3pa60TaHHbIM
pa3pa6OT‘-II/IKOM NIeKapCTBeHHOro npenapara wnn WHbiIM KPUONYECKUM JIULOM, NpUBeKaemMbiM K opraHmsauunmn
npoesefgeHna KIMHU4YeCcKoro uccrieaoBaHna nekapCTBeHHOro npenaparta gnlda MeaunuuHCKOro npuMeHeHud, n opyruMmu
mMmaTtepunanamMmmy Takoro nccrieqoBaHus.

3.1. PykoBoguTenb MeOuLMHCKON OpraHu3aumm B CPOK, HE MpeBbIlaloWmMi Tpex pabounx gHen co OHS Hadvana
NpoBeaeHNs KIMMHMYECKOrO MCCneaoBaHus NekapCTBEHHOMO npenapara Ans MeaAuUMHCKOro NpuMeHeHusi, coobuaet ob
3TOM B YMONIHOMOYEHHbIA hefepanbHbli OpraH WMCMOMHWUTENBbHOW BMacTv, BbIOABLUMA paspelleHne Ha npoBedeHue
Takoro uccnegoBaHusl, No YCTaHOBEHHOW UM chopMme.

(vacTb 3.1 BBegeHa PegepanbHbiM 3akoHOM OT 29.11.2010 N 313-d3)

4. OpraHusaumm, OCYLLECTBISIOLWNE OpPraHn3aLumio NpoBeOeHUst KIMHWUYECKOrO WUCCefoBaHUS NeKapCTBEHHOMO
npenapaTa Ans MeguUUHCKOro NpMMeHeHWs1 U ykasaHHble B Yactu 3 ctatby 38 HacTosiwero ®egepanbHoro 3akoHa, B
crnyyae HeobxoOMMOCTU BHECEHMSI U3MEHEHMWIN B MPOTOKOS KIIMHWMYECKOIrO MCCRefoBaHWUsi NIEKapCTBEHHOrO mnpenapara
Anst MEAMUMHCKOMO NPUMEHEHUs coobLuatoT 06 3TOM B YNOMHOMOYEHHbI (hefeparnbHblii opraH UCMONHUTENBHONM BRacTy,
BblOaBLUNIA paspeLleHNe Ha NPoBeaEHME TAKoro UCCNEAoBaHMS, NO YCTAHOBMNEHHOW M chopMme.

(B pen. PenepansHoro 3akoHa ot 11.10.2010 N 271-93)

4.1. dJopma COoOOLLEHMSI O BHECEHUUM WU3MEHEHU B NPOTOKOJZT KIMMHUYECKOro uccrneagoBaHuA JnekapcTtBeHHOro
npenapara ana meguunHCKoro npuMeHeHuna OorXHa cogepXxartb cnegyrouime ceegeHuna:

1) HanveHoBaHune, I/I,El,eHTI/ICbMKaLI,I/IOHHbIﬁ HOMEP 1 gata NnpoTtokona KInMHNM4YeCcKoro nccrnegoBaHud,
2) JaTa BHECEHUS U3MEHEHWNI B NPOTOKOJ1 KITMHNYECKOIro nccnegoBaHuA,
3) HanmMmeHoBaHNE N MECTO HaxOXAeHUA 3aAaBUTENA;

4) HavMeHOBaHWe OpraHu3auuuv, MPUBIIEYEHHON pPa3pabOTYMKOM JIeKapCTBEHHOMO Mpenapara K opraHu3aumm
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npoBegeHunsa KInnHn4eckoro nccnenoBaHunsa (I'IpVI HaJ'IVI‘-IVIVI);

5) HanMeHOBaHUA N MecCTa HaxoXaeHuAa MeguunHCKUX OpI'aHl/ISaLI,VIVI, B KOTOPbIX NpoBOAUTCA KIMMHUYEeCKoe
nccnegoBsaHue;

6) naTa Bblgayn paspeLleHns Ha NpoBedeHne KITMHUYECKOTo UccreoBaHnsl U HOMEp 3TOro paspeLUeHuss;

7) N3MEHEHMS1, BHOCUMbIE B NPOTOKOI KIMHWYECKOrO MCCreqoBaHus.
(vacTb 4.1 BBegeHa PenepanbHbiM 3akoHoM oT 11.10.2010 N 271-03)

5. B cpoK, He npeBbIlWAWMn Tpuguatm pabounx gHEr Co OHA MONyYeHUs yKaszaHHOro B 4YacTu 4 HacTosLLen
cTaTby COOBLLEHNSs, YNONHOMOYEHHBIN dhefepanbHbli OpraH MCMNOMHUTENbBHOM BNAacTM paccMaTpmBaeT 3To coobLueHne B
YCT@HOBIEHHOM UM MOPSAKE U NPUHMMAET pPeLLEHNE O BHECEHUM U3MEHEHWI B NPOTOKOI KMMHUYECKOTO UCCe0BaHNS
NnekapcTBEHHOro npenapaTta Ans MeguuMHCKOro MpuMeHeHust unn o6 oTKaze BO BHECEHUW Takux M3MeHeHun. [pu
paccMoTpeHMn CcoobLieHnss O HeOOXOOMMOCTU BHECEHUA W3MEHEHWA B MPOTOKOM KIIMHUYECKOro MCCreqoBaHus
NEeKapCTBEHHOro npenapara Ans MEAUUMHCKOro MNPUMEHEHUsT B LENnsX OLEHKM OOOCHOBaAHHOCTW npeararaemMbixX
N3MEHEHWU N onpefeneHns CTeNeHN pucka Ans NauueHToB, MPUHMMAKLNX yYacTue B KIMHUYECKUX UCCNEAOBaHUSX,
YMOSTHOMOYEHHBIM dheeparnbHbIM OpraHoOM UCMOMNHUTENBLHOM BNAcTWU MOTYT MPUBIEKATLCS SKCMEPThbl COBETA MO 3TUKE.

(B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. KnuHunueckoe wccnegoBaHWe IEKapCTBEHHOrO npenapaTta Ans MeOMUMHCKOTO MPUMEHEHWS MOXET ObiTb
NPUOCTaHOBMEHO WMMN MpPeKpaLLEHO, ecnu B NPOLECCe ero npoBeaeHns obHapyKeHa OMacHOCTb Ans XM3HMW, 300POBbS
nauveHToB. B cnyyae BO3HWMKHOBEHWSI OMAacHOCTWU AN JKU3HW, 300POBbS MauueHTa, y4acTBYHOLWEro B KIUHUYECKOM
nccriedoBaHUM JeKapCTBEHHOrO npenapata Ans MeaguUMHCKOro MpuMeHeHus, uccrepgoBatenn o6si3aHbl
NPOVHGOpPMMUPOBaTE 06 3TOM PYKOBOAWUTENS MEAMLMHCKOW OpraHM3auMu M opraHusaumio, MonyuymBLLYO paspelleHue
YNONTHOMOYEHHOIro dbelepanbHOro opraHa WCMOMHUTENbHOM BMacT Ha oOpraHvM3aumio NpoBedeHUst KIMHUYECKOro
nccnefoBaHWs NekapCTBEHHOro rnpenaparta. PelleHMe O NPUOCTAHOBMEHUU KIMHUYECKOrO WUccnenoBaHUs
rieKapCcTBEHHOro npenapaTa Af1i MEAULMHCKOrO NPUMEHEHUSI NMPUHMMAIOT PYKOBOAUTENb MEAMLMHCKON opraHu3aumun u
(vnn) opraHusauus, NonyyYmBLLAsi paspelleHne YNoNHOMOYEHHOro (hedepanbHOro opraHa WCMOSIHUTENbHOW BracTu Ha
opraHu3aumio NPoBeAeHUs! KIIMHUYECKOro UCCedoBaHUs NeKapCTBEHHOTO npenaparta Ans MeAUUMHCKOrO NPUMEHEHUS,
pelleHne O MpekpaLleHn Takoro uccriefoBaHus NPUHUMAET YNoNHOMOYEHHbIN deaeparnbHblii opraH UCMONHMUTENbHO
BNacTu Ha OCHOBaHWU COOBLLEHUS B MMCbMEHHOW DOPME PYKOBOAUTENS MEOQULIMHCKOW OpraHu3aumu unm opraHusauus,
nosfyyvBLIasi paspeLleHVe YMNONHOMOYEHHOro deaepasnibHOro opraHa WCMOMHUTENBHOM BracTh Ha opraHusauuio
MpPOBeAEHNS KITMHUYECKOIO UCCIIe0BaHNs NeKapCTBEHHOro npenaparta Ansi MeaUMHCKOTO NPUMEHEHMS.

7. B cpok, He npesblwakWwun NATn pabounx AHeW CO OHA 3aBepLUEHUS, NPUOCTAHOBIEHWS UMW NpeKpalleHns
KITMHUYECKOTO WCCreAOBaHNS JNEKAapCTBEHHOrO npenaparta Ansi MEeAWUMHCKOro NpuMeHeHusi, cooblueHne o6 3Tom
HanpaBngeTca opraHusaumaMn, ykasaHHbIMM B 4Yactu 3 ctatbu 38 HacTtoswero defepanbHOro 3akoHa, B
YNOMHOMOYEHHbIN heaepanbHbI OpraH UCNOMHUTENBHOM BNAcTU MO YCTaHOBNEHHOW UM chopme.

8. ¢opma coobLeHns o 3aBepLlieHnn, npuocTtaHoBNEHUN unn npekpaweHnn KrimHn4YecKoro wuccnenoBaHnAa
NeKapCTBeHHOro npenapara ana MmeguumnHCKoOro npuMeHeHmna OorxKHa cogepxartb:

1) vMHOpMauMilO O MEOUUMHCKOW opraHuM3aumm Wnun MeAUUMHCKMX OpraHusauusax, MpoBOAMBLUUX [OaHHOE
nccneaoBaHue;

2) onvcaHue OaHHOro UccrnenoBaHus;

3) paHHble nccnegoBatens (pamunus, Mg, oT4ECTBO, MECTO paboTbl, 3aHMMaeMas AOMKHOCTb, CneunanbHOCTb,
cTax paboTbl MO nporpamMmMam KIMHUYECKMX WCCMEeqOBaHUM feKapCTBEHHbIX MpenapaToB, MepeyeHb KIMHUYECKUX
nccrnenoBaHnii NeKapCTBEHHbIX MNPenapaTtoB, B KOTOPbIX OH MpuWHMMAarn yyacTue (nepvogpl yvyacTus) B KadecTBe
nccregoBaTtens unv comccnegosartens);

(B pea. PenepansHoro 3akoHa ot 11.10.2010 N 271-®3)

4) pe3ynbTaT aHHOro UccrnefoBaHuWs (3aBepLUeHne, NMPUOCTaHOBMNEHWE UNW NpeKpaLleHne AaHHOro UCCreaoBaHus
C yKasaHueM WX NPUYMH U BNUSIHUS Ha OLEHKY €ero pesynbraTtoB, OOy OLEHKY pucka M OXuaaemow nonb3bl OT
NPUMEHEHMS MCCNeayeMOoro fiekapCTBEHHOIO Npenapara, a Takke npegnonaraeMble ganbHenwme AencTeus).

8.1. MNpwu BbIIBNEHUN deaepanbHbIM OPraHoM UCNOMHUTENBHON BNAacTU, OCYLLECTBASIOLWNM (DYHKLMM NO KOHTPOIO
N Hagsopy B cdepe 3O0paBOOXpaHEHMs, HapyLeHW npaBun Hagnexawlen KNMHUYECKOW NPakTUKM Mpu nposBedeHun
KMMHWYECKOrO MCCreaoBaHNs NekapCTBEHHOro npenaparta, BAMSAIOWMX Ha MOMHOTY W (Unn) AOCTOBEPHOCTb AaHHOro
KIMHWYECKOro MCCregoBaHus, YyKasaHHbI dbegepanbHbll OpraH WCNOMHWUTENbHOW BRacTu npuocTaHaBnuBaeT
npoBefAeHne AaHHOro KIMHUYECKOro WUCCrieqoBaHMA U BbIHOCUT MeOMLMHCKOW OpraHv3aumu, B KOTOPOW MpOBOAMTCHA
AaHHOe KNMHMYeckoe uccrnegoBaHue, npegnucaHue ob ycTpaHeHMU BbISIBMEHHbIX HapylleHuin. lMpu HeycTpaHeHun
MEOVUMHCKOW OpraHvM3aunen BbISIBIIEHHbIX HapyLEeHUWN B YCTAHOBMEHHbIM B MNPEeAnMCaHun CpPOK yKa3aHHbIN
hefepanbHbIi OpraH UCMONHUTENbHOW BNAcT MPUHUMAET pelleHne O MNpeKpalleHUM MpPOBEeAeHUs KIMHWYECKOro
nccregoBaHUA fekapCcTBEHHOrO npenapata u HanpaenseT B dedepanbHbldi OpraH WCMNOMHMTENbHOW BRacTw,
ocyllecTBrsoWwMA QyHKUMKM NO BbipaboTke M peanusaumy rocyaapCTBEHHOW MOMUTUMKA M HOPMaTUBHO-NPaBOBOMY
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PErynupoBaHnio B cohepe 34paBOOXpPaHEHUs!, 3aKIOMEHUE O BbISIBIEHWW MNPUM NPOBEAEHWMU [AHHOMO KIMHUYECKOro
NCCNEefoBaHNA HapylieHWA npaBun Hagnexalwlelh KIMHUYECKOM MpakTUKM ONs NPUHATUMS pelleHust o6 OTMeHe
paspeLleHnss Ha opraHM3auuto NPOBEeAEHUS! LAHHOIO KIMHWYECKOro WCCNEedOoBaHMS C [aTbl MPUHATUS peLleHnst o
NpnocTaHoBNEHNN NpoBeaeHNA KIMMHNYEeCKOro nccnegoBaHuAa nekapCTtBeHHOro npenapara.

(vactb 8.1 B peq. PepepanbHoro 3akoHa ot 13.07.2015 N 241-03)

9. YnonHOMOYeHHbIN degepanbHbii OpraH UCMOMHUTENbHOW BRactTu onybrnvMKoBbIBAET M pasMellaeT Ha CBOEM
odumumnanbHoM cante B ceTu "UIHTepHeT" coobllieHne O 3aBepLUEeHUW, NPUOCTAHOBMEHUN WU NpeKpaLleHun
KNMMHWUYECKOTO UCCNEOOBaHUS NEKAapPCTBEHHOIO npenapara Ans MegULUHCKOrOo MPUMEHEHUS B CPOK, HE MpPEBbILLAOLLMA
NSTU paboyvmx SHEWN CO AHSA ero nosyyYeHusl, B YCTaHOBNIEHHOM UM NOPSIAKE.

10. YnonHOMOYeHHbIN defepanbHbli OpraH WCNOMHUTENbHOW BRAcTU OCYLLECTBNSET BedeHue peecTpa
uccnegosartenen, MNpPoOBOAALIMX WM NPOBOAUBLLMX KIMHUYECKUE UCCNeaoBaHUs NeKapCTBEHHbIX MpenapaTtoB Ang
MEOULMHCKOIO MPUMEHEHUS, B COOTBETCTBUM C YTBEPXOEHHbIMW MM MpaBunaMmyv M pasMellaeTr ero Ha CBOeM
odmumanbHoM canTe B ceTn "VIHTepHeT" B yCTaHOBIEHHOM MM nopsagke. YKasaHHbI peecTp COAepXUT nHdpopmaumio,
npegycCMOTPEHHYI0 NYHKTOM 3 YacTu 8 HacTosILen cTaTbu.

11. OTyeT O pesynbratax KIMHWYECKOrO WCCNEeAoBaHWsS NeKapCTBEHHOro npenapata Ans MeauLMHCKOro
NPYMEHEHNs1 COCTaBISIeTC OpraHu3aumeii, ykasaHHoW B YacTu 3 ctatbu 38 HacTtosiwero dedepanbHOro 3akoHa, Ha
OCHOBaHUM 3aKYEHU MeOWULMHCKMX OpraHusauuii, NpoBOAMBLUMX 3TO WCCredoBaHMe, W MpeacTaBnseTca B
YNONMHOMOYEHHbIN doeaeparnbHblii opraH WCMOMHUTENbHOW BRacTW, BblAABLUMIA paspelleHne Ha NpoBedeHME 3TOro
nccrnenoBaHUsl, B CPOK, He MNPEeBbIIALWMA TPeX MeCALeB CO [OHS ero 3aBeplUeHusl, MPUOCTaAHOBMEHUS WNn
npekpaLLeHusi, B MOpsiaKe, YyCTaHOBIEHHOM YMOMHOMOYEHHBIM (heaepanbHbIM OpraHOM UCMONHUTENbHOWM BMacTu.

12. HapyweHue npaBun Hagnexawlen KNMHUYECKOW MpPaKTUKW, danbcudukauns pesynstaToB KIMHUYECKOro
NCCNeaoBaHUA IeKapCTBEHHOrO npenapaTta Anst MeOMUMHCKOrO MPUMMEHEHMsT BNEKyT 3a coboM OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKOHOoAaTenbcTBoM Poccuiickon depepaunn.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

13. MNpn npoBedeHUN KNNHNYECKOIO MCCreaoBaHNs NeKkapCTBEHHOro npenaparta Ans MeaMLMHCKOro NpUMeHeHns
ponyckaetcsa 3abop y naumeHToB Guonoruyeckmx marepuanos (obpasLbl GUONOrnMYecknx XUOKOCTen, TKaHen, CekpeToB
N NPOOYKTOB XU3HEOEATENbHOCTU 4YeroBeka, (PU3MOoMNorMdecknx M natororMyeckmx BblAeneHuin, MaskoB, cOockoboB,
CMbIBOB, MUKPOOPraHM3mMoB, BMoncuiiHbIi Matepuan) ans ux udyvyenns B Poccunckon ®egepauum n (unn) 3a npegenamu
Poccunckon ®egepaumn.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

14. Mopsgok Beo3a B Poccuinckyto ®enepaumio u BbiBO3a 3a npegernbl Poccuiickon ®egepaumm 61Monornyeckmx
MaTepuarnoB, MOMYYEHHbIX MNpPU NPOBEAEHMM KITMHUYECKOTO WCCRELOBaHUS FfeKapCTBEHHOro npenapata Ans
MeOMLMHCKOrO NPUMEHEHWs, ycTaHaenmBaeTcs [NpaButenscTBom Poccuickon Pegepaumu.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Ctatba 41. [loroBop O npoBeAeHMU KIMHUYECKOro UCCeAoBaHUA JeKapCTBEHHOro npenapara Aans
MeaULUHCKOro NpuMeHeHus

1. KnnHuyeckoe uccnepoBaHue NNIeKapCTBeHHOro npenapara Aand MeauuuHCKOro npuMeHeHua npoBoAUTCA B
COOTBETCTBMM C OOrOBOPOM O MnpoBefeHnn KInMHN4YeCcKkoro nccriegoBaHuA nekapCcTtBeHHOro npenaparta and meguunHCcKoro
NPpUMEHEeHNA, 3aKrn4yaemMbliM MeXay OpFaHI/I3aLI,VIeI7I, I'IOJ'Iy‘-IVIBLUGVI paspewieHne ynosIHOMO4YEeHHOro cbep,epaanoro
opraHa MCMNONHNTENBbHOM BNacTu Ha opraHmsauuio npoBeaeHna Takoro nccrnegosaHuA, U MEANLNHCKOM opraHmaaumeVl,
OcyLLl,eCTBJ'IFHOLIJ,eVI npoeefeHne Takoro nccrieaoBaHuA.

2. ,D,oroaop O npoBegeHnn KInMHN4YeCcKoro wuccneaoBaHnda JneKapCTBeHHOro npenapara Ana MeamumnHCKOro
npuMeHeHna OOJMKeH coaepXKaTb:

1) ycnoesusa U CPOKM npoBefeHnAa 0aHHOro nccnenoBaHud;

2) onpepeneHne oblWwen cTouMmMocTu nporpamMmmMmbl OaHHOINo wuccnegosaHuAa C yKa3aHuem CyMMbl,
npep,HaaHaqarou.l,eﬁc;i Ana BbINfaT nccnegoBartendam, conccnenoBaTtenam,

3) onpeneneHune (bOprI npencraBneHuna pesynbratoB JaHHONO nccriegosaHmA B yI'IOJ'IHOMO‘-IeHHbIIZ cbep,epaanbuZ
opraH WCMNOMHUTENbHOM BNAcCTU.

Ctatbs 42. ®duHaHcoBoe obecneyeHue KIIMHUYECKOrO MCCNeAoBaHUA JIeKapCTBEHHOro npenapara ans
MeAVLIMHCKOro NpPUMeHeHunsA

durHaHcoBOEe obecrnevyeHne KIIMHUYECKOrO WCCIenoBaHUs NNIeKapCTBeHHOro npenaparta Agna MeguuuHCKOro
NnpuMeHeHNA OCYLLEeCTBIAETCA 3a CHET!

1) cpencTB heaepanbHOro BmKeTa;
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2) cpeacTe OpI'aHVI3aLI,l/IIZ, nonyynBlwNX paspeweHne Ha opraHm3auuto npoBefeHunAa OaHHOro UuccnenoBaHud, B
COOTBETCTBMU C yCrnoBusaAMun Ooroeopa o ero nposeneHun;

3) VHbIX He 3anpeLLeHHbIX 3akoHoaaTenbcTBoM Poccuiickon ®efepaumm NCTOYHMKOB.

CtaTbA 43. I'IpaBa nauynMeHToB, y4YaCcTByHOLWUX B KIIMHNYEeCKOM UccnegoBaHUN nekapCTtBeHHOro npenaparta
Ansa MeAUUMNHCKOro npyuMmeHeHuns

1. YyacTue naumMeHTOB B KIIMHUYECKOM WCCreaoBaHun JleKapCTBeHHOro npenapata Aanda MeauuuHCKoro
NpUMeHeHNA ABNAETCA ,EI,O6pOBOJ'IbeIM.

2. MauneHT nnm ero 3aKOHHbIN NpeacTaBUTENb OOMKEH ObITb MHPOPMUPOBaAH B NUCbMEHHON hopMme:

1) 0 NeKkapcTBEHHOM npenaparte A MeAULUHCKOrO NPUMEHEHUS U CYLLIHOCTM KIMHUYECKOro MCCrnenoBaHust aToro
neKkapcTBEHHOro npenapara;

2) o GesonacHOCTM neKkapCTBEHHOro npenapara And MeOWUMHCKOrO MPUMEHEHWUHA, ero OXuaaemowu
3(PPEKTUBHOCTU N CTENEHM PUCKa AN NAUMNEHTa;

3) 00 yCcnoBuAx y4acTtua nauneHTa B KINMHNM4YEeCKOM UccnenoBaHnUn nekapCTtBeHHOro npenapara gna MmeguumHCKoro
NPUMEHEeHNA;

4) O uenn mnnm uendax n npoaosiKUTENbHOCTU KIMMHUWYECKOro uccneaoBaHUA JeKapCTBEHHOro npenaparta and
MeONLMHCKOIo NpuMeHeHUs;

5) 0 gencTBuAX NauveHTa B cnydae HenpeaBuAeHHbIX 3@EKTOB BMMSHMA NEKapCTBEHHOro npenapaTta Ans
MEeONLMHCKOrO MPUMEHEHNS Ha COCTOSIHWE €ro 300POBbS;

6) 06 ycnoBusax o6a3aTensHOro CTpaxoBaHUS XU3HW, 300POBbS NALMNEHTA;

7) O rapaHTuax KOHq)M,EI,eHLLI/IaJ'IbHOCTM yqyactna nauneHta B KIMMHUYEeCKOM WuccnenoBaHUM nekapCTBEHHOro
npenapara ana meguumnHCKoOro npuMeHeHus.

3. [lobpoBonbHOe cornacue naumueHTa Ha y4acTue B KNMHUYECKOM MCCrieqoBaHnmM nekapcTBeHHOro npenapara ans
MeOULIMHCKOrO MpUMEHeHUs MOATBepX4aeTca ero MOAMNUCLI0 WMNW MOAMUCHLI0 E€ro 3aKOHHOro MpeacTaBuTEns Ha
MH(OPMALIMOHHOM NUCTKE NauueHTa.

4. TMaumeHT unu ero 3aKOoHHbIN npeacrtaBuTeslb UMeeT npaBo OTKas3aTbCA OT y4yactuAaA B KITMHUYECKOM
nccrnegoBaHUM nekapCTBeHHOro npenapara Aana MeauuuHCKOro npuMeHeHua Ha nobon cragum npoesegeHna TaKkoro
nccnegoBsaHuA.

5. MNpoBegeHne KNUHWYECKOro MCCRedoBaHWs NEeKapCTBEHHOro npenaparta Ans MeAULUMHCKOrO NpYMEHeHus C
yyacTMeM B KavecTBe MNaLMeHTOB OeTen [A0MycKaeTcs TONbKO C COrfiacuMs B MUCbMEHHOW dopme ux poauTtenen,
ycblHOoBUTENEn. [leTn MoryT paccMaTpmBaTbCa B KayecTBe MOTEHLUMarbHbIX NAaUMEHTOB TaKoro UCCNedoBaHUs, TOMbKO
€Cnu ero nNpoBefeHne HeobxoaMMO ANs YKpenneHus 340poBbsa AeTen Unu NpodunakTku MHPEKUMOHHbIX 3abonesaHni
B AETCKOM Bo3pacTe Nnbo ecnn Lenbio Takoro UCCneaoBaHus ABMAETCS NorydYeHne AaHHbIX O Haunydllen [03VMPOoBKe
rfiekapCTBEHHOro npenapara Ans neyveHus geten. B atux cnydvasix TakoMy MCCnedoBaHUKO AOSMKHO MnpedlecTBoBaTb
KNMMHWYECKoe WUCCnedoBaHWe fekapCTBEHHOro npenaparta And MeavMUMHCKOro NPYMEHEHUs Ha COBEepLUEHHOMNETHUX
rpaxgaHax, 3a UCKITIOYEeHWEM CriyqaeB, ecrnv uccregyemblid NekapcTBEHHbIN Npenapar ANns MeguumMHCKOro NpuMeHeHus
npegHasHa4YeH UCKITHYMTENbHO A58 UCMONb30BaHNSA HECOBEPLLEHHONETHUMU FpaXKaaHaMu.

(B peq. PepepanbHoro 3akoHa ot 22.10.2014 N 313-93)

6. 3ar|peu.|,aeTC9| npoeeneHne KrMHN4YeCcKoro uccrnegoBaHuA IneKkapCTBeHHOro npenaparta gna mMmeguunHCKoro
npumMmeHeHnd ¢ yd4actnem B Ka4yecTBe NnalmneHTOB:

1) peren-cMpoT n geten, octaBLInXcs 6e3 nonevyeHns poguTenen;

2) XeHLMH B nepuon GepeMeHHOCTH, XEHLWUH B Nepuod rpygHoro BCKapMiMBaHUS, 3a UCKIHOYEHMEM CIlydaes,
€Cnn MPOBOAMTCS KIMHUYECKOE WCCNeAoBaHMe IeKapCTBEHHOro mnpenaparta, npedHasHa4YeHHOro AN yKasaHHbIX
JKEHLLUMWH, NpU YCrNoBUM HEOBXOAMMOCTM MONy4YeHUs MHOpPMaLUUM TOMNbKO BO BpeMs MPOBeAEeHUs COOTBETCTBYHOLLIMX
KNMUHUYECKUX UCCNENoBaHUA U NPUHATUSA BCeX HEOBXOOUMbIX Mep MO UCKIMIOYEHUI0 pyUcka HaHeCeHUs Bpeaa XeHLUVHe B
nepvion 6epeMeHHOCTH, XXeHLIMHEe B Nepuop rpyaHOro BCKapMvMBaHus, Nnogy Unmn pebeHky;

3) BOEHHOCMYXallMX, 3a WCKIYEHUEM CrlydaeB MpOBEAEeHUs KIMHWYECKOro WCCNedoBaHWs neKapCTBEHHOro
npenapara, crneuuanbHo pa3paboTaHHOro A NPYMEHEHUs! B YCIOBUSAX BOEHHbIX AENCTBUMA, Ype3BblyaHbIX CUTyaLUi,
NPOoUNaKTUKN N neveHns 3aboneBaHum U NOPaKeHWW, MOMyYEeHHbIX B pesyrnbraTe BO3OencTBUSA HebnaronpusaTHbIX
XUMUYECKMX, BMonornyeckmx, paguaumoHHbiX GakTopoB. KnuHuyeckoe wuccrnegoBaHWe TaKoro fekapCTBEHHOro
npenapata MoOXeT MpOBOAMTLCA C YyyacTMeM B KavyeCcTBe NaLMEHTOB BOEHHOCMYXaliMX, 3a MWCKIIYeHneM


consultantplus://offline/ref=55AE6A78F1060993EF0F96D0D1E90A3B1EB55E489556F8FD3D830FAF8A810615B3A82C8C

BOEHHOCHYy>Xallunx, npoxogdwmnx BOEHHYH cny>+<6y no npusbiBy, C cobnogeHnem TpeGOBaHVIIZ, YCTaHOBJ1€HHbIX
HacToALLNM CDep,epaanblM 3aKOHOM B OTHOLUEHNU rpaXXaaHCKUX JTALL;

4) COTPYOHMKOB MPaBOOXpPaHUTENbHbIX OPraHoB;

5) nuu, oTObIBaOWWX HakaszaHWe B MecTax NULLEeHUS CBOGOAbI, a TakkKe NULL, HaxoOALMXCA Mo cTpaxeln B
CNeACTBEHHbIX U3onaTopax.

7. OonyckaeTcs npoBegeHMe KIMHWYECKOrO WCCNedoBaHWs JieKapCTBEHHOro npenapaTta Aans MeauuMHCKOro
NPUMEHEHWS, NpeaHas3HaYeHHOro Afsi nevyeHns nNcMxmyeckux 3abornesBaHun, C y4acTMEM B KayecTBe MauWMeHTOB nuL, C
MCUXMYECKMMM 3aboneBaHUsiMU, MPU3HAHHbIX HeLeecrnocobHbIMKM B MOpsiAKe, YCTAHOBIEHHOM 3aKOHOAATENbCTBOM
Poccuiickon ®epepauun. KnuHuyeckoe mccrneqoBaHue NekapCTBEHHOro npenaparta B 9TOM Criydyae npoBOAUTCS Mpu
Hanuuum cornacus B MMCbMEHHON DOpMe 3aKOHHbIX NpeacTaBuTenen yKkasaHHbIX fuu,.

Ctatba 44. ObGsA3aTenibHOe CTPaxOBaHUEe XWU3HWU, 300POBbA MaLMEHTa, y4acTBYHLWEro B KIIMHUYECKOM
uccneaoBaHUM NeKapCTBEHHOro npenapara gns MeavuLMHCKOro NpuMeHeHus
(B peqg. PegepansHoro 3akoHa ot 29.11.2010 N 313-93)

1. OpraHusauusi, MonyymBlUasl paspelleHne Ha opraHu3auuilo NpoBedeHWUst KIMHWYECKOro WCCreaoBaHus
neKkapcTBEeHHOro npenapara ans MeaMUMHCKOTO NpUMMeHeHusi, obs3aHa B KavyecTBe CTpaxoBaTens CTpaxoBaTb PUCK
NPUUYMHEHUA Bpeda XW3HW, 300POBbLI0 NauMeHTa B pesynbrate MpoBeAeHMA KMUHWYECKOro MUCCnenoBaHus
1IeKapCTBEHHOIO npernapaTta Af1si MEAULIMHCKOIO MPYMEHEHUS 33 CBOWM CYET NyTeM 3aKriodeHus JoroBopa 06s3aTesibHOro
CTpaxoBaHusl.

2. OGbekToM 00653aTENbHOrO CTPaxoBaHUS SBMAETCS WMYLLECTBEHHbI MHTEepec mnauueHTa, CBA3aHHbIA C
NpUYMHEHNEM Bpeada ero XXU3HW Uy 300POBbIo B pesyrisTaTte NPoBeAeHNsT KIMHUYECKOTO UccreoBaHWs eKapCTBEHHOTO
npenapara Ans MeauLUMHCKOro NpUMEHEHHS.

3. CTpaxoBbIM Crly4aeM Mo A0roBopy 0bs3aTenbHOro CTpaxoBaHWUs SIBMSETCA CMEpPTb NauueHTa Uiu yxydlleHue
€ro 300poBbs, B TOM YMCIe BreKyllee 3a coGoW YyCTaHOBMNEHWE MHBANMWOHOCTMU, NPU HaANMYUU NPUYNHHO-CIEACTBEHHOM
CBA3N MeXOy HacTynneHuem 3Toro coBbiTUA U y4acTUem MaumeHTa B KIMHUYECKOM WCCredoBaHWM NeKapCTBEeHHOro
npenapara.

4. TpeboBaHMs 0 BO3MELLEHUN Bpeaa, NPUYNHEHHOTO XXM3HW UK 300POBbLIO NauMeHTa, NpeabsaBnsaloTCs B Te4eHNe
CPOKOB MCKOBOW AaBHOCTU, YCTAHOBMEHHbIX rpaXJaHCKUM 3aKOHOAaTeNbCTBOM.

5. Pasmep CTanOBOVI BbiMnJiatbl N0 4OroBOpy obsizaTensbHoro CTpaxoBaHua COCTaBIIAET:

1) B cry4yae CMepTu MauMeHTa ABa MUIIMOHA pybrel Ha Kaxdoro nauueHTa, y4yacTBOBABLUEMO B KIIMHUYECKOM
nccrnefoBaHUK NeKapCTBEHHOIO Npenapara;

2) Npu yXyaWweHUW 300poBbs NauueHTa:

a) noBrekwem 3a cobON yCTaHOBMEHWEe WHBanMMAHOCTU | rpynnbl, OAVUH MWFIIMOH MSTbCOT ThicaAY pybrei Ha
KakOoro nauueHTa, y4acTBOBaBLLENO B KIMHUYECKOM UCCIe0BaHWUM NTIeKapCTBEHHOIO npenapara;

©) noeniekwem 3a cobon ycTaHoBreHne MHBanuaHocTy Il rpynnbl, OAMH MUNNMOH pybnen Ha KaXkaoro naumeHTa,
y4aCTBOBaBLUErO B KMMHUYECKOM MCCNe0BaHUM NeKapCTBEHHOMO Npenapara;

B) NoBrekwem 3a coboit ycTaHoBneHne nHeanvaHocTu Il rpynnbl, NATLCOT ThicAY pyornei Ha Kakagoro nauueHTa,
y4YacTBOBABLUEro B KITMHWYECKOM MCCIeAoBaHnM NiekapcTBEHHOro Npenapara;

r) He MoeBnekweM 3a coboW YCTaHOBMNEHWS MHBaNMAHOCTM, He Bornee 4Yem TpucTa Tbicay pybnein Ha Kaxgoro
nauueHTa, y4yacTBOBaBLUEIO B KIMHUYECKOM WCCreqoBaHMKM feKapCTBEHHOro npenapaTa, Mcxogs M3 HOpMaTMBOB,
OTpaXalLLMxX XapakTep U cTeneHb NOBpeXAeHWs 300pOoBbsl, a Takke (PaKTUYECKU MOHECEHHbLIX MaLVMeHTOM pacxonos,
BbI3BaHHbIX NnoBpexaeHnem 3aopoBbd, Ha MEANLIMHCKYHO NMOMOLLb, r|p|/|o6peTeHv|e NeKapCTBEHHbIX Npenaparos.

(nn. "r" B peg. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. YTpatun cuny ¢ 1 nionsa 2015 roga. - PegepanbHbiii 3akoH oT 22.12.2014 N 429-93.

7. Cpok pgoroBopa 00513aTeNbHOr0 CTPaxoBaHWUsS He MOXET OblTb MeHee, YeM CPOK MPOBELEHUS KMUHUYECKOrOo
nccnefoBaHWs NekapcTBEHHOroO nNpenapara.

8. Ycnosus poroBopa 0643aTenNbHOrO CTPaxoBaHWS, B TOM 4MUCrie CTpaxoBble Tapudbl No obssatenbHoMy
CTPaxoBaHuWIo, NepeyeHb HeobxoaMMbIX AOKYMEHTOB A1 OCYLLECTBMEHNS CTPAaxXOBON BbiNmaThl, NOPAAOK YCTAHOBNEHUS
CTpaxoBaTeneM MHAMBUAYanbHOTO MAEHTUMUKALMOHHOIO Koda naumeHTa, nopsaok UHMOPMUPOBaHUS CTpaxoBaTenem
CTPaxoBLUMKa O MPUBMEYEHHBbIX K KIMHWYECKOMY WCCNEedoBaHWI0 NEeKapCTBEHHOro npenapata Ans MeAUUMHCKOro
NPMMEHEeHUs nauueHTax, nopsaoK ynnatbl CTPaxoBOWM MNpPeMuun, MOPsSAOoK peanu3aumy onpegeneHHbiX HacTOSLWMM
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®egepanbHblM 3aKOHOM W ApyrMMy  dedepanbHbIMU  3aKOHamMu npaB M 0b6s3aHHOCTEN CTOPOH MO AOroBopy
00673aTeNbLHOrO CTPaxoBaHWs, a Takke HOpMaTWBbl, OTpaXalolue XapakTep M CTeneHb NOBPEeXAeHUS 340pOoBbs,
yCTaHaBMUBAaOTCHA TUMOBbLIMY NpaBuiammn 06s13aTenbHOro CTpaxoBaHUS.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

9. B cnyyae npuuuHeHMa Bpeda XWU3HW MauMeHTa, ydyacTBOBaBLUEro B KIMUHWYECKOM WCCregoBaHMu
neKkapcTBEeHHOro npenapara, BbirogonpuobpeTtarenamu nNo 4OroBopy 0643aTenbHOr0 CTpaxoBaHUs SBMATCA rpaxaaHe,
MMeloLe npaBoO Ha BO3MelleHVWe Bpeda B cliyyae CMepTUM KOpMumbLa B COOTBETCTBUM C TpaXaaHCKUM
3aKOHOAATENbCTBOM, MPY OTCYTCTBUM TaKMX rpaxdaH - poauTenu, cynpyr, AeTU yMepLIero nauueHTa, y4acTBOBaBLUErD B
KIMUHWUYECKOM MCCeqoBaHNM NekapCTBEHHOTO Npenapara, B cryyae cCMepTu nauMeHTa, y4acTBOBABLLENO B KIMHUYECKOM
nccnenoBaHUM NEKapCTBEHHOro npenapata M He MMEeBLLIEero CaMOCTOSTENbHOro A0X04a, - rpaxaaHe, Ha WKAMBEeHUU
KOTOPbIX OH HaxoOuncs, B OTHOLUEHUW BO3MELLEHUSs PacxodoB Ha norpebeHne naumeHTa, ydacTBOBaBLUEro B
KIMMHUYECKOM MUCCIeoBaHNM NIeKapCTBEHHOTO NpernaparTa, - MU, NOHEeCLUEee Takue pacxodbl.

10. CtpaxoBas Bbinfata B cyYeT BO3MELUEHUA Bpeda, MPUYMHEHHOrO >XM3HW NauueHTa, y4yacTBOBaBLUEro B
KIMMHMYECKOM WCCredoBaHNM IeKapCTBEHHOTO MpenapaTa, pacnpegensieTcss Mexay BbirogonpuobpetaTtensmu
MPONOpLMOHANbHO NX KONMYECTBY B paBHbIX JONSX.

11. TMpu HacTynneHuM CTPaxoBOro criyvyasl MauueHT, y4yaCcTBOBaBLUMIA B KIIMHWYECKOM WCCregoBaHWM
neKapcTBEeHHOro npernaparta, BblrogonpuobpeTaternb BrnpaBe NpeabsiBUTb HEMOCPEACTBEHHO CTPaxXOBLUMKY TpeGoBaHue
0 BO3MeLlLeHUN NpudMHeHHoro Bpeaa. CTpaxoBas Bbinfata OCYLLECTBISETCH CTPaxXOBLUMKOM B TeYeHue Tpuauati gHen
CO [OHA npeacTaBneHuss HeobXxoauMMbIX AOKYMEHTOB. [lauueHT, yyacTBOBaBLUMA B KMNMHUYECKOM MWCcnegoBaHum
rniekapcTBEHHOro npenaparta, unu BelrogonpuobpeTtatens o6si3aH COOOLWMTE CTPaxOBLUMKY AFsi OCYLLECTBIEHUS
CTpaxoBOM BbIMfaThl WMHAVBUAYANbHbIA WOEHTUMUKAUMOHHBIA KOO MauMeHTa, YCTAHOBIIEHHbI CTpaxoBaTenem B
COOTBETCTBMM C TUMNOBbLIMW NpaBUnammn 06s3aTenbHOro CTpaxoBaHus.

12. [lo nonHoro onpegeneHns pasmepa noasiexallero BO3MeLleHNo Bpeaa CTpaxoBLLMK Mo 3asABNEHUI0 NaumeHTa,
y4yacTBOBaBLUEro B KIMHUYECKOM WCCRedoBaHUM NekapCTBEHHOro npenaparta, Unv 3asiBreHuio BbirogonpuobpeTaTens
BrpaBe OCYLLEeCTBUTb YacTb CTPaxOBOM BbiNMaTbl, COOTBETCTBYIOLLYIO (DAKTUYECKM onpeaeneHHon YacTi NpUYMHEHHOTo
Bpena.

13. CTanOBaFl BblMjiata B COOTBETCTBUN C AOMOBOPOM obsizaTenbHoro CTpaxoBaHuaA OCyLleCTBAEeTCA He3aBUCUMO
OT BbINNaT, Npu4nTaroLnxca no gpyruMm eugamMm CtpaxoBaHUA.

14. He ponyckaeTtcsi y4acTve nauueHTa B NpoBeaeHnM KNMHUYECKOrO UCCrenoBaHnst NeKapCTBEHHOMO npenaparta
Npu OTCYTCTBUM AOroBopa 06s13aTenbHOr0 CTpaxoBaHus.

15. KoHTpomnb 3a WCMONHEeHWeM oOpraHu3aumen, nonyyvMBLUEN paspelleHne Ha opraHu3aumio npoBedeHus
KMWHWYECKOTO UCCreaoBaHns fekapcTBEHHOro npenapara Ans MeaunLMHCKOro NPUMEHEHNs, YCTaHOBNEHHOW HacTosALWeNn
cTatbel 0653aHHOCTM Mo 06A3aTeNbHOMY CTPaxOBaHWIO XM3HUW, 300POBbS NauueHTa, y4acTByoLwWwero (y4acTBOBaBLLErO)
B KNMHWYECKOM WCCreqoBaHWM NEeKapCTBEHHOrO npenapara, OCYLECTBASETCA YMNONHOMOYeHHbIM heaepanbHbiM
OpraHoM WCMOMHUTENBbHON BNacTW, BblAABLWIMM paspelleHne Ha npoBefeHne KIMHUYECKUX UCCnenoBaHum
nekapcTBEHHbIX NpenapaToB AfS MEAULIMHCKOrO NPUMEHEHMS.

Magsa 8. MPON3BOOCTBO U MAPKUPOBKA NNIEKAPCTBEHHbLIX CPEACTB
CrtaTtbs 45. [pon3BoAcTBO NEKapCTBEHHbLIX CPEACTB

1. TlMpon3BOACTBO fEKAPCTBEHHbIX CPEeACTB AOMKHO COOTBETCTBOBATb TPebOoBaHUAM npaBui  Hagnexallemn
NPOM3BOACTBEHHON NPaKTUKW, YTBEPXOEHHBbIM YMONHOMOYEHHbIM ddedeparnbHbiM OpraHoM WCMOSIHUTENbHOW BRAaCTW.
OcobeHHOCTM nepexoda MpoM3BOACTBA OTAEMbHBIX JIEKAPCTBEHHbIX CPEeACTB K WX MPOW3BOACTBY B COOTBETCTBMM C
TpeboBaHMAMN NpaBuI Hagnexallen MpPou3BOACTBEHHOW NPaKTUKM ycTaHaBnueatoTcs [lpaButenbcTBom Poccuickon
depgepauun. Bblgaya 3aknyeHMn O COOTBETCTBUM MPOU3BOAUTENS NEKApPCTBEHHbLIX cpeacTtB TpeboBaHuUsM npaBun
Hagnexawlen npou3BOACTBEHHOM MPaKTUKM OCYLLECTBNSETCS MO pesynsraTtaMm MHCNEKTUPOBaHUSA Npou3BoauTenem
NEeKapCTBEHHbIX CPEACTB B Nopsake, yctaHoBrneHHoM [lpaBuTtensctBom Poccuiickon depepauuun. Pasmep nnatbl 3a
BblJayy 3akIllo4YeHWsi O COOTBETCTBUM MPOM3BOAUTENSA JIEKAPCTBEHHbIX CpPeacTB TpeboBaHMAM NpaBun Hagnexallen
Npon3BOACTBEHHOW MpakTUKM ycTaHaBnuBaeTcsa [lpasutensctBoM Poccuiickon depepaumun. NMopsagok opraHvsauuun un
NPOBEAEHNA WMHCNEKTUPOBAHUSA MNPOU3BOAUTENEN JEKApPCTBEHHbIX CPEACTB Ha COOTBETCTBME TpeboBaHMsIM MNpaBun
Haanexaluen NpomM3BOACTBEHHOW NPakTukK yctaHaenueaeTcd Npasutenbcteom Poccuickon degepaumn.

(B peq. PepepanbHbix 3akoHOB 0T 25.06.2012 N 93-93, o1 22.10.2014 N 313-93, o1 22.12.2014 N 429-93)

2. TlponsBoacTBO nekapcTBEHHbIX cpeacTB B Poccuiickon depepaumm OCyLLECTBNSAETCA MNPOU3BOAUTENSAMM
NEeKapCTBEHHbIX CPEACTB, MMEKLWMMU JULEH3NI0 Ha MNPOU3BOACTBO JIEKAPCTBEHHbLIX cpeacTtB. [logTBepxaeHue
COOTBETCTBMSA JIMLUEH3naTa npaBunaM Haanexaiienh NpPOu3BOACTBEHHOW MPAKTUKM OCYLLECTBMASIETCA B pamKax
NULIEH3NOHHOIO KOHTPONS B COOTBETCTBUM C 3akoHogaTtensctBoM Poccuiickon ®emepaumm ¢ y4eToM OCOGEHHOCTEWN,
yKa3aHHbIX B YacTu 1 HACTosLLEN CcTaTbu.

(B pea. PegepanbHbix 3akoHoB 0T 22.10.2014 N 313-93, o1 22.12.2014 N 429-93)
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3. npOVI3BOD,CTBO JNNIEeKapCTBEHHbIX CpeAcCTB OCyLlecTBndAeTcAa C cobnogeHnem Tpe6OBaHVIl7I NPOMbILLUITEHHOIO
pernameHTa, KOTOprVI yTBEpXOaeTCA pyKoBoAUTENEM MNpoun3BOOUTENA NEeKapCTBEHHbIX CpeaACTB U BKIOYaeT B cebs
nepeyvyeHb MncCnonb3yemMblX q)apmaueBTquCKmx Cy6CTaHLI,I/IIZ M BCnomMmoratenbHbIX BelWweCTB C yKa3daHWemM KolmndecTtBa
Ka)XOoro W3 HWX, AdaHHble 06 ncnonb3yeMmom o6opy,qosaHv||/|, onncaHme TexHoNnorm4eckoro npouecca M MeTtoaoB
KOHTPOI1A Ha BCeX 3Tanax npon3BoacTBa JieKapCTBEHHbIX CpeacTB.

4. Mpn Npon3BoACTBE NEKAPCTBEHHBLIX CPEACTB MUCMONb3yHTCA hapMaLeBTMYecKne cybCcTaHUmMn, BKIKOYEHHbIE B
roCydapCTBEHHbIN peecTp fNeKkapCTBEHHbIX CPEACTB, 3a UCKMYeHneM hapmaueBTnyYeckmx cybcTaHumn, NpomM3BOgUMbIX
ONS NpOBEAEHUs] KIMHUYECKUX MWccnedoBaHunm v anga akcnopta. K npoueccy npousBoacTBa dapMaueBTUHECKOn
cybcTaHuum oTHocATCs Nobble CTagum TEXHOMOrMYECKOro npouecca, MNO3BOMSIOWME MOMYyYUTb FOTOBbIA MPOAYKT,
COOTBETCTBYIOLWMIA TpeboBaHMAM (papmakonerHoW cTaTtbu, B TOM 4ucne QepMeHTauus, 3KCTpakuus, O4uCTKa,
BblAeNeHne, nepekpucTannndauus, BbiCylUMBaHNE, U3MeNbYEeHne.

(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4.1. lepeyeHb neKkapCTBEHHbIX MpenapaTtoB AN MeOULMHCKOTO MPUMEHEHUs, B OTHOLUEHUU KOTOPbIX
ycTaHaBnuBatoTcsi TpeboBaHMs kK 0GbeMy Tapbl, YNaKoBKe M KOMMEKTHOCTU, NepeYeHb NiekapCTBEHHbIX NpenapaToB Afs
BETEPMHAPHOIO MPUMEHEHWS, B OTHOLLEHMM KOTOPbIX YyCTaHaBnuBatoTcs TpeboBaHMs K obbeMy Tapbl, a Takke
TpeboBaHus K 06beMy Tapbl, yNakoBKE U KOMMMEKTHOCTM NEKApCTBEHHbLIX NPenapaToB A1 MEANLIMHCKOrO NPUMEHEHNS,
TpeboBaHMA K OObeMy Tapbl NEKapCTBEHHbLIX MpenapaToB AN BETEPMHAPHOrO MNPUMEHEHUS OMpPenensitoTCs
COOTBETCTBYHOLWMMU YMNONHOMOYEHHLIMU deaepanbHbiMM OpraHaMmy WCNONMHUTENbHOW BRacTu B Nopsiake,
ycTaHoBneHHom lMpaButenscTBom Poccunckon ®egepaunn.

(vyacTb 4.1 B pen. PenepanbHoro 3akoHa ot 14.12.2015 N 374-03)

4.2. OpraHusaumn, OCYyLIECTBRSOLWME MPOM3BOACTBO apmMaueBTU4EeCKon CybCcTaHuuM cnupta 3TUITOBOTO
(3TaHoONa) Ons NPOWM3BOACTBA CNUPTOCOAEPXKALLUMX JIEKAPCTBEHHbIX MNpenapaTtoB, 00s3aHbl OCYLIECTBNATb YYeT U
JeKrnapupoBaHme B NMOPSiAKe, YCTAaHOBMEHHOM cTaTbsiMu 8 1 14 denepanbHoro 3akoHa ot 22 Hos16psa 1995 roga N 171-
®3 "O rocymapCTBEHHOM perynupoBaHun Mpou3BoAcTBa M o6opoTa ITUMOBOrO CnupTa, ankorosibHOW W
cnupTocofepxallen Npoaykuum n o6 orpaHnyeHnn notpebneHns (pacnuTrs) ankoronbHOW NpoayKummn®.

(vacTb 4.2 BBegeHa dPepeparnbHbiM 3akoHoM oT 03.07.2016 N 261-93)

4.3. lugmBnayanbHble npegnpuvHumMatenn M lopugudeckue nvua, ocyLecTBRSALWmne 3aKkyrnky M MCMOoNb3oBaHNe
dhapmaueBTmyeckon cybctaHuum cnupTa 9TUNOBOTO (3TaHoma), a Takke Npou3BOACTBO, M3roToBNEHWE U (unu) obopoT
(32 MCKINMHOYEHNEM PO3HMYHONM NPOAAXM) CMMPTOCOAEPXKALLMX NEeKapCTBEHHbIX NpenapaToB, 00s13aHbl OCYLLECTBNATL UX
y4eT 1 feKknapupoBaHne B Nopsiake, YCTAaHOBIEHHOM cTaTbsaMu 8 n 14 ®efepanbHoro 3akoHa ot 22 Hosbpst 1995 roga N
171-®3 "O rocygapCTBEHHOM perynupoBaHun npou3BoAcTBa M obOopoTa 3STMMOBOrO CMNMPTa, ankororibHoW u
crnvpTocofep allen npoayKuum n o6 orpaHndeHnm noTpedneHns (pacnuTns) ankoronbHOW NpoagyKumm",

(vacTtb 4.3 BBegeHa depeparnbHbiM 3akoHOM oT 29.07.2017 N 278-93)

5. 3anpellaeTcst Nnpon3BoaCTBO:

1) nekapcTBEHHbIX CPEACTB, HE BKIYEHHbIX B TOCYAApPCTBEHHbI PEECTP IEeKapCTBEHHbIX CpeacTB, 3a
NCKITIOHYEHNEM NEKAPCTBEHHBIX CPEACTB, MPOM3BOANMbIX AN NPOBEAEHUST KITMHUYECKUX UCCNEQOBaHNIA 1 AN 9KCMopTa;

2) hanbcmdunuMpoBaHHbIX NTEKAPCTBEHHbLIX CPEACTB;
3) nekapcTBeHHbIX cpeacTB 6e3 NMUEeH3Mn Ha NPOM3BOACTBO NIEeKAPCTBEHHbIX CPEACTB;

4) nekapCTBEHHbIX CPEACTB C HapyLleHMEM MpaBuil OpraHuM3auuy nNpouM3BOACTBA W KOHTPONS KavecTBa
neKapCTBEHHbIX CPeACTB;

5) hapmaueBTUYECKOM CyBGCTaHLMKM cnupTa 3TUMOBOrO (3TaHoMNa) Ha TEXHONOrMYeckoM 060pyaOBaHNN, KOTOPOE He
3aperncTpupoBaHoO NN 3aKOHCEPBNPOBAHO B COOTBETCTBMM ¢ PenepanbHbIM 3akOHOM OT 22 Hos6ps 1995 roga N 171-
®3 "O rocymapcCTBEHHOM perynmpoBaHMu Mpou3BoAcTBa M o06opoTa ITUMOBOrO CnupTa, ankorosibHOW W
cnupTocofepallen Npoaykuum n ob orpaHnyeHnm NnoTpebnenns (pacnuTmsa) ankoronbHOM NpoayKummn”.

(n. 5 BBegeH denepanbHbiM 3akoHOM oT 29.07.2017 N 278-d3)

6. Mpu BBOAE NEKAPCTBEHHbLIX CPEACTB B PaXXgaHCKU OBGOPOT YNOMHOMOYEHHOE fMLO Mpou3BoauTens
NEeKapCTBEHHbIX CPeACTB OCYLUECTBNSET MOATBEPXKAEHME COOTBETCTBUS JIEKAPCTBEHHbLIX CPeAcTB TpeboBaHUsM,
YCTaHOBIEHHbLIM MPU UX FOCYOapPCTBEHHOW perncrpauun, U rapaHTUpYeT, YTO NeKapCTBEHHbIE CPEACTBa NPOM3BeaeHb! B
COOTBETCTBMM C TpebOBaHNAMU NpaBu Haanexallen NPOU3BOACTBEHHOW NPaKTUKW.

(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7. YNOMHOMOY€EHHbIM NMLOM NMPOU3BOAUTENS NEKapCTBEHHBLIX CPEACTB SABMSETCS ero paboTHMK, aTTeCToBaHHbIN B
YCTaHOBMEHHOM YMOMHOMOYEHHbIM degepanbHbiM OPraHOM WCMOMHWUTENbHOW BAAacTy MOpsdke U MMEKLWMWn cTax
paboTbl He MeHee 4YeM NATb NeT B 0bnacTy NponsBoacTBa U (Mnn) KOHTPONS KayecTsa NekapCTBEHHbIX CPeACTB, BbicLUee
obpasoBaHue COOTBETCTBEHHO MO OOHOW M3 crneuuanbHOCTeN U (MNKM) O4HOMY M3 HanpasneHu NOAroToBku: Gronorus,
6I/IOT€XHOJ'IOFI/IF|, BeTepnHapua, KnnHu4eckaa MeauumnHa, pagnaumoHHad, XUMuU4Yeckad u Ouonornyeckas 3awuTa,
hapmauus, dyHAaMeHTanbHas MeguumHa, XMMmyeckas TeXHONOrs, XMMUS.
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(vacTb 7 B peq. PegepanbHoro 3akoHa ot 22.10.2014 N 313-93)

8. [lpomsBogouTenu nekapcTBEHHbIX CPeacTB (3a WCKIYeHnem apmaueBTUieckon cyoctaHuum cnmpta
3TMITOBOIO (3TaHona) MOryT OCYLLECTBMATb NpoAaxy NEKapCTBEHHbIX CPeAcCTB UK nepedaBaTb UX B YCTAHOBIIEHHOM
3akoHoaaTtenbcTBoM Poccuiickon ®egepaumm nopsigke:

(B pea. PenepanbHoro 3akoHa ot 29.07.2017 N 278-93)

1) OPpyruMm npomns3sogunTendam nekapCTtBeHHbIX CpeacTB Ad Npon3BoACTBa J1eKapCTBEHHbIX CPEeACTB;
2) opraHmnsaunam onToBOW TOProsIin NNeKkapCTBEHHbIMU CpeaCcTBaMU;

3) anTe4yHbiM OpraHun3aumam, BeTepuHapHbIM anTe4YHbIM OpraHun3auunam, nHamsuayasribHbIM npeanpuHnmMmatenam,
nMerwmnm nmueH3no Ha (bapMaLl,eBTI/l‘-leCKy}O 0eATeNnbHOCTb U NNMUEH3N0 Ha MEeOUUNHCKYH O0eATelIbHOCTb;

4) Hay4Ho-MCCneaoBaTeNbCKUM OpraHM3aumnam Ans Hay4YHo-UccrneaoBaTenbCKol paboThl;
5) MegUUMHCKM OopraHu3auusiM 1 BETEPUHaAPHBLIM OpraHM3auusm;
6) opraHM3aLuMsaM, OCYLLECTBNSAOLMM pa3BedeHne, BbipallMBaHNe U CoaepKaHne KUBOTHBbIX.

9. lMpoussoauTtenu dapmaLeBTU4eckon cybcTaHuum cnupta 3TUNOBOro (3TaHona) obs3aHbl OCyLEeCcTBATb
peanusaumio (Nnepegady B YCTaHOBNIEHHOM 3akoHodaTenbCTBOM Poccuiickon Pegepauun nopsake) dpapmaueBTMHECKON
cybcTaHumMm cnupTa STUMOBOTO (3TaHorna) NPOU3BOAUTENSIM NleKapCTBEHHbIX CPEACTB ANs NPOM3BOACTBA feKapCTBEHHbIX
cpeactB B eMKkocTsax obbeMom He Goree 1 nutpa n (unm) He meHee 1000 nMTPOB, a opraHU3auusiM, yKasaHHbIM B
NyHKTax 2 - 6 Yactn 8 HacTosLLen cTaTbu, B Tape obbemom He 6onee 1 nuTtpa.

(vacTb 9 BBegeHa dPepepanbHbiM 3akoHOM oT 29.07.2017 N 278-93)

Crtatbsa 46. MapkupoBKa nekapCcTBeHHbIX CPeacTB

1. JlekapcTBeHHble npenapaTbl, 3a WCKIIIOYEHMEM JIEKAPCTBEHHbIX MPenapaToB, M3rOTOBMEHHbLIX anTe4YHbIMU
opraHu3auMsiM1, BETEpVHapHbIMU anTeYHbIMU OpraHU3auMsiM1, MHAMBUAOYaNbHBIMU NPEANPUHUMATENSMA, UMELLMM
NMUEH3MI0 Ha hapMaLieBTUYECKYH0 AeATENbHOCTb, AOMKHbI NOCTYNaTh B obpalleHne, ecnu:

1) Ha uX MNEPBUYHON YyNakKoBKe (3a WCKIOMEHMEM MEPBUYHON YNAKOBKW JIEKAPCTBEHHbLIX PaCTUTENbHbIX
npenapaToB) XOPOLIO YMTaeMbIM LIPUEPTOM Ha PYCCKOM Si3blke YKasaHbl HaMMEHOBaHWE NeKapCTBEHHOroO npenapaTa
(MexgyHapogHoe HenaTeHTOBaHHOE, MIU TPYMNMMPOBOYHOE, UMM XMMWYECKOE, WM TOProBOE HauMeHOBaHWE), HOMep
cepun, pata Bbinycka (4nsi MMMYHOOMOMNOIMYECKMX NEKapCTBEHHbLIX MpenapaToB), CPOK FOAHOCTM, O03MPOBKa MIK
KOHUEHTpauusi, 06beM, akTUBHOCTb B €AMHULLAX AEACTBUS UM KONUYECTBO [03;

(B pea. PenepanbHbix 3akoHOB 0T 11.10.2010 N 271-93, o1 22.12.2014 N 429-93)

2) Ha X BTOPMYHOM (MOTPEOUTENLCKON) YyNakoBKE XOPOLUO YMTAeMbIM LUPUEGTOM Ha PYCCKOM SA3blke yKasaHbl
HauMeHOBaHWE feKapCTBEHHOro npenapaTta (MeXayHapooHOEe HenaTeHTOBaHHOE, UMW TFpynnupoBOYHOE, WU
XMMUYECKOE M TOProBOE€ HauMeHOBaHMWS), HAMMEHOBAHNE MPOU3BOAUTENS NEKAPCTBEHHOrO Mnpenapata, HOMep Cepuu,
JaTta Bbinycka (4ns UMMYyHOBUONOrMYECKUX NeKapCTBEHHbIX NpenapaTtoB), HOMEP PErncTpaLmoOHHOrO yAOCTOBEPEHUS,
CPOK rogHOCTK, cnocod NpUMMEHEHMUs, LO3UMPOBKA UMM KOHLIEHTpauus, o6beM, akTUBHOCTb B eAnHuuax genctena nubo
KONMMYecTBO [03 B YMaKOBKE, NEKAPCTBEHHAA ¢hopma, YCroBusi OTMNyCKa, YCIOBUSA XpaHeHus, npepynpeauTernbHble
Hagnucu.

(B peq. PenepanbHbix 3akoHoB oT 11.10.2010 N 271-®3, o1 22.12.2014 N 429-93)

2. dapmaueBTUYeCKne cybcTaHUMM AOMKHBI NOCTYNaTh B 0OpalleHne, ecnv Ha UX NEPBUYHOM YNaKoBKE XOPOLLIO
YynTaemMbIM LIPUEDPTOM Ha PYCCKOM SA3blKe yKasaHbl HauMeHoBaHMe chapmaueBTUYeCKOM cybcTaHumm (MexayHapogHoe
HenaTeHTOBaHHOE, UMW rPYNMUPOBOYHOE, UMM XUMUYECKOE U TOProBOEe HaMMEHOBAHUS), HAUMEHOBaHME NPOU3BOAMUTENS
apmaLieBTUYEeCKON cyOCcTaHUMM, HOMEP CEpUMN U AaTa U3roTOBMEHUs, KONIMYECTBO B YMNaKOBKE UM eOUHULbI U3MEPEeHNs
KOnM4ecTBa, CPOK rOOHOCTM U YCIOBUS XPaHEHUS.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. lNekapcTBEHHbIE CPeOCTBa B KAYECTBE CbIBOPOTOK AOMKHbI MOCTYNaTh B 00palleHNe C yKa3aHUeM XUBOTHOTO, 13
KPOBW, NiasMbl KPOBW, OPraHOB U TKaHel KOTOPOro OHU MOJyYeHbI.

4. Ha BTOpWYHYIO (NOTPEOUTENBCKYIO) YNAKOBKY NEKAPCTBEHHbLIX CPEACTB, MOJTYYEHHbIX U3 KPOBW, Nila3Mbl KPOBMU,
opraHoB M TKaHeW uYenoBeka, [OIMKHa HaHocUTbCs Hagnuck: "AHTuTena k BUY-1, BUY-2, k Bupycy renatuta C u
NMOBEPXHOCTHbIN aHTUreH BUpyca renatuTta B otcyTcTByIOT".

5. Ha nepBuYHyt0 ynakoBKy 1 BTOPUYHYIO (MOTPEGUTENBCKYIO) YNakoBKy paanodapMaLeBTUHECKUX NEKAPCTBEHHbLIX
CPeacTB JOMKEH HAHOCUTLCS 3HAK PagMaLiOHHON ONacHOCTY.

6. Ha BTOpu4yHyto (NOoTpebuTenbCKyr) yNakoBKY TOMeonaTtMyYeckux JEeKapCTBEHHbIX MpenapaTtoB [OSbKHA
HaHocuTbCA Hagnuck: "MomeonaTnyeckuin.
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7. Ha BTOpMYHyt0 (MOTPEOMTENBCKYI0) YNAKOBKY NEKAapCTBEHHbIX pacTUTENbHBIX NpenapaToB OOMMKHA HAHOCUTBCS
Hagnuce: "MNpoaykuns npoLuna pagnaumoHHbIA KOHTPONb".

8. Ha nepBuyHyl0 ynakoBKy (ecnn [Ans 3STOr0 CywecTByeT TEeXHW4YecKkas BO3MOXHOCTb) UM BTOPUYHYHO
(NoTpebuTenbcKyo) ynakoBKY JEKapCTBEHHbIX MpenapartoB, MpeAHa3Ha4YeHHbIX ONA  KIMHUYECKUX WUCCredoBaHun,
[OIMKHa HaHOCUTbCS Haanuebk: "Ona KNMHUYECKNX nccnegoBaHnin®.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

9. YnakoBka INeKapCTBEHHbIX CPeACTB, MNpedHa3Ha4YeHHbIX WCKMYMTENbHO ANS 3KCMnopTa, Mapkupyetcs B
COOTBETCTBMM C TpeBOBaHNAMU CTpaHbI-UuMNopTepa.

10. Ha TpaHcnopTHyio Tapy, KOTopas He npegHasHadyeHa Ansa notpebutenerr M B KOTOPYH MOMELLEHO
nekapcTBEHHOe CpeacTBO, AOIMKHA HAHOCUMTBCS MHPOPMaLUsa O HaMMEHOBaHNW, CEPUK NIEKapCTBEHHOMO CPeACcTBa, AaTte
BbIMyCKa, KONMUYECTBE BTOPUYHbIX (NOTPEOMTENbCKMX) YMNAKOBOK JfEeKapCTBEHHOro CpeAcTBa, NpousBoanTene
NEeKapCTBEHHOIO CPEACTBA C yKa3aHNEM HAaUMEHOBaHUS 1 MECTOHAXOXAEHWUS NPOM3BOAUTENS NIEKAPCTBEHHOIO CPeACcTBa
(agpec, B TOM 4ucrne cTpaHa U (UnNn) MecTo NPOU3BOACTBA NEKapCTBEHHOINO CPEACTBA), a TakkKe O CPOKEe rogHOCTU
NeKapCTBEHHOro CpeacTBa M 06 YCNOBUSIX €r0 XpaHeHUs 1 NepeBo3ku, Heobxoanmble npeaynpeanTenbHble Hagnuen m
MaHWMyNATOPHbIE 3HaKW.

11. Ha nepBu4YHY0O ynakoBKY W BTOPWUYHYLD (MOTPEOUTENbCKYI) YMNakoBKY feKapCTBEHHbIX CPeacTB Ans
BETEPMHAPHOIO NPUMEHEHNSA OOMKHA HAHOCUTLCA Haanuceh: "[ns BeTepuHapHOro NnpuMeHeHus".

12. Ha BTOpUYHYyto (NOTpebUTENBCKYIO) YNAKOBKY NEeKapCTBEHHOIo npenapaTta HaHOCUTCS LUTPUXOBOW KOA.

Maea 9. BBO3 JIEKAPCTBEHHbIX CPELOCTB
B POCCUMUCKYIO ®ELOEPALIUIO U BbIBO3 NEKAPCTBEHHbLIX CPEACTB
U3 POCCUNCKON ®EOEPALINA
(B peq. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Ctatbsa 47. lMopsaaok BBO3a NeKapcTBeHHbIX cpeacTtB B Poccuiickyrwo ®Pepepauuro U BbiBO3a
neKkapcTBeHHbIX cpeacTB u3 Poccuiickon depepauum
(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. BB0O3 nekapCTBeHHbIX cpeacTB B Poccuickyto dPepepaunio OCyLLEeCTBMASIETCA B MNOPSAKE, YCTAHOBNEHHOM
MpaButenscTtBom Poccuiickon ®egepaunn, B COOTBETCTBUN C TAMOXEHHBIM 3aKOHOAATENbCTBOM TaMOXXEHHOIO Cot3a B
pamkax EBpA3DC (nanee - TamMoXeHHbI CO3) U (MnK) 3akoHodaTenbCTBOM Poccuiickon defepaumm o TaMOXEHHOM
aene.

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

2. Beosumble B Poccunckyto ®enepaumio nekapcTBEHHbIE cpeacTBa AOMKHbI OblTh BKIOYEHbI B rOCY4apCTBEHHbIN
peecTp NeKkapCTBEHHbIX CPeacTB.
(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

3. [Honyckaetca BBO3 B Poccuiickyto ®degepaumio KOHKPETHOW MapTMM 3aperucTpMpoBaHHbIX U (unu)
He3aperMcTPUPOBaHHbIX NEKapPCTBEHHbIX CPeacTB, NpPeAHa3HaYeHHbIX Ansi NPOBEAEHUS KIUHWYECKUX WCCNeaoBaHMWN
nleKkapCTBEHHbIX NpenapaTtoB, NPOBEAEHUS 3KCNEPTU3bI JIEKAPCTBEHHbLIX CPEACTB AN OCYLLECTBIEHUSI rOCYAapCTBEHHOM
perucTpaummM rnekapcTBeHHbIX NpPenapatoB WM Ans OKasaHUs MEeOULIMHCKON MOMOLLUM MO KMU3HEHHBLIM MOKa3aHUsM
KOHKPETHOrO nauMeHTa Ha OCHOBaHUM paspelleHusi, BblAAaHHOro YMOMHOMOYEHHbLIM dedepanbHbIM OpraHoM
WCMOSNTHUTENbHOM BRAcTXU MO 3asiBEHUsM §NuUL, YyKasaHHbiXx B cTaTbe 48 Hactosawero ®PegepanbHOro 3akoHa.
PaccmoTpeHne Takoro 3asiBeHUsi U MPUHSATUE pelleHUs O Bblaye paspelleHUss Ha BBO3 KOHKPETHOW napTum
3aperncTpuUpoBaHHbIX U (MNN) HE3aPErnCTPMPOBAHHbLIX NEKAapCTBEHHbIX CPEACTB, NpeaHa3HavYeHHbIX ANs NpPoBeAeHUs
KNUHUYECKUX WUCCReaoBaHUA NeKapCTBEHHbIX MpenapaTtoB, NPOBEAEHMS 3KCMepTU3bl NEKapCTBEHHbIX CPeacTB Aans
OCYLLECTBIEHNSI FOCY4APCTBEHHOW peErncTpauum NekapcTBEHHbLIX NpenapaToB UK As okasaHWst MeLULVHCKOM MOMOLLM
MO XM3HEHHbIM NOKa3aHUSIM KOHKPETHOro naumeHTa nmbo o6 oTkase B Bblgaye yKasaHHOro paspeLleHnst Npom3BoasaTcs B
CpOK, He NpeBbIlLatoLLmiA NSTK paboumx aHen. MNnata 3a Bblaady ykasaHHOro paspeLleHns He B3MMaeTcsl.

(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

4. B Poccuiickyto Penepauunio MOXHO BBO3UTb NEKApPCTBEHHbIE CPeACTBa, KayeCTBO KOTOPbIX MOATBEPXOEHO
cepTMdUKaTOM NPOU3BOAUTENS NEKAPCTBEHHbLIX CPEACTB, YOOCTOBEPSIOLWMM COOTBETCTBME BBO3UMbIX NEKAPCTBEHHbLIX
cpeacTB TpeboBaHMAM dapmakonerHbIXx cTatel nMbo B criydyae WX OTCYTCTBUSI HOPMATMBHOM [AOKYMEHTaLuuMu unu
HOPMaTUBHOIO AOKYMEHTA.

(B peq. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

5. 3anpewaetca BBo3 B Poccunckyo ®egepauunio danbcuduunpoBaHHbIX JeKapCTBEHHbIX CPeacTs,
HenobpoKayYeCTBEHHbIX NTIEKAPCTBEHHbIX CPeACTB, KOHTPAdhaKTHbIX NIEKAPCTBEHHbLIX CPEACTB.
(B pen. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

6. danbcupuuMpoBaHHbIE FEeKapCTBEHHbIE CpeacTBa, HenobpokayecTBEHHble IeKapCTBEHHble cpencTBa
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noanexar U3bATMIO W MOCReayloLWweMY YHUYTOXEHUO WM BbiBO3y M3 Poccuiickon depepaunn, KoHTpadakTHble
neKkapCTBEHHblE CpeacTBa - WU3bATUIO W MOCMeayoWEMY YHUYTOXKEHMIO. YHUYTOXEHWE MNn BbiBO3 M3 Poccuiickoi
denepaumn  anbCUdULMPOBAHHbBIX NEKapCTBEHHbIX CPeacTB, HeaobpoKayeCTBEHHbIX NEeKapCTBEHHbIX CPeacTB,
KOHTpadaKTHbIX JeKapCTBEHHbIX CPEACTB OCYLIECTBMSETCS 3a CYEeT Nnuua, OCyLlecTBMBLUErO WX BBO3. [lopsigok
YHUUTOXEHUST U3BATBIX PanbCMdULMPOBaHHbBIX FEeKapCTBEHHbIX CpeacTe, HenobpoKayecTBEHHbLIX fleKapCTBEHHbIX
cpencTB, KOHTpadaKTHbIX NNeKapCTBEHHbIX cpeacTB ycTaHaBnueaeTcs MpaButensctBoM Poccuiickon deaepaunn.

(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

7. Nuuya, ocywectenswwme Beo3 B Poccuickyo depepaumnio panbscnuUMpoBaHHbIX NeKapCTBEHHbIX CPeacCTB,
He[0OpPOKa4YeCTBEHHbIX JIEKAPCTBEHHbLIX CPEACTB, KOHTPAdaKTHbIX NIEKAPCTBEHHbIX CPEACTB, HECYT OTBETCTBEHHOCTL B
COOTBETCTBUN C TaMOXEHHbIM 3aKOHOAATENbCTBOM TaMOXEHHOro cot3a M (unu) 3akoHoaaTtenbcTBoM Poccuinckon
depepauunn 0 TaMOXXEHHOM Aere.

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

8. BbIBO3 nekapcTBeHHbIX cpeacTB u3 Poccuiickon depgepaumm ocyuwecTnseTcd 6e3 npMMeHeHUs orpaHnyeHni,
YCTaAHOBIEHHbIX TaMOXEHHbIM 3aKOHOAATENbCTBOM TaMOXEHHOro cow3a M (Mnn) 3akoHoaaTenbCTBOM Poccuiickon
depnepauun o rocyaapCTBEHHOM peryrimpoBaHMM BHELLHETOProBON AeATENbHOCTH.

(B pea. PenepanbHbix 3akoHoOB 0T 06.12.2011 N 409-®3, ot 25.11.2013 N 317-03, o1 22.12.2014 N 429-03)

KoHcynbraHTlInoc: npumeyaHue.
C 29.11.2019 cT. 47 pononHsaetca Y. 9 (P3 o1 28.11.2018 N 449-03).

Ctatbsa 48. KOpuauyeckme nuua, KOTOpbIM paspeleH BBO3 NeKapCTBEeHHbIX cpeaAcTB B Poccuinckyro
depepauuio
(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

JlekapcTBeHHble cpeacTBa B Poccuiickyto Penepaumo MoryT BBO3UTh:
(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) npon3soaunTenn nekapCcTtBeHHbIX CpeacTB Al uenen cobCcTBEHHOTO npon3BoacTBa JleKapCTBEHHbIX CPeNCTB;

2) VHOCTpaHHble paspaboTYMKM JEKAPCTBEHHbIX CPEACTB UM WMHOCTPaHHble MPOU3BOAUTENM JEeKApCTBEHHbIX
CPEeOCTB WUNU Apyrve lopuanydeckne nuua no nopyyvyeHuio paspaboTynka NeKapCTBEHHOro CpeacTBa Ansl NpoBedeHus!
KIMHUYECKNX WCCNedoBaHU nekapcTBEHHOro npenapaTa, OCYLWeCTBNeHUs rocydapCTBEHHOW peructpauuu
rekapcTBEHHOro npenapara, BKMHYeHUs hapMaLeBTUYECKON CyOGCTaHLUM B rOCYAapCTBEHHbIA PEECTP NeKapCTBEHHbIX
CPenCTB, KOHTPOMSA KayecTBa JIeKapCTBEHHbIX CPEACTB MPU HanMuuMm paspelleHust YNonHOMOYEHHOro (eaepanbHOro
opraHa MCMOSTHUTENBHON BNIAaCT! HA BBO3 KOHKPETHOW NapTUM NEKapCTBEHHbIX CPEACTB;

3) opraHusauum onToBOW TOProBIM NIEKAPCTBEHHLIMU CPEACTBAMM;

4) HaydHO-UccnegoBaTenbCkMe opraHusauuu, obpasoBaTenbHble oOpraHu3auuu Bbiclwero obpasoBaHus,
nNpon3BOAUTENM NeKapCTBEHHbIX CPeAcTB Ans pas3paboTku, uccnegoBaHURM, KOHTpons ©6e3onacHOCTHM, KadecTBa,
3(PPEKTUBHOCTU JEKAPCTBEHHbLIX CPEACTB MNPW HanuMyMM paspelleHus YnoNTHOMOYEHHOro dedeparnbHOro opraHa
NCMNOSTHUTENBHON BnacTy;

(B pea. PenepansHoro 3akoHa ot 02.07.2013 N 185-03)

5) MeguuuMHCKMe opraHv3aumn, UHble yKasaHHble B NMyHKTax 1 - 4 HACTOSLEN CTaTbM OPraHM3auun ansi okasaHus
MEeOMLMHCKOMW MOMOLWM MO XM3HEHHbIM MOKa3aHWSM KOHKPETHOro nauuMeHTa npuM Hanuydum paspeleHus
YNOMHOMOYEHHOIO hedepanbHOr0 OpraHa WCMNOMHUTENBHOM BNacTU Ha BBO3 KOHKPETHOW NapTMM NEeKapCTBEHHOro
npenapaTa, BbldaHHOrO B YCTAHOBIIEHHOM Mopsgke B ()OpMe 3NEeKTPOHHOro AOKYMEHTa, NOAMMCaHHOro YCUIEHHON
KBannuuupoBaHHOW 3MNEKTPOHHOW NOAMUCHIO.

(B pea. PenepanbHoro 3akoHa ot 12.03.2014 N 33-93)

Cratbsa 49. [lokyMeHTbI, NpeAcTaBnsieMble B TaMOXeHHble opraHbl Poccuiickon ®Pepgepauum npu BBO3e
nekapcTBeHHbIX cpeacTB B Poccumckyro ®epepavuio
(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. Tpn BBO3e nekapCTBeHHbIX cpedcTB B Poccuickyio ®degepaumio B TaMOXeEHHble opraHbl Poccuickon
®epepauun Hapsgy C AOKYMEHTamu, npedcTaBneHue KOTOPbIX MPEedyCMOTPEHO TaMOXEHHbIM 3aKOHOAATENbCTBOM
TamoxeHHOro cotsa u (unu) sakoHogatenbcTBoMm Poccuickon degepaumm O TaMOXEHHOM Aene, NpeacTaBnsTCcs
cregyoLwme JOKYMEHTbI:

(B pen. PenepansHoro 3akoHa ot 06.12.2011 N 409-93)

1) cepTudukaT NpomM3BOOMTENS JEKAPCTBEHHOIO CPeAcTBa, YAOCTOBEPSIOWMA COOTBETCTBME BBO3MMOIO
neKkapCcTBEHHOro cpeactea TpeboBaHMAM apMakonenHon cratbM nMOO B cryvyae ee OTCYTCTBUS HOPMaTUBHOM
OOKYMEeHTauun inm HOPMaTUBHOIO JOKYMEHTa;
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2) pa3peweHne yrnosiHoOMoO4YeHHOro cbe,qepaanoro opraHa MCMNOMHNTENBHOM BacTu Ha BBO3 KOHerTHOVI napTtumm
NeKapCTBEHHOro cpeactaa B Cliydasax, yCTaHOBJ1E€HHbIX YaCTbH 3 cTatbu 47 HacTosLLEero CDep,epaanoro 3aKoHa.

2. [lokyMeHTbI, yKa3aHHble B MyHKTax 1 1 2 yactu 1 HacTosiLen cTaTby, NPeacTaBnsAlnTCA B TAMOXEHHbIE OpraHbl
Poccuiickon ®epepaumm npy NpubbITUK NekapCTBEHHbIX CPeacTB B Poccuiickyto denepaumio.
(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

CtaTtbs 50. BBo3 nekapcTBeHHbIX npenapaTtoB B Poccuickyo ®epgepaumro ans sIM4HOro UCNosib30BaHUSA U
MHbIX HEKOMMEPYECKUX Lernen, a Takke A UCMONMb3OBaHUA Ha TEPPUTOPMUN MEXAYHApPOAHOro MeAULMHCKOro
KracTepa
(B pea. PenepanbHbix 3akoHOB oT 06.12.2011 N 409-93, ot 29.06.2015 N 160-P3)

1. JlekapcTBeHHble npenapaTbl MoryT ObiTb BBe3eHbl B Poccunckyto Pepepauuto 6e3 yvera TpeboBaHWN,
npeaycMOTpeHHbIX Yactamn 1 - 4 ctatbn 47, ctatbsimu 48 un 49 Hactosiwero denepanbHOro 3akoHa, €Ccriv OHU
npegHasHayeHbl Ang:

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) NUYHOro Mcnonb3oBaHUs U3NYeckMMM nuuammn, npubsiBwMKN B Poccunckyto ®egepauuto. MNMpu atom BBO3 B
Poccunckyto ®epepaunto nekapCTBEHHbIX MpenapatoB, COAEepXKallMx CuIbHOAEWCTByOWMNE un (Mnv) SO0BUTbIE
BeLLeCTBa, BKI/IHOYEHHblE COOTBETCTBEHHO B CMMCOK CUIIbHOAENCTBYIOLWNX BelecTB ANd Uenen YroroBHOro
3akoHoparenscTBa Poccuiickon ®egepaumm M B CNMCOK S40BUTLIX BELLECTB OIS Lieneln yrornoBHOrO 3akoHoAaTenscTea
Poccunckon ®enepauuun, ytBepxaeHHble [pasutensctBom Poccuiickon ®enepaumn, OCyLLIECTBRSETCS NpU Hanuymm
OOKYMEHTOB (3aBEpPEHHbIX KOMWIA [OKYMEHTOB MMM 3aBEPEHHbIX BbIMUCOK M3 HUX), NOATBEPXAAKOLWUX Ha3HadeHue
dun3nyeckomMy nuuy YyKasaHHbIX FfEeKapCTBEHHbLIX NpenapatoB (3a WCKIHYEHMEM feKapCTBEHHbIX Mpenapartos,
3apernctpupoBaHHbix B Poccuiickon ®egepaumm u oTnyckaembix B Poccuiickon ®Pepepauum 6e3 peuenta Ha
nekapcTBeHHbIN nNpenapaT). [NoaTeBepxaatolime JOKYMEHTbI (MX 3aBEPEHHbIE KOMUW UMW 3aBEPEHHbIE BbIMUCKA N3 HUX)
OOMKHbI cofepxaTb CBeAEeHUS O HaMMEeHOBaHUU U KOMMYecTBe Ha3HaYeHHOro rekapCcTBeHHoro npenaparta. B cnyuyae,
ecnu noaTBepXaatolime AOOKYMEHTbl (MX 3aBEpEHHblE KOMUM UMW 3aBEPEHHbIE BbIMMCKM U3 HUX) COCTaBMeHbl Ha
WHOCTPaHHOM $I13bIKE, K HUM NpuiiaraeTcs HoTapuanbHO 3aBEPEHHbIN NEPEBO Ha PYCCKUN AA3bIK;

(n. 1 B pea. ®eaepanbHoro 3akoHa ot 02.06.2016 N 163-03)

2) wcnonb3oBaHus paboTHMKaMM OMNIOMaTUYecKoro Koprnyca WunM npeacTaBuTENsSMU MeXOyHapOAHbIX
opraHusaunn, akkpeanToBaHHbIX B Poccuiickon ®egepaumm;

3) nevyeHMst MacCaxXuMpoB W YUJIEHOB 3KMMaXKeW TPaHCMOPTHbIX CPEACTB, MNoe3gHbiXx Opurag v BoauTenemn
TPaHCMOPTHLIX CPEACTB, NpubbIBLWIMX B Poccuickyto ®egepaumio;
(B peq. PenepansHoro 3akoHa ot 06.12.2011 N 409-93)

4) nevyeHnst y4aCTHUKOB MEXOYHAPOLHbIX KyNbTYPHbIX, CMOPTMBHBLIX MEPOMNPUATAA U YHACTHUKOB MEXOYHapOOHbIX
akcneauumi,

5) neyeHnsa KOHKPETHbIX XMBOTHbIX B 300MapKkax, a Takke XMBOTHbIX, BBO3NMbIX B Poccuickyto Penepaumio ans
yyacTusi B CMOPTUBHBIX U 3PENULLIHLIX MEPONPUATUSX;
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

6) MCnonb3oBaHUS Ha TEPPUTOPUMN MEXAYHAPOAHOIO MEAMLMHCKOIO KracTepa.
(n. 6 BBegeH depepanbHbiM 3akoHOM oT 29.06.2015 N 160-93)

2. B cny4yasx, npegyCMOTPeHHbIX YacTblo 1 HacTosiwen ctaTbn, gonyckaetcs BBo3 B Poccuickyo degepaumio
NeKapCTBEHHbIX NpenapaToB, He 3aperncTpmpoBaHHbIX B Poccunckon ®egepaumn.
(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

3. JlekapcTBeHHble Npenaparbl, NpegHa3HaYeHHble ANs 'YMaHUTapHOW NoMoLwm (COAENCTBUS) UM MOMOLLM MpU
ypes3BblYalHbIX CUTyauusix, BBO3ATCS B Poccunckyto demepaumio B nopsgke, ycTaHOBAEHHOM [lpaBMTENbCTBOM
Poccuiickon ®epepaumun. 3anpellaercs BBo3 B Poccuinckyto Pepepaumio He3apermcTpMpoBaHHbIX JTEKapCTBEHHbIX
npenapaToB, NpeAHa3Ha4YeHHbIX A4S r'yMaHUTapHOW NOMOLUU (COOAENCTBUS) MM MOMOLLM NPU Ype3BblHaMHbIX CUTYaLNSAX.
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Cratba 51. CoTpyaHuyecTBO deaepanbHOro opraHa MCMOSIHUTENbLHOW BRacTW, YNONHOMOYEHHOro B
obnacTu TaMoXXeHHOro aena, 1 Apyrux yrnorHoMo4eHHbIX heaepanbHbIX OpraHoB UCMONTHMTENbHOW BMacTu

1. YNonHoOMOYeHHble efepanbHble opraHbl MCMOMHUTENbHOW BRacTU NPeaoCTaBMsloT B pacropsikeHue
henepanbHOro opraHa MCMONHUTENBHOW BRACTU, YNOTHOMOYEHHOTO B 0GMacT TaMOXEHHOro Aera, rocyaapCTBeHHbIN
peecTp neKapCTBEeHHbIX CPedCTB, a Takke WH(OPMaLMi0 O BblOaHHbIX paspelleHUsiX Ha BBO3 KOHKPETHOW napTuu
neKapCcTBeHHbIX CPEeACTB B Cryvasx, yCTaHOBMEHHbIX YacTblo 3 cTaTbn 47 HacToslero deaepanbHOro 3akoHa.

2. CDep,epaanbuh opraH NCMNONMHUTENBbHOM BacTu, yﬂOﬂHOMO‘-IeHHbIIZ B obnactu TaMoXXeHHoro aena, VIH(bOpMI/IpyeT
YKa3aHHble B 4acCTu 1 HacTosdwen cTaTbh YNONMTHOMOYEHHbIE d)ep,epaanble opratbl NCMNOMHNTENBLHOM BNacTu O BBO3€
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nekapcTBeHHbIX cpeacTB B Poccuiickyto defepauuio 1 BbiBO3e NekapcTBEHHbIX cpeacTs U3 Poccuickon depepaumm no
dopmMe 1 B nopsake, KoTopble ycTaHoBNeHbl [paButensctBoM Poccuiickon deaepauuu.
(B pen. PenepansHoro 3akoHa ot 06.12.2011 N 409-93)

Masa 10. PAPMALIEBTUYECKAA AEATENIbHOCTb
Cratbsa 52. OcyulecTBneHue papmaLeBTUYECKON AEATENBHOCTHU

1. ®apmaueBTUHeCKas AEATENbHOCTb OCYLLECTBSAETCA OpraHu3auMsMu OnTOBOW TOProBMM NEKapCTBEHHbIMU
cpeacTtBaMn, anTevyHbIMW OpraHu3aumsamu, BeTepUHapHbIMW anTeYHbIMW OpraHm3auusMn, WHANBUAYaNbHbIMU
npeanpvHUMaTensamy, UMeLWUMN NULEH3NI0 Ha (apMaLeBTUYECKy0 OEATeNbHOCTb, MEANLMHCKUMU OpraHnsaumsamu,
MMELWMN NUUEeH3no Ha dapMaueBTUYECcKylo AeATenbHOCTb, U MX 060co6neHHbIMU nodpasfeneHusaMu
(ambynaTtopusimu, penbawepckummn 1M denbalepcKo-akyLepCKUMN  MyHKTaMu, LEeHTpaMu (oTaeneHnsimu) obLuew
BpayebHoN (CemelriHON) NPakTUKK), PaCrONOXEHHbIMU B CENbCKUX HACEMEHHbIX MYyHKTaX, B KOTOPbIX OTCYTCTBYHOT
anTeyHble OpraHu3auun, M BeTepuHapHbIMW OpraHM3aunsaMu, UMEKLWMMW NULEH3NI0 Ha dapMaueBTUYecKyto
AeATenbHOCTb.

(B pea. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2. ®dusmyeckme nvua MOryT OCYLIECTBNSATb (hapMaLeBTUYECKYHD AEATENbHOCTb MPUM HanuMuMM BbICLUETO WIN
cpenHero dapmaueBTMYeckoro obpasoBaHust U cepTudmkaTa crneumanucta, BbICLUErO UMW CPedHEro BeTepUHapHOro
obpasoBaHnsa n cepTudukata crneumanucTa, a Takke BbICLUEr0O WMNAU CPeaHero MeAMLUHCKOro obpasoBaHus,
cepTudmkata cneumanncta M LONOMHUTENBHOrO NPodecCUOHanbHOr0 obpas3oBaHUA B YacTM PO3HUMYHOW TOPrOBMU
nekapcTBEHHbIMM MpenapatamMu npu ycnoBum ux pabotbl B 0060COOGMEHHbLIX MNogpasgeneHnsax MeauLUHCKNX
opraHuMsaumin, ykasaHHbIX B YacTu 1 HacTosILLEN CTaTbW.

(vacTb 2 B peq. PegepanbHoro 3akoHa ot 27.07.2010 N 192-93)

KoHcynbtaHTlnoc: npumeyaHue.

Cratba 52.1 Bctynaetr B cuny ¢ 29.11.2019. JlekapcTBeHHble npenapatbl ANs MEAULUHCKOrO NpUMEHEHWs,
BBEOEHHbIE B rpaxgaHckum obopot o 29.11.2019, noanexar XpaHeHuto, nepeBo3Kke, OTMYCKy, peanusauum,
nepegaye, NPUMEHEHNIO 40 UCTEYEHMS CPOKA NX FOQHOCTMW.

Crtatbsa 52.1. BBog B rpaxxaaHCKU 060poT nekapcTBEHHbIX NpenapaToB AN MeAULMHCKOro NpuMeHeHus
(BBegeHa PegepanbHbiM 3akoHOM OT 28.11.2018 N 449-03)

1. MNepen BBOAOM B rpaxgaHCKUMi O0BOPOT KaKOOW Cepuu UNn Kaxaon napTuv npoussedeHHoro B Poccuickon
defepaunn nekapcTBEHHOro npenapata Ans MeAULMHCKOrO MPUMEHEHWS, 3a WCKIIOYEHNEM WMMYHOBNONOrnyeckunx
rfiekapCTBEHHbIX NpenapaToB, NPON3BOANTENb TAKOro NekapCTBEHHOIO npenapaTa npeacTaenseT B dhedepanbHbin opraH
NCMOMNHNTENbHOW BMACTW, OCYLLUECTBNSAILWMA PYHKUMN NO KOHTPOMIO U HAA30py B cdepe 30paBOOXPaHEHUS, JOKYMEHT
npou3BoanTENs NeKkapCcTBEHHOIO CpeacTBa, NOATBEPKAAIOLLMI Ka4eCTBO NeKapCTBEHHOrO npenapara, 1 noaTsepxaeHue
YNOMHOMOYEHHOIO nuua MNpOU3BOAMUTENSA FEeKapCTBEHHbIX CPeacTB COOTBETCTBUSA NeKapCTBEHHOro npenapara
TpeboBaHWAM, YCTAHOBEHHBIM NPU €ro rocy4apCTBEHHOW perncTpauuu.

2. lNepen BBOOAOM B rpaxaaHCKuii OBOPOT Kaxdow Cepuum UNM Kaxgom naptum BBo3umoro B Poccuickyto
defepaumnio nekapcTBeHHOro npenapaTta AN MeQUUMHCKOrO MPUMEHEHUS, 3a WCKMI0OYEeHUeM WMMYHOBNONOrnyeckunx
fiekapCTBEHHbIX MpenapaToB, OpraHuMsauus, OCYLLECTBASWAA BBO3 feKapcTBEeHHOro npenapata B Poccuiickyto
®enepaunto, npeacTaBnseT B hegepanbHbl opraH UCNONMHUTENBHOW BNACTW, OCYLLECTBNSAIOWMA PYHKLMN NO KOHTPOIIO
N Hagsopy B cdepe 30paBoOXpaHeHus, cepTudukaT MpPon3BOAMTENS eKapCTBEHHOrO CpeacTBa, YO4OCTOBEPSIOLWMIA
COOTBETCTBME BBO3UMOrO NEKapCTBEHHOro npenapara TpeboBaHuAM hapMakonenHow CTaTbu, a B Criydyae OTCYTCTBUS
hapmakonenHon cratbn TpeboBaHNSAM HOPMAaTMBHOW AOKYMEHTauun, U NOATBEPXAEHVE NpeacTaBuTens opraHusaumm,
OCYLLIeCTBISAIOLLEN BBO3 fekapCTBEHHOro npenapaTta B Poccuinckyio ®egepauunio M ynonHOMOYEHHOW WHOCTPaHHbIM
npounsBoauTENEeM IeKapCTBEHHbIX CPEeACTB, COOTBETCTBMS BBO3WMOIO NeKapCTBEHHOro npenaparta TpeboBaHusM,
YCTaHOBIEHHbLIM MPU ero rocyaapCTBEHHOW perncrpauum.

3. MNopspok npeactaBneHnss B COOTBETCTBUM € YacTaMu 1 m 2 HacToslen CcTaTbW JOKYMEHTOB U CBEAEHMN O
neKkapCTBEHHbIX nNpenapaTtax, BBOAMMbIX B rpaxaaHckui obopoTt, yctaHaenuBaetcda [lpaButenbctBom Poccuiickon
depnepauuu.

4. B OTHOLWEHWM NepBbIX TPex Cepuri UNu NapTMn NeKapCcTBEHHOro npenapata, BrAepBble MPOU3BEAEHHOMO B
Poccuiickon ®egepauun unu snepeble BBO3uMoro B Poccuiickyto ®egepaumio, B doegeparnbHbIi opraH UCNOMHUTENBHON
BMacTh, OCYLUECTBAAOWMIA QYHKLUMN MO KOHTPOMIO W Haas3opy B cdepe 34paBOOXpPaHEHMs, OOMONHUTENbHO
npeacTaBnseTcsa MpPOTOKOM MCMbITAHWA O COOTBETCTBUWM Cepuu WM NapTMM NEeKapCcTBEHHOro npenaparta Ang
MeOMLUMHCKOrO MNPUMEHEHUsT MokasaTensm KavecTBa, NpedyCMOTPEHHbIM HOPMaTUBHOW [OKyMeHTauuen (panee -
NPOTOKON WCMbITAHUA), MPOBOANMbLIX aKKpeAWTOBaHHLIMM B COOTBETCTBUM C 3akoHodaTenbCcTBOM Poccuinckon
depepaumm 06 akkpeguTauMm B HaUMOHANbHOM CUCTEMEe akkpeauTauum denepanbHbIMU FOCYAapCTBEHHbLIMM
BGl0OXETHBIMN YyYpexaeHUsamMun, nNoaBeAOMCTBEHHbIMW defepanbHOMY OpraHy WCNOMHWUTENbHOW BRacTu,
ocyllecTersowieMy yHKUMM MO BbipaboTKe U peanu3aumMn rocyagapCTBEHHOW MOMUTUMKM U HOPMAaTUBHO-MPaBOBOMY
perynupoBaHuio B cdepe 34paBooxpaHeHus, u egepanbHOMy opraHy MCMOMHUTENbHOW BNacTu, OCYLUECTBSAOLEMY
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YHKUMM MO KOHTPOMK M Hagsopy B cdepe 3opaBooxpaHeHus. [opsgok Bbldauv ykasanHbIMKM  dpegeparnbHbiMU
rocyfapcTBeHHbIMU OIOXETHBIMU YUYpPEXAEHUSIMW OaHHOro NPOTOKONa WM pasmep nnaTtbl 3a ero Bblgavy
ycTaHasnueatotcs MNMpasutensctBom Poccunckon ®enepaumn.

5. ExerogoHo He nosgHee 1 deBpans npou3BoaAMTENN NEKapCTBEHHbIX CPEeACTB WU opraHusauuu,
OCYLLECTBMAOLLME BBO3 NleKapCTBEHHbIX NpenapaToB B Poccuiickyto Pegepaumio, NpeactasnaoT B dhedepanbHblii opraH
UCMNOSNHUTESNBHOW BNAacTW, OCYLLECTBNALWMA PYHKLMM NO KOHTPOMO U Haa3opy B cepe 3apaBoOXpaHeHUs, MPOTOKON
UCMbITAHUIA MNOCTYNUBLLETO B TEYEHME Trofga B rpaxkdaHCKMin 00OpOT NekapCTBEHHOro npenapaTta  KOHKPETHOro
Npov3BoaUTENS (Ha OOHY CEpUI0 KaXKOoro TOProBOr0 HAMMEHOBAHWS C YYETOM NeKapCTBEHHON hopMbl U JO3MPOBKM),
NpoBoAMMbIX aKKpeaWTOBaHHLIMU B COOTBETCTBMM C 3akoHogaTtenbcTBoM Poccuiickoi degepaummn o6 akkpeauTaumm B
HaLMoHanbHON cucTeMe akkpeamTaLuum UcnbiTaTenbHbIMU NabopaTopusaMm (LeHTpamm).

6. lMpousBoguTenu nekapCTBEHHbIX CPEACTB MMM OpraHmsauuu, OCYLLEeCTBASLWME BBO3 NeKapCTBEHHbIX
npenapatoB B Poccunckyio ®demepaumio, He MeHee YemM 3a OOWH o4 A0 NNaHWpyemblX MPUOCTaHOBNEHUS WU
npekpaLleHnsi NPOM3BOACTBA JIEKAPCTBEHHLIX NMpenapaToB unu mx Beo3a B Poccuickyo Pegepaumio yBegomMnsitoT ob
aTOM doefepanbHbli OpraH UCNOSTHUTENBbHOW BNacTW, OCYLLUECTBNALWNMA YHKLMM MO KOHTPOMO M Haasopy B cdepe
30paBoOXpaHeHnst 1 dedepanbHbii OpraH UCMOMHUTENbBHOW BNAcTW, OCYLLECTBIISIOWMNA (PYHKUUN MO NMLEH3MPOBAHNIO
Npon3BOACTBa NeKapCTBEHHbIX CPEACTB.

7. BBog B rpaxgaHckuin obopoT Kakdow Cepumu Unu Kaxzgow napTMM MMMYHOOMOMOrMYECKOro JeKapCTBEHHOMO
npenaparta, npou3seaeHHoro B Poccuiickon ®enepaumm unu seo3mmMoro B Poccuiickyio defepaumio, OCyLWeCcTBRseTca
Ha OCHOBaHWM pa3speLleHunsl, BbiAaHHOro doeaepanbHbiM OpraHoM UCMOMHUTENBHOW BNACTU, OCYLLECTBAAOLWMM DYyHKLNN
Nno KOHTPOMO U Hag3opy B cdepe 34paBoOOXpPaHEHUd, Ha OCHOBaHWWM BbldaHHOrO defepanbHbIMU FocygapCTBEHHBIMN
OHOMKETHBIMUN YUYPEXOEHNSMN, YKa3aHHbIMA B 4acTu 4 HacCTOsILLEN CTaTbW, 3aKIOYEHUS O COOTBETCTBUM CEPUM WUNK
napTMM UMMYHOONOMNOrM4YECKOro NIEKapCTBEHHOTO Npenaparta TpeboBaHUAM, YCTAaHOBMEHHbLIM MPU €ro rocygapCTBEHHON
peructpaumun. lMopsgok Bblgayum paspelleHMss Ha BBOA B rpa)xdaHCKuin oBGopoT cepuum wunum naptuu
MMMYHOBNOMOrMYECKOro NeKkapCTBEHHOro npenaparta, a Takke MOpsAOK BblOauM YKa3aHHOro 3aKkroyeHus 1 pasmep
nnartbl 3a ero Bbigavy ycraHaenueatotcs NpasutenscteBom Poccuinckon ®epepaumm.

8. 3a HenpeacTtaBneHve uUNu HECBOEBPEMEHHOE MPEACTaBfeHne OOKYMEHTOB WM CBEAEHWW, NPeLyCMOTPEHHbIX
yactamu 1, 2, 4, 5 n 6 HacToALWEN CTaTbW, NPON3BOANTENMN NEKAPCTBEHHbIX CPEACTB U OpraHn3aumm, ocyLlecTehAsaowme
BBO3 JieKapCTBeHHbIX npenapatoB B Poccuiickyio dPegepauunio, HecyT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHogartenbcTBoM Poccuiickon ®egepaumn.

9. lNpeacTtaBrneHne [OKYMEHTOB W CBeAEHUNW, NPedyCMOTPEHHbIX Yactamu 1, 2 u 4 HacTodwen cTtaTbu, U
nonyyeHne nNpPegycMOTPEHHOIO YacTbld 7 HaCTOsIWEN cTaTbM paspelleHns Ha BBO4 WMMYHOOMONOrMyeckoro
NeKapCTBEHHOro npenapata B rpaxgaHCckun o6opoT He TpebykTcss B OTHOLUEHWM NEeKapCTBEHHbIX Npenaparos,
npeaHa3Ha4YeHHbIX 4118 NPOBEAEHUs KITMHUYECKMX NCCNEeAOBaHNA NEKapCTBEHHbIX NpenapaToB, NPOBeAEHNsT SKCNepPTU3bl
NEeKapCTBEHHbIX CPeacCTB AN1si OCYLLECTBIIEHUS rOCyAapCTBEHHON perncTpaumm nekapCTBEHHbIX NpenapaToB, a Takke B
OTHOLLEHUN HE3apPErMcTPMpPOBaHHbLIX NEKApPCTBEHHbIX MpenapartoB, MNpedHasHa4YeHHbIX Of1s OoKas3aHus MeAWLMHCKOMN
MOMOLLM MO >XM3HEHHBIM MOKa3aHWsIM KOHKPETHOrO nauMeHTa, BBO3UMbIX B Poccuiickyto Pefepauuio B COOTBETCTBUN C
yacTbto 3 ctaTtbu 47 HacTosiwero ®eaepansHOro 3akoHa.

10. Mpu BbISBNEHUM B rpaxgaHckoM obopoTe cepuy UNU NapTUM NEKApCTBEHHOrO npenapara, LOKYMEHTbl U
CBeJeHNs O KOTOpbIX, NPeayCMOTpeHHble YacTamu 1, 2 n 4 HacToswWen cTaTbi, HEe NpeacTaBneHbl B dyeaepanbHbIi
OpraH UCMOMHUTENbHOW BNACcTW, OCYLLECTBASIOWMI (PYHKLMU NO KOHTPOSO U Hag3opy B cdepe 3apaBooxpaHeHud, nnbo
cepum unNu NapTmm MMMYHOOMOMOIMYECKOro JIEeKapCTBEHHOrO Mnpenapara, He WMMEKLWUX paspelleHus Ha BBoA B
rpaxkgaHckmnii obopoT, MpeayCMOTPEHHOIO YacTbio 7 HAcTOSILEN cTaTby, begepanbHbI OpraH UCMOMHUTENBHOW BRacTw,
OCYLLECTBIAOWMA (PYHKLMU MO KOHTPOMO W Hag3opy B cdepe 30paBOOXPaHEHWsi, B MOPSiAKe, YCTAHOBIIEHHOM
MpaButensctBom Poccuickon depepauun, npyuHMMaeT peLleHne O NpekpalleHuMm rpaxgaHckoro obopoTta Takmx cepum
UNn NapTuMmn 4O NPeACTaBeHUs yKa3aHHbIX JOKYMEHTOB M CBEAEHUIN NTMOO NOMny4YeHUs YKas3aHHOro paspeLleHns.

Crtarba 53. lpopmaxa, nepepayvya neKkapCTBEHHbIX CPeACTB OpraHuM3auuMssMu ONTOBOW TOProBnwM
nekapcTBeHHbIMU cpeAcTBamMM

1. OpraHusauuy ONTOBOW TOPrOBIM NEKAPCTBEHHBIMW CPEACTBAMM MOTYT OCYLLECTBNATbL NPOAaXy NEeKapCTBEHHbIX
CPenOcTB UNK NepeaaBaTh WX B YCTaHOBMNEHHOM 3akoHoaaTenbcTBoM Poccuiickoin degepaumm nopsake:

1) opyrMum opraHnsaumsiMm ONTOBOWM TOProBMN NIeKapCTBEHHbIMU CpeaCcTBamu;

2) NpOM3BOANTENSAM JTIEKAPCTBEHHbLIX CPEACTB ANs Lienen Npon3BoACTBa IEKAPCTBEHHbLIX CPEACTB;
3) anTeyHbIM OpraHM3aumsaM U BETEPUHAPHBLIM anTeYHbIM OpraHn3aunsim;

4) Hay4HO-UCCNeaoBaTeNbCKMM OpraHmM3auusam Anst HaydHo-uccneaoBaTenbckon paboThl;

5) vHouBMAayanbHbIM NpeanpuHUMaTensM, UMEeKLWMM JMUEH3NI0 Ha (apMaueBTUYECKYID OeATENbHOCTb WK
NULEH3NIO HA MEAULMHCKYIO OeSTENbHOCTb;
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6) MegUUMHCKM OpraHu3auusiM, BeTepMHapHbIM OpraHn3aLmnsm;
7) opraHM3aumsaM, OCYLLECTBNSALMM pasBefeHne, BoipallMBaHNe U coaepKaHne KUBOTHBbIX.

2. OpraHusauum OMTOBOW TOPrOBNM fEeKapCTBEHHbIMW cpeacTBamMy 0083aHbl XpPaHUTb 3aKynieHHyH
hapmMaLeBTUYECKY0 CyOCTaHUMIO cnvpTa 3TUIOBOMO (3TaHOMa), OCYLUEeCTBNATbL ee peanu3auuio Unu nepegady B
yCTaHOBMEHHOM 3akoHodaTenbcTBoM Poccuiickon degepaumm nopsigke opraHvM3auusaM, ykasaHHbIM B nyHkTax 1 - 7
yactu 1 HacTosLeln cTaTbk, B Tape o6beMom He Gonee 1 nutpa.

(vacTb 2 BBegeHa epepanbHbiM 3akoHOM oT 29.07.2017 N 278-93)

Cratbs 54. [lpaBuna onToBON TOProBnyx feKapcTBEHHbIMU CpeacTBaMm

OnToBasi TOProensi fiekapcTBEHHLIMU CpeacTBaMM OCYLLECTBIISIETCS NPOM3BOAUTENSIMWN NEKAPCTBEHHbIX CPEACTB U
opraHusauMsiMiM ONTOBOW TOProBNW feKapCTBEHHbIMW CpPeacTBaMy MO MpaBuiaMm Hagnexawen AOucTpubbioTopcKomn
npakTUKNU U NpaBuiaM Hagnexallel npakTUKU XpaHEeHUs! U NepeBO3KU NeKapCTBEHHbIX MpernapaTtoB, YyTBEepXOAEHHbIM
COOTBETCTBYHOLUMMM YNONTHOMOYEHHbIMU dheaeparibHbIMU OpraHamMn UCMOMHUTENBLHON BNacTu.

(B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

CraTtbs 55. nOpﬂAOK pO3HVI‘-IHOﬁ TOProBJIN NNIeKapCTBeHHbLIMU NpenapaTtamMmum

1. Po3HM4YHas TOProerns neKkapCcTBEHHbIMKM nNpenapartamu B KonuvyecTBax, HeobxoduMblX Ans BbINOMHEHUS
BpayebHbIX (hbenbawepckmx) HasHa4YeHUn NN Ha3HaYeHUn cneumanncToB B obnactu BeTepuMHapun, OCYLLECTBSETCA
anTeyHbIMW OpraHuM3auMaMu, BETEPUHAPHbLIMU anTeYHbIMWU OpraHM3aunsaMu, UHAMBMAYaANbHbIMW MPeanpUHUMaTEensaMu,
NMEIOLMMUN NNLEH3NI0 Ha dhapMaLeBTUYECKY0 AeATENbHOCTb, MEAULMHCKMMU OpraHnM3auusamMm, UMEoLWMMN ANLEH3NI0
Ha cbapmaLeBTMYECKYI0 OEATENbHOCTb, U X 000CObnNeHHbIMM nogpasaeneHnsmu (ambynatopusamu, denbaiepckuMm 1
denbawepcKko-akyLepckuMm nNyHKTaMu, UeHTpamn (oTgeneHnamu) obuwen BpavyebHOM (CeMenHoW) npakTuku),
PacnonoOXeHHbIMW B CEMbCKNX HAaCENeHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHn3auumn, 1 BeTepMHapHbIMU
opraHvM3auMaMy, UMELMMN NULEH3NI0 Ha dapmaueBTUYecKylo AesTenbHocTb. PaspelueHa po3HuMYHas TOProens
TOMbKO NEeKapCTBEHHbIMW MpenapaTtamu, 3aperncTpupoBaHHbiMM B Poccuiickon ®Pegepaumnm vnv M3roToBNEHHBIMU
anTeyYHbIMW OpraHuM3auMsMy, BETepUHapPHbIMU anTeYHbIMWM OpraHM3aunaMu, UHAMBMAYaNbHbIMU MPeanpUHUMaTENsMu,
UMELWUMUN FIMLEH3NIO Ha hapMaLeBTUYeCKylo OeATeNnbHOCTb. PO3HUYHAsA TOProens rnekapcTBEHHbIMU Npenaparamu
OCYLLECTBMSIETCA MO MpaBuiaM Hagnexallen anTeqyHOW MpakTUKWU, YTBEPXKOEHHbIM YNONHOMOYEHHbIM deaeparnbHbIM
OpraHoOM UCMOMNHUTENbLHOW BRACTW.

(B pea. PenepanbHbix 3akoHOB 0T 25.11.2013 N 317-93, o1 22.12.2014 N 429-93)

2. Buapl anTeyHbIX opraHnsauuii u npaBuna oTrnycka JIekapCTBEHHbIX MpenapaToB ANns MEAULMHCKOIO NPUMEHEHUS
anTeYHbIMW OpraHu3auusaIMn, MHOUBUAYaNbHLIMW NPeanpPUHUMATENSMI, UMEIOLLMMU NIULIEH3NIO Ha dhapMaueBTUYECKYHO
OeATeNnbHOCTb, a Takke npasBuna OTrnycka NekapcTBEHHbIX NpenapaToB AN MEAULMHCKOrO NpUMEHEHUS MEANLNHCKUMUN
opraHusauusiMmm, MMeLWUMN NULEH3NID Ha dapMaueBTUYECKY AesATenbHOCTb, M UX 060COBNEHHbLIMM
nogpasgeneHusmm (ambynatopusmu, genbaliepckumm 1 denbalepcko-akyWepckuMmM MNyHKTaMn, UeHTpamu
(otoeneHnsimn) obluern BpadeOHOM (CEMEWNHOW) MpakTUKM), PacMONIOKEHHbIMU B CENbCKMX HACENeHHbIX MyHKTax, B
KOTOpPbIX OTCYTCTBYIOT anTeyHble opraHu3auun, YTBEpXZawTcs YMNOMHOMOYEHHbIM deaepanbHbiM OpraHoM
NCMONHUTENBLHOM BRacTw.

(B pea. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. MpaBuna oTnycka HapKOTUYECKUX CPEeACTB W MCUXOTPOMHbLIX BELLECTB, 3apEermMcCTpMpoOBaHHLIX B KadecTBe
NEKapCTBEHHbIX MpenapaToB, NeKapCTBEHHbIX MpPenapaToB, COAepXallMxX HapKOTUYeCKMe CPeAcTBa W MCUXOTPOMHbIE
BELLeCTBa, yTBepXKOatTcsl YNONMHOMOYEHHbIM dhefeparibHbiM OpraHOM WCMOMHUTENbHOW BNacTy MO COMflacoBaHUIO C
denepanbHbIM OpraHoM UCMOMNHUTENBHOM BNAacTyh, YNOMHOMOYEHHbIM B cdhepe BHYTPEHHUX Aen.

(B pea. PenepanbHoro 3akoHa ot 03.07.2016 N 305-03)

4. JlekapcTBEHHbIE Mpenapatbl A5s BETePUHAPHOTO NMPUMEHEHUSI MOAEXAT OTMYCKY BETEPUHAPHBIMU anTeYHbIMM
opraHusaumsiM1, BeTEpUHAPHbLIMI OpraHM3auuaMy, MHAMBUAYabHbIMY NpeanpyHUMaTeNs M1, UMEeLMMU NIULEH3MI0 Ha
(hapmaLeBTUYEeCKyt0 AesTenbHOCTb. [1paBuna oTnycka NekapCTBEHHbIX MPenapaToB Afsl BETEPUHAPHOMO NPUMEHEHUS
yTBEPXKOAKTCS YNONHOMOYEHHbIM befiepanbHbIM OpraHOM UCMONHUTENBHOM BNAacTy.

5. MNepeyeHb MEOMUMHCKMX OpraHu3auvin, MMEHLLMX JNULEH3VI0 Ha dapmaueBTUYECKYI0 OEeSTENbHOCTb, U UX
obocobneHHbIX noapasgeneHun (ambynatopun, denbawepckux UM denballepcko-akyLepCkuxX MyHKTOB, LEHTPOB
(oToeneHnin) obwen BpayebHOM (CEMENHOM) NPAKTMKKU), PACMONOXEHHbIX B CENMbCKUX HACENEHHbIX MyHKTax, B KOTOPbIX
OTCYTCTBYIOT anTeYHble OpraHn3aLun, a Takke nepeyeHb NeKapCTBEHHbIX NPenapaToB (3a UCKMIOYEHNEM HApKOTUYECKMX
NeKapCTBEHHbIX MpenapaToB 1 NCUXOTPOMHbIX JIEKAPCTBEHHbBIX NpenapaToB), NPOAaXa KOTOPbIX MOXET OCYLLECTBNATLCA
yKa3aHHbIMW OpraHM3aumsamMm n nx o60cobneHHbIMU nogpasaeneHnsiMuy, ycTaHaBnMBaroTCa opraHamy UCNOMHUTENbHON
BrnacTtu cybbekToB Poccuiickon degepaumm.

(B peq. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

6. AnTe4dHble opraHM3auuun, NHAMBMAYanbHbIE MpeanpUHUMaTENK, UMEKLMNE NULEH3NI0 Ha (hapMaLeBTUYECKYHD
OeqaTenbHoCcTb, 06a3aHbl obecneunBaTh yTBEPXAEHHbLIN [paBuTenbcTtBoM Poccuickon depepauun n dopMmmpyembiii B
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YCTaHOBIIEHHOM UM MOPSAKE MUHMMAIbHBLIA aCCOPTUMEHT NEeKapCTBEHHbLIX NMpenapaToB, HEOOXOAMMbLIX ANS OKasaHUs
MeOULMHCKON NMOMOLLIN.
(4acTb 6 B pen. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

7. AnTeuHble opraHu3auun, UHAMBMAYaNbHblIE NpeanpuHMMaTeny, MMeloLmne NUUEeH3nio Ha dapmaueBTUYECKYHo
OeATeNbHOCTb, Hapsdy C fekapCTBEHHbIMW MpenapataMu MMEKT npaBo npuobpeTtatb M npodasaTb MeguuUMHCKUe
nsgenus, aesvHduumpylowmne cpeactsa, NpeamMeTbl U CPeAcTBa NUYHOW FMrMeHbl, NOCyaAy ANA MeAUUMHCKUX uenen,
npeaMeTbl U CPeAcTBa, NpedHasHayveHHble AN yxoda 3a 60nbHbIMWM, HOBOPOXAEHHbIMW WU AETbMW, HE AOCTUMLLUMMU
BO3pacTa Tpex feT, OYKOBYHO OMNTMKY M CPeAcTBa yxoda 3a HeW, MuHepanbHble BOAdbl, MPOAYKTbl fe4ebHoro, AeTCKoro v
ANETMYECKOro nNuTaHusi, buonornyeckn akTnBHble [o0OaBKK, NapdoMepHbIe U KOCMETUYECKME CPeacTBa, MEANLMHCKNE U
CaHUTapHO-NPOCBETUTENbHbIE NeYaTHbIE N3AaHus, NpeaHasHadYeHHble 48 nponaraHabl 300pOBOro 0bpasa >XU3HW.

(B pea. PenepanbHbix 3akoHoB 0T 27.07.2010 N 192-93, ot 25.11.2013 N 317-93)

8. [eaTtenbHOCTb anTeyHbIX opraHu3aumi BoopyxeHHbix Cun Poccuickon degepaumun, Apyrnx BOWCK, BOMHCKUX
OpMMPOBaAHUIA M OpraHoB, B KOTOPbIX 3akoHodaTenbCcTBOM Poccuiickon degepaumn npegycMOTPEHO NPOXOXAeHWe
BOEHHON crny0bbl nnu degepanbHON rocyaapCTBEHHOW CNyXObl, CBA3aHHOW C MPaBOOXPAHUTENbHOW OEATENbHOCTLIO,
pernameHTMpyeTca HactoswmMm PefeparnbHbiM  3aKOHOM U YTBEPXAEHHbIMU COOTBETCTBYHOLWMMKU  ddedeparbHbIMU
opraHamum WCMOMHUTENbHON BNAacTU nonoxeHusmn. KoHTponb 3a cobniogeHnem YyKasaHHbIMW anTeYHbIMU
opraHusaumamMu nNonoxeHun Hacroswero ®egepansHOro 3akoOHa OCYLLECTBIIAETCA COOTBETCTBYOWMMMK hegepanbHbIMM
opraHamu UCMONHUTENBHOW BNacTu.

(B peq. PepepanbHoro 3akoHa ot 13.07.2015 N 262-03)

CtaTtbs 56. M3roTtoBneHne n oTNyCcK fieKapCTBEHHbIX NpenapaToB

1. WMarotoBneHue JleKapCTBeHHbIX npenapartoB anTteyYyHbiMM oOpraHun3aunAamun, BeTepUHapHbIMKU anTe4YHbIMU
opraHnsauuamun, uwHamnBuayanbHbIMKU NpegnpuHnmMmarendamm, uUMewwnmMmun JNUEeH3NK Ha (*)apMaLl,eBTVI‘-IeCKer
0EeATEeNnbHOCTb, OCYyLleCTBNAeTCA MNo peuentamMm Ha JeKapCTBeHHble TMnpenapartbl, Mo Tpe6OBaHMF|M MeaNLUNHCKNX
opraHmsau,Mﬁ, BETEePUHaPHbIX OpFaHI/I3aLLI/Il7I B COOTBETCTBUM C NnpaBuiiamMn U3rotoBreHNA M OTMNyCKa JieKapCTBEHHbIX
npenaparos, yTBepXXaeHHbIMU YNOJIHOMOYEHHbIM cpe,qepaanblm opraHom MCNOSTHUTENBHOW BracTu.

2. lpn 13roToBNEeHMN NeKapCTBEHHbIX MpenapaTtoB anTedHbIMU OpraHu3aunsiMu, BeTepUHapHbLIMW anTeYHbIMU
opraHusauusmMu, WHAMBUAYaNbHbIMW MpeanpuHUMaTENsaMu, MMEKLWUMN NUUEH3MI0 Ha dapmaueBTUYECKYHo
OEeATENbHOCTb, MCNOMb3ylTCA (hapmaueBTUYECKMe CyOCTaHLMKM, BKIOYEHHbIE COOTBETCTBEHHO B TOCYAApPCTBEHHbIV
peecTp NeKkapCTBEHHbIX CPEACTB ANst MEAMLMHCKOTO NPUMEHEHNST N TOCYAAPCTBEHHbIA PEECTP NEKAPCTBEHHbLIX CPEACTB
ONa BeTepuMHapHOro nNpuMMEHEeHUss B YyCTaHOBMNEHHOM nopsake. He ponyckaeTcsa M3rotoBneHme antevyHbiMu
opraHnzaunammn, BeTepuHapHbIMU anTedHbIMU OpraHn3aunamMmun, nHomBmayanbHbIMU npeanpuHumMatTenamMmm, NMerLwmnmmn
NVLEH3MI0 Ha (hapMaueBTUYECKYIO OeATEeNbHOCTb, NEeKapCTBEHHbIX MpenapaToB, 3aperncTpupoBaHHbIX B Poccuiickon
deagepauum.

3. MapknpoBka neKapCTBEHHbLIX MPENapaToB, W3rOTOBIEHHbIX anTEeYHbIMU OpraHM3aumsiMn, BETEPUHAPHLIMU
anTeYHbIMM OpraHM3aunsiMi, UHOVBUOYANbHLIMW NpeanpuHUMaTENnsiMM, UMEIOLMMM JIMLEH3NI0O Ha ddapMaLeBTUYECKYHO
OeATeENbHOCTb, U OopMIIeHNe Takux npenapaToB LOSMKHbI COOTBETCTBOBATb MpaBwunam, ykasaHHbiM B 4Yactu 1
HacTosLLEeN cTaTbu.

4. AnTeyHble oOpraHuW3auuu, BeTepuvHapHble anTeyHble OopraHusauun, WHAMBWAYyanbHble NpearnpuHUMaTeni,
UMeloLmne nUUEH3NI0 Ha apMaueBTUYECKYIO OEeSATENbHOCTb, HECYT OTBETCTBEHHOCTb 3a HecobniogeHve npasun
N3roTOBMNEHUS U OTNYCKa JleKapCTBEHHbLIX NPenapaToB B COOTBETCTBMUN C 3aKOHOAaTenbCTBOM Poccuiickon degepaumu.

Ctatba 57. 3anpeweHue npopaxun danbcndpuunpoBaHHbIX JIeEKAPCTBEHHbIX CpPeAcCTB,
Hef00OpoKavYeCTBEHHbIX NIEKAPCTBEHHbIX CPEeACTB, KOHTPadaKTHbIX NIeKaPCTBEHHbIX CPeACTB

Mpoaaxa danbcudUUMPOBaHHbIX JeKapCTBEHHbIX CPEACTB, HenobGpoKayYeCTBEHHbLIX JIeKapCTBEHHbIX CPEACTB,
KOHTpadhaKTHbIX 1leKapCTBEHHbIX CPeACTB 3anpeLlaeTcs.

CtaTtbf 58. XpaHeHMe neKkapCTBeHHbIX CPeaAcTB

1. XpaHeHue neKapCTBEHHbIX CPeACTB OCYLIECTBNSETCS MNPOU3BOAUTENAMU JEKapCTBEHHbIX CPeacTs,
opraHusauMsiMu OMTOBOW TOPrOBMWM JEKAPCTBEHHLIMU CPEACTBaMW, anTeYHbIMW OpraHu3auusiMu, BeTepUHapHbLIMU
anTe4vyHbIMM opraHunsaunamMmu, nHamsungyanbHbIMU npegnpuHnMmaTenamy, nMmerwmmMmmn nmueH3nio Ha (baplvlau,eBqueCKyro
[EeATENbHOCTb MNMU JINLEH3UI0 Ha MEOULMHCKYI0 AeATeNnbHOCTb, MEAWMLUMHCKUMK OpraHvM3auvsiMy, BeTepUHAapPHbIMM
opraHM3auMsMM M WHbIMW OpraHM3aumMsaMK, OCYLLECTBASIOWMMKN obpalleHne neKapCTBEHHbIX CPeacTB. XpaHeHue
NeKkapCTBEHHbIX CPEACTB ANsl BETEPUHAPHOIO NMPUMEHEHMST OpraHU3aumMsaMn U MHAVBUAYaNbHbIMW NpeanpuHUMaTensiMm
B CNny4vasix, €crm OHW WCMONb3YKTCHA WCKIYMTENBHO NPWU pa3BefeHuu, BblpallMBaHUMKU, COAEPXKaHUM WU fedeHun
XNBOTHbIX, MOXET OCYLLECTBNATbLCA be3 nony4yeHuna nmueH3nn Ha q)apmau,eBqueCKyro nedATenbHOCTb.

(B peq. PepepanbHoro 3akoHa ot 22.10.2014 N 313-03)

2. MpaBuna xpaHeHusi NeKapCTBEHHbIX CPEeACTB YTBEPXAATCA COOTBETCTBYHOLMM YNONHOMOYEHHbIM
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cbep,epaanblM opraHomMm MCMNONHNTENBHOM BRacTu.

3. XpaHeHue HapKOTUYECKUX JIeKapCTBEHHbIX CPEeACTB, MCUXOTPOMHbIX JI€KAPCTBEHHbLIX CPEACTB,
pagmodapmMaueBTUYECKUX JTIEKapCTBEHHbIX CPEACTB OCYLLECTBMNSAETCA B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuinckon depepauum.

Crtatba 58.1. [NpeAMeTHO-KONMMYECTBEHHbIN Y4YeT reKapCTBeHHbIX CpeaAcTB ANA MeAUUMHCKOro
npUMeHeHus
(BBegeHa PegepanbHbiM 3akoHOM OT 25.12.2012 N 262-$3)

1. lMepeyeHb neKapCTBEHHbIX CPencTB AN MEeAULUWUHCKOro MpUMEHEHUs, noanexawmx npeaMmeTHO-
KOINMYECTBEHHOMY YYETY, YTBEPXKAAETCS YNONHOMOYEHHbIM dheaeparibHbIM OpraHoM UCMONMHUTENBHON BacTy.

2. Mopsagok BKIOYEHUS NEKapCTBEHHbIX CPeACTB ANA MEAULIMHCKOrO NMPUMEHEHUS B NepeyveHb NeKapCTBEHHbIX
CPeacTB ANst MEAQUUMHCKOTO MPUMEHEHWs, MOAMexXalumx MNpeaMEeTHO-KONMYECTBEHHOMY Y4YeTy, YyCTaHaBMBaEeTCs
YNONMHOMOYEHHbIM heepanbHbiM OpPraHoM WCMOMHUTENbLHOW BNacTX MO COrnacoBaHWo ¢ deneparnbHbIM OpraHom
NCMOMNHUTENBHOM BMacTu, YNONHOMOYEHHbIM B cdhepe BHYTPEHHMX Oen.

(B pea. PenepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. npeﬂMeTHO-KOJ'II/ILIeCTBeHHbIIZ ydyeT JeKapCTBeHHbIX cCpencts And MeamumHCKOro npuMmeHeHuAa Benyr
npoun3ssogunTenn nekapCTtBeHHbIX CpencTB, OopraHmM3auunn OMTOBOW TOproenn nekapcrtBeHHbIMU cpeacTtBaMu, antedHble
OopraHmzauuun, nHgneuayanbHble npeanpuHumMarenu, nMvmerwime JnUUeH3no Ha cbapmau,eBTquCKy}o OeATeNnbHOCTb Unn
JINUEH3NK0 Ha MeOUUMHCKYK LOedATelibHOCTb, U MeAUUMHCKWE OopraHumsauumn, ocyuiecteridwwine o6pau.|,eHV|e
NNeKapCTBEHHbIX CpeacTB And MeOUUUHCKOro npuMeHeHud, nytem permcrpauunm nobbIX CBA3AHHBLIX C UX o6pau.|,eHV|eM
onepauwﬁ, NpU KOTOPbIX M3MEHAETCA UX KOJNMMYEeCTBO U (MJ'II/I) COCTOdAHME, B cneunanbHbIX XypHanax yyeTta onepauwﬁ,
CBA3aHHbIX C o6pau.|,eHv|e|v| NleKapCTBEeHHbIX cpeacTB And MeanunHCKOro npuMmeHeHns (p,anee - cneunanbHble >|<ypHanb|).

4. I'Ipanma perncrtpaummn onepau,w7|, CBA3aHHbIX C o6paL|.|,eH|/|eM NeKapCTBEeHHbIX CcpeacTts And mMeguMunHCKoOro
NPpUMEHEHNA, BKITHOHMEHHbIX B MNepeYeHb J1eKapCTBEeHHbIX Ccpeacts And MeOUMUMHCKOro npuMeHeHud, noanexawinx
npegMmeTHo-KoNMnM4YeCTBeHHOMY Yy4eTy, B chneunarnbHbIX XypHanaxX W npasuia BegeHUA U XpaHeHUA chneunalnbHbIX
XypHarnos yTBepXXa4akTcA YNOoJIHOMOYE€HHbIM cbe,u,epaanblM opraHomMm NCMOSTHUTENbHON BNAacTu.

5. KoHTponb 3a cobrniogeHnemM npaBuil peructpauuu ornepauun, CBsi3aHHbIX C OOpalleHWeM JieKapCTBEHHbIX
CpeacTB Onsi MeOULMHCKOTO MNMPUMEHEHUS, BKIOYEHHbIX B MepedeHb NEeKapCTBEHHbIX CPeAcTB AN MeAUUMHCKOro
NPUMMEHeHWS, noanexalwmx NpeaMeTHO-KONMMYECTBEHHOMY YYETY, B CNeumarnbHbIX XypHanax, a Takke 3a cobnogeHnem
npasun BedeHNA N XpaHeHUA chneuunarnbHbIX XypHarnoB BO3naraetcA Ha YMNoJIHOMOYEHHblIe q)ep,epaanble opraHbl
WCNONHUTENbHOM BracTM M OpraHbl UCMOMHUTENbHOW BnacTtu cybbekTtoB Poccuiickon depepaumm, OCYLLECTBAOLWME
NUUEH3NPOBaHME MPOU3BOACTBA JIEKAPCTBEHHbLIX CPEACTB, dapMaueBTUYECKON [OesATEeNbHOCTU W MEeAWMLUHCKOWM
OEATENbHOCTM, U OCYLLIECTBMASIETCS B paMKax JIMLEH3UOHHOTO KOHTPOSISI.

Masa 11. YHUYTOXEHUE NEKAPCTBEHHbLIX CPEAICTB
Crtatbs 59. OCHOBaHUA M NOPAAOK YHNUTOXEHUA NeKapCTBEHHbIX CPeAcTB

1. HepoGpokayecTBeHHble NeKapCTBEHHble CPeAcTBa, (anbCMdULMPOBaHHbLIE NEeKapCTBEHHble CpeacTBa
nognexar Wu3bATMIO M3 obpalleHust M YHUYMTOXEHWO B nopsigke, ycTtaHoBneHHom [paButensctBoM Poccuiickon
denepauun. OcHoBaHMEM OM1S1 YHUMTOXEHUS] NeKapCTBEHHbIX CPEACTB SIBMSIETCS pelleHne BnagenbLa nekapCTBEHHbIX
cpeacTe, pelleHMe COOTBETCTBYHOLLEro YrOMHOMOYEHHOro dedepanbHoro opraHa WCMOMHUTENbHOW BRAcTM MMM
pelleHue cyaa.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. KoHTpadhaKTHble nekapCcTBEHHblE CPeACcTBa MOANEeXaT U3bATMIO U3 OOPAaLLEHUS U YHUUTOXEHUIO NO PELUEHMIO
cyna. Mopsaok YHNUTOXEHMS KOHTpadakTHBIX NEKAPCTBEHHBLIX CPeACTB ycTaHaBnmBaeTcs NpaBuTenscTBom Poccuiickoi
denepauuu.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. Pacxogbl, CBfi3aHHble C YHWYTOXEHMEM KOHTpad)aKTHbIX NEeKapCTBEHHbIX CPeacTB, HeaobpoKaveCTBEHHbIX
neKapCcTBEHHbIX CpeacTB, dhanbcuuLMpoBaHHbIX NEKAapCTBEHHbIX CPEACTB, BO3MELLAITCS UX BNaaesbLUeM.

4. Bnagenewu neKapCTBEHHbIX CPeAcTB [OOMMKEH MpeAcTaBUTb B YNONHOMOYEHHbIM defepanbHbi opraH
MCMOMNHUTENBHOW BNAacTu AOKYMEHT WMW 3aBEPEHHYI0 B YCTAHOBMEHHOM MOPsSAKE ero Konui, noarsepxgatowme gaxt
YHUYTOXEHWSA NeKapCTBEHHbIX CPeACTB.

5. CooTBETCTBYOLLMIA YNONMHOMOYEHHbIN dhedepanbHblili OpraH UCMONTHUTENBHOW BNacTu, NPUHABLUMI pelleHne ob
YHUUTOXEHWM NIEKAPCTBEHHbIX CPEACTB, OCYLLECTBAET KOHTPOMb 3@ MX YHUYTOXEHMEM.

6. YHUUYTOXEHME INEeKapCTBEHHbIX CPEACTB MPOU3BOAWUTCS OpraHU3auusiMu, UMEOLWMMU COOTBETCTBYHOLLYHO
TIMLEH3MIO, Ha cneuunanbHo 06opyaoBaHHbIX MoLaakax, NofuroHax v B crneumarnibHO 06opyaoBaHHbIX MOMELLEHUSX C
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cobntogeHnem TpeboBaHMI B 06MacTy OXpaHbl OKpY>KaloLLen cpebl B COOTBETCTBMU C 3aKOHOAATENbCTBOM POCCUICKON
deagepauumn.

7. HapkoTuyecknme nekapcTBeHHble cpeAcTBa, NCUXOTPOMHbIe NMeKapCTBEeHHble cpeacTBa,
paavnodapMaLeBTUYECKME NEKAPCTBEHHbIE CPEACTBA YHUUTOXAKTCS B COOTBETCTBUM C 3aKOHOAaTeNnLcTBoM Poccuiickoi
degepauun.

Maea 12. FTOCYOAPCTBEHHOE PErYnMPOBAHUE LIEH
HA NNEKAPCTBEHHBbIE MPEMNAPATbI ANA MEAULUMHCKOIO NPUMEHEHUA

Cratba 60. NocyaapcTBeHHOE perynuvpoBaHWe LieH Ha NnekapcTBeHHble npenapatbl AN MeAULMHCKOro
npUMeHeHus

I'ocyp,apCTBeHHoe perynupoBaHue LuUeH Ha rneKapCTBeHHble npenapatbl Ana MeguuuHCKOro rnpuMeHeHus
OCyLlecTBNndAeTCAa nocpeacTBoOM:

1) ytBepxaenusa [paButensctBoM Poccunckon Pegepaumn nepeyvHsa XU3HEHHO HEOOXOAMMBIX WM BaXKHEMLUMX
NeKapCTBEHHbIX NpenapaTtoB, KOTOPbIA COPOPMUPOBAH B YCTAHOBIIEHHOM MM MOPSiAKE Ha OCHOBE KOMMIEKCHOW OLIEHKU
neKkapcTBEHHbIX MpenapaTtoB, BKMYasi aHanui3 CBeAeHWA O CPaBHUTEMbHOW KNUHUYECKOW 3DEKTUBHOCTM U
6©e30MacHOCTM NEeKapCTBEHHOrO CPeACTBa, OLEHKY 93KOHOMUYECKMX MOCMNEACTBUIA NPUMEHEHNS NEKAPCTBEHHOIO CpeacTBa
N n3yyeHne OOMONHUTENBHbBIX NOCNEeACTBMI NPUMEHEHMWS NNEKAapCTBEHHOIO CPEACTBa;

(n. 1 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) yTBEpXKOEHUSA METOAMKN pacyeTa npederbHbIX OTMYCKHbIX LIeH Mpou3BoanTenen Ha NekapcTBEHHbIE npenaparsl,
BKITIOYEHHbIE B MEpeYEHb XU3HEHHO HEOOXOAMMbIX U BaXKHEWLUUX NEeKapCTBEHHbIX MpenapaToB, a Takke BHEOPEHMUs
MexaHM3MOB (POPMUPOBaAHUSA CUCTEMbI PEDEPEHTHBIX LiEH;

(8 pea. PenepanbHbix 3akKoHOB 0T 22.12.2014 N 429-93, ot 06.06.2019 N 134-93)

3) rocynapCTBEHHON perncTpaummn npedenbHbIX OTMYCKHbIX LEH NPOM3BOAMTENEN Ha NeKapCTBEHHbIE NpenaparTsl,
BKITlIO4EHHbIe B NepevyeHb XN3HEeHHO HeO6XO,lJ,I/IMbIX M BaXKHENLLnX NeKapCTBEHHbIX Npenapartos;
(B peq. PenepanbHoro 3akoHa ot 06.06.2019 N 134-03)

4) BefdeHWst rocydapCTBEHHOro peecTpa npedenbHbIX OTMNYCKHbIX LieH MNpou3BOAWUTENEN Ha rekapCTBEHHble
npenaparbl, BKIIOYEHHbIE B NePeYeHb XN3HEHHO HEOOXOAMMBIX 1 BaXKHEWLLIMX NIeKapCTBEHHbIX NPenaparos;

5) yTBEpXKOEHNS METOOMKN YCTAHOBMNEHWS OpraHamMmn UCMONHUTENbHOW BNacTn cybbekToB Poccuiickon degepaumm
npegenbHbiX pa3MepoB ONTOBbIX HaAbaBOK 1 NpeaenbHbIX pasMepoB PO3HUYHbBIX HAA6aBOK K (haKTUHECKMM OTMYCKHbIM
LeHaM, YCTaHOBMEHHBbIM NPOU3BOAUTENSAMUN FNIEKAapPCTBEHHBIX NpenapaToB, Ha JIeKapCTBEHHbIE NpenapaTthbl, BKITHOYEHHbIE
B NepeYeHb XM3HEHHO HEOOXOAMMbIX U BaXKHEWNLLUMX NEKAPCTBEHHLIX NpenapaTos;

6) YCTaHOBJIEHUA MNMpeaesibHblX pa3MepoB OMNTOBbIX Hag6aBoK U npenenbHbIX pa3MepoB pPO3HUYHbIX HagbaBoK K
CbaKTW-IeCKVIM OTNYCKHbIM LleHaM, YCTaHOBITIEHHbIM NMPON3BOAUTENAMU NEeKapCTBEHHbIX npenapartoB, Ha NeKapCTBEHHblIe
npenapartbl, BKINMKOYEeHHbIE B Nepe4vYeHb XXU3HEHHO HeobX0o4MMBbIX 1N BaXKHEMNLLNX NeKapCTBEHHbIX NpenapaTtos;

7) yTBEpXKOEHUS MOpPsiAKa Bblga4n MNpeanuMcaHuin opraHaM MCNofHMTENbHOM BrRactu cybbekToB Poccuiickon
degepauun o NpuBegeHUM B COOTBETCTBME C 3akoHoaaTenbcTBoM Poccunckon ®egepaunn pelleHnin o6 yctaHOBNeHUu
npegenbHbiX pa3MepoB ONTOBbIX HaAbaBOK M NpeadenbHbIX pasMepoB PO3HUYHbBIX HaAbaBoOK K (hakTUHECKMM OTMYCKHbIM
LeHaM, YCTaHOBMEHHbIM NPOU3BOAUTENAMU FNIeKapCTBEHHBIX NpenapaToB, Ha JIeKapCTBEHHbIE NMpenapaTthl, BKITHOYEHHbIE
B NepeyeHb XU3HEHHO HEOOXOAMMbIX U BaXKHEWLUMX NEKAPCTBEHHbLIX MpenapatoB, €CriM OHU MPUHSATHI C HapyLUEHUEM
3akoHogartenscTBa Poccunckon ®enepaunn, B nopsake, ycraHoBneHHoM NpasutensctBom Poccuickon depepaumu;

8) HanpaBneHus ynonHOMOYeHHbIM dhegepanbHbiM OPraHOM UCTONMHUTENBHOW BNAcTU opraHam UCMOSNHUTENbHOM
BrnactM cybbektoB Poccunckon ®epepaumv npeanucaHun O NpuMBEAEHUM B COOTBETCTBME C 3aKOHOOATENbCTBOM
Poccunckon ®egepauum nNpuHATBIX C HapyweHueMm 3akoHogaTenbctBa Poccunckon ®egepaumn peweHuin o6
YCTaHOBMEHWUN NpeaernbHbIX pasmepoB ONTOBbIX HaAbaBOK M NpeaenbHbIX PasmMepoB PO3HUYHBLIX HaAbaBOK K LeHam Ha
riekapCTBeHHble npenaparbl, BKMIOYEHHble B MepeyvYeHb XXWU3HEHHO HeobXOAWMbIX W BaXKHEWLMX JeKapCTBEHHbIX
npenapaTos;

9) ocyulecTteneHusa egepanbHOro rocyaapcTBEHHOro Haasopa B cdepe obpalleHus NeKkapCTBEHHbIX CPEACTB U
pernoHarnbHOro rocy4apCTBEHHOTO KOHTPOMS 3a MPUMEHEHMEM LEeH Ha fekapCTBeHHble npenapaTbl COOTBETCTBEHHO
YMONMHOMOYEHHbIMN  beieparnbHbIMW  OpraHamu WUCMOMNHUTENbHOM BMAcTU W OpraHamu WCMOMHUTENbHOW BMacTu
cybbektoB Poccunckon ®Pegepaumm COrnacHO MX KOMMETEHUUW B Mopsigke, YCTaHOBNEHHOM [1paBuTENbCTBOM
Poccunckon ®egepaunu;

(n. 9 B pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-93)

10) NpyMeHeHMs NpedyCMOTPEHHbIX 3akoHogaTenbcTBOM Poccunckon denepaumm mep OTBETCTBEHHOCTU 3a
HapyLleHne nopsaka LeHoobpasoBaHNs Ha XN3HEHHO HEODXOAMMbIE N BaXXKHENLLME NEKAapCTBEHHbIE NpenaparTsbl.
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KoHcynbtaHTlnoc: npumeyaHue.
3apeructpupoBaHHble o 07.06.2019 npegenbHble OTNYCKHble LeEeHbl noanexaTt obs3aTenbHoMu
nepepeructpauum B 2019 - 2020 rogax B cootBeTcTBMU O CT. 2 3 o1 06.06.2019 N 134-D3.

Ctatba 61. NocypapcTBeHHas peructpauuss M nepeperucrpauus npefenbHbIX OTAYCKHbIX LEH
npovsBoauTener Ha neKapCcTBeHHble MpenapaTbl, BKMIOYEHHble B NepevYeHb XW3HEHHO Heob6XxoAuMbLIX W
BaXXHEeNLMNX NleKapCTBEHHbIX NpenaparoB

(B pea. PegepansHoro 3akoHa ot 06.06.2019 N 134-d3)

1. lNpegenbHas OTNyCKHas UeHa MPOU3BOAWTENS Ha NEKapCTBEHHbIM Mpenapat, BKIIOYEHHbI B NepeveHb
XWU3HEHHO HEeOoOXOAMMBIX W BaXKHEMLUMX FeKapCTBEHHbIX MpenapaToB, MOAEXUT roCy4apCTBEHHOW perucrtpaumm B
nopsgke, yctaHoeBneHHoMm [lpaButenbcTBOoM Poccunckon Pegepaumym, Ha OCHOBaHUM MNpeacTaBlEHHOro B
YNONMHOMOYEHHbIN hedepanbHbIl OpraH WCMOMHWUTENbHOW BracTu 3asBNeHUs gepxXaTtens vnu Bragenbua
perncTpauroHHOro yaoCTOBEPEHNs NieKapCTBEHHOrO npenaparta (YNormHOMOYEHHOro UM nnua).

2. 3apernctpupoBaHHas npeaenbHas oTrnyckHas LieHa Npou3BOAUTENS Ha NeKapCTBeHHbIN npenapart, BKIYeHHbIN
B NepeyeHb XU3HEHHO HEeOBXOAMMbBIX Y BaXKHEWLLNX NEeKapCTBEHHbIX MpenapaTtoB, MOXeT ObiTb NnepeperncTprposaHa B
CTOPOHY YBEMUYEHWA OauH pa3 B KaneHOapHOM roQy Ha OCHOBaHUWM MPEeACTaBMEeHHOro B YNOMHOMOYEHHbI
defepanbHbIA OpraH UCMONMHUTENbHOW BracTh A0 1 OKTAOPSA KaxOoro roda 3asiBNeHus Adep)kaTens Wnv Bragenbua
PerncTpaLmMoHHOrO YAOCTOBEPEHUS NTeKapCTBEHHOIo npenapara (YnofIHOMOYEHHOTo UM nnua).

3. 3apeructpupoBaHHas npegenbHas OTNyckHas LeHa Npon3BOAUTENS HA NEeKapCTBEHHbIN Npenapart, BKIYEeHHbIN
B NepeyeHb XXU3HEHHO HEOOXOAMMbIX U BaXKHEWLUMX NEeKapCTBEHHbIX NpenapartoB, MOXET ObiTb NepeperncTprpoBaHa B
CTOPOHY CHWXEHUSI HAa OCHOBaHUM NpeACcTaBIEHHONO B YMONIHOMOYEHHbIV dhedeparbHbI OpraH UCMONHUTENBHON BNacTu
3asBreHNs [gepxatens wnu Bnajenbla perncTpauyMoHHOro YyAOCTOBEPEHMS NeKapCTBEHHOro npenaparta
(YNonHoMo4eHHoro um nuua).

4. [lepxatenb Unu Bnagenel, permcTpaLlnoHHOro YA0CTOBEPEHUS NeKapCTBEHHOro npenaparta (YnonHomovyeHHoe
UM nmuo) obsisaH npeacTaBUTb B YMONHOMOYEHHbIN dhedepanbHblii OpraH WCMOMHWUTENbHOW BiacT 3asiBeHue o
nepeperncTpaunn 3aperucTpMpoBaHHON MpPeaernbHOM OTMYCKHOWM LeHbl NPOU3BOAMTENS Ha JIeKapCTBEHHbIV Mpenapar,
BKIIOYEHHBI B NepeyeHb KN3HEHHO HEeOOXOAMMBIX Y BaXKHEWLLMX NEeKapCTBEHHbIX NpenapaToB, B CTOPOHY CHUXEHUS B
cregyroLmx crnyyasx:

1) CHMXXEeHMe LeEHbl B MHOCTpaHHOVI BanTe Ha ﬂeKapCTBeHHbIVI npenapar B CTpaHe npou3BoaUTENA U (I/IJ'IVI) B
CTpaHax, B KOTOPbIX J'IeKapCTBeHHbIVI npenapar 3apermMcTpnpoBaH n (I/IJ'IM) B KOTOpbIE NMOCTaBnAeTCA nNpon3BoanTernem,

2) CHWXeHne UeH Ha pedepeHTHble nekapcTBEeHHbIE npenapaTtbl B COOTBETCTBUM C MYHKTOM 1 HacTosLen yacTtu
(Ons cooTBETCTBYIOLLMX BOCNPON3BEaEHHbIX, BrioaHanorosbix (6MoNoaobHbIX) NeKapcTBEHHbIX NpenapaToB);

3) npeBbIlWEHNe NpeaenbHOM OTMYCKHOWM LieHbl Ha NEPBLIN BOCNPOU3BEAEHHLIN, BruoaHanoroebii (61nonogobHbIN)
nekapcTBEHHbIN npenapaT MHOCTPaHHOro NPOM3BOACTBA Hag NpedenbHOW OTMNYCKHOW LEHON NMpou3BoauTeENst Ha BTOPOW
BOCMNpPOM3BEAEHHbIN, GuoaHanoroebli (6Monogo6HbIN) NeKapCTBEHHbINM Mpenapar, pacCinTaHHOM B COOTBETCTBUWM C
MeToauKon, yTeepxaeHHon MNpasutensctBom Poccuinickon depepauuu;

4) npeBblleHNE NpefeNnbHOM OTMYCKHON LieHbl Ha NEepBLIN BOCNPOU3BEAEHHbIN, OnoaHanorobin (6MONOAOGHbLIN)
NeKkapCcTBEHHBIN NpenapaTt NPoON3BOAMTENS rOCyAapcTBa - YneHa EBpasuninckoro aKoHOMUYECKOro cot3a Haf npeaensHom
OTMYCKHOW LIEHOW NPOM3BOAMTENS Ha BTOPOM BOCMPOW3BELEHHBIN, BGroaHanoroBbin (61MonogobHLIN) NekapcTBEHHbIN
npenapaTt Npov3BOAUTENS rocygapcTBa - YneHa EBpasuinckoro aKOHOMMYECKOrO Cok3a, pacCYUTaHHON B COOTBETCTBUM C
MeToauKon, yTeepxaeHHom NpasutenscTBoM Poccuiickon depepauuu.

5. lMopsagok nepeperucTpaumm 3aperncTpupoBaHHbIX MpedesibHbIX OTAYCKHbIX LeH npou3BoauTenen Ha
NeKapCTBeHHble npenaparbl, BKIO4YEeHHble B MNepeyvYeHb >XU3HEHHO HeO6XOp,I/IMbIX N BaXXHEMLInX NNeKapCTBEHHbIX
npenapaToB, B Crydadax, nNpeayCMOTPEeHHbIX YacTaMun 2 - 4 HacTosilen cTaTbu, yCTaHaBnuBaeTcs [1paBUTENbCTBOM
Poccuinckon depepauuu.

6. OKOHOMMYECKMI aHanu3 npenenibHOW OTMYCKHOW LEeHbl MPOM3BOAUTENSI Ha JeKapCTBEHHLIM Mpenapar,
BKITHOYEHHBIN B NEPEYEHb XXU3HEHHO HEOOXOAMMbIX U BaXKHEWNLLMX NEKAPCTBEHHbLIX NpenapaToB, Npu ee rocygapCTBEHHON
peructpauum unu nepeperucTpaumm ocyuectengerca deaepanbHbiM OpraHOM WCNOMHUTENbHOW BracTu,
ocyuwiecTenAaAWnNM (byHKLLVII/I no MNPUHATUIO HOPMATUBHbLIX MNPaBOBbIX aAKTOB W KOHTPONK 3a cono,qumeM
3aKoHOAaTeNbCTBA B Chepe rocyaapCTBEHHOrO perynmpoBaHms LeH (TapndoB) Ha ToBapbl (ycryru).

7. PacyeT npegenbHbIX OTMYCKHbIX LEeH, YKa3aHHbIX B 4acTax 1 1 2 HacTosiWwen ctaTbu, NpU X rocyaapCTBEHHOM
perncTpaumm unu nepeperncTpaummn ocyLecTBNSEeTCS B COOTBETCTBMM C METOAUKON, yTBepxAeHHoW NpaBnTenbCTBOM
Poccuinckon ®egepauumn v y4ymThiBaloLWEN B TOM YUCHE:

1) cobniogeHne 6GanaHca WMHTEpPecOoB MNOTpebuTenelr NeKkapCTBEHHbIX MpenapartoB, BKITOYEHHbIX B MEpPEYeHb
KM3HEHHO HEOOXOOUMBIX U BaXKHEWLUMX NEeKapCTBEHHbIX NPenapaToB, U NPOM3BOAMTENEN NeKapCTBEHHbIX NpenapaTtos,
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BKITHO4EHHbIX B nNepe4vyeHb XN3HeHHO HEeoBXOANMBIX N BaXKHENLLIMX JIEKAapPCTBEHHbIX MpenapaToB;

2) dakTnyecKkyro OTMYCKHYHO LeHY Ha JekapCTBeHHble npenapartbl B Poccuiickon dPepepauun, LeHy BBO3a
nekapcTBeHHbIX npenapaTtoB B Poccunckyto ®efepaumnio, a Takke LieHbl HA aHanornMyHble NeKapCTBEHHbIE Npenaparbl,
Haxogswmecs B obpalleHun B Poccuiickon ®eaepaumm;

3) 3aTpaTbl NPOM3BOAWUTENS NIEKAPCTBEHHOrO npenapara Ha MPOW3BOACTBO M peanusaumio NeKkapcTBEHHOro
npenapara;

4) LEeHY Ha J'IeKapCTBeHHbIIZ npenapar, ero LueHy B CTpaHe npon3soanTena U B CTpaHax, B KOTOPbIX J'IeKapCTBeHHbIﬁ
npenapar 3apermcTpnpoBaH 1 (I/I.I'IM) B KOTOpbI€ NMOCTaBnAeTCcA npomn3BoanTenem.

8. He ponyckatoTca peanusaumsi U OTNYCK NeKapCTBEHHbIX MpenapaTtoB, BKIOYEHHbIX B NepevyeHb >KU3HEHHO
HEeobXoaUMbIX N BaXKHEWLLIMX NEeKapCTBEHHbIX NpenapaToB, Ha KOTopble MPOoM3BOAUTENSAMMU NEKapCTBEHHbIX NpenapaTos
He 3aperMcTpupoBaHa npegernbHas OTMyCKHAs LieHa, peanusaumsi Npov3BOAUTENAMM MeKapCTBEeHHbIX Mpenapartos no
LeHaM, TMpeBbIalWMM 3aperucTpMpOBaHHbIE WU MEPeperucTpMpoBaHHble MNpeferibHble OTMYCKHble LEeHbl Ha
riekapcTBeHHbIe NpenapaThbl C Y4eTOM Harora Ha 406aBneHHY0 CTOMMOCTb.

9. OcoOeHHOCTU rocygapCTBEHHOIO pPerynnpoBaHNAa npefernbHbIX OTMYCKHbIX LEH NpOoM3BOAUTENEN Ha
NeKapCcTBeHHble Mpenaparbl, BKMIOYEHHbIE B MNEpeYeHb XXU3HEHHO HEeOBXOAMMBbIX W BaXKHEMLUMX JEeKapCTBEHHbIX
npenapaTtoB, B 3aBUCUMOCTU OT 3KOHOMMYECKUX U (MNKU) coumanbHbIX KpUTepmeB (M3MEHeHMe YCroBUKW, nopsaka u
CTOMMOCTU NPOM3BOACTBA NEKAPCTBEHHbIX NpenapaToB, MCMNONb30BaHME HOBbIX OpPM, METO4OB U cnocobos
rocygapCTBEHHOrO perynupoBaHMsa LEH Ha JekapCTBEHHble npenapaTtbl, B TOM 4YMUCMle Ha OCHOBE MexaHu3Ma
pedepeHTHOrO LIEeHOOOPa30BaHUS, WU3MEHEHWN MopsiAKka OKalaHWs MEOMLMHCKOM MOMOLLUWM, U WUHblE W3MEHEHMS)
ycTaHasnueatotcs lNMpasutensctBom Poccunckon ®egepaumn.

CtaTtbA 62. Focyp,apCTBeHHblﬁ peecTp npeaesibHbIX OTNYCKHbIX LEeH npowsso.qmeneﬁ Ha NneKapCTBeHHbIe
npenapartbl, BKNO4YeHHble B nepe4yeHb XXU3HeHHO Heo6X0AMMbBIX U BaXKHEMLLUNX NNeKapCTBEeHHbIX npenapaTtoB

1. 3aperncrtpupoBaHHble WM NEPEPErNCTPUPOBAHHLIE MpefernbHble OTMNYCKHble LEHbl Npou3BoguTenen Ha
NeKapCTBeHHble npenaparbl, BKIO4YEHHble B NepeyYeHb >XU3HEHHO HeO6XOp,VIMbIX N BaXXHEMLInX NeKapCTBEHHbIX
npenaparoB, nognexart BKIHYeHUo B FOCy,D,apCTBeHHbIVI peecTp npeaenbHbIX OTMYCKHbIX UEH npomsaonmeneﬁ Ha
nekapCTBEHHble npenaparbl, BKIIOYEHHbIE B MEPEYEHb XKMIHEHHO HEOOXOAMMBLIX W BaXKHEWLIMX JIEKAPCTBEHHBLIX
npenapaTos.

(B pea. PenepansHoro 3akoHa ot 06.06.2019 N 134-03)

2. locynapcTBeHHbIM peecTp npefernbHbIX OTMYCKHbIX LEH NPOM3BOAMTENEN Ha NekapCcTBEHHble npenaparbl,
BKIIOYEHHbIE B MEpeYeHb XU3HEHHO HeobXOAMMbIX W BaXKHEWLUMX feKapCTBEHHbIX MpenapaTtoB, COAepXMT B cebe
crnegyoLyo nHopmMaumio:

1) HaumeHoBaHWe OepxaTens unuM Bnagenbla pPerucTpaunoHHOro YAOCTOBEPEHUSI NEeKapCTBEHHOro npenapara,
HaMMeHOBaHWEe MNPOM3BOAUTENS NEKAPCTBEHHOrO npenapara, CBEAEHMS O perncTpaumm gepxarena wnu Bnagenbua
perncTpaunoHHOro yaoCTOBEPEHUS JIEKapCTBEHHOro npenapaTta, CBedeHWs O perucrpauumm npousBoAnTENs
NeKapCcTBEHHOro npenaparta Ans MeaMUMHCKOro NpUMEHEHUS B Ka4ecTBe Hanoronsfarenblivka B CTpaHe perucrpaumm
(ona poccuUmnckux pUaANYECKUX nNUL - UAEHTUMUKALMOHHBLIN HOMep Hanoronnartenswimka (MHH), ana mMHocTpaHHbIX
IOPUONYECKMX NUL, - CTpaHa perncrpauun, HaMmmeHoBaHUE PEerncTpupyroLlero opraHa, perMcTpauroHHbIN HOMeEpP, Ko
HanoronnarenbLiuKka B CTpaHe perucrpaumm (MHKopnopaumm) unn ero aHanor), MeCcto HaxoXaeHUs NMPOU3BOACTBEHHbIX
nnowagoK, y4acTBylLWMUX B MpoLecce MNpOM3BOACTBA JIEKAPCTBEHHOrO Mpenapara, C ykasaHWem CTaguu npouecca
Npon3BOACTBA;

(n. 1 B pen. ®epepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HaMeHOBaHWe neKkapCTBEHHOro npenapaTa (MexayHapoaHOe HermaTeHTOBaHHOE, UMW FpynnUpPOBOYHOE, UMK
XMMUYECKOe N TOProBoe HauMeHOBaHWS);
(B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) HoOMep PerMcTpaLroHHOro YOOCTOBEPEHNS NEKapCTBEHHOro npenapara;

4) nekapcTBeHHasi hopMa C ykasaHMeM [J03VMPOBKW NEKAPCTBEHHOrO npenapaTta v ero Konm4ectsa BO BTOPUYHOM
(noTpebuTenbcKoi) ynakoBke, a Takke KOMNIEKTHOCTb;
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5) 3apernctpupoBaHHas npeaenbHasa oTNyckHasa LeHa B pyonsax;

6) nata 1 HoMep npukasa ynorIHOMOYEHHOro dhefepanbHOro opraHa UCMONHUTENBHOW BACTU O rocygapCTBEHHON
perncTpaumm mnu nepeperncTpauum npengenbHOM OTMYCKHOW LieHbl Ha NEeKapCTBEHHbIM npenapart, BKMAKYEHHbIN B
nepeyvyeHb XXN3HEeHHO HeOGXO,D,I/IMbIX 1 BaXKHEWLLIunX J1IeKapCTBEHHbIX NpenapaTtos,;

(B pen. PegepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, ot 06.06.2019 N 134-93)
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6.1) pata BCTynneHUs B CUNy MNpuKasa YNorHOMOYEHHOro dhedeparnbHOro opraHa WCMOMHUTENbHOW Bnactu o
rocyiapCTBEHHOM perncTpaumm Unu nepeperucTpaumm npeaensbHoM OTNyCKHOW LieHbl MPOM3BOAUTENS Ha NEKAPCTBEHHbI
npenapart, BKIMIOYEHHbIN B NepeYeHb XXU3HEHHO HEOOXOAMMBIX U BaXXHENLLNX NeKapCTBEHHbIX NpenapaTtos.;

(n. 6.1 BBegeH PegepanbHbiM 3akoHOM OT 06.06.2019 N 134-903)

7) LUTPUXOBOW KOA, HAHECEHHbBI HA BTOPUYHYIO (NOTPEeOMTENBCKYIO) YNakoBKY fieKkapCTBEHHOro npenapara;
(n. 7 BBegeH depepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

8) ko nekapcTBEHHOro npenaparta no aHaToMO-TepaneBTUYECKO-XMMUYECKON Knaccndukaumm, pekomeH40BaHHON
BcemupHon opraHusaumen sgpaBooxXpaHeHus.
(n. 8 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

3. TocymapcTBeHHas perncrpauus wunuv nepepeructpaumst npegernbHbIX OTMYCKHbIX LEH Ha JeKapCTBEHHbIE
npenapaTbl, BKIKOYEHHbIE B MEPEYEHb XXM3HEHHO HEOOXOOUMbBIX U BaXKHEWLUMX FIeKapCTBEHHbIX MpenapaTtoB, BedeHue
rocydapCTBEHHOIO peecTpa NPeaesibHbIX OTMYCKHbIX LIEH NPOM3BOAMTENEN Ha NIeKapCTBEHHbIE NPenaparhbl, BKITHOYEHHbIE
B MepeyeHb XM3HEHHO HEeoOXOoOAMMbLIX W BaXKHEWLUMX TEeKapCTBEHHbLIX MpenapaToB, OCYLIECTBMSIOTCA B MOpPSAKe,
ycTaHoBneHHom lMpasutensctBom Poccunckon denepauun.

(B peq. PepepanbHoro 3akoHa ot 06.06.2019 N 134-03)

CtatbA 63. YcTaHOBNEHMe oOpraHaMu MWCNONHUTENbLHOM BnacTu cyo6bLekToB Poccuiickon ®Pepepauumm
npeaenbHbIX pasMepoB ONTOBbIX HaAGABOK M NpeAenbHbIX pPa3MepoB PO3HUYHbLIX HaA6aBOK K hakTUUYEeCKUM
OTNYCKHbIM LieHaM, YCTaHOBJIEHHbIM NPOU3BOAUTENSAMU JNEeKapCTBEeHHbIX MpenapaToB, Ha JieKapCTBEHHble
npenapartbl AN MeAULUHCKOro NpUMeHeHus

1. OpraHbl ncnonHuTensHOM Bnactu cybbekTtoB Poccunckon depepaummn ycTtaHaBnuBaloT npefenbHble pasmepsbl
OnTOBbIX HAA0aBOK U NpeaenbHble pa3Mepbl PO3HMYHBIX HAA0aBOK K PAKTUYECKUM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM
NPOM3BOANUTENSAMM JNTIEKAPCTBEHHbLIX MPENapaToB, Ha JIEKAPCTBEHHbIE MpenapaTthbl, BKIMIOYEHHbIE B MEPEYEHb XXU3HEHHO
HeoOX0AMMBIX M BaXXHENLLNX NEKapCTBEHHbIX NpenapaToB, B COOTBETCTBUN C YTBEPXKOEHHOW B MOPSAKE, yCTAHOBIEHHOM
MpaeutensctBOM Poccuiickon Penepauum, METOAMKOW YCTAHOBIEHWUS] OpraHamn WCMONMHUTENBHOW BRacTn CyObeKToB
Poccuinckon degepaumm npegenbHbiX pasMepoB ONTOBbIX HAA0aBOK M NpedenbHbIX pasMepoB PO3HUYHBLIX HAAbaBoOK K
aKTU4ECKUM OTMYCKHbIM LieHaM, YCTaHOBMNEHHbIM NPOU3BOAUTENSIMU NIEKAPCTBEHHbIX MpenaparoB, Ha NEeKapCTBEHHbIE
npenaparbl, BKMOYEHHbIE B NepevYeHb XU3HEHHO HEOOXOOUMbBIX U BaXKHEWLLMX NEKapCTBEHHbIX npenapaToB. [MpoekTbl
peLLEHWIN OPraHOB UCMONMHUTENBHON BracTu cyobekToB Poccuiickon ®egepaunm 06 yCTaHOBNEHUN U (MNTN) U3MEHEHUU
npegenbHbiX pa3MepoB ONTOBbLIX HaAOaBOK M NPeaenbHbIX pasMepoB PO3HUYHbLIX HaA0aBOK K (haKTUHECKUM OTMYCKHbIM
LeHaM, YCTaHOBIMEHHbIM NPOM3BOAUTENSMM NIEeKapCTBEHHbIX NpenapaToB, Ha NeKapCTBEHHbIe npenapartbl, BKIHOYEHHbIE
B MepeYeHb XMU3HEHHO HEOBXOOAUMBIX M BaXKHENLIMX JIeKapCTBEHHbIX MpenapaTtoB, MoanexaT CornacoBaHUK C
denepanbHbiM OPraHoOM MCMOSTHUTENBHOW BMAacTh, YNOMHOMOYEHHBIM OCYLLECTBNSTbL MPaBOBOE perynvpoBaHue B cdepe
rocygapCTBEHHOIO perynmpoBaHus LieH (TapudoB) Ha ToBapbl (ycryru), B nopsigke, yCTaHOBNEHHOM [1paBUTENbCTBOM
Poccuinckon depepauuu.

(B pen. PenepansHoro 3akoHa ot 13.07.2015 N 241-03)

2. OpraHusaumMm ONTOBOW TOProBnM M (MNW) anTeyYHble OpraHu3auuu, UHAMBUAYanbHble MpeanpuHUMaTeEnMy,
nmetoLmne NUUEH3no Ha hbapmMaueBTUYECKY0 OeATeNbHOCTb, OCYLLECTBNAT peannsauuio ieKapCTBEHHbIX npenapaTos,
BKITIOYEHHbIX B MepeveHb KU3HEHHO HEOOXOAMMbBIX M BaXHEMWLUMX NEeKapCTBEHHbIX mnpenapaTos, NO LeHaM, YpOBeHb
KOTOpbIX HE MpPEBbILAET CyMMYy (PaKTUYECKOW OTMYCKHOM LEHbl, YCTAHOBMEHHOW MpOU3BOAMTENEM J1eKapCTBEHHbIX
npenapaToB M He MpeBbllalLLe 3aperucTpupoBaHHOW WM NepeperMcTpupoBaHHON MpeaeribHON OTMYCKHOM LEHbI
npou3eBoaunTens (Ha gaty peanu3auum NekapCTBEHHOrO npenaparta Npou3BOAMTENEM), U pasMep ONTOBOW HagbaBku u
(vnn) pasmep posHMYHOM HagbaBkW, He MpeBbILLAKOLINE COOTBETCTBEHHO pa3Mepa npeaernbHOW ONTOBOM HagbaBku U
(vnn) pasmepa npeaensHON po3HNYHOM HaabaBkuW, yCTaHOBMNEHHbIX B cybbekTe Poccunckon degepauun.

(B peq. PepepanbHoro 3akoHa ot 06.06.2019 N 134-03)

3. OpraHbl ucnonHuTenbHon Bnactn cybbektoB Poccunckon ®egepaumn pasmewaroT B cetn "UHTepHeT" unu
ony6nvkoBbIBalOT MHGPOPMaLMIO O 3aperMcTpMpoBaHHONM NpeaenibHON OTMYCKHOW LieHe Ha NeKapCTBEHHble npenaparhbl,
BKITIOYEHHbIE B MEPEYEHb XMU3HEHHO HEOOXOOUMbBIX U BaXKHEWLUMX FIeKapCTBEHHbIX MpenapaTtoB, 00 yCTAHOBMEHHbIX B
cybbekTe Poccunckon ®enepaummn pasmepe NpenenbHon onToBov Hagbaeky M (Mnn) pa3mepe NpenernbHoOM po3HUYHON
HaabaBku K YCTaAHOBMEHHBIM MPOU3BOAMTENAMWU NEKAPCTBEHHbIX MNpenapaTtoB (akTUYECKMM OTMYCKHbIM LeHaMm Ha
NeKapCTBEHHbIE Mpenaparbl, BKMOYEHHbIE B MNEpPeYeHb XM3HEHHO HEOOXOAMMBIX W BaXXHEWLIMX JEeKApPCTBEHHbIX
npenapaTtoB, U 06 yka3aHHOW B 4acTu 2 HacTosiwen ctatbu cymme. VIHopmauumsi, npeaycMOTpeHHasi HacTosILen
YacTblo, AOIMKHA pa3MeLLaTbCa TakKe B anTeYHbIX OpraHu3aumsax B OCTYNHOW A8 CBEAEHMS BCEX 3aMHTEPECOBaHHbIX
nuy doopme 1 06HOBNATLCA MO MepE ee onyOnMKoBaHMS.

4. MNMpuHaTbIe € HapylweHMeM 3akoHopaTenbcTBa Poccuiickor defepaumn pelleHus opraHoB UCMONMHUTENbHOW
Bractu cybowekta Poccuickon ®epepaumm o6 ycTaHOBNEHUN NPELENbHbIX pa3MepoB ONTOBLIX HAA0aBOK U NpeaenbHbIX
pasMepoB PO3HUYHbIX HAA0aBOK K 3aperucTpuMpoOBaHHbIM MpeferbHbIM  OTNYCKHbIM LEeHaM Ha neKapCTBEHHble
npenapaTbl, BKITHOYEHHbIE B MEPEYEHb XU3HEHHO HEOOXOOAUMbBIX M BaXKHEWLLMX NEKAPCTBEHHbIX NpenapaToB, nognexar
OTMeHe B cygebHoM nopsigke.
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Maea 13. MOHUTOPUHI 3®DPEKTUBHOCTU U BE3ONACHOCTHU
NEKAPCTBEHHbBIX MPEMNAPATOB, HAXOOSALLUXCA B OBPALLEHUA
B POCCUUCKOW ®EOEPALNU
(B pea. PegepansHoro 3akoHa ot 22.12.2014 N 429-03)

CtaTtbs 64. ®apmakoHan3op
(B peqg. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. JlekapcTBeHHbIE Npenaparbl, Haxogswmecsa B obpalleHun B Poccunckon ®egepaumn, nognexaT MOHUTOPUHIY
apbdpekTMBHOCTM M Oe30nMacHOCTM B LENSAX BbISABEHUS BO3MOXHbIX HEraTMBHbIX MOCIEACTBUA WX NPUMEHEHWS,
WHAMBUOYaNbHOW HEnepeHOCUMOCTU, MNpenynpexaeHns MeOuUMHCKUX paboTHWMKOB, BETEPUHAPHLIX CMNELManucToB,
naumeHToB NN BnagernbLeB XXUBOTHbLIX U UX 3aLUUTbI OT NMPUMEHEHUS TaKUX NeKapCTBEHHbIX NpenapaTos.

2. d®apmakoHags3op OCYLIECTBNSETCS COOTBETCTBYIOLWMUM YMNONHOMOYEHHBIM deaepanbHblM OpraHom
NCMONHUTENBHON BnacTn B YCTAHOBMEHHOM MM MOpsiAke MyTemM aHanu3a npegoctaBnsemMon cybbektamu obpalieHus
nekapcTBEHHbIX cpeacTs nHdopmaumm 0 NoboYHbIX AENCTBUSX, HEXeENaTeNbHbIX PeaKLUAX, CePbe3HbIX HeXenaTenbHbIX
peakuusix, HenpeABUAEHHbIX HeXenaTenbHblX peakuuax npu MpUMMEHEeHUMM feKapCTBeHHbIX npenapaTos, 06
WNHAMBMAOYarNbHON HEenepeHOCMMOCTU, OTCYTCTBMU 3D(MEKTUBHOCTU JeKapCTBEHHbIX NpenapaTtoB, a Tawkke 00 WHbIX
akTax M 06CcTOATENLbCTBAX, MPEACTaBNALMX Yrpo3y >XU3HU WM 300POBbI0 4YenoBeka nMbBO KMBOTHOMO Mpu
NPUMEHEHUN NeKapCTBEHHbIX NPenapaToB W BbISBNEHHbLIX HA BCex aTanax obpalleHns NnekapcTBEHHbIX MpernapaTtoB B
Poccuiickon ®egepaunm n gpyrux rocygapcraax.

3. CybbekTbl 0bpalleHus nekapCcTBeHHbIX CPpeacTB B NOPsAAKE, YCTaHOBIEHHOM YNOMHOMOYEHHbIM dheaeparbHbIM
OpraHoOM WCMONMHUTENbHOW Briactu, 06si3aHbl cooOLWaTh B YMOSIHOMOYEHHbIV hbepeparnbHbii OpraH WUCMNOMHUTENBHOM
BracTu 0 NobO4YHbIX OEVCTBUAX, HeXenaTenbHbIX peakumax, CepbesHblX HexenaTtenbHbIX peakumsx, HenpeaBuaeHHbIX
HexxernaTernbHbIX peakuusx Npu NpUMEHEHWMU NeKapCTBEHHbIX MpenapaTtoB, 06 WMHAMBUAOYaANbHOW HENepeHOCUMOCTH,
OTCYTCTBUM 3(PPEKTUBHOCTU FEKapCTBEHHbLIX MpenapaToB, a Takke 00 uHbIX akTax M obcTosiTenbcTBax,
NpeacTaBnsiowmx Yrpo3y >XU3HW UMM 300POBbI  YeroBeka B0 >XUMBOTHOMO MNpuM NPUMEHEHUWN NEKapCTBEHHbIX
npenapaToB M BbISIBMEHHbIX Ha BCEX dTanax obpalleHuns nekapcTBeHHbIX npenapatoB B Poccuiickon ®egepauun u
APpYrnx rocygapcreax.

4. Jepxatenu wnu Bnagenblbl PerMcTpaumoHHbIX YOAOCTOBEPEHWUIA NEeKapCTBEHHbIX MpenapaTos, topuanyeckue
nuua, Ha UMsi KOTOpPbIX BblAaHbl pa3pelleHnst Ha NPoBeAeHNE KIIMHUYECKUX uccneqoBaHuin B Poccuiickon ®epepaunu,
nmMbo yYMONMHOMOYEHHbIE MMMW Opyrue puaudeckne nvua B pamkax obecneyeHusi 6e30MacHOCTU JIEKapCTBEHHbIX
npenapaToB B MOpsAKke, YCTAHOBMIEHHOM COOTBETCTBYHLMUM YMNONHOMOYEHHLIM deadeparnbHbIM OpraHom
MCMNONMHUTENBHON BriacTn, 0ba3aHbl OCYLLECTBRAATL NpueM, yyeT, obpaboTky, aHanM3 1 XpaHeHue MocTynawLwmux B KX
agpec oT cyObekToB obpalleHMs NeKapCTBEHHLIX CPEACTB M OPraHOB rocy4apCTBEHHOM BNACTU COOOLLEHNIN O NOBOYHbIX
OENCTBUSIX, HEXeNaTeNbHbIX PEaKLMSIX, CEPbE3HbIX HEXEeNaTeNbHbIX U HEMPEABUAEHHbIX HEXeNaTeNbHbIX peakumax npu
NMPUMEHEHWUN FeKapPCTBEHHbIX npenapatoB, 06 OCOBEHHOCTAX WX B3aMMOAEWCTBUS C OPYrMMU feKapCTBEHHbIMU
npenapaTamv, UHAMBWUZAYarbHOW HENEepeHOCMMOCTU, a Takke 00 UHbIX hakTax u obCToSATENLCTBAX, NPEACTaBNSLLNX
yrposy Xm3Hu unu 300opoBbo YeroBeka NMBO XNBOTHOIO UMK Brnndarvowmnx Ha "SAMeHeHne OTHOLLEeHUA o>|<|/|p,ae|v|0|7| NMoNb3bl
K BO3MOXXHOMY PUCKY NMPUMEHEHUS NTEKapCTBEHHbIX Npenaparos.

5. Mpu BbIIBNEHUM MHGOPMALMM O CEPLE3HBIX HEXeNaTemnbHbIX peakuusx U HenpeaBUAEHHbIX HeXenaTenbHbIX
peakuusix npyv MNPUMEHEHWM JIeKapCTBEHHbIX MpenapaToB, 006 OCOGEHHOCTAX WX B3aUMOAEWCTBUS C APYrUMuU
1ieKapCcTBeHHbIMU NpenapaTtaMy, MHAMBUAOYaNbHON HENepeHoOCUMOCTU, a Takke 06 MHbIX hakTax U OGCTOSATENLCTBAX,
BNUSAIOLIMX HA W3MEHEHME OTHOLIEHWA OXMOAeMoW MNonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUs eKapCTBEHHbIX
npenapartoB, [fepxXaTenu wnu Brnagenblbl PerMcTpaLUOHHbIX YAOCTOBEPEHUN FeKapCTBEHHbIX NpenapaTos,
topuamyeckue nuua, Ha UMs KOTOpbIX BblAaHbl pa3peLleHns Ha NpoBefeHne KIMHUYEeCKMX uccnenoBaHuin B Poccuitckoi
depepaumn, NGO YMONIHOMOYEHHbIE UMK Apyrve topuandeckne nuua obsizaHbl MPUHSTE Mepbl, HarpaBfieHHble Ha
yCTpaHeHWe HeraTUBHbIX NOCMNeACTBUIN NPUMEHEHNS TaKUX NIEKAPCTBEHHbIX NMPenapartoB, NpeaynpexaeHne npuiuHeHns
Bpeda XXM3HWU UINK 300POBbI0 YernoBeka B0 XKMBOTHOIO, 3aLUUTY UX OT NPUMEHEHUS TakuX NeKapCTBEHHbIX Npenaparos,
Ha JOMNoNHUTENbHbIN cbop AaHHbIX 06 3pdeKTUBHOCTU U GE30NACHOCTU TaKMX NEKAPCTBEHHLIX NPenapaTos.

6. 3a HecooOLleHe N COKpbITUE MHAOPMAaLMK, NPEAYCMOTPEHHON YacTbio 3 HacTosALWEN cTaTbW, AepXaTenu
UnNu BnagenbLbl PErMcTpaLMoHHbIX YAOCTOBEPEHNI NEKapCTBEHHbIX NpenapaToB, puanYeckne nuua, Ha UMsi KOTopbIX
BblJaHbl pa3peLleHns Ha NpoBeAeHNe KIMHMYECKMX nccnegosaHun B Poccuinckon ®egepauumn, nmbo ynonHOMOYEHHbIE
UMK Opyrve lopuandeckme nuua, a Takke OOIMKHOCTHbIE Nvua, KOTOpbIM 3Ta MHopMaums cTana U3BecTHa no poay Mx
npodeccuoHanbLHON [eaTenbHOCTU, HEeCyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3akoHoAaTenbCTBOM Poccuiickon
deagepauun.

7. MNpw nonyyYeHUn ynonHOMOYEHHbIM hegepanbHbiM OpraHOM UCMONHUTENBHOW BNAcT! B paMKax OCYLLECTBIIEHNS
1M dbapMakoHaa3opa JoKa3aTeNnbCTB O HECOOTBETCTBMM NEKAPCTBEHHOIO Npenapara ycTaHOBMNEeHHbIM TpeboBaHNAM nnm
npu nonyvyeHnn MHAOpPMaLMn O HECOOTBETCTBUM AaHHbLIX 06 addekTnBHOCTM M O 6e3onacHOCTM nekapCTBEHHOro
npenapaTta gaHHbIM O NeKapCTBEHHOM npenapare, COAepXXallMMCs B MHCTPYKUMW MO ero NpMMEHeHuto (B TOM yucne
BbISIBMEHHbIX B XO4e OCyLLeCTBMNeHus hapmakoHag3opa KOHTPObHO-HAaA30PHBIMM OpraHamMn MHOCTPaHHbIX FOCyAapcTB),
YNOMHOMOYEHHbIV dhefeparnbHbI opraH UCNONMHUTENBHOW BNAcTu B YCTAHOBNEHHOM MM NOpsiake paccMaTtpuBaeT BOMpPoOC
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O NMPUOCTaHOBITIEHNN NMPUMEHEHNA TAKOro NNIeKapCTBEHHOIO npenaparta.

CtaTbs 65. [MpMocTaHOBNEHME NPUMEHEeHUs NIeKapCTBEHHOrO Nnpenapara
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. MNpwn nony4yeHnn UHOPMAaLMM O HEXeNaTeNbHbLIX peakuMsiX NPy NPUMEHEHUN NeKapCTBEHHOTO Npenapara, He
yKa3aHHbIX B WMHCTPYKUMM MO NPUMEHEHWUIO NIEKApCTBEHHOrO Mpernapata, Cepbe3HbiX HeXenaTenbHbIX peakuusix, o6
0COBEHHOCTSIX €ro B3aMMOQENCTBUA C APYTMMU JIeKapCTBEHHbIMW MpenapataMu, KOTopble MOryT NpeacTaBnaTb yrposy
XKM3HU UMW 300POBbLI0 YernoBeka MO0 XKMBOTHOTO, a Takke O HEeCOOTBETCTBMM AaHHbIX 00 addeKTMBHOCTM M O
6e30nacHOCTV NekapCcTBEHHOTO Npenaparta AaHHbIM O IeKapCTBEHHOM NpenapaTe, COAePXaLUMMCS B MHCTPYKLUK MO ero
NPYUMEHEHMWI0, B TOM YXCIE OT YNONMHOMOYEHHbLIX OPraHOB MHOCTPAHHLIX rOCYAapcTB, 0OMEH KOTOPOW OCYLLECTBRSIETCS B
COOTBETCTBUM C COIMALLUEHUSIMU MeXAy YMNOMHOMOYEHHBIM eaeparibHbIM  OpraHoOM  UCMONHUTENbHOW BractM U
YNONMHOMOYEHHBIMU OpraHaMn MHOCTPAaHHbLIX TFOCYOapcTB, YMOMHOMOYEHHbIN dedeparnbHbli opraH WCMOMHUTENBHON
BNacTu paccMaTpvBaeT BOMPOC O BO3MOXHOCTW MPMOCTaAHOBMEHNS ODpalleHusi Takoro fekapCcTBEHHOro npenapara B
nopsiake, yCTaHOBMNEHHOM YMOSTHOMOYEHHBIM hefepanbHbIM OpraHOM UCMOMHUTENBHOW BMacTu.

2. Tpn HEeWCnonHeHWN WNU HeHagnexailem MWCNONHEeHUW Aepxatensamu unu eragenbuamn perncTpaumoHHbIX
YOOCTOBEPEHUIA NeKapCTBEHHbIX MpenaparoB, HOPUAVNYECKMMU NULAMK, Ha WMMS KOTOPbIX BbiAaHbl paspelleHus Ha
npoBefieHne KNMHMYecKUX uccneposaHnn B Poccuitckorn ®efepaumu, UM yNnorHOMOYEHHbIMW UMW [APYrUMU
IopMaAMYECKMMM NLaMyn 0693aHHOCTEN, YCTaHOBIEHHbIX YacTamn 3 u 4 ctatbk 64 HacTosiwero PegepansHOro 3akoHa,
nmbo B cny4vasx NpeacTaBrneHnss COOTBETCTBYHOLIMM YMONHOMOYEHHbIM deaepanbHbiM OpraHoM WCMONMHUTENBHOW
BMaCTW 3aKMOYEHNss O HEOOCTOBEPHOCTU Pe3ynbraToB KIMHUYECKOro UCCNEAoBaHWSA feKapCTBEHHOro npenapaTa ang
MEAMLMHCKOrO NMPUMEHEHMWS, KOTOPOe OCHOBAHO Ha pesynbratax NpPoBEepPKU MEAMUMHCKOW OpraHvusauvun, npoBoavBLUEN
yKasaHHOe KINMHUYECKOe MWCCMefoBaHUe C HapylleHWeM npaBun Hagnexawen KNMHUYECKOW MNpPakTUKW, U NpuBeno K
NonyyYeHuIo HeQOCTOBEPHBIX pesynbTaToB, NMMB0 B Criydae HEBLIMOMHEHUS MpeanMcaHuns, Bbl4aHHOMO YNOTHOMOYEHHLIM
degepanbHbIM  OpraHOM  WCMONMHUTENbHOW BAAcTM MO WUTOraMm OCYLLECTBIEHWs BbIGOPOYHOrO KOHTPOMsS KavecTBa
rfiekapCTBEHHOrO npenapara, ynofHOMOYEHHbIN hedepanbHbll OpraH UCMOMHUTENbHON BRAAcTW B YCTAHOBIEHHOM WM
nopsiaKe paccmaTtpyBaeT BOMPOC O NPUOCTaHOBIIEHUN NPUMEHEHWS Takoro fieKapcTBEHHOro npenapara.

3. YnonHoMo4eHHbIN beaepanbHbli OpraH MCHOMHUTENBHOW BRAcTU Mpy nNpeacTtaBfieHMM emy CBefeHun o
HEeCOOTBETCTBUM MPOU3BOAMTENSA JIEKAPCTBEHHbIX CpeacTB TpeboBaHvAM nNpaBwui Hagnexallen MNpon3BOACTBEHHON
NpakTMkn M (UNK) O HapyLUEHWU JULEH3UOHHbLIX TPeboBaHW, KOTOpble ObiNMM BbISIBNEHbI B XO4E€ NPOBEAEHMS
MHCMEKTNUPOBaAHUA Npon3BoanTENA JNeKapCTBEeHHbIX CpencTB U OCyLleCTBleHUA NMMUEeH3NOHHOIo KOHTPOIA B c¢)epe
npon3BoAcTBa JIeKapCTBEHHbIX CpeaAcTB U Nnpueenn unn Moryt npmBectn K Npon3BOACTBY NMEKAPCTBEHHbIX MpenapaTtoB
ONS MEOWUUHCKOrO MPUMEHEHUS, MPUYMHUBLUMX WM CMOCOOHBIX MPUYMHUTL BpEen >KM3HWM UMW 340POBbLI0 FpakaaH,
paccmaTpuBaeT BONPOC O NPUOCTAHOBIIEHNW NPUMEHEHUS NEKAPCTBEHHBLIX NPENapaToB Anst MeAMLUHCKOrO NPpUMEHEHMS
B YCTaAHOBIEHHOM UM NOPSAKE B CreayILLMX CrnyYasax:

1) COCTaB u” (I/IJ'IVI) TEXHOJ10IMA NpPon3BOACTBa JIEKAPCTBEHHOIo npenapara and MeauMuMHCKOro npuMeHeHud (C
onucaHueMm ctagum I'IpOI/I3BOD,CTBa) OTNNYHaKTCA OT 3adABlIEHHbIX B permctpauMoHHOM O0Cbe;

2) ﬂeKapCTBeHHbIVI npenapar Ana MegunumHCKoro npuMmeHeHuna npoun3BeneH Ha ﬂpOMBBOﬂCTBeHHOVI nnowagke, He
yKa3aHHOl71 B pernctpauyMOHHOM O0CbE;

3) y npou3BoguTeEns feKapCTBEHHbIX CPEACTB OTCYTCTBYIOT [OOKYMEHTbl, MOoATBepXAalollne COOTBETCTBME
KayecTBa IeKapCTBEHHOro npenapata Ans MeOULUHCKOro MNPUMEHEHMS, BBOAMMOrO B rpaxaaHCKuin o6opoT,
TpeboBaHWsAM, YCTAHOBIEHHBIM NPU Ero rocyAapCTBEHHOW perncTpauuu;

4) npowusBoAMTENEeM feKapCTBEHHbIX CPeACTB B COMMAacoBaHHbIi C COOTBETCTBYIOWMM YNOMHOMOYEHHbIM
degepanbHbIM OpraHoM MCMOMHUTENBHOW BMAacTU CPOK He YCTpaHeHbl HapyllieHWst TpeboBaHui NpaBui Haanexallen
NMPOVN3BOACTBEHHOW MPaKTUKA U (UNKN) NULEH3UOHHbIX TpeboBaHUN, KoTopble ObiNMM BbISIBNEHbl B XO4e NpoBeaeHUs
NHCMEKTUPOBaHNSA NPOU3BOAMUTENS JIEKAapPCTBEHHBIX CPeACTB UMM OCYLLECTBNEHUS JIMLEH3NOHHOrO KOHTpOns B cdepe
Npou3BOACTBa NEKapCTBEHHbIX CPEeACTB U MPUBENU UMW MOTYT MPUBECTUN K NPOU3BOACTBY leKapCTBEHHbIX Mpenaparos
ANS MeQULUHCKOIo NPUMEHEHUS, NPUYUHMBLLMX UITN CNOCOBHBLIX MPUYMHUTE BPES KN3HW UM 300POBbLI0 rpaxaaH.

(vyacTtb 3 BBegeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

4. YNOnMHOMOYEHHbIV deaepanbHbIi OpraH WCNOMHUTENbHOM BRACTW MPUM HanmuMuMu y Hero cBedeHun o
HECOOTBETCTBMM MPOU3BOAUTENSA FEKApCTBEHHbLIX CpeAcTB TpeboBaHVAM MpasBui Haanexaiier npon3BOACTBEHHOW
MPakTUKN ¥ (MM) O HapyweHUn NMUEH3NOHHbIX TpeboBaHwi, KoTopble OblNM BbiSBNEHbl B X0o4e NpoBeaeHUs
MHCNEKTUPOBAHWSA NMPOM3BOAMTENS NEeKapCTBEHHbIX CPEACTB MMM OCYLLECTBMEHNS NULEH3MOHHOIO KOHTpOns B cdepe
Npou3BOACTBA NEKAPCTBEHHbIX CPEACTB M NPUBENU UMM MOTYT NPUBECTU K NPOU3BOACTBY NEKapCTBEHHbLIX MpenapaTos
AN BETEPUHAPHOIO MPUMEHEHUS, MPUYMHUBLLUX WUMKU CMOCOBHbLIX MPUYMHUTL Bpen >KM3HWU UNN 300POBbLI0 XKMUBOTHBIX,
paccmaTtpuBaeT BONPOC O MPUOCTAHOBMEHWM peanu3auun W MNPUMEHEHUs neKapCTBeHHbIX npenapatoB AN
BETEPMHAPHOIO NPYMEHEHNs1 B YCTAHOBIEHHOM MM MOPSAKE B CREAYHOLWMX Cryvasx:

1) coctaB u (MnNn) TEXHONOrMS MPOU3BOACTBA JIEKAPCTBEHHOrO Mpenaparta Ansa BEeTEpUMHAapPHOro npumMeHeHuns (c
onucaHnem CTaguii NPOM3BOACTBA) OTNMYAIOTCS OT 3asiBNEHHbIX B PEMMCTPALMOHHOM JOCbE;
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2) ﬂeKapCTBeHHbIVI npenapar gna BetTepunHapHoOro npuMeHeHna npomn3segdeH Ha I'IpOI/I3BOﬂ,CTBeHHOl7I nnowiagke, He
yKa3aHHOVI B permcTpaumoHHOM O0CbE;

3) y npounsBoguTenAa JnNeKapCTBEeHHbIX CpeacTB OTCYTCTBYKOT [OOKYMEHTbl, noarBepXaarwwne CcooTBeTCTBue
Ka4yecTBa J1eKapCTBEHHOro npenapata AnAa BeTepuHapHoOro npmmeHeHumda, BBOAMMOIO B rpamp,aHCleh O60p0T,
Tpe6OBaHI/I$|M, YCTaHOBJIIEHHbIM MpU ero Focyﬂ,apCTBeHHOI;I perncTpauunu;

4) npousBoaUTENEM feKapCTBEHHbIX CPeACTB B COMMacoBaHHbI C COOTBETCTBYIOLWMM YNOMHOMOYEHHbLIM
degepanbHbIM OpraHoM UCMONHUTENBHOW BRAcTU CPOK He YCTpaHeHbl HapylieHus TpeboBaHui NpaBun Haanexaluen
NPOU3BOACTBEHHON MPAKTUKM U (MNM) NULUEH3NOHHbIX TpeboBaHui, KoTopble Obinv BbISBMEHbl B Xo4e NpoBedeHus
MHCNEKTUPOBAHWSA NMPOM3BOAMTENSA NEeKapCTBEHHbIX CPEACTB MMM OCYLLECTBAEHNS NULEH3MOHHOMO KOHTpOMns B cdepe
NPOVn3BOACTBA NleKapCTBEHHbIX CPEACTB M NMPMBENM WU MOrYT NMPMBECTU K NPOU3BOACTBY feKapCTBEHHbIX NpenapaTos
Ansi BETEPMHAPHOIo NPYMEHEHUs], MPUYUHMBLLMX UIN CMOCOBHBIX MPUYNHUTD BPEL, KN3HWN UINN 300POBbI0 XKUBOTHbIX.
(vacTb 4 BBegeHa PepepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

CtaTtbs 66. UHdopmauma o pesynbratax dpapmMmakoHaasopa
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

YNonHOMOYeHHbIN befepanbHbli OpraH WCNOMHUTESNbHOW BNacTW, OCyLlecTBRsWMn ¢apMakoHaasop,
Haxopgsawmxcs B obpaweHun B Poccuiickon depepaumu, no pesynbratam gapMakoHags3opa pasMellaeT Ha CBOEM
oduumnanbHoM canTe B ceTu "MIHTepHeT" MHopMaLnio O MPUHATBIX PELLEHUAX O BHECEHUU UBMEHEHUS B UHCTPYKLMIO NO
NPVMMEHEHMWIO NIEKapCTBEHHOMO NMpenaparta, O NPUOCTAHOBIIEHMN NPUMEHEHUS NEKAPCTBEHHOMO npenapara, 06 u3batum
13 obpalleHnsa nekapCTBEHHOro npenapara nunn o BO306HOBNEHUN NPUMEHEHMWS NTIEKapCTBEHHOrO Npenapara.

(B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Maea 14. U(HOPOPMALUA O NEKAPCTBEHHbIX MPEMNAPATAX. CACTEMA
MOHUTOPUHIA ABUWXKEHUA NEKAPCTBEHHbLIX NPENAPATOB
Ana MEQUUNHCKOIo NPUMEHEHUA
(B pea. PenepanbHoro 3akoHa ot 28.12.2017 N 425-03)

CtatbAa 67. UHcdopmauma o nekapcTBeHHbIX npenapatax. Cucrema MOHUTOPUHra ABUXEHUA
JIeKapCTBeHHbLIX npenapaTtoB Anad MmeguumMHCKOro npuMeHeHus
(B peq. PepepanbHoro 3akoHa ot 28.12.2017 N 425-03)

1. MHdbopmauma o nekapCTBEHHbIX npenapaTax, OTnyckaembIX Mo peuenTy Ha feKapCTBEHHbIN npenapart, AoMmKHa
cogepXaTbCsl TONbKO B CMELManNU3VpoBaHHbIX M3OaHUAX, NPedHa3HavYeHHbIX ANs MEeOVLUHCKMX, dhapmaueBTUYEeCcKMX,
BETEPUHApPHbIX paboTHUKOB. NHopmMauns o nekapcTBEHHbIX MpenapaTtax Ans cneuuManuctoB B obnactu obpalleHus
NeKapCTBEHHbIX CPEACTB MOXET coaepXaTbCs B MOHOrpadusax, CnpaBOYHMKAX, HayyHbIX CTaTbsX, B AOKNagax Ha
KOHrpeccax, KOHCbepeHLI,I/IHX, CcMMno3nymax, Hay4HblX COBETax, a Takke B UHCTPYKUMNAX MO NPUMEHEHNIO NTEKAPCTBEHHbIX
npenapaTos.

2. NHdpopmaums o nekapCTBEHHbIX Npenaparax, oTnyckaeMbix 6e3 peuenTa Ha NekapCTBEHHbIV npenapat, MOXeT
cogepxartbCa B nybnukauusax u 0ObABNEHUSX CPEACcTB MaccoBOW MHopmauuu, cneunanvsanpoBaHHbIX M OBLMX
nevyaTHbIX W3AaHUSAX, MHCTPYKUMAX MO NPUMEHEHWMI0 feKapCTBEHHbIX MpenapaTtoB, WHbIX W34aHWsaX CybbekToB
obpalleHnsi nekapcTBeHHbIX CpeacTB. PeknamHble MaTepuanbl O NekapCTBEHHOM Mpenapate, oTnyckaemMom 6e3
peuenTta Ha neKapCTBEHHbIN npenapaTt, AOMXHbl COOTBETCTBOBATb MHCTPYKUMM MO MNPUMEHEHUIO feKkapCTBEHHOro
npenaparta.

3. [JonyckaeTca wucnonb3oBaHue mMOObIX MaTepuanbHbIX HOCUTENEN, MO3BONSALWMX XpaHWTb, nepedaBatbh U
ncnonb3oBaTb MHPOPMAaLMIO O NTEKAPCTBEHHLIX NpenapaTtax 6e3 ee UCKaXeHus.

KoHcynestaHTlntoc: npumevaHue.
Y. 4 ct. 67 BcTynaet B cuny ¢ 1 suBaps 2020 roga.

4. [Ona uenei WAEHTUMUKALMM YNakoBOK FeKapCTBEHHbIX MpenapatoB ANs MeAWULMHCKOrO MNpUMEHEHUS
Npou3BOAUTENN JIEKAPCTBEHHLIX CPEACTB B MOpsiake, ycTaHoBreHHoM [lpaBuTenbcTBoM Poccuiickon Pepepaumu,
HaHOCAT Ha NepBUYHYKO YNaKOBKY (B OTHOLUEeHUN neKapCTBEeHHbIX npenapatoB AnA MeOUUMHCKOro npumMeHeHuda, and
KOTOPbIX He NpegycMOTpeHa BTOPWMYHas YMakoBKA) W BTOPUYHYK (MOTPEOUTENbCKYK) YMNaKOBKY JeKapCTBEHHbIX
npenapaToB AN MEQULMHCKOIO NPUMEHEHUS CpeaCcTBa MAEHTUMMKALMK, 32 UCKITIOYEHNEM NEKapPCTBEHHbIX NpenapaTos
ONs MeAUUMHCKOro NpPUMEHEHUS, MPOM3BOAWMbLIX [ NPOBeAeHUs1 KIMHUYECKUX WCCredoBaHUI, 3KcropTa,
NEKapCTBEHHbIX NpenapaTtoB A MEeAWLUMHCKOrO MPUMEHEHMUs!, yKasaHHbIX B 4acTsax 5 u 8 craten 13 HacTosLwero
depnepanbHOro 3akoHa.

(4yacTtb 4 BBegeHa denepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

5. XapaktepucTukm cpeacrtsa ugeHtudukauumn, nopsgok ero HaHeceHns n TpeboBaHns K CTPYKType u dopmaty
MHopmMaLmnm, KOTOPYH COOEPXUT CpeacTBo wuaeHTudukaumu, onpegensatotcsa [lMpasutenbsctBoMm Poccuiickon
depepauum.
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(vacTb 5 BBegeHa ®epepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

6. Mopsigok co3gaHws, pas3BUTULA, BBOAA B IKCMMyaTauuio, dKCnfyatauuyM v BbiBOA4A U3 3KCMnyaTaumMm cUcTeMbl
MOHWUTOPWHIa ABWXEHMWS1 NEeKapCTBEHHbIX MpenapaToB ANA MEeOULMHCKOrO MNPUMEHEHUs, MOpsaoK MNpegocTaBreHus
NMHdOpMaLMK, CoOEPXKALLENCA B CUCTEME MOHUTOPUHIA OBWKEHWUsSI NIEKAPCTBEHHbLIX NpenapaTtoB AN MeLULUHCKOro
NPUMEHEHUS, N MOPSOOK B3aUMOAEWUCTBUS YKa3aHHOW CUCTEMbl C UHBIMU TOCYAApCTBEHHBbIMU MHAOPMALUNOHHBIMU
cucTtemMamn M MHPOPMALMOHHBIMU CUCTEMAMM HOPULMNYECKNX MWL N UHOUBUAYANbHbLIX NPeAnpPUHUMATENEN, YKadaHHbIX B
yactax 7 m 10 Hactosilen cTatbk, ycTaHaenmBatotTca [lpaBuTtensctBom Poccuiickon Pegepaunmn. Onepatopamu
CUCTEMBI MOHUTOPMHIA [ABWXEHWUS NEeKapCTBEHHbIX MpenapaToB ANs MEeOULUMHCKOrO MNPUMMEHEHUS SABNSAKOTCS
denepanbHbI OpraH UCNONHUTENbLHOW BNAcTn U (MNKn) opraHusaums, ynonHoMouyeHHble NpaButenscTBoM Poccuickon
depnepauuu.

(vacTb 6 BBegeHa PepepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

KoHcynestaHTlntoc: npumedaHue.
Y. 7 ct1. 67 BcTynaet B cuny ¢ 1 anBaps 2020 roga.

7. Opuandeckue nuua v HAMBUAYyarnbHble NPEANPUHMMAaTENW, OCYLLECTBNSALME NMPON3BOACTBO, XPaHEHNE, BBO3
B Poccuiickyto denepauuio, OTnNycK, peannsauuio, nepegady, npuMeHeHne U YHUUTOXEHME NeKapCTBEHHbIX NpenapaTos
ONs MeOUUUHCKOrO NpuMeHeHusi, obecneymBaloT B Mopsake M B COCTaBe, KOTOPble YCTaHOBMEHbl [1paBuTENbCTBOM
Poccuiickon ®depepaumm ¢ y4yeTom BMAA OCYLLECTBASAEMON MMU [OEATENbHOCTU, BHECeHMe wuHdopmMauum o
NEeKapCTBEHHbIX Mpenapartax A MEeAWUMHCKOro MPUMEHEHUS! B CUCTEMY MOHWUTOPMHIa ABWXEHUS JeKapCTBEHHbIX
npenapaToB Afs1 MEAULMHCKOTO NPUMEHEHNS.
(4yacTtb 7 BBegeHa deaepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

KoHcynbtaHTlnoc: npumeyaHue.
C 29.11.2019 cT1. 67 pononHsaeTca Y. 7.1 (P3 ot 28.11.2018 N 449-03).

8. OpraHumsaunsa MHPOPMAaLMOHHOIO B3aMMOLEWCTBUSA CUCTEMbl MOHUTOPUHIA ABWXEHUS NeKapCTBEHHbIX
npenapaTtoB [Afs MEeOULUHCKOTO MPUMEHEHUA C WHbIMW [OCY4apCTBEHHbIMU MH(OPMAUMOHHBIMK CUCTEMaMu
obecrneunBaeTcsa B TOM 4ucre NocpeacTBOM MHAPACTPYKTypbl, obecnevmsatoweri MHHPOPMaLMOHHO-TEXHONOrMYecKoe
B3anMoaencTBne MHPOPMaLMOHHBIX CUCTEM, UCMONb3YyeMbIX AN NPEAOCTaBNeHNs rocyAapCTBEHHbIX Y MyHULUMNANbHbIX
YCNyr N UCMOMNHEHUS rOCY4apPCTBEHHbIX Y MyHULUMNANbHbIX (OYHKUMIA B 3NEKTPOHHOW hopMe.

(vyacTtb 8 BBegeHa denepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

9. ObwepocTtynHas uWHGOpMauUMs, copepXalwascss B CUCTEME MOHUTOPUHIa [OBWXEHUSA JIEKapCTBEHHbIX
npenapaTtoB Ansi MEOWUMHCKOrO MpPUMMEHEHMS, pasMellaeTcd B MHPOPMAaLUNOHHO-TENEKOMMYHUKALUOHHOW CEeTU
"HTepHeT" (B TOM uucre B popMe OTKpbITbIX AaHHbIX) B MOPSAKE, YCTaHOBMEHHOM [lpaButenscTBOM Poccuickon
dengepauun.

(vacTb 9 BBegeHa ®epepanbHbIM 3akoHOM oT 28.12.2017 N 425-93)

10. MNpousBoauTenn nekapcTBEHHbIX CPEACTB MOMyyalT coaepKallylocs B CUCTEME MOHUTOPUHra ABUXKEHUS
NeKapCTBEHHbIX npenapartoB AnA MeaAUUMHCKOro npumMeHeHusA I/IH(*)OpMaLI,I/IK) O cepudax M napTuax JneKapCTBEHHbIX
npenapaToB, NPON3BOAUMbBIX UMW U HAXOOALLMXCS B rpaxkgaHckoM obopoTte B Poccuiickon Pepepauunn, 6e3803mesgHo.
(vyactb 10 BBegeHa deneparnbHbiM 3akoHOM OT 28.12.2017 N 425-93)

KoHcynbtaHTlnoc: npumedaHue.
Y. 11 cT. 67 BCcTynaet B cuny ¢ 1 aHBaps 2020 roga.

11. 3a npon3BoACTBO MNW NpoJaxy NekapcTBEHHbIX NpenapaToB A9 MeguLUMHCKOro npuMeHeHus 6e3 HaHeceHus
cpeacTs uaeHTuduKkauum, ¢ HapylleHMem YCTaHOBMEHHOro nopsifka MX HaHeCeHus, a Takke 3a HeCBOeBpeMeHHOoe
BHECEHWe [aHHbIX B CUCTEMY MOHUTOPWHIa OBWKEHUS feKapCTBEHHbIX npenapartoB AN MeAULMHCKOro MpUMeEHEeHUs
Wnn BHECEHVe B Hee HeJOCTOBEPHbIX AaHHbIX lopuanyeckne nuua u nHaMBMAayarsnbHble NpeanpuHUMaTeni, ykasaHHbole B
yactTax 4 n 7 HacTosWen CTaTbM, HEecyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKoHoAaTenbCTBOM Poccuickon
depnepauuu.

(vacTb 11 BBeaeHa PepepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

12. NpasuTtenbcTBo Poccuiickon denepalimm Bnpase yCTaHOBUTb OCOBEHHOCTM BHEAPEHUS CUCTEMbI MOHUTOPUHIA
OBWXEHWS NEeKapCTBEHHbIX NpenapaTtoB A1 MEOULUHCKOTO NPUMEHEHUs, BKINoYas CPOKM ee BHEOPEHWUSA, B OTHOLLUEHUMN
NEKapPCTBEHHbIX NMpenapaToB ANsi MEOULUHCKOrO MPUMEHEHMS!, BKITHOYEHHbIX B MEPEYEHb XMU3HEHHO HEOOXOAMMBIX U
Ba)XKHEMLUNX JEKAapCTBEHHbIX MNpenapaToB, NeKapCTBEHHbLIX MpenapartoB, NpedHasHauYeHHbIX ANns obecrnevyeHus nud,
GONbHbIX remMoUInen, MyKOBUCLUAO030M, rMnodum3apHbiM HaHM3MOM, 6onesHbio [louwe, 3roKa4yeCTBEHHbIMM
HoBOOGpa3oBaHUAMU NMMAOUAHON, KPOBETBOPHOM U POACTBEHHLIX UM TKaHEW, paccesiHHbIM CKMepo3oM, nuu nocne
TpaHCcNnaHTauum opraHoB 1 (UNn) TKaHeN, UHbIX NIEKAPCTBEHHbIX NpenapaToB Ansi MeAULMHCKOIO NPUMEHEHMS.

(vyactb 12 BBegeHa depeparnbHbiM 3akoHOM OT 28.12.2017 N 425-93)


consultantplus://offline/ref=55AE6A78F1060993EF0F96D0D1E90A3B1DBA584C9959F8FD3D830FAF8A810615B3A82C8C698E98CD1EA88645AB456B921C8D460443F6384324LFH%20%5C
consultantplus://offline/ref=55AE6A78F1060993EF0F88CBC4E90A3B1CB35A499A56F8FD3D830FAF8A810615B3A82C8C698E98C61A
consul
consultantplus://offline/ref=55AE6A78F1060993EF0F88CBC4E90A3B1CB35A499A56F8FD3D830FAF8A810615B3A82C8C698E99CE18A88645AB456B921C8D460443F6384324LFH%20%5C
%5Cl%20Par1643%20%20%5C
%5Cl%20Par1651%20%20%5C
consultantplus://offline/ref=55AE6A78F1060993EF0F96D0D1E90A3B1DBA584C9959F8FD3D830FAF8A810615B3A82C8C698E98CD1DA88645AB456B921C8D460443F6384324LFH%20%5C
consultantplus://offline/ref=55AE6A78F1
consultantplus://offline/ref=55AE6A78F1060993EF0F88CBC4E90A3B1CB35A499A56F8FD3D830FAF8A810615B3A82C8C698E99CC1CA88645AB456B921C8D460443F6384324LFH%20%5C
consultantplus://offline/ref=55AE6A78F1060993EF0F96D0D1E90A3B1DBA584C9959F8FD3D830FAF8A810615B3A82C8C698E98CD1CA88645AB456B921C8D460443F6384324LFH%20%5C
consultantplus://offline/ref=55AE6A78F1060993EF0F96D0D1E90A3B
consultantpl
consultantplus://offline/ref=55AE6A78F1060993EF0F88CBC4E90A3B1CB35A499A58F8FD3D830FAF8A810615B3A82C8C698E98CE16A88645AB456B921C8D460443F6384324LFH%20%5C
consultantplus://offline/ref=55AE6A78F1060993EF0F96D0D1E90A3B1DBA584C9959F8FD3D830FAF8A810615B3A82C8C698E98CD1AA88645AB456B921C8D460443F6384324LFH%20%5C
consultantplus://offline/r
consultantplus://offline/ref=55AE6A78F1060993EF0F96D0D1E90A3B1DBA584C9959F8FD3D830FAF8A810615B3A82C8C698E98CA1EA88645AB456B921C8D460443F6384324LFH%20%5C
%5Cl%20Par1635%20%20%5C
%5Cl%20Par1643%20%20%5C
consultantplus://offline/ref=55AE6A78F1060993EF0F96D0D1E90A3B1DBA584C9959F8FD3D830FAF8A810615B3A82C8C698E98CD18A88645AB456B921C8D460443F6384324LFH%20%5C
consultantplus://offline/ref=55AE6A78F1060993EF0F88CBC4E90A3B1CB35A499A59F8FD3
consultantplus:/

Maea 14.1. OrPAHUYEHUA, HATTIATAEMbIE
HA OPTAHU3AUWN, OCYLLECTBNAKLWUE OEATENBHOCTDb
Mo OBPALLUEHUIO NEKAPCTBEHHbBIX CPEACTB
(BBepeHa depeparnbHbiM 3akoHOM 0T 25.11.2013 N 317-93)

Cratba 67.1. OrpaHuyeHusi, Hanaraemble NpU OCYLIECTBNIEHUM [OeATENbLHOCTU B cdepe obOpalleHus
neKapcTBeHHbIX CPeAcTB

1. OpraHusauuu, 3aHnmarwmecs paspaboTkon, Npou3BOACTBOM M (MNKM) peanu3aunen neKkapCTBEHHbIX
npenapaToB AN MeOUUMHCKOrO NPUMEHEHUsi, opraHu3auuun, obnagarowmue npaBaMy Ha WCMOMb30BaHWE TOProBOro
HavMeHOBaHMS JekapCTBEHHOrO npenapaTta Ans MeaWULMHCKOro MPUMEHEHWUsl, OpraHu3auuy OMTOBOW TOProBmu
neKkapcTBEHHbIMW CpeacTBaMM, anTeyHble opraHusaummn (Mx npegctaBuUTenu, UHble U3MYECKUE U OPUAMYECKME nuua,
ocyulecTendawowne CBO OedATeNllbHOCTb OT MMEeHU 3TUX opraHmaaumﬁ) B OTHOWEeHUn mMeanunHCKUX pa6OTHVIKOB n
pykoBoauTenen MeauLMHCKUX OpraHn3auuii He Brnpaee:

1) Bpy4aTb nodapku, BbiNmavymMBaTb OEHEXHbIE CPEACTBA (3@ MCKIOYEHWEM BO3HArpaXxaeHuin no goroBopam npwu
NpoBeAEHUWN KMUHUYECKMX WCCNefoBaHUN NeKkapCTBEHHbIX NpenapaToB ANA MeAULMHCKOrO MNPUMEHEHWUS,
BO3HarpaXxaeHuin, CBA3aHHbIX C OCYLLECTBMNEHUEM MeOULMHCKMM pabOoOTHMKOM nefarorMyeckon u (Mnuv) HayyHow
AeATenbHOCTH), B TOM YMCIe OnnavnBaTth pasBrievyeHunsl, OTAbIX, NPOe3s K MeCTy OTAbIXa, a Takke NpuBrekaTb K y4acTuio
B pa3BreKaTenbHbIX MEPONPUATUSAX, NPOBOAUMBIX 3@ CHET CBOMX CPEACTB;

2) 3aknoyaTb COMMalleHUsl O HasHaYeHUW WNU peKkoMeHdauMu nauuMeHTaM feKkapCTBEHHbIX MnpenapartoB Ans
MeOULIMHCKOTO NPUMEHEHUs (3a UCKMOYeHNeM OOroBOPOB O MPOBEAEHUU KIMHUYECKMX UCCredoBaHWi nekapCTBeHHbIX
npenapaTtoB A MEANLMHCKOTO NPUMEHEHUS);

3) npenocTaBnaTe 06pasubl NeKapCTBEHHbIX MpenapaToB AN MEAMUMUHCKOrO NMPUMEHEHWUS B LEMSX BPYyYEHUS
nauvMeHTaMm (3a WCKIYEHUEM CIy4YaeB, CBSI3aHHbIX C MPOBEAEHVMEM KIMHWYECKMX WCCNEfOBaHWUA NeKapCTBEHHbIX
npenaparoB A MEAMLMHCKOTO NPUMEHEHUS);

4) npepocTaBnsiTe HEQOCTOBEPHY U (UNM) HEMOSIHYI MH(OPMaLMi O JeKapCTBEHHbIX Mpenapartax oJis
MeOULIMHCKOTO NMPUMEHEHWS;

5) nocewatb ux B paboyee Bpemsi Ha pabounx MecTax, 3a UCKMIYEHNEM CIyvaeB, CBSI3aHHbIX C MPOBeAEHNEM
KMUHUYECKUX UCCNefoBaHWIM NeKapCTBEHHbLIX MPenapaToB Ans MEAULMHCKOrO MPUMEHEHMWsl, C y4yacTMeM B Mnopsiake,
YCTaHOBINEHHOM PYKOBOAUTENEM MEOULMHCKON oOpraHu3auuM, B CODpaHMsX MeOULUHCKUX PabBOTHUKOB U UHbIX
MepOonpusTUSIX, HarnpaBreHHbIX Ha MOBbILLEHME MX NPOdECCUOHANBHOMO YPOBHS MNN Ha NpefocTaBreHne nHpopmMaumu,
CBS13aHHOW C OCYLLIECTBIIEHMEM MOHUTOPWHIra Ge30MacHOCTU NeKapCTBEHHbLIX NPenapaTos;

6) I'IO6y)K,CI,aTb K BbIMUCbIBAHUIO J1€KapCTBEHHbIX MpenapatoB AnA MeAWUUMHCKOro npuMeHeHua Ha 6J'IaHKaX,
cogepxalmx MHMOPMaUMIO PEKNaMHOro XapakTtepa, a Takke Ha peuenTypHbix 6raHkax, Ha KOTOpbIX 3apaHee
Harne4YaTaHo HaMMeHOBaHWe NeKapCTBEHHOrO npenapara ans MEAULUHCKOTO NPUMEHEHUS.

2. OpraHusaumu, ykasaHHble B absale nepBoM 4acTu 1 HacToslen cTaTbl, U UX NpeAcTaBUTENU B OTHOLLUEHUM
(hapmaLeBTUYECKNX PaGOTHUKOB U PyKOBOAMTENEN anTeYHbIX OpraHM3auuii He BnpaBe:

1) BpyYaTb NOA4APKM, BbiNNaumMBaTb AEHEXHbIE CPEACTBa, B TOM YMCIie OnayvBaTth pasBrievyeHmns, oTablx, npoess K
MeCTY OTAbIXa, U NPUBMEeKaTb K y4acTuio B pa3BreKaTenbHbIX MEPONPUATUSIX, TPOBOANMbIX 38 CHET CBOMX CPECTB;

2) npenocTaBATb 06pa3u,b| JNIeKapCTBeHHbIX npenapartoB AnAa MeauuuMHCKOro rnpmuMmeHeHna aAnda BpydyeHud
HacerneHuto;

3) 3akKkrn4aTb cormaweHna O npearnoXeHnn HacerneHno onpegernieHHbIX IneKapCTBEeHHbIX npenapartoB OnA
MeaNLUNHCKOro NpuMeHeHuA,

4) npegocTaBnsTe HEOOCTOBEPHY U (UNM) HEMOSHYI MHGOPMaLMio O JeKapCTBEHHbIX Mpenapartax ans
MeOULIMHCKOTO NMPUMEHEHNS, B TOM YMCIe UMELLNX OAMHaKOBOE MeXayHapoaHoe HenaTeHToBaHHOe HaMMeHoBaHue.

Cratbsa 67.2. TpeboBaHUA K opraHusauMm v NPOBeAeHWUI0 Hay4YHbIX MepPONnpPUATUNA, UHbIX MEepPONpUATUN,
HanpaBNeHHbIX Ha NOBbIWeHUe npockecCUoHaNbHOr0 YPOBHA MEeOMUMHCKUX PabOTHMKOB WUINIU Ha
npepocTaBrieHne MHcpopmauum, CBA3aHHOW C OCYLLEeCTBIIeHUEM MOHUTOPUHIra 6e30nacHOCTU NeKapCTBEHHbIX
npenapaToB

1. MNMpun nNpoBegeHUN HaYYHbIX MEPOMNPUATUA, WHbLIX MEPONPUATUA, HamnpabBfieHHbIX Ha MOBbIWEHNE
NpodeCcCUOHaNbLHOrO YPOBHA MEOMUMHCKUX PabOTHWKOB MMM Ha MpefoCTaBMEHUE CBA3AaHHOW C OCYLLIECTBMEHUEM
MOHUTOpMHra 6e30NMacHOCTM NekapCTBEHHbIX NpenapaToB MHPOpPMaLunW, OpraHn3yeMbiX OpraHM3aumsMy, yka3aHHbIMN B
absaue nepsoMm 4actu 1 ctatbu 67.1 HacTosAwero degepanbHOro 3akoHa, WX npeacTaBuTensaMui u  (Mnwu)
UHaHCMpyeMbIX 3a CHET CpeacTB 3TUX OpraHM3auun 1 ux npegcraBMTeNen, 3anpeLlaeTcs NpensaTcTBOBaTh y4acTuio B
yKa3aHHbIX MEPOMPUATMAX UHBIX OpraHM3auni, KOTopble NPOM3BOAAT WM peanuayloT feKkapCcTBeHHble npenapaTthbl Ans
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MeanUMNHCKOro npuMeHeHunAa COo CXOXUMM MeEXaHU3IMOM (bapMaKOJ'IOFM‘-IeCKOFO aencrteusa, nnbo cosgaBaTb
OUNCKPUMUWHALMOHHbIE YCNoBUA Ond O4HUX y4aCTHUKOB MO CpaBHEHUIO C APYrMMU y4aCTHUKaAMU, @ UMEHHO!

1) NpedocTaBnsATb PasfUYHOE KONMYECTBO BPEMEHW ONS BbICTYMIEHWI YYacTHMKOB, pasfuyHble Mo pasmepy
3aHMMaeMol nnolagn MecTa [AONns OeMOHCTpauuMu o6pasuUoB JeKapCTBEHHbLIX MNpenapatoB Ans MeauUMHCKOro
NPUMEHEHMI UNM peKnaMHbIX MaTepuanoB O JleKapCTBEHHbIX npenapatax Ans MEeOULMHCKOrO MNpUMEHeHuUs Ha
SKCMO3MLMAX, CTEHOAX, 32 UCKMIOYEHNEM Cry4YaeBs, ecrii Takue YCroBusa 3aKpenneHbl B COrMalleHnax 3TMX opraHusaLni,
WX npefdcTaBuTeneit 0 MHaHCMPOBaHMM yKa3aHHbIX MEPONPUATUIA 1 0OYCMNOBIEHb! PA3NMYHbIMK 3aTpaTamMmn Y4aCTHUKOB
Ha X opraHu3auuio;

2) ycTaHaBnueaTb pasMep B3HOCA A1 Y4aCTHUKOB MEPOMNPUSATUIA, YKa3aHHbIX B ab3aLe NepBOM HACTOSILLEN YacTy,
NpeBbILLAOLLMIA CYMMY 3aTpaT Ha OopraH13auUuio yka3aHHbIX MeEpPONpUATUA U BeayLuii K HEO6OCHOBaHHOMY OrpaHNYeHUIo
yncna X y4acTHUKOB.

2. OpraHuzauun, ykasaHHble B ab3aue nepBoM 4Yactu 1 ctatbm 67.1 Hactosiwero PenepanbHOro 3akoHa, UX
npeacTaBuTeN, OCYLLECTBASOWMNE OpraHM3auumio u (unu) ¢UHaHCUMpPOBaHME MEPONPUSATUN, yKasaHHbIX B 4Yactu 1
HacTosien ctaTbm, 0ba3aHbl obecnednBaTtb AOCTYN K MHpopMauun O gate, Mecte U BpeMeHu NpoBedeHUs YKa3aHHbIX
MEepPOoNpUSTUIA, NMaHax, NporpaMmmax npoBeaeHUs YKasaHHbIX MEPONPUSTUN U TEMAX, NITAHNPYEMbIX AN PaCCMOTPEHUS,
CoCTaBe MX YYaCTHUKOB MyTEM pa3MeLLEeHUs1 COOTBETCTBYHOLLEN MHOPMALUN HA CBOMX OduuMarnbHbIX canTax B CETU
"MIHTepHeT" He no3gHee ABYX MecsLeB 00 Hayana NpoBefeHUs ykazaHHbIX MepPOnNPUATUNA.

3. MHdopmaLma o npoBefeHUN MeponpUsaTUR, yKasdaHHbIX B YacTn 1 HacToALWEeNn cTaTby, B CPOK, YCTAHOBNEHHbIN
YacTblo 2 HacToslWen CcTaTbW, OOMKHa ObiTb HanpaBneHa B dedeparibHblii OpraH WCMNONIHUTENbHOW BracTwy,
OCYLLECTBRAILLNA YHKLUUN MO KOHTPOMNIO U HAA30py B cdepe 34paBoOXpaHeHus, AN nocrneayoLllero pasmeLleHns ee
Ha odmumManbHOM canTe 3Toro opraHa B cetu "UIHTepHeT".

Maea 15. OTBETCTBEHHOCTb 3A HAPYLUEHME 3AKOHOOATEJIbCTBA
POCCUACKOW ®EQEPALIMA MPU OBPALLEHUX NEKAPCTBEHHbIX CPEACTB
M BOSMELLEHME BPEOA, NPUYMHEHHOIO 300POBbLIO NPAXKOAH
BCNEAOCTBUE NPUMEHEHUA NEKAPCTBEHHbLIX NPEMNAPATOB

Cratbsa 68. OTBeTCTBEHHOCTb 3a HapylleHue 3akoHoaaTenbcTBa Poccuickon ®epgepauum npu obpaiwieHnm
NeKapCTBeHHbIX CpeacTB

1. HapyweHwne 3akoHogaTtensctBa Poccuiickon depepaumm npy obpalleHnn nekapcTBEHHbIX CPEACTB BreyeT 3a
cobow OTBETCTBEHHOCTL B COOTBETCTBUM C 3aKoHoAaTenscTBoM Poccuiickon degepauun.
(B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. 3a HenpegcTtaBneHMe WM HECBOEBPEMEHHOE MpeacTaeneHne uHdgopmaumm u (unu) OOKYMEHTOB 5vbo
npegcTaBneHne HeaoCTOBEPHbIX MHAOPMauMn U (Mnn) OOKYMEHTOB, MpedyCMOTPEHHbIX HacTosawum PegepanbHbIv
3aKOHOM, cybObekTbl oOpalleHWs neKapCTBEHHbIX CpPeACTB HECYT OTBETCTBEHHOCTb B COOTBETCTBUMMU C
3akoHoaaTenbcTBoM Poccuiickon depepaumu.

(vyacTtb 2 BBegeHa deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03; B pen. PenepansHoro 3akoHa ot 04.06.2018 N 140-
®3)

Ctatba 69. BosmelweHue Bpeada, NPUUYMHEHHOro 3A0POBbLID rpaxAaH BcneACTBME NPUMEHEeHUA
rieKkapcTBeHHbIX NpenapaToB

1. rlpOVISBOﬂ,VITeJ'Ib JIeKapCTBEHHOIO Mnpenaparta 00s13aH BO3MECTUTb Bpea, I'IpVI‘-IVIHeHHbIVI 3A40POBbIO TpaxnaaH
BCneacTteme npMMeHeHuna riekapCTtBeHHOro npenapara, ecim Aoka3aHo, 4YTo:

1) nekapcTBEeHHbI npenapart NPUMEHSNCA MO Ha3HA4YEeHUI0 B COOTBETCTBUM C WMHCTPYKLUMENR MO MPUMEHEHUIO
NeKkapcTBEHHOro npenapaTta M MPUYMHON Bpeda SIBUMCA BBOA B rpaxaaHcKkuii oB6opoT HegobpokavecTBEHHOro
neKkapcTBEHHOro npenapara;

2) Bpeqd 340POBbI MPUYMHEH BCNEACTBME HELOCTOBEPHOM MHGOPMauuM, codepalledcs B WMHCTPYKUUKM Mo
NPUMEHEHMI0 NeKapCTBEHHOrO Npenapara, M3gaHHoN NponssoaMTenieM NekapcTBeHHOro npenapara.

2. B cnyvae, ecnuv Bpeq 300pOBbI0 rpaxaaH MpUYUHEH BCNEACTBME MPUMEHEHUS NeKapCTBEHHOro npenapara,
npuleawero B HErogHOCTb B pe3ynbraTe HapyLleHWUs NMpaBuil XpaHEHUs1 NEKapCTBEHHbIX CPeAcTB, NpaBui ONTOBOW
TOProBnv feKkapCcTBEHHbIMM MpenapartamMmu, NpaBuil OTMYCKa JIeKapCTBEHHbIX MpenapaTtoB, NPaBuil M3rOTOBMIEHWS U
OTMyCKa NeKapCTBEHHbIX MpenapaToB, BO3MELLEHWE Bpeda OCYLLECTBNSETCH COOTBETCTBEHHO OpraHu3auuent OnToBOM
TOProBMyY NEKapCTBEHHBIMU CpeacTBaMU, anTEYHOW OpraHu3auven, MHOMBMAYanbHbIM NpegnpuHumarenem, MMerLwmmMm
NUUEH3NI0 Ha bapMaLeBTUYECKYD AEATEeNbHOCTb UMM MULEH3UI0 Ha MEOUUMHCKYID OeATerbHOCTb, MeAWULMHCKOM
opraHuMsauven, UMerLen NUUEH3NI Ha apMaueBTUYECKylD AeAaTenbHOCTb (ee 060cobneHHbIM noapasgerneHnem
(ambynatopuen, denbawepckum 1 enbalepCcKo-akyLEPCKMM MyHKTaMK, LEHTPOM (oTaeneHuem) obwen BpavyebHon
(cemenHon) nNpakTUKWM), PacrnofioXEHHbIM B CEMNbCKOM HACeNeHHOM MyHKTe, B KOTOPOM OTCYTCTBYyeT anTeyHas
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opraHusaums), ONyCTUBLUMMU NPOAAXY MM OTNYCK TaKoro JIeKapCTBEHHOIo npenapara.
(B pea. PenepansHoro 3akoHa ot 25.11.2013 N 317-93)

3. BosmelueHne Bpeaa, NpMYMHEHHOrO 340POBbIO rpaXaaH BCreacTBue NpUMeEHEHUs NiekapCTBEHHbIX NpenapaToB
UM CoBepLUEHMSA NPOTUBOMNPABHbLIX AEWCTBUMI CyObekTamu obpalleHns NnekapCTBEHHbIX CPeACTB, OCYLLIEeCTBNAETCs B
COOTBETCTBUM C 3aKoHodaTenbcTBOM Poccuiickon ®egepaumu.

Fmaea 16. 3AKNIOYUTENbHbLIE MONOXEHNA

Cratba 70. O npuM3HaHMM YTPaTUBLUMMU CUNY OTAENbHbIX 3aKOHOAATesNbHbIX aKTOB (MOMOXEHUW
3aKkoHoaaTenbHbIX akToB) Poccuitckon Peaepaumm

Mpr3HaTb yTpaTUBLLUUMU CUSTY:

1) depepanbHbii 3akoH oT 22 wuioHA 1998 roga N 86-®3 "O nekapcrtBeHHbix cpegctBax” (CobpaHue
3akoHogarenbcTBa Poccunckon ®epepaumn, 1998, N 26, ct. 3006);

2) ®egepanbHbIvi 3akoH oT 2 aHBaps 2000 roga N 5-93 "O BHeceHun nameHeHns 1 gononHeHun B degepanbHbin
3akoH "O nekapcTBeHHbIX cpeacTeax” (CobpaHue 3akoHogatenbcTBa Poccuiickon ®egepauun, 2000, N 2, cT. 126);

3) ctatbto 40 PepepanbHoro 3akoHa ot 10 sHBaps 2003 roga N 15-d3 "O BHECEHUN U3MEHEHUIN U JOMNOSHEHWI B
HeKoTopble 3akoHodaTernbHble akTbl Poccuiickon ®demepaumm B cBA3M € npuHATMEM PeaepanbHoro 3akoHa "O
NULIEH3NPOBaHUN oTAENbHbBIX BUAOB aeatensHocTn" (CobpaHue 3akoHogatensctea Poccunckon ®epgepaumm, 2003, N 2,
CT. 167);

4) ctatbto 31 depepanbHoro 3akoHa ot 30 utoHs 2003 roga N 86-9P3 "O BHeCEHUN M3MEHEHUIA U OOMOSNTHEHUI B
HekoTopble 3akoHogaTenbHble akTbl Poccuiickon depepauunn, nNpusHaHUM yTpaTUBLUMMWU CUNY OTAEMNbHbIX
3akoHofatenbHbIX akTtoB Poccuiickon ®degepaumu, npegocTaBneHUn OTAENbHbIX rapaHTUi COTPYAHUKaM OpraHoB
BHYTPEHHUX [erl, OPraHoB MO KOHTPOM 3a 0OOPOTOM HAPKOTMYECKMX CPEACTB W MCUXOTPOMHbIX BELLECTB U
ynpasgHsiemblx befeparnbHbiX OpraHoB HanoroBoW NMOMULMKN B CBS3N C OCYLLECTBIIEHMEM MEpP MO COBEPLLUEHCTBOBAHUIO
rocygapcTteeHHoro ynpaeneHusa" (CobpaHue 3akoHogatensctBa Poccuinckon ®enepauun, 2003, N 27, ct. 2700);

5) cratbto 101 ®PepepanbHoro 3akoHa oT 22 asrycta 2004 rogpa N 122-®3 "O BHeceHUM W3MEHEHWA B
3akoHogarenbHble akTbl Poccuiickon ®egepauumn 1 NpusHaHUM yTPaTUBLUMMW CUIY HEKOTOPbIX 3aKOHOAATENbHbLIX aKTOB
Poccuinckon depepauumn B cBA3n ¢ npuHatnem degepanbHbiXx 3akoHOB "O BHECEHUM WU3MEHEHWA W OOMNOSMIHEHWMA B
®egepanbHbIn 3akoH "O6 0bLmMX NpUHLMNAax opraHvM3aumy 3akoHodaTtenbHbIX (MpeacTaBUTENbHBIX) U UCTIONMHUTENbHbLIX
OpraHoB rocygapcTBeHHOM Bractn cybbektoB Poccunckon ®epepaumn” n "O6 o00OWMX nNpuHUMNAX oOpraHu3aumm
MecTHoro camoynpaeneHus B Poccuiickon ®egepaunn” (CobpaHue 3akoHogatensctBa Poccunckon Penepaumm, 2004,
N 35, ct. 3607);

6) ctatbto 28 depepanbHoro 3akoHa oT 18 pekabpsa 2006 rogpa N 231-O3 "O BBedeHun B AEWCTBME 4acTu
yetBepTon lpaxagaHckoro kogekca Poccuiickon ®epepaummn” (CobpaHune 3akoHogatenbcTBa Poccuiickon ®epepaumu,
2006, N 52, cT. 5497).

Cratbsa 71. BectynneHue B cuny Hactosiwero ®efepanbHOro 3akoHa
1. Hactosawmn ®enepanbHbivi 3aKoH BCTynaeT B cuny ¢ 1 ceHtabps 2010 roga.

2. JlekapcTBeHHble CpeacTBa, 3aperncTpupoBaHHble OO AHS BCTYMNEHUs B cuny HacToswero depepanbHOro
3aKOHa, noanexart BKIKYeHUIo B rocyaapCTBeHHbIE peeCTpbl NeKapCTBEHHbIX CcpencTB C BHECEHUEM YKa3aHHbIX B YaCTu
1 ctatbu 33 HacTosilwero PenepanbHOro 3aKoHa cBeAeHU 06 3TUX NEeKapCTBEHHbIX CpeacTBax 6e3 NpoxoXaeHnss BHOBb
npoueaypbl rocyaapCTBEHHOW perncTpauun rnekapcTBeHHbIX NpenapaTos.

3. TocymapcTBeHHas perumcrpaums nekapcTBEHHbIX MPenapaToB, 33 UCKIMIOYEHVWEM NeKapCTBEHHbIX MpenapaTtoB
ANs MeaULMHCKOTO NPUMEHEHNS, NPeACTaBleHHbIX Ha YKa3aHHY PercTpaumio 4o AHS BCTYMIEHUS] B CUIY HACTOSILLEro
depnepanbHOro 3akoHa, OCYLUECTBMSIETCS B COOTBETCTBUM C HacTosiwmm ®degepanbHbiM 3aKOHOM Ha OCHOBaHMU
[OKYMEHTOB U aHHbIX, NpeACTaBMneHHbIX 40 OHS BCTYNINEHUsS B CUIy HacTosilwero ®enepanbHOro 3akoHa.
(B pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-93)

3.1. TocymapcTBeHHas peructpauusa IekapCTBEHHbIX MpenapaTtoB ANs MEAMUMHCKOro NpuMeHeHus,
NPeACTaBEHHbIX HA FOCYAAPCTBEHHYHO PErMcTpaumio 4O AHS BCTYNNEHUs B cuny Hactosiwero degepanbHOro 3akoHa, u
rocydapCTBEHHasi perncrTpauus fnekapcTBEHHbIX MpenapaToB Ans MeOMUMHCKOTO NPUMEHEHWs, NMPeACTaBMeHHbIX Ha
9KCMEPTM3y IEKApCTBEHHbIX CPEACTB [0 AOHS BCTYMMEHUsA B cuny HacTosiwero ®defepanbHOro 3akoHa B LENsiX WX
nocneaywlwen rocygapCTBEHHOW perucrpauuu, OCyLecTBASAITCA Ha OCHOBaHUM [OKYMEHTOB W [OaHHbIX,
npeacTaBneHHbIX OO0 [AHS BCTynneHus B cuny Hactosuwero ®depepanbHOro 3akoHa, a Takke 3asiBNeHus o
rocygapCTBEHHOW perucTpaumm nekapcTBEHHOINo npenaparta, npeacTaBneHHOro npouM3BOaUTENEM FEKapCTBEHHbIX
npenapatoB MAM YMNOAHOMOYEHHbBIM WM FNWUOM B COOTBETCTBMM C HacTosdwum degepanbHbiM 3aKOHOM B
YMONIHOMOYEHHBIV hbeaepanbHbin opraH ucnonHutensHon Bnactm go 1 mapta 2011 roga, 6e3 TpeboBaHusa ynnaTbl
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rocydapCTBEHHOM MOLUNUHBI, MPegyCMOTPEHHOW 3akoHodaTenscTBoM Poccuickon ®egepauum o Hanorax u cbopax.
(vyacTtb 3.1 B peq. PegepansHoro 3akoHa o1 29.11.2010 N 313-93)

3.2. lMoaTBepXaeHWe TroCy4apCTBEHHOM perucTpaumm nekapCTBEHHbIX nNpenapaToB AN MeguUMHCKOro
NPUMEHEHWS, MpeacTaBneHHbIX ANS MNOATBEPXKAEHUS TOCYAapCTBEHHOW perncrpauunm 0o AHS BCTYNINEHWs B CUMy
HacToswero ®enepanbHOro 3akoHa, 1 NOATBEPXAEHME rOCYy4apCTBEHHOM pPerMcTpaLmMm nekapcTBeHHbIX NpenapaTos Ang
MEOULMHCKOIO NPUMEHEHUs, NMPEACTaBIEHHbIX Ha 3KCNEepTM3Yy IeKapCTBEHHbLIX CPeACTB A0 OHSA BCTYMMEHUS B CUMy
HacTosiwero denepanbHOro 3akoHa B LEMsX MOCreayroLlero noaTBepXOeHus UX roCyAapCTBEHHOW perncrpauumu,
OCYLLECTBIIAIOTCA HA OCHOBAaHWW OOKYMEHTOB M AaHHbIX, MPeACTaBeHHbIX A0 OHsS BCTYMSIEHMS B CUIYy HacTOSILLEro
denepanbHOro 3akoHa, a Takke 3asiBMeHWst O MOATBEPXXAEHUU TOCyOapCTBEHHOW permcTpaumm JekapCcTBEHHOMO
npenapata, npeacTaBneHHOro NpPoM3BOAMTENEM FEeKapCTBEHHbLIX NpenapatoB WMAW YNOMHOMOYEHHbIM MM NULOM B
COOTBETCTBUM C HacToAwmum PegepanbHbIM 3aKOHOM B YNONHOMOYEHHbIM cheaepanbHbIi OpraH MCNOMHUTENbBbHOW BNAacTy
no 1 maprta 2011 roga, 6e3 TpeboBaHMA ynnaTtbl roCyAapCTBEHHOW MOLUSMHBI, MPegyCMOTPEHHON 3aKOHOAATENbCTBOM
Poccunckon ®egepaunm o Hanorax u cbopax.

(vacTtb 3.2 B peq. PegepansHoro 3akoHa o1 29.11.2010 N 313-93)

3.3. MNpuHATME pelleHns 0 BHECEHWUM U3MEHEHWI B JOKYMEHTbI, cogepXallnecss B perMcTpaumoHHOM A0Ckbe Ha
3aperncTpmpoBaHHbIN NEKapCTBEHHbIN Npenapat Afnd MeAUUMHCKOro MPUMEHEHUA W NpeacTaBfeHHble OO0 OHSA
BCTYNNeHnsa B cuny Hactoswero ®eaepansHOro 3akoHa, U NPUHATUE PELLUEHUS O BHECEHUN U3MEHEHUN B JOKYMEHTHI,
coaepxalieecs B permcTpaumoHHOM A0CbE Ha 3apermcTpupoBaHHbIA NEKapCTBEHHbIA npenapat ang MeauuMHCKOro
NPUMEHEHNST N MpencTaBfieHHbIE Ha SKCMEepPTU3y JNEKApCTBEHHbIX CPeACTB A0 AHSA BCTYMNIEHWS B CUIY HACTOALLEro
denepanbHOro 3akoHa, OCyLLECTBIIAOTCA HA OCHOBaHMW JOKYMEHTOB U AaHHbIX, NPeACTaBeHHbIX 00 AHSA BCTYMMEHNUS B
cuny Hacrtosiwero deaepanbHOro 3akoHa, a Takke 3asiBNeHUMsl O BHECEHUN M3MEHEHUI B OKYMEHThI, coaepalinecs B
perncTpaumoHHOM [OCbe Ha 3aperMcTpUpOBaHHbIN FEKApPCTBEHHbIM npenapat Ans MeOULMHCKOro nNpUMeHeHus,
NpeACTaBfEeHHOro NPOM3BOANTENEM NIEKAPCTBEHHLIX MPenapaTtoB UK YNOMHOMOYEHHBIM UM JIMLIOM B COOTBETCTBUMN C
HacTosawmM defeparnbHbiM 3aKOHOM B YMOSIHOMOYEHHbIA doefeparnbHbIi OpraH UCMONMHUTENbHOM Bnactu Ao 1 mMapTta
2011 roga, 6e3 TpeboBaHUSA ynnartbl rocyaAapCTBEHHOW MOLUMMHLI, NMPEgYCMOTPEHHOW 3aKoHOAaTenbCTBOM Poccuinckon
depnepauun o Hanorax n coopax.

(vacTb 3.3 B peq. PegepanbHoro 3akoHa o1 29.11.2010 N 313-93)

3.4. Bblgaya paspelleHuin Ha NpoBedeHUE KIMHUYECKUX WCCrNedoBaHWA NeKapCTBEHHbIX MpenapaTtoB s
MEeOULMHCKOrO MPMMEHEHUS MO 3asiBNEHNSAM, NO4aHHbIM 4O AHS BCTYNNEHMs B cuny Hactoswero degepanbHOro 3akoHa,
a Takke Mo 3asBMEeHUsAM, NO4aHHbIM MOCNe OHA BCTYNMEeHUs B cuny Hactoswero deaepanbHOro 3akoHa Ha OCHOBaHMM
9KCMEepTM3, MPOBEAEHHbIX OO0 OHA BCTYNNIEHMs B cuny Hactoswero PegepanbHOro 3akoHa, OCYLLIECTBMASETCS B
COOTBETCTBMM C HacToAwmMM PenepanbHbiM 3aKOHOM Ha OCHOBAHWMM [OKYMEHTOB W AaHHbIX, MPEACTaBfIEHHbIX WK
MOMy4yeHHbIX [0 AHA BCTYNneHus B cuny Hactoswero ®deaepanbHOro 3akoHa, a TakKe Ha OCHOBaHUMM Komnun
npeaBapuTernbHOro Jorosopa 006a3aTeNbHOro CTpaxoBaHUSA XU3HUW, 340POBbs NALMEHTOB, YHACTBYHOLLUNX B KITMHUYECKOM
NCCNeaoBaHUN NEKapCTBEHHOIO npenaparta Ans MegULUHCKOTO MPUMEHEHUS, UM KOMMKM JoroBopa o6s3aTenbHoro
CTpaxoBaHWs XWU3HW, 340POBbSA MALMEHTOB, Y4aCTBYIOLLMX B KIMHUYECKOM MCCMEQOBaHUM NEKapCTBEHHOro npenapara
ONS MeOWLWHCKOro NpuMeHeHusl, Nnbo NpeacTaBneHHOW Konuy 4oroBopa 0643aTenbHOro CTPaxoBaHusl, 3aKMiOYEHHOro B
COOTBETCTBMM C TUMOBLIMM MNpaBuriaMyM 00S3aTeNbHOrO CTPaxoBaHWS, C YKasaHWeM npeferibHON YMCNEHHOCTM
NaLmMeHTOB, Y4acTBYIOLLMX B KIMTMHUYECKOM MCCNeaoBaHMKM NekapCTBEHHOro npenapara Ans MeauumMHCKOro NpUMeHeHuns,
6e3 TpeboBaHMs ynnaTtbl rocy4apCTBEHHON MOLUMMHbI, NPeAYCMOTPEHHON 3akoHogaTenbcTBoM Poccuiickon depepauun
0 Hamnorax u cbopax.

(vacTb 3.4 B pea. PenepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.5. BaperucTpmpoBaHHble B MHOCTPaHHOW BartoTe A0 AHA BCTYNMEeHNs B CUiy Hactoswero degeparnbHOro 3akoHa
npeaenbHble OTNYCKHblE LieHbl MHOCTPaHHbIX NMPON3BOANTENEN Ha feKapCTBEHHbIe NpenapaTthl, BKIIOYEHHbIE B NepeyeHb
XM3HEHHO HeobXoOMMbIX U BaXHEWMWMX §eKapCTBEHHbIX MpenapaToB, NoAnexaTr nepecyeTy B pybmu Mo Kypcy
LlenTpansHoro 6aHka Poccuiickon ®degepaumun Ha gaty, yctaHoBneHHyto MpasutensctBoMm Poccuinckon ®egepaunm, 6e3
npegcTaBneHns 3asBneHns O nepecyeTe LeHbl C BHECEHNMEM COOTBETCTBYIOLNX M3MEHEHUIN B rOCYAapCTBEHHbIN peecTp
npefdenbHblX OTMYCKHbIX LieH Mpou3BOAMUTENen Ha feKapCTBeHHble npenaparbl, BKMIOYEHHble B MNepeyeHb XU3HEHHO
HeobXoAMMbIX N BaXKHEWLUMX NeKapCTBEHHbIX NpenapaTos.

(vacTb 3.5 BBegeHa deneparnbHbiM 3akoHOM OT 11.10.2010 N 271-93)

3.6. 3apeructpuvpoBaHHble [0 [OHSA BCTynfneHus B cuny Hactosdwero ®PegepanbHOro 3akoHa npegenbHble
OTMNYCKHbIE LieHbl POCCUNCKMX NPOU3BOAMTENEN Ha NekapCTBEHHble npenapaThbl, BKMAOYEHHbIE B NepeyeHb XU3HEHHO
HeoBXoAMMbIX U BaXKHEWLIMX NekapCTBEHHbIX npenapaTos, nognexar nHaekcauumm ¢ 1 Hoabps 2010 roga ucxogs us
NMPOrHO3NPYyeMOro ypoBHS MHNsLMK, ycTaHoBneHHoro ®egepanbHbiM 3akoHoM oT 2 aekabps 2009 roga N 308-03 "O
denepanbHom GrogxeTe Ha 2010 rog n Ha nnaHoBbIv nepuog 2011 n 2012 ropos” Ha 2011 rog.

(vacTb 3.6 BBegeHa PenepanbHbiM 3akoHoM oT 11.10.2010 N 271-03)

3.7. Nocne 1 mapta 2011 roga He JonyckawTcs NPoOU3BOACTBO M BBO3 B Poccuiickyto defepauuio nekapcTBeHHbIX
npenapaToB B YMNakoBKax C MapKUPOBKOMW, KOTopas Obina HaHeceHa A0 [OHSA BCTYMMEHUA B CUMY HACTOSLLErO
depnepanbHoro 3akoHa. 1o ucTteyeHUM ykasaHHONO Cpoka [aHHble feKapCTBeHHble npenapaTbl MOryT OTMycKaTbCs,
peanun3oBbIBaTbCH, NepeaaBaTbCa U NPUMEHATHCS A0 UCTEYEHMS UX CPOKA FMOAHOCTMU.

(B peq. PepepanbHbix 3akoHOB 0T 29.11.2010 N 313-93, o1 06.12.2011 N 409-03)
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4. Co gHsa BCcTynneHnust B cuny Hactosiwero ®egepansHoro 3akoHa u no 30 anpensa 2011 roga BKAKYMTENBHO
OOMyCKaeTca NpOBeAEHNE IKCMEPTM3bl NTEKAPCTBEHHbLIX CPEACTB SKCNepTammn 3KCNEPTHOIO yupexaeHus 40 NPOXOXKAEHUS
UMK aTTecTaumm B nopsiake, yCTaHOBNEHHOM YNOMHOMOYEHHbIM doeepanbHbiM OpraHoOM UCMOMHUTENBHOW BNacTu.

5. Co gHsa BCTynneHus B cuny Hactosiero ®enepanbHoro 3akoHa u no 31 gekabps 2013 roga BKIHOYUTENBHO
OCYLLIeCTBRAETCA Nnepexoq K MPOM3BOACTBY NEKAPCTBEHHbIX CPeACTB B COOTBETCTBMM C MpaBunamMu opraHusaumu
NpoOM3BOACTBA W KOHTPOSsS KayecTBa JIEKAPCTBEHHbLIX CPEACTB, YKa3aHHbIMM B 4actu 1 crtatbum 45 HactodAwero
depepanbHOro 3akoHa, B noriHoM obbeme. Cpoku nepexoga NPon3BOACTBA JIEKAPCTBEHHbIX CPEACTB K X NPOU3BOACTBY
B COOTBETCTBUM C KOHKPETHbIMU TPeOOBaHWSIMM OaHHbLIX MPaBWI, BKIOYAs CPOKW aTTecTaumy YNOrHOMOYEHHbIX vy,
yKa3aHHbIX B 4YacTtsx 6 u 7 cratbum 45 Hactosiwero PegepanbHOro 3akoHa, ycTaHaenueatTcs [1paBUTENLCTBOM
Poccunckon ®egepaumn.

6. JInueHsnMm Ha Npon3BOACTBO NEeKapCTBEHHbIX CPeacTB, BbiaaHHble Ao 1 aHBapa 2014 roga, AencTBytoT nocne 1
aHBaps 2014 roga 4O UCTEYEHUs Cpoka MX AEWCTBUS MpU YCNOBUW COOTBETCTBUS NULEH3MaTa npasunam opraHmsaumm
Npou3BOACTBA WM KOHTPONSA KayecTBa IeKapCTBEHHbIX CpeacTB, YKa3aHHbIM B 4actu 1 cratbum 45 HacToswero
depnepanbHOro 3akoHa.

7. dopmupoBaHMe rOCydapCTBEHHOTO 3agaHuWs Ha MpOBEAEHMe 3IKCNepTu3bl NEeKapCTBEHHbIX CPEACTB
denepanbHOMy rocyaapCTBEHHOMY BIOKETHOMY YUYPEXAEHNIO MO NPOBEAEHNIO SKCNEPTU3bl NEeKapCTBEHHbLIX CPEACTB U
duHaHcoBOe obecneyeHne BbIMOSIHEHMS 3TOrO 3afaHUsl OCYLLECTBNSTCA B Nopsiake, ycTaHOBNeHHOM PeaeparnbHbIM
3akoHoM oT 12 aHBapsa 1996 roga N 7-®3 "O HekoMMep4YecKnx opraHusaumnax”.

(vacTb 7 BBeaeHa dPepepanbHbiM 3akoHOM oT 29.11.2010 N 313-93)

Mpe3ungeHT
Poccuinckon ®epepauun
O0.MEOBEOEB
Mockea, Kpemnb

12 anpenga 2010 roga
N 61-03
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