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12 ampens 2010 rona N 61-®3
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Ob OBPALLEHUU NNEKAPCTBEHHbLIX CPEACTB

[TpunsT
I'ocynapcTeennoi JJymoit
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CIuCOK M3MEHSIONINX TOKYMEHTOB
(B pen. denepanbHbIX 3aKk0HOB OT 27.07.2010 N 192-D3,
ot 11.10.2010 N 271-®3, ot 29.11.2010 N 313-®3, ot 06.12.2011 N 409-D3,
ot 25.06.2012 N 93-®3, ot 25.12.2012 N 262-®3, ot 02.07.2013 N 185-03,
o1 25.11.2013 N 317-®3, ot 12.03.2014 N 33-®3, ot 22.10.2014 N 313-03,
o1 22.12.2014 N 429-®3 (pex. 13.07.2015), ot 08.03.2015 N 34-D3,
0t 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-D3,
ot 13.07.2015 N 262-®3, ot 14.12.2015 N 374-®3, ot 29.12.2015 N 389-D3,
ot 02.06.2016 N 163-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N 305-D3,
ot 03.07.2016 N 350-®3, ot 29.07.2017 N 242-®3, ot 29.07.2017 N 278-D3,
ot 28.12.2017 N 425-®@3 (pex. 27.12.2019), ot 04.06.2018 N 140-D3,

o1 28.11.2018 N 449-®3, ot 27.12.2018 N 511-®3, ot 06.06.2019 N 134-D3,
0T 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, ot 27.12.2019 N 462-D3,
o1 27.12.2019 N 475-®@3, ot 27.12.2019 N 478-®3, ot 27.12.2019 N 481-D3,

ot 26.03.2020 N 67-@3, ot 01.04.2020 N 98-®3, o1 03.04.2020 N 105-®3,
ot 13.07.2020 N 206-®3, ot 08.12.2020 N 429-®3, ot 22.12.2020 N 444-D3,
ot 11.06.2021 N 170-®3, ot 02.07.2021 N 317-®3, ot 30.12.2021 N 463-D3,

ot 08.03.2022 N 46-®3, ot 26.03.2022 N 64-D3, ot 14.07.2022 N 311-D3,
o1 20.10.2022 N 405-®3, ot 05.12.2022 N 502-®3, ot 19.12.2022 N 519-®3,
ot 28.04.2023 N 149-®3, ot 28.04.2023 N 171-®3, ot 24.07.2023 N 341-D3,
ot 04.08.2023 N 428-®3, ot 04.08.2023 N 466-D3, ot 04.08.2023 N 474-D3,

ot 19.10.2023 N 503-®3, ot 30.01.2024 N 1-®3, ot 08.08.2024 N 232-D3,
ot 08.08.2024 N 292-®3, ot 08.08.2024 N 323-D3, ot 26.12.2024 N 494-D3)

Mnasa 1. OBLWME NOJIOXEHUA

Cratbsa 1. NMpegmeT perynupoBaHusa HacTosiwero ®epgepanbHOro 3akoHa
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

1. Hacrosmuii @enepalibHbIi 3aKOH pErYIMpPYET OTHOLIEHHS, BO3HHUKAIOUIME B CBS3M C
oOpamierneM - pa3pabOTKOHM, MOKIMHMYECKHMMH HCCICIOBAHUAMH, KIMHHYECKUMH HCCIIEIOBAHUSIMH,
3KCIEPTU30M, TOCYIAPCTBEHHOW PErMCTpalel B COOTBETCTBUU C HAcTOSAIMM DenepanbHbIM 3aKOHOM
(manee - rocygapcTBEHHasi pErucTpanusi) WM PETUCTpaldeldl B COOTBETCTBUM C MEXAYHApOIHBIMU
JOTOBOpAaMH U aKTaMH, COCTABJISIOIIMMHU IpaBO EBpa3uiickoro »KOHOMHYECKOro coro3a (nanee -
perucrpanus), co CTaHAapTH3aUUell M C KOHTPOJIEM KauecTBa, IPOU3BOJICTBOM, H3TOTOBJICHUEM,
XpaHEHUEM, IEepeBO3KOM, BBO30M B Poccuiickyro ®enepaunto, BeiBO30M u3 Poccuiickoit denepaunu,
pEKIIaMOl, OTIIYCKOM, peajau3aluel, Iepenaded, NPUMEHEHHEM, YHUYTOKEHHEM JIEKapCTBEHHBIX
CPEICTB.

(B pen. denepanbubix 3akoHOB 0T 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

2. Hacrosimuii ®@enepalibHbI 3aKOH yCTaHABIUBAET MPUOPUTET rOCYAAPCTBEHHOTO PETYIUPOBAHUS
0€30MacHOCTH, KauecTBa U 3(p(HEKTUBHOCTH JIEKAPCTBEHHBIX CPEJCTB MPU UX 0OpaIleHUN.
(B pen. ®enepanbHOro 3akoHa ot 25.06.2012 N 93-D3)

Cratba 2. Ccepa npumeHeHUs HacTosiwero PepnepanbHOro 3akoHa

Hacrosmuit denepanbHblii 3aKOH TPUMEHSAETCS K OTHOIIEHHUSM, BOSHUKAIOUIUM IPU OOpalleHuu
JIEKapCTBEHHBIX CPEJCTB HA TeppuTOopun Poccuiickoit @enepanuu.

CrtaTtbsa 3. 3aKkoHoAaTeNnbLCTBO 00 OOpaLueHun NneKapCcTBeHHbIX CpeacTB

1. 3akoHOIATeILCTBO 00 OOpalieHUH JIEKAPCTBEHHBIX CPEACTB COCTOUT U3 HACTOSIIETO
denepanbHOTO 3aKOHA, JPYrHX (QeaepadbHbIX 3aKOHOB M HMHBIX HOPMATHBHBIX IPABOBBIX AaKTOB
Poccuiickoit @eneparuu.

1.1. 3akoHOMAaTETHCTBO 00 OOpAIIEHUH JIEKAPCTBEHHBIX CPEJICTB B OTHOIIEHUH IOPUIUICCKUX JIUII U
WHIUBHAYAIbHBIX  IPEANPUHUMATENICH,  OCYHIECTBISIOMIMX  JCATEIBHOCTH  HA  TEPPUTOPUHU
MEXKIYHApOJHOTO MEIUIIMHCKOTO KJacTepa, MPHUMEHSETCS C YYEeTOM OCOOEHHOCTEH, YCTaHOBJIECHHBIX
®enepanbHbiM 3aKk0HOM OT 29 ntoHsa 2015 roga N 160-D3 "O mMexayHapoJHOM MEIUIIMHCKOM KJIacTepe
Y BHECEHUM U3MEHEHUI B OT/ICJIbHBIE 3aKOHOIaTelIbHbIE akThl Poccuiickoit denepannu’.

(gactp 1.1 BBeneHa denepanbHbiM 3aK0HOM OT 29.06.2015 N 160-®3; B pen. denepaqbHOrO 3aKOHA OT
04.08.2023 N 428-D3)

2. HeﬁCTBHG HaCTOAIICIO d)ez[epaanoro 3aKOHa paCIpoOCTPaHACTCA Ha O6paH_ICHI/Ie HapKOTHUYCCKUX
JICKApCTBCHHBIX CPCACTB W IICUXOTPOIHBIX JICKAPCTBCHHLIX CPCACTB C YUYCTOM 0C06€HHOCT6§I,
YCTAHOBJICHHBIX  3dKOHOJATCIILCTBOM Poccuiickoit (Dezlepaum/l O HApKOTHYCCKUX CpCACTBAX,
IICUXOTPOITHBIX BEIICCTBAX U 00 ux IMpEKypCcopax.

3. HeiictBue Hactosmero @eaepanbHOTO 3aKOHA pacmpoCcTpaHseTcs Ha oOpallieHue
paanodapMaleBTHYECKUX JIEKAPCTBEHHBIX CPEACTB C YYETOM OCOOCHHOCTEH, YCTaHOBIEHHBIX
3aKkoHOJaTensCTBOM Poccuiickoit deneparuu B o0nactu oOecrieueHus: paIualiioHHON 0e30MacHOCTH.

4. Ecnu MexayHapoaHbIM gorosopom Poccuiickont denepannn, MEXIyHapOIHBIMH JOTOBOpaMH U
aKTaMM, COCTaBJIIOIIMMHU MpaBo EBpazuiickoro SKOHOMHUYECKOTO COI03a (Jjajiee - aKThl, COCTABIISAIOIINE
npaBo Coro3a), YCTaHOBJEHbI WHBIE IpaBHJa, Ye€M Te€, KOTOpbIE MPEIYCMOTPEHBI HACTOSIIUM
denepalbHbIM 3aKOHOM, IPUMEHSIFOTCS MPAaBUJIa MEKYHAPOJHOTO JIOTOBOPA, IPAaBUIa, COACpIKAIUECS B
aKTax, cocTaBJsoIuX rnpaso Corosa.
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

(uactb 4 B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-®3)

4.1. PemeHuss MEXrocylapCTBEHHbIX OpPraHOB, IIPUHATHIE HA OCHOBAaHUM  IOJIO)KEHUMN
MEKIYHApOAHBIX J0roBopoB Poccuiickonn ®enepanuu B MX HCTOJIKOBAaHUM, INPOTHUBOpPEYALIEM
Koncrutynuu Pocculickoii @enepannu, He nojyiexkar ucnonHeHuto B Poccuiickont denepanuu. Takoe
MPOTHBOPEYUE MOKET OBITH YCTAHOBJICHO B IOPSJIKE, ONPENeIeHHOM (eiepaabHbIM KOHCTUTYIIHOHHBIM
3aKOHOM.

(uactsp 4.1 BBenena @enepanbHbiM 3akoHOM 0T 08.12.2020 N 429-D3)

5. B Poccuiickoit @enepanyii B COOTBETCTBUM C MEXKIYHAapOJHBIMH JoroBopamu Poccuiickoit
@enepau ¥ (WIM) Ha OCHOBE NPHUHLMIIA B3aUMHOCTH MPHU3HAIOTCS pE3yAbTaThl KIMHUUYECKUX
UCCIIEIOBAaHUI JIEKapCTBEHHBIX IpernaparoB sl MEIUIMHCKOTO MPUMEHEHHs, NPOBEACHHBIX 3a
npeaenaMu teppuropun Poccuiickont @enepanumu.

Ctatbsa 4. OCHOBHbIEe NOHATUA, UCNONb3yeMble B HacTosiweM PeaepanbHOM 3aKOHe

Jns ueneit Hactosmero denepaabHOro 3aKOHA UCHOJIB3YIOTCS CIEAYIOIIME OCHOBHBIE OHSTHUS:

1) nexapCTBEHHBIE CpPEICTBA - BEIIECTBA WJIM WX KOMOWHAIIMH, BCTYIMAIOIMIHE B KOHTAKT C
OpraHW3MOM 4YEeJIOBEKAa WJIM KUBOTHOTO, TMPOHUKAIOIIME B OpPraHbl, TKAHW OpraHW3Ma YeJOBEKa WIIU
KUBOTHOTO, TpPUMEHSAEMble ISl MPOPMIAKTUKH, TUArHOCTHKU (32 HCKIIOYEHHEM BEUIECTB MM HX
KOMOHMHAIM{, HE KOHTAaKTUPYIOIIMX C OPraHU3MOM YeJIOBEKa WJIM KUBOTHOTO), JeUueHUsl 3a00JIeBaHuUs,
peadunuTalMu, A COXpAaHEHUs, MPEAOTBPALICHHS WIH MPEPhIBaHUS OEPEMEHHOCTH U MOJIYYEeHHBIE U3
KpPOBH, IUIa3Mbl KPOBH, U3 OPraHOB, TKAHEH opraHu3Ma 4eJoBeKa WM )KMBOTHOTO, PaCTeHHUI, MUHEPAJIOB
METO/JIaMU CHUHTE3a WM C NMPUMEHEHHEM OHOJOrMYecKUX TexHooruil. K nmexapcTBeHHBIM cpencTBam
OTHOCSATCS (papMalleBTUYECKUE CYOCTaHIIMHU U JIEKAPCTBEHHBIE MTPEraparhl;

2) dapmarneBTHUeCKasi CyOCTaHIUS - JIGKAPCTBEHHOE CPEIICTBO B BHJIE OJHOTO WM HECKOJIBKUX
oOmagaromux HapMaKoIOrHUECKOW aKTUBHOCTBIO JCHCTBYIOIIMX BEIIECTB BHE 3aBUCHMOCTH OT TIPUPOIBI
MPOUCXOXKICHUS, KOTOPOE TMPEIHA3HAYEHO JUIsl TPOU3BOJICTBA, W3TOTOBICHHS JIEKAPCTBEHHBIX
MperapaToB H onpenessieT ux 3QHEeKTHBHOCTS;

(. 2 B pea. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3) BCIIOMOTI'aTCJIBHBIC BCIICCTBA - BCIICCTBA HCOPraHu4CcCKoOro U1 OpraHu4cCcKoro
MPOUCXOKACHUA, UCIIOJIB3YEMbBIC B IIPOLUCCCC ITPOU3BOACTBA, U3TOTOBJICHUA JICKAPCTBCHHBIX MPCIIAPATOB
IJI IpUJAaHuA UM HCO6XO,I[I/IMBIX (I)I/ISI/IKO -XHUMHYCCKUX CBOfICTB;

4) nexkapcTBEHHBbIE IIpemapaTbl - JIEKAPCTBEHHBbIE CPEACTBA B BHUJAE JIEKAPCTBEHHBIX (hopwm,
MpUMeHseMble s NpOoPWIAKTUKY, JUArHOCTUKH, JIedyeHUs 3aboyieBaHMs, peaOWIUTAllUH, Ui
COXpaHEHUs, IPEIOTBPAICHS UITU TIPEPbIBAHUS OEPEMEHHOCTH;

5) nexapcTBeHHas ¢opma - COCTOSIHHE JISKApCTBEHHOI'O Iperapara, COOTBETCTBYIOLIEE CIOCOOaM
€ro BBEJICHHs U IPUMEHEHHUs 1 oOecreunBaroliee JOCTHXXeHne He00X0AUMOro JeuedHoro 3¢ pexTa;

51) HAO3HUPOBKaA - COACPIKAHUC OTHOT'O NJIN HECKOJIbKUX HeﬁCTBYIOIHHX BCIICCTB B KOJIMYCCTBCHHOM
BbIpA)KCHHUMU Ha CAUHUIY MHO3blI, WKW CAWUHUIY O6’bCMa, HJIN CIUHUIY MACCbl B COOTBCTCTBHUH C
HeKapCTBeHHOﬁ (I)OpMOI\/'I 1100 A1 HCKOTOPBIX BUIAOB  JICKAPCTBCHHBIX (bOpM KOJIMYCCTBO
BLICBO60)KI[8.CMOFO us3 J'ICI(&pCTBCHHOfI (I)OpMBI I[eﬁCTBYIOHleFO BCIICCTBA 3a CAUHUIY BDEMCHU;
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

(. 5.1 BBenen ®enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

6) nepeyeHb )KU3HEHHO HEOOXOAUMBIX U BOKHEUIIINX JICKAPCTBCHHBIX MTPEMApaTOB - YTBEPIKAACMBbIit
[IpaBurenscTBoM Poccuiickont @enepanyy nepedeHb JIEKApCTBEHHBIX MPENnapaTroB Uisl MEAMIIMHCKOIO
pUMEHEHHsI, 00ECTIeUNBAIOIINX TPUOPUTETHBIC MOTPEOHOCTH 3JPAaBOOXPAHEHUS B LIEISIX MPOPHIAKTUKA
U JIeYeHus1 3a00JIeBaHUIl, B TOM 4HMCIIe TPeoOaaonmx B CTpyKType 3aboneBaemoctu B Poccuiickoit
denepauuu;

(B pen. ®enepanbHoro 3akoHa ot 13.07.2020 N 206-D3)

6.1) opdanHble NEKapCTBEHHBIC NpEMapaThl - JIEKAPCTBEHHBIC IIpemaparhbl, MNpeaHa3HAYCHHBIE
UCKITFOUUTENFHO JUTS TUarHOCTHUKH, STHOMIATOTCHETHYECKOTO MITH IMaTOTEHETUYECKOTO JICUCH U (JICUCHHUS,
HaIPaBJIEHHOTO Ha MEXaHU3M pa3BUTHs 3a00J1€BaHUs) PeIKUX (OppaHHbIX) 3a00JI€BaHUM;

(n. 6.1 BBenen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3; B pen. ®PenepaibHOro 3akoHa OT
30.01.2024 N 1-®3)

6.2) OuWoJoTHYECKHE JIEKApCTBEHHBIC TperapaThl - JIEKAPCTBEHHBIC MpernapaThl, JIEHCTBYIOIIEE
BEIIIECTBO KOTOPBIX MPOU3BEICHO FIIM BBIJIEJICHO M3 OMOJIOTHYECKOTO MCTOYHUKA M JUISl OMPEICICHHS
CBOMCTB M KadyeCcTBa KOTOPHIX HEOOXOIMMa KOMOWHAIMS OHOJIOTHMUECKHX W (PU3UKO-XUMHYECKHX
MeToqioB. K OWonornyeckuM JIEKapCTBEHHBIM TIpermaparaM OTHOCSTCS HMMYHOOHOJIOTHYECKUE
JIEKApCTBEHHBIC TIPEMapaTthl, JICKAPCTBEHHBIC TpEmapaThl, MOJIYUCHHbIE W3 KpPOBH, IUIa3MBbl KpPOBHU
YeJIOBeKa M JKMBOTHBIX (32 HMCKIIOYEHHWEM IIEIbHOW KPOBH), OMOTEXHOJIOTHYECKHE JICKapCTBEHHBIC
npenaparbl, TCHOTEPaNeBTUUECKUE JICKAPCTBEHHBIE MpEMapaThl, JEKapCTBEHHBIC MpernapaThl Ha OCHOBE
COMATHYECKHUX KJIETOK;

(m. 6.2 BBenen denepanbHbM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepaibHOTO 3aKOHA OT
04.08.2023 N 466-D3)

6.3) BBICOKOTEXHOJIOTHYHBIN JIEKAPCTBEHHBIN TperapaT - T'€HOTEepPaneBTUUECKUM JICKapCTBEHHBIN
npemnapaT AJisi MEIUIMHCKOTO NPUMEHEHUs, WM JIEKAaPCTBEHHBIN IMpernapaT Ha OCHOBE COMAaTUYECKHX
KJIETOK Ul METUIIMHCKOTO MPUMEHEHUs, WM TKAaHEHH)KEHEPHBII JIeKapCTBEHHBIN npenapar (mpenapar
TKaHEBOW MHXEHEPUHN);

(. 6.3 BBenen @enepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

7) HWMMYHOOMOJIOTUYECKHE JIEKAPCTBEHHBIC Ipermapatbl -  JICKApCTBEHHBIC  IPEMaparsl,
npeJHa3HaYCHHbIC U (OPMHPOBAHUS AKTUBHOTO WJIM MACCHBHOTO UMMYHHUTETa JIMOO JUArHOCTUKU
HAIMYMS ~ UMMYHHTETAa  WMJIM  JUArHOCTUKU  CHEHU(PHYUECKOT0  MPHOOPETEHHOTO  M3MCHEHUS
MMMYHOJIOTHYECKOTO  OTBETAa Ha  ajuleprusupymoomme  BemecTBa. K UMMyHOOHOJIOTHYECKHM
JICKApCTBEHHBIM  IperaparaM  OTHOCATCS  BaKIMHBI,  AHATOKCHHBI,  TOKCHHBI,  CBIBOPOTKH,
UMMYHOTJIOOYJIMHBI U aJUICPTEHBI;

(n. 7 B pen. @eaepanbHoro 3akona ot 22.12.2014 N 429-03)

7.1) OuoTexHOMOTHYECKHE JIEKAPCTBEHHBIE MPemapaThl - JIEKapCTBEHHBIE MPEnapaThl, IPOU3BOJICTBO
KOTOPBIX OCYIIECTBIISIETCS C UCMOJIb30BAHUEM OMOTEXHOJOTHYECKUX MPOIIECCOB U METO/I0B (B TOM YHCIE
JTHK-pekoMOMHAHTHOW TEXHOJOTHH, TEXHOJIOTUU KOHTPOIHPYEMON SKCIPECCHH TE€HOB, KOIUPYIOIIMX
OMOJIOTMYECKH aKTHUBHbIE O€NKM B TMPOKAPHOTaX MU DJYKApHOTaxX, BKIIOYas HU3MEHEHHBIE KIETKU
MJIEKOTIUTAONINX ), THOPHIOMHOTO METO/Ia ¥ METO/Ia MOHOKJIOHATbHBIX aHTUTET,

(n. 7.1 BBenen @enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

72) TFCHOTCPAIICBTUYCCKUC JICKApCTBCHHELIC Impenaparbl - JICKApCTBCHHLIC npenaparsl,
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

¢bapmarieBTHUECKass CyOCTaHIMS KOTOPBIX SIBISIETCS PEKOMOMHAHTHON HYKJIEMHOBON KHCIOTOW WK
BKIIIOYaeT B ce0s pEKOMOMHAHTHYIO HYKICHHOBYIO KHCIIOTY, TIO3BOJIIONIYI0 —OCYIIECTBISITh
peryaupoBaHue, pernapanuto, 3aMeHy, 100aBIeHHE WIN YAAJICHUE TeHETHUECKOH N0CIe10BATEIbHOCTH;
(m. 7.2 BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

8) HapKOTHYECKHE JIGKAPCTBEHHBIC CPEJCTBA - JICKAPCTBEHHBIEC IMpenaparsl U (papMameBTUYECKUE
CcyOCTaHIINM, COAEpKallNe HAPKOTUYECKHWE CPEACTBA M BKIIOYEHHBIE B [lepedeHb HApKOTHYECKHUX
CPEICTB, ICUXOTPOIHBIX BEIIECTB M MX IPEKypCcOpOB, NOMIEKAIMUX KOHTPOJI B Poccuiickoit
@denepanny, B COOTBETCTBHM C 3aKOHOAATENbCTBOM Poccuiickoir ®enepanuu, MeEXIyHApOIHBIMU
norosopamu Poccuiickoit @enepanny, B ToM yucie EQUHON KOHBEHIMEH O HAPKOTUYECKUX CPEACTBAX
1961 rona;

9) MCUXOTPOIHBIE JEKAPCTBEHHBIE CPENICTBA - JIKAPCTBEHHBIE Mpemaparhl U (apMaleBTHUECKUE
cyOCTaHIIUM, COJEpXalllhe TCUXOTPOIHBIE BEIIECTBA W BKJIIOYEHHbIE B IlepedyeHh HAPKOTHUYECKUX
CpPEACTB, MCUXOTPOIHBIX BEIIECTB W HX MPEKYpCOPOB, MOJJICKANMX KOHTpoI B Poccuiickon
®enepanid, B COOTBETCTBUM C 3aKOHOJATENLCTBOM Poccuiickoit ®enepanuu, MeEXIyHApOIHBIMU
noroBopamu Poccuiickoit denepannu, B ToM yucie KoHBEHIMEN O MCUXOTPONHBIX BemecTBax 1971
rojaa;

10) pammodapmarieBTHYECKHE JIEKAPCTBEHHBIC CPEICTBA - JICKAPCTBEHHBIE CPENCTBA, KOTOPHIC
coJiepKaT B TOTOBOW JUIsI UCTOJIB30BaHUS (popMe OJMH PATUOHYKIH]I HIIM HECKOJBKO PaJUOHYKIIHIOB
(pammoaKTUBHBIX U30TOTIOB);

10.1) opuruHanbHBIA JIGKAPCTBEHHBIM TpemapaT - JIGKAPCTBEHHBIM TMpernapaT ¢ HOBBIM
JIEUCTBYIOIIMM BEILIECTBOM, KOTOPBIM MEPBbIM 3apeructpupoBaH B Poccuiickoit denepanyu wim B
MHOCTpPaHHBIX TOCYJapCTBAaX HA OCHOBAHUU PE3Yy/IbTATOB JTOKIMHUYECKUX MCCIEI0BAHNUN JIEKapCTBEHHBIX
CPEICTB U KIMHUYECKUX MCCIEeIOBAaHUM JIEKapCTBEHHBIX MPENapaToB, MOATBEPKAAIOIIUX €ro KavuecTBo,
3(hHEKTUBHOCTD U OE30ITaCHOCTH;

(m. 10.1 BBeaen denepanbHbiM 3akoHOM OT 27.12.2019 N 475-03)

11) pedepeHTHBIN JIeKapCTBEHHBIN Mpemapar - JeKapCTBEHHBIN Ipernapar, KOTOPBIA HUCIIOIb3YeTCs
JUIS OLIEHKU OMOSKBUBAJIEHTHOCTH WJIM T€PANeBTUUYECKOI IKBUBAJICHTHOCTH, KauecTBa, 3PPEKTUBHOCTU U
0€301acCHOCTH BOCIIPOM3BEACHHOTO JICKAPCTBEHHOTO IIpernapara Wiu OMOaHaJoroBOro (OHOImoa00HOTO)
JIEKapCTBEHHOro Mpemnapara (Ouoananora). B kxadecTBe pedepeHTHOro JEKapCTBEHHOTO Mpernapara Juis
MEJUIIMHCKOTO TMPUMEHEHHUS HCIOJIb3yeTCsS OPUTMHANBHBIN JIEKApCTBEHHBIM IMpemapaT Ju0o, eciu
OpUTHHAJILHBIM JIEKApCTBEHHBIM mpernapar He 3aperucTpUpOBaH WM HE HAXOAWTCS B 00OpoTe B
Poccuiickoit @enepanyiy 1 He HAXOAUTCSA B 000POTE B MHOCTPAHHBIX TOCYIapCTBAX, BOCIPOU3BEICHHBIM
JIEKApCTBEHHBINM TIpenapar uin OMoaHaIOroBbIM (OMOITOA00HBIH) JIEKapCTBEHHBIN IIpenapar (OnoaHaor),
KOTOPBIM TEpBbIM 3aperucCTpUpOBaH U3 4YHCla Haxoadlmuxcs B obopore B Poccuiickoii Pexpepanuu,
OMOSKBUBAJIGHTHOCTh WJIM  TEpameBTUYECKass JKBUBAJIEHTHOCTh, KadyecTBO, J(PPEeKTHBHOCTH U
0€30MacHOCTh KOTOPOTO OLIEHHWBAIKMCH MO OTHOIIEHUIO K OPUTHHAILHOMY JIEKapCTBEHHOMY Mpemnapary, a
Takke KadyecTBO, J(PQPEKTUBHOCTH U 0O€30MacCHOCTh KOTOPOTO TMOATBEPKAAOTCA pe3yIbTaTaMu
(dapmakoHaa30pa U MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEJICTB, HAXOJSAIIMXCS B TPaXKTaHCKOM
000poTe, YCTAaHOBJICHHBIM TPeOOBaHHUSAM K UX KadecTBY. B kauecTBe pedepeHTHOro IeKapCTBEHHOTO
mpemapaTa Uil BETEPUHAPHOTO TMPUMEHEHHs] HUCIOJNb3yeTcsl JIEKapCTBEHHBIM Tpemapar  Ais
BETEPUHAPHOTO TIPUMEHEHUs, 3aperucTpupoBaHHbIi B Poccuiickoit denepannu Ha OCHOBaHHUH
pPE3yIbTATOB JOKIMHUYECKUX HUCCICIOBAHHUH JIEKAPCTBEHHBIX CPEACTB U KIMHHYECKUX HCCIICTOBAHHMA
JIEKapCTBEHHBIX MPENapaToB, MOATBEPKAAIONINX €0 KauecTBO, 3((HEKTUBHOCTH U 0€30MaCHOCTS;
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

(n. 11 B pen. ®enepanpHoro 3akoHa ot 27.12.2019 N 475-03)

12) BoCTIpOM3BEICHHBIN JIEKAPCTBEHHBIN MperapaT - JEKapCTBEHHBIN Mpernapar s MEAUIITHCKOTO
MPUMCHCHHSI, KOTOPBIA HWMEET OKBHBAJICHTHBIH pedepeHTHOMY JICKapCTBCHHOMY Tpernapary
KaueCTBEHHBIN COCTaB M KOJIMYECTBEHHBIM COCTAaB JICUCTBYIOUIMX BEUIECTB B OSKBHUBAJECHTHOU
JIEKapCTBEHHON (opme, MO0 JIeKapCTBEHHBIN Tperapar il BETEPHHAPHOTO MPUMEHEHHUS, KOTOPBIN
UMEeT TaKue K€, 4YTO M pedepeHTHbI JIEKapCTBEHHBIM IIpernapaT, KaueCTBEHHBIM COCTaB H
KOJIMYECTBEHHBI  COCTaB  JICWCTBYIOIIMX BEIIECTB B TakKOM K€ JIEKApCTBEHHOU  dopme,
OMOSKBUBAJICHTHOCTh  WJIM  TEpaleBTHUECKass OSKBUBAJIEHTHOCTh KOTOPBIX  COOTBETCTBYIOIIEMY
pedepeHTHOMY JIeKapCTBEHHOMY IpenapaTy MOATBEPK/IeHa COOTBETCTBYIOIIUMU UCCIIEJOBAHUSIMH;

(n. 12 B pen. ®enepanpHoro 3akoHa ot 27.12.2019 N 475-03)

12.1) TepaneBTUYECKasi SKBUBAJIEHTHOCTD JIEKAPCTBEHHBIX IPENapaToB - JOCTH)KEHHUE KIMHUYECKH
COMOCTaBUMBIX TepaneBTHYecKoro 3¢¢exkra u mnokazarened >PPEeKTUBHOCTH M OE30MACHOCTH MpHU
MPUMEHEHUH JIEKAPCTBEHHBIX MpEnapaTroB Uil MEIUIIMHCKOTO TMPUMEHEHHS, HMEIOIIUX OJHO
MEXAYHapOJAHOE HEMaTeHTOBaHHOE (MM XHMUYECKOe, WU TPYNIUPOBOYHOE) HAUMEHOBAaHUE, B
SKBUBAJIEHTHBIX JIO3UPOBKaX MO OJAHMM U TeM € IMOKa3aHUSIM K NPUMEHEHHIO W TMPH OJMHAKOBOM
criocoOe BBe/IEHUS y OJIHOM M TOM K€ TPYIIIbl OOIbHBIX;

(n. 12.1 B pea. @exaepanbHoro 3akoHa ot 27.12.2019 N 475-03)

12.2) 6uoananoroBblii (OMOTIOMOOHBIN) JEKAPCTBEHHBINM Mpenapar (OnoaHanor) - OUOJIOTHYECKUIN
JIEKAapCTBEHHBIM TMperapaT, CXO0XKHH 10 mapaMerpaM KadecTBa, 3(PPEeKTHBHOCTH M O€30MacHOCTH C
pedepeHTHBIM OHOJOTHYECKUM JIEKApCTBEHHBIM IIperaparoM B TakKoil ke JeKapCTBEHHOU ¢dopMme u
HMEIOIINN UASHTUYHEINA CIOCO0 BBEACHHS;

(m. 12.2 BBeaen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

12.3) B3auMO3aMEHSIEMBI JICKAPCTBEHHBIN Ipenapar - JIGKApCTBEHHBIM Ipemnapar ¢ JOKa3aHHOU
TEparneBTUUYEeCKOH HKBHUBAJICHTHOCTHIO WM OWO3KBUBAJIECHTHOCTHIO B OTHOIICHHH pPEPEPEeHTHOrO
JIEKapCTBEHHOI'O IpernapaTa, UMEIOIINNA SKBUBAJICHTHBIE €My Ka4€CTBEHHBIN COCTAaB U KOJHMYECTBEHHBIH
COCTaB JICUCTBYIOIIMX BEIECTB, COCTaB BCIIOMOIaTeIbHBIX BEILIECTB, JIEKAPCTBEHHYIO (OpMY U CIIOCOO
BBEJICHUS;

(n. 12.3 BBeaen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-D3)

12.4) OWO’KBHBAJICHTHOCTb JICKAPCTBEHHBIX MpENapaToB - JIOCTHKEHUE COMOCTaBHUMBIX
MoKasareseil CKOPOCTH BCAChIBAHMS, CTEIIEHU IMOCTYIUICHUS K MECTy JEHCTBUS M CKOPOCTH BBIBEACHUS
OJIHOTO WJIM HECKOJBKHUX OONagaromux (papMakoIOTUYECKON aKTUBHOCTBIO JEMCTBYIOUINX BEIIECTB MPH
MPUMEHCHHUH JICKQPCTBEHHBIX TMpENapaToB Ui MEAWIIMHCKOTO TNPUMEHECHHS, HWMEIOINUX OJHO
MEXAYHApOJAHOE HEMaTEeHTOBaHHOE (MM XHMHUYECKOe, WU TPYINIUPOBOYHOE) HAUMEHOBAaHUE, B
SKBUBAJICHTHBIX JO3UPOBKAX M MPHU OJMHAKOBOM CIIOCOOE BBE/ICHHUS,;

(. 12.4 BBeaen denepanbHbIM 3ak0HOM OT 27.12.2019 N 475-D3)

13) JICKAPCTBCHHOC PACTUTCIIBHOC CBIPHC - CBCKUC HJIM BBICYHICHHBIC PACTCHUS 00 ux 4acCTu,
HUCIIOJIB3YEMbBIC I IIPOU3BOJACTBA JICKAPCTBCHHBIX CPCACTB OpPraHu3aludaMu - IIPOU3BOAUTCIIIMU
JICKApPCTBCHHBIX CPCACTB HJIM HU3TOTOBJICHUA JICKAPCTBCHHBIX IMPCIIAPATOB AllITCYHBIMU OpraHu3alsIMU,
BCTCPHUHAPHBIMHA allITCYHBIMU OpraHu3alusIMu, HUHIAUBUAYAJIBbHBIMA HNPCAINIPUHUMATCIAMUA, HWUMCIOIIUMU
JIUIICH3HIO HAa (I)apMaI_[eBTI/I‘-ICCKYEO ACATCIIbHOCTD,

14) nexapcTBEHHBIH PACTUTENBHBIN Npemnapar - JeKapCTBEHHbIH Mpemnapar, MPOU3BEACHHBIH WU
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

M3TrOTOBJIEHHBIN M3 OJHOIO BUJA JIEKAPCTBEHHOTO PACTUTENBHOIO CBIPbSl MJIM HECKOJIBKUX BUJIOB TaKOT'O
CBIPBS U pean3yeMblil B pac()acOBaHHOM BUJIE BO BTOPUUYHOM (IOTPEOUTETHCKO) YITaKOBKE;

15) roMmeonaTnuueckuil JeKapCTBEHHBIIN Ipenapar - JeKapCTBEHHbIN MpenapaT, IPOU3BECHHbIN WU
M3TOTOBIICHHBI W3  (papmaneBTHYECKON CyOcTaHIMM Wi  (DapMaleBTUYECKUX CyOCTaHIMH B
COOTBETCTBUH C TpeOOBaHUAMH OOMMX (papMaKOMEHHBIX CTAaTe K TOMEONAaTHYECKUM JIEKapCTBEHHBIM
mpernapartaM WM B COOTBETCTBHM C TpeOOBaHMSIMH (hapMaKoled CTPAHbI MPOM3BOAUTEINS TaKOTO
JIEKapCTBEHHOI'O IIpernapara;

(n. 15 B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-03)

16) MexxayHapOJHOE HEMAaTEeHTOBAaHHOE HAMMEHOBAaHHUE JIEKAPCTBEHHOTO CPE/ICTBA - HAMMEHOBAHHE
JNEHUCTBYIOIIETO  BemiecTBa  (papMarleBTUYECKOW  CyOCTaHIIMH, pPEKOMEHJ0BaHHOe BcemmupHo
OpraHu3aluen 31paBoOXpaHECHHUS;

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

17) TOproBo€ HAaMMEHOBAaHHE JIEKAPCTBEHHOI'O CpPEACTBA - HAMMEHOBAHME JIEKAPCTBEHHOIO
CPEACTBA, IPUCBOCHHOE €ro pa3pabOTUMKOM, JAepiKaTelleM WIM BIAJENbLEM PETUCTPALMOHHOTO
YIIOCTOBEPEHUS JIEKapCTBEHHOTO Tpenapara;

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

17.1) rpynmupoBOYHOE€ HAWMEHOBAHHE JIEKAPCTBEHHOrO  TMperapara - HaUMEHOBaHUWE
JIEKapCTBEHHOI'O IpernapaTa, HE WMEIOLIEr0 MEXKIyHApOJHOTO HEMaTeHTOBAaHHOIO HAaWMEHOBAHMS, WM
KOMOHMHAIIMK JIEKAPCTBEHHBIX MPENapaToB, HCHOJIb3yeMOE B IeNsAX OOBEAMHEHHS UX B TPYIIY O]
€IMHbIM HaMEHOBAaHUEM UCXOJS U3 OJMHAKOBOI'O COCTaBa JEMCTBYIOUINX BEUIECTB;

(m. 17.1 BBeaen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

18) obmas dapmakoreiiHas ctaThs - JOKYMEHT, YTBEPXKICHHBIN YIIOJTHOMOYCHHBIM (heaepabHbIM
OpraHOM WCIIOJTHUTEIBHOW BJIACTH M COJIEPKAIWI IEepeUeHb IMoKa3aTeliell KayecTBa W (MJIM) METOJIOB
KOHTPOJISI KadyecTBa KOHKPETHOW JICKAPCTBEHHOW (DOPMBI, JIEKAPCTBEHHOTO PACTHUTEIBHOTO CHIPHS,
BCIIOMOTATEJIBHBIX BEIIECTB, ONUCAHHS OHOJOTMYECKHX, OHOXMMHYECKHX, MHKpPOOUOJIOTHYECKUX,
(U3NKO-XUMHUECKUX, (PU3HUECKIX, XUMUYECKUX U IPYTUX METOJOB aHAJIM3a JIEKAPCTBEHHOTO CPEJNICTBA,
a TaKke TpeOOBAaHUS K UCIOJIb3yEMBIM B IIEJISIX MMPOBEJACHUS JAHHOTO aHAJIHM3a PEaKTHBaM, THTPOBAHHBIM
pacTBOpaM, HHIUKATOPaM;

(B pen. denepanbubix 3aKkoHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

19) dapmakomneiiHas cTaThsi - JIOKYMEHT, YTBEPXKICHHBIA YIIOJHOMOYCHHBIM (eaepaabHbIM
OpraHOM HCIOJHHUTEIILHOM BJIACTH U COJICPIKAIIMIA ITepeUeHb MoKa3aTeIe KauecTBa U METOJIOB KOHTPOJISA
KayecTBa JICKAPCTBEHHOIO CPEJICTBA, JICKAPCTBEHHOI'O PACTUTEIBHOIO CHIPhS, BCIIOMOTaTEIbHBIX
BEIIECTB;

(B pen. DenepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

19.1) cranmapTHbie 00pas3Ilbl - BENIECTBA, IOCPEICTBOM CPaBHEHUS C KOTOPBIMH OCYIIECTBISCTCS
KOHTPOJIb Ka4yeCTBa HCCICAYEMBIX JICKAPCTBEHHBIX CPEJICTB C IMOMOINBI0 (PU3MKO-XMMHYECKHX U
OMOJIOTUYECKUX METOJIOB B IENISAX TOATBEPKICHHUS COOTBETCTBUS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSIM
HOPMAaTHBHOM JIOKYMEHTAIIMHU, YCTAHOBJICHHBIM TIPH OCYIIECTBICHUN TOCYIapCTBEHHOW PETUCTpAIH, U
KOTOpbIE TMPHUMEHSIOTCS Ui KAJIMOPOBKH CTaHIAPTHBIX OOPa3IOB TMPOU3BOJMTENS JIEKAPCTBEHHBIX
CpPE/ICTB, HCIOJIL3YeMbIX Ui KOHTPOJS KadecTBa M HMHBIX IIEJCH TpU OOpalleHHH JIEKapCTBEHHBIX
CPEICTB;

www.consultant.ru CrpaHuua 8 n3 163
HafAe)XHafA npaBoBas noaaepxXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=10.04.2025&dst=100030&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=10.04.2025&dst=100032&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=10.04.2025&dst=100033&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=10.04.2025&dst=100034&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=10.04.2025&dst=100036&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&date=10.04.2025&dst=100017&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=10.04.2025&dst=100037&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&date=10.04.2025&dst=100018&field=134

depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

(n. 19.1 BBenen @enepasbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

19.2) dapmakomneidHplii CTaHTAPTHBIM OOpa3er - CTaHAApTHBIA 00pasel, NPOW3BEIACHHBIN B
COOTBETCTBUU C (papMaKoONEiHON CTaThel;
(n. 19.2 BBenen ®enepasibHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

20) HOpMaTHBHas JOKyMEHTallUs - JOKYMEHT, COJIEp)Kaluil IepeuyeHb ONpEeIeNsieMbIX IO
pe3yibTaTaM COOTBETCTBYIOINMX OKCIEPTHU3 II0Ka3aTeled KadecTBa JIEKapCTBEHHOIO CpPEACTBA UL
MEJIMIUHCKOr0 NPUMEHEHUS, METOI0B KOHTPOJIS €r0 Ka4eCTBa U YCTAaHOBJICHHBIN €r0 IPOU3BOAUTEIIEM;

21) HOpMaTUBHBIN JTOKYMEHT - JOKyMEHT, COJepXalluil IIepedeHb ONpPEAeIIeMbIX IO pe3ybTaTaM
COOTBETCTBYIOIIMX DJKCIEPTU3 TIOKa3aTeleld KadecTBa M (WJIM) METOJIOB KOHTpOJII KauecTBa
JIEKapCTBEHHOUW (hOpMBI, OTIUCAHUsI OWOJOTUYECKUX, OMOXUMHUYECKHX, MUKPOOHOJIOTUUECKHX, (PU3UKO-
XUMHMUYECKUX, (PU3MYECKUX, XUMUYECKMX M JPYIMX METOJIOB aHajM3a JIEKAapCTBEHHBIX CPEJICTB MJIs
BETEPUHAPHOTO MPUMEHEHUS, TPeOOBaHUS K HCHOJIb3YeMbIM B LIEJSAX IMPOBEIEHUS JaHHOTO aHalu3a
peakTUBaM, TUTPOBAHHBIM PACTBOPAM, HHAMKATOPAM M YCTaHOBJIEHHBIN €ro MPOU3BOUTENEM;

21.1) oOmui TEeXHUYECKUH TOKYMEHT - KOMIUIEKT JOKYMEHTOB W MAaTepHajoB, COCTOSIIIMNA U3
HECKOJIbKMX  pa3fesioB -  JOKYMEHTaUuW  aJIMHUHHCTPATHBHOIO  XapakTepa,  XUMHYECKOM,
(dhapmareBTHUeCKOM W OHOJOTHYECKOW JOKYMEHTalu#, (HapMaKoJOTUYECKOHW, TOKCHKOJOTHYECKON
JOKYMEHTAlUHM, KIMHUYECKOW JOKYMEHTAalWH M NPEACTaBIIAEMBbId OJHOBPEMEHHO C 3asBICHUEM O
rocy/lapCTBEHHOW PETUCTPallMH JEKapCTBEHHOTO Mpenapara s MeAUIIMHCKOro MPUMEeHEeHUs B popmare,
YCTaHOBJIEHHOM YIIOJTHOMOYEHHBIM (pe/iepaIbHbIM OPTaHOM HCIIOJIHUTENIBHOM BIACTH;

(m. 21.1 BBeaen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

22) KauyecTBO JIEKAPCTBEHHOI'O CPEACTBA - COOTBETCTBUE JIEKAPCTBEHHOT'O CpPEACTBa TPeOOBAHUIM
(dapmakomneiHoi cTaTby MO0 B CiIydae €€ OTCYTCTBHUSI HOPMATHUBHOW TOKYMEHTAIIUU WJIM HOPMAaTUBHOTO
JOKYMEHTA;

23) 0e30macHOCTh JIEKAPCTBEHHOTO CPEJICTBAa - XapaKTEepPUCTHUKA JIEKapCTBEHHOIO CpEJCTBa,
OCHOBaHHAsl HAa CPAaBHUTEJIBHOM aHau3€e ero 3PGEeKTUBHOCTH U PHCKa IPUUMHEHUS BPEa 3I0POBBIO;

24) 5] @eKTUBHOCTD JEKApCTBEHHOTO Ipenapara - XapaKTepUCTHKAa CTENEHU IOJOXKUTEIBHOTO
BIIUSIHUSL JIGKAPCTBEHHOTO IIpermapaTa Ha TEUYeHHUE, MPOJOJDKUTENBFHOCTh 3a00JIeBaHUS WM €ro
MpeIoTBpallleHue, peabuINTalNIo, Ha COXpaHeHue, MPeJOTBpAaIlleHHe WK MIpephiBaHIe OEpEeMEHHOCTH;

25) CCpHA JICKAPCTBCHHOI'O CPEACTBA - KOJUYCCTBO JICKAPCTBCHHOI'O CpCACTBA, IIPOU3BCIACHHOC B
PE3YyIbTATC OJHOTO TCXHOJOTMYCCKOT'0O HUKIIA €TI0 IIPOU3BOAUTCIICM

26) perucTpaloOHHOE yJOCTOBEpPEHHE JIEKapCTBEHHOTO MperapaTa - 3alich B TOCYAApCTBEHHOM
peecTpe  JIEKapCTBEHHBIX CPEACTB, TMOATBepXkaaromias (GakT TOCYJapCTBEHHOW  perucTparuu
JIEKapCTBEHHOTO TpenapaTa, U (W) JOKYMEHT, OATBEPKIAOIMINMA (PaKT rocyAapCcTBEHHOW perucTpaiuu
(peructpanum) TeKapcTBEHHOTO Mpernapara;

(. 26 B pen. ®enepanpHoro 3akoHa oT 30.01.2024 N 1-D3)

261) ACPIKATCIIb WKW BJIAACIICH PETUCTPALUOHHOIO YOAOCTOBCPCHUA JICKAPCTBCHHOI'O IIpCliapara -
pa3pa60TqI/H< JICKAPpCTBCHHOTO  CpCACTBA, MPOU3IBOJUTCIIL JICKAPCTBCHHBLIX CpECACTB MM HHOC
HOPUIUYICCKOC JIMIO, 06.]'[3.,[[3.}01]_166 MpaBOM BJIAACHUA PCTUCTPALUOHHBIM YAOCTOBCPCHUCM, KOTOPLIC
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

HECYT OTBETCTBEHHOCTb 32 KauecTBO, 3(h(heKTUBHOCTH M 0€301MaCHOCTH JIEKAPCTBEHHOTO IIpernapara;
(. 26.1 BBeneHn ®PenepasbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

27) perucTpalMOHHBIN HOMEP - KOJIOBOE 0003HAYCHHUE, TPUCBOCHHOE JIEKAPCTBEHHOMY MperapaTy
IIPU €T0 roCcy1apCTBEHHOM PErUCTPALUU WIH PETUCTPALIUN;
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

28) oOpamieHue JIGKAPCTBEHHBIX CPEACTB - pa3paboTka, JAOKIMHUYECKHE HCCIICIOBaHUS,
KIIMHUYECKUE HWCCIICIOBAHUS, OKCIEPTH3a, TOCYIApPCTBEHHAs PETUCTPAIMS WA  PErUCTparus,
CTaHIApTH3AIMs W KOHTPOJIb KadecTBa, MPOW3BOJICTBO, U3TOTOBJIICHHE, XpPaHCHHE, TEPEBO3Ka, BBO3 B
Poccuiickyro ®@eneparuro, BbiB03 U3 Poccuiickoit @enepanuu, pexiiama, OTIYCK, pean3aius, nepenaya,
IIPUMEHEHNE, YHUYTOXKEHUE JIEKAPCTBEHHBIX CPEICTB;

(B pen. ®enepanbubix 3akoHOB 0T 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

29) cyObekThl OOpalIeHUs JIEKAPCTBEHHBIX CPEACTB - (U3MYECKUE JIMI[A, B TOM YHCIC
WHIUBUAYyaJIbHbIE TPEINPUHUMATENN, W IOPUAWYECKHE JIMIA, OCYIIECTBISIONINE AEATEIbHOCTh MpPH
oOpallleHNH JIEKapCTBEHHBIX CPEJICTB;

30) pa3paboT4HK JIEKAPCTBEHHOTO CPEJCTBA - OpraHu3aIus, 00anaromnas npaBaMu Ha Pe3yabTaThbl
JOKIIMHUYCCKUX I/ICCHe}IOBaHI/Iﬁ JICKAPCTBCHHOT'O Cpe€acTna, KIIMHUYECCKUX I/ICCJ'Ie)IOBaHI/Iﬁ
JICKApCTBEHHOTO TpenapaTa u (M) Ha TEXHOJOTHIO MTPOU3BOICTBA JIEKAPCTBEHHOTO CPE/ICTBA;

(B pen. ®enepanbHoro 3aK0oHa OT 22.12.2014 N 429-D3)

31) mpou3BOACTBO JEKAPCTBEHHBIX CPENICTB - NESATENBHOCTh MO IMPOU3BOJCTBY JEKapCTBEHHBIX
CPEICTB OpPraHM3alMSIMU - MPOU3BOAUTEISIMHU JIEKAPCTBEHHBIX CPEJICTB HAa OJAHOW CTAaIUH, HECKOJIbKUX
WM BCEX CTAUAX TEXHOJOTHYECKOTO Mpollecca, a TaKKe M0 XPaHEHUIO M peanu3aliu MpOU3BEICHHBIX
JIEKapCTBEHHBIX CPEJICTB;

31.1) npou3BOJACTBEHHAS TUIOMIAAKA - TEPPUTOPHATIBLHO 000COOICHHBIH KOMILJICKC IPOU3BOIUTEIIS
JICKApCTBEHHBIX CPEICTB, TIPEJAHA3HAYCHHBIA JUIA BBINIOJHEHUST BCErO IpoIllecca IMPOU3BOJCTBA
JICKApCTBEHHBIX CPEJICTB WK €r0 ONPEICICHHON CTaIny;

(m. 31.1 BBeaen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

32) MMPOU3BOAUTCIIb JICKAPCTBCHHBIX CPCACTB - OpraHu3anusd, OCYIICCTBJIAROINAA IMPOU3BOACTBO
JICKAPCTBCHHLIX CPCACTB B COOTBCTCTBUHU C Tpe60BaHI/I$IMI/I HaCTOoAIICTO (DeﬂepaHbHOFO 3aKOHaA,

33) dapmareBTHUECKAs ACATEIBHOCTD - JCATEIBHOCTD, BKIIIOYAIONIAs B Ce0s ONTOBYIO TOPTOBIIIO
JICKAPCTBEHHBIMH ~ CPEICTBAMM, WX XpaHCHHWE, T[EPeBO3KY U (WJIM) PO3HUYHYI) TOPTOBIIIO
JICKApCTBEHHBIMH TIperapaTaMd, B TOM YHCJIE IMCTAHIIMOHHBIM CIIOCOOOM, MX OTIYCK, XpaHCHHE,
MEePEeBO3KY, U3TOTOBIIEHUE JIEKAPCTBEHHBIX MPEMApaTOB;

(B pen. ®enepanpHoro 3akona oT 03.04.2020 N 105-D3)

34) opraHu3anusa OIITOBOH TOProBJIN JICKAPCTBCHHBIMU cpeacTBamu - OopraHusanus,
OCYIICCTBJIAKOIIAA OITOBYHO TOPTOBJIIO JICKAPCTBCHHBIMU CPCACTBAMHU, HX XPAHCHUC, IICPCBO3KY B
COOTBCTCTBHH C Tpe60BaHI/I$IMI/I HaCTOAIICTO @enepanLHoro 3aKOHa,

35) alfTéuHad opraHu3anusa - oOpraHu3anuvsda, CTPYKTYPHOC MTOAPa3ACICHUC MEIUITUHCKOM
opraHu3anuu, OCYHICCTBJIAIOIIUC PO3HUYHYKO TOPTOBJIIO JICKAPCTBCHHLIMHU IIpCIiapaTaMu, B TOM YHUCIIC

www.consultant.ru CrpaHnua 10 n3 163
HafAe)XHafA npaBoBas noaaepxXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=10.04.2025&dst=100043&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&date=10.04.2025&dst=100021&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=454112&date=10.04.2025&dst=100820&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&date=10.04.2025&dst=100022&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=10.04.2025&dst=100045&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=10.04.2025&dst=100046&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=349322&date=10.04.2025&dst=100014&field=134

depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

JHMCTAHIIMOHHBIM CIIOCOOOM, XpaHEHHUE, TIEPEBO3KY, U3TOTOBJICHHE U OTIYCK JICKAPCTBEHHBIX IPEIapaToB
ISl MEJIMIIUHCKOTO MTPUMEHEHHSI B COOTBETCTBUH C TpeOOBaHUAMU HacTosimero deaepaibHOro 3aKoHa;
(B pen. @enepanbHbix 3aKk0oHOB 0T 25.11.2013 N 317-®3, ot 03.04.2020 N 105-D3)

36) BerepuHapHas anTeyHas OpraHu3alus - OpraHu3alus, CTPYKTypHOE IOApa3/elieHue
BETEPUHAPHON OPraHU3alMH, OCYILECTBILIIONME POSHUYHYIO TOPrOBIIIO JIEKAPCTBEHHBIMU IIPENapaTaMu,
B TOM 4YHCJIIE AUCTAaHIIMOHHBIM CHOCO60M, XpaHCHHUEC, H3IOTOBJICHUC MW OTIIYCK JICKAPCTBCHHBIX
npemnaparoB jid  BETCPHUHAPHOIO MNPHUMCHCHHA B COOTBCTCTBUH C TpC6OBaHI/I$IMI/I HaCTOAICTO
®denepanbHOrO 3aKOHA;

(B pen. ®enepanbHoro 3akoHa oT 03.04.2020 N 105-D3)

37) danbcupunupoBaHHOE JIEKAPCTBEHHOE CPENICTBO - JIEKAPCTBEHHOE CPEJICTBO, COMTPOBOXKIAEMOE
JIO’KHOM MH(OPMAIIUE 0 €r0 COCcTaBe U (MJIN) TPOU3BOIUTEIIE;

38) HegoOpokayecTBEHHOE JIEKAPCTBEHHOE CpPEICTBO - JIEKAPCTBEHHOE CPEICTBO, HE
COOTBETCTBYIOIIEE TPeOOBaHUSAM (HhapMaKOMEHHON CTaThU MO0 B Cliydae €€ OTCYTCTBUS TPEOOBaHHSIM
HOpMaTI/IBHOI\/'I JOKYMCHTAallUH WUJIX HOPMATHUBHOTO JOKYMCHTA,

39) xoHTpadaKTHOE JEKAPCTBEHHOE CPEJICTBO - JIEKAPCTBEHHOE CPEICTBO, HAXOAIIEECs B 000poTe
C HapyIICHUEM TPAXKIAHCKOTO 3aKOHOIATEIhCTBA;

40)  NOKIMHMYECKOE  HCCIEeNOBAaHUE  JICKAPCTBEHHOTO  CpeiAcTBa -  OWMOJIOTMYEcCKUe,
MHUKpPOOHOJIOTMYECKHUE, UMMYHOJIOTMUECKHUEe, TOKCHKOJIOTUYECKHE, (apMaKojJornyeckue, (u3nyeckue,
XUMHYECKHE U JIpYrue UCCIeI0BaHuUs JEKapCTBEHHOTO CPEACTBA MyTeM MPUMEHEHHs HayYHBIX METOJOB
OIICHOK B LIEJISX MOJYYEHUsI JOKa3aTelbCTB O€30MacHOCTH, KauecTBa U 3((HEKTUBHOCTH JIEKAPCTBEHHOTO
CpEeICTBa;

4]1) KIMHUYECKOE HCCIIEeOBAaHUE JIEKAPCTBEHHOrO TMpernapara - H3Yy4YeHHE TUarHOCTHYECKHUX,
Je4eOHBIX, MPOPHUIAKTUYECKUX, (HapMaKOJIOTHYECKHX CBOMCTB JIEKapPCTBEHHOTO Ipemnapara B IMpoLecce
€ro NpHUMEHEHHUs Yy YeJOBEeKa, >KMBOTHOTO, B TOM YHUCIJE IPOLECCOB BCACHIBAHUS, PACHpPENEICHUS,
W3MEHEHHUS M BBIBEICHUS, IyTeM IPUMEHEHHUS HaydyHBIX METOJOB OIEHOK B LEISAX MOTYYCHHUS
JI0Ka3aTeNIbCTB 0€30MacHOCTH, KauecTBa W A(PGEKTUBHOCTH JIEKAPCTBEHHOIO IIperapaTa, JaHHBIX O
HEXKEJIaTeNbHBIX PEaKIUsAX OpraHM3Ma 4YeJlOBeKa, »KUBOTHOTO Ha TMPUMEHEHHE JIEKapCTBEHHOIO
npermapata U 06 3ddexre ero B3aMMOACUCTBUSA C APYTUMHU JIEKAPCTBEHHBIMU MpernapaTamMu U (UIH)
MUIIEBBIMU TPOIYKTaMU, KOPMaMH;

42) MHOT'OLICHTPOBOC KIIMHUYCCKOC UCCICAOBAHHEC JICKAPCTBCHHOI'O IIpcliapara Il MCAUIHUHCKOTO
NPpUMCHCHUA - KIMHUYCCKOC HMCCICAOBAHUC JICKAPCTBCHHOI'O IIp€rapara MIid MCIUIUMHCKOI'O
IIPpUMCHCHUSA, IIPOBOJUMOC p33pa6OT‘II/IKOM JICKAPCTBCHHOI'O IIpCIllapaTra B ABYX U bonee MCOAUIIMHCKHUX
opraHu3anuiax 1o €AMHOMY IMPOTOKOIY KIIMHUYCCKOTO UCCICIOBAHUS JICKAPCTBECHHOTO IIpCIiapara,

43) MCKAYHAPOAHOC MHOTOHCHTPOBOC KIMHUYCCKOC HCCICIOBAHHUC JICKAPCTBCHHOTO IIpCIlapara
sl MEOAULUHCKOTO IMPUMCECHCHUA - KIMHHYECKOC HUCCICAOBAHUC JICKAPCTBCHHOI'O IIp€riapara JIsd
MCIAUIHUHCKOI'O0 MPUMCEHCHUA, IIPOBOJAUMOC paBpa6OTLII/IKOM JICKAPCTBCHHOTO IIpCIlapaTa B PA3JINYHBIX
CTpaHax 1o €ANHOMY IIPOTOKOJIY KIMHHUYCCKOI'O UCCIICAOBAHUA JICKAPCTBCHHOI'O IIPLCIIapara,

44) MOCTPECTUCTPAIUOHHOC  KIIMHUYCCKOC HCCICHOBAHHUC JICKAPCTBCHHOTO IIpeliaparta I
MCIUIUHCKOI'O0 MPUMCHCHUA - KIMHHYCECKOC HCCICAOBAHUC JICKAPCTBCHHOI'O Ipfcliapara JJId
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

MEIULUHCKOTO MPUMEHEHHs, IPOBOJAUMOE MPOU3BOAUTEIEM JICKAPCTBEHHOTO IpenapaTa, rpaxaaHCKHMA
000pOT KOTOPOTO OCYIIECTBIISIETCS MOCIE TOCYNAapPCTBEHHOW PETHCTPAlMU MM PErHCTPaliy, B LENIIX
JOTIOJTHUTEIBHOTO cOOpa JAaHHBIX O €ro 0e30macHOCTH W A(PPEKTHUBHOCTH, PACHIMPEHHS IMMOKA3aHWHA K
NPUMEHEHHUIO JAHHOTO JICKApCTBEHHOTO TIIperapara, a TaKKe BBISBICHHUS HEXKEIaTeIbHBIX pPeaKIuit
MaIMEeHTOB Ha €ro JCHCTBHE;

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-®3)

45) wuccnenoBaHue OHMOAKBHUBAJIEHTHOCTH JIEKAPCTBEHHOTO IIpernapara - BUJ KIMHHUYECKOTO
WCCIIEIOBAaHUS JIEKAPCTBEHHOTO Tpernapara, MpoBEACHUE KOTOPOTO OCYIIECTBIISIETCS ISl OTpEeIeHUs
CKOPOCTH BCacChIBaHUS W BBIBEJICHHS] OJHOTO WJIM HECKOJBKHX OONamaromux (GpapMaKoJIOTHIeCKOH
aKTHBHOCTBIO JICHCTBYIOIIMX BEIIECTB, KOJMYECTBA JICKAPCTBEHHOTO TIperapara, JIOCTHTaIOIIero
CHCTEMHOTO KPOBOTOKA, M PE3yJIbTAaThl KOTOPOTO IO3BOJIAIOT CHENaTh BBIBOJ O OMOAKBHUBAICHTHOCTH
BOCIIPOM3BEICHHOTO JIEKAPCTBEHHOTO TIpernapara B OINpeeSICHHBIX JIEKAPCTBEHHOU (hopMe U JT03UPOBKE,
COOTBETCTBYIOIINX (POpPME U JO3UPOBKE pehepeHTHOTO JIEKaPCTBEHHOTO MPETapara;

(1. 45 B pen. @eaepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

46) wuccnenoBaHHE TEpPaANEeBTUYECKONW HSKBUBAJIEHTHOCTH JIEKAPCTBEHHBIX IMPENapaToB - BUJ
KJIINHWUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHBIX IPENApaToOB, IPOBEACHUE KOTOPOTO OCYIIECTBISAETCS IS
BBISIBJICHHS OJIMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX MPENapaToB ONpeAEICHHON JIEKapCTBEHHONW (OpPMBI, a
TaKKe HaJIWuds OJMHAKOBBIX IIOKa3aTened Oe30MacHOCTH U J3(PPEKTUBHOCTU JIEKAPCTBEHHBIX
MpernapaToB, OAMHAKOBBIX KIMHUYECKUX dPPEKTOB MPU UX IPUMEHEHHH,

47) mpoTOKOJN KJIMHUYECKOTO HCCIEIOBAHMs JIEKAPCTBEHHOTO Ipemnapara - JOKYMEHT, B KOTOpOM
OTIpeNeNsatoTcs 1eNd, (PopMBbl OpraHu3allid U METOAOJOTHS MPOBEACHUS KIMHUYECKOTO HCCIEA0BaHNUSA,
CTaTHUCTUYECKHUE METOJAbl 00pabOTKM pEe3y/lbTaTOB TAaKOrO HCCIEAOBAHHUA M MeEpbl MO 00ECleyeHHIo
0€30MacHOCTH (PU3UYECKUX JIML, YYAaCTBYIOUIUX B KIMHUYECKOM HCCIIEIOBAHUHM JIEKAPCTBEHHOTO
npernapara;

48) 6pomfopa HCCIICA0BATEIA - CBOAHOEC M3JIOKCHHUE PE3YIbTATOB JOKIMHHYCCKOI'O UCCICAOBAHMA
JEKApCTBEHHOI'O CpE€ACTBA MW  KIMHHUYCCKOI0 HCCICAOBaHHA JICKAPCTBCHHOI'O Iperiapara g
MCIUIHUHCKOI'O IPUMCHCHUA

49) nHpOPMAIIMOHHBIN JTUCTOK MAI[UCHTA - JOKYMEHT, B KOTOPOM COJIEP)KATCS B JJOCTYITHOU (opme
CBEJICHHS, KacaroIlMecs MPOBOJMMOTO KIMHHUYECKOI'O HMCCJICIOBAHUS JICKApCTBEHHOTO IperapaTra, U B
dbopMe DIEKTPOHHOTO JOKYMEHTa, MOIMMCAHHOTO MAIlMEHTOM (€ro 3aKOHHBIM MPEJICTABUTENIEM) C
UCIIOJIb30BAHUEM YCUJICHHON KBaJM(UIIMPOBAHHON 3JICKTPOHHOM MOJIMUCH HIIM MPOCTOU 3JICKTPOHHOM
MOJIMUCH TIOCPEICTBOM NPUMEHEHHUsS C€IWHOW CUCTEMbl HUICHTU(MUKAIMK U ayTCHTUQUKAIMH, U IO
KEIAHWIO T[MallMeHTa B THCbMEHHOW (opMe J00pOBOJIBHOE CcOTJlache TalueHTa Ha Y4YacTHE B
KIMHUYECKOM HCCIICIOBAaHUM JICKApPCTBEHHOT'O Ipernapara I0CiAe O3HAKOMJICHHS C OCOOCHHOCTSIMH
KITMHUYECKOTO UCCIIEeI0OBAHUS, HMEIOIIMMU 3HaYCHHE IS BBIPAKEHUS TAKOTO COTITIACHS;

(B pen. ®enepanpHoro 3akona oT 30.01.2024 N 1-D3)

50) MOOOYHOE JeiCcTBHE - peaKknusa oOpraHu3mMa, BO3HHUKIIAA B CBA3W C ITIPUMCHCHUCM
JICKApCTBCHHOI'O TIIpfliapaTa B O03aX, PEKOMCHAYCMBIX B HWHCTPYKIUU II0 €ro IPUMCHCHHUIO, JISA
HpO(l)I/IJ'IaKTI/IKI/I, JAUArHOCTUKH, JICUCHUA 3a00JIeBaHUs WIIH AJIA pea6I/IJ'II/ITaI_[I/II/I;

50. 1) HCXKCIIATCIIbHAA pCaKlus - HCINPCAHAMCPCHHAA HC6JIaFOHpI/I$ITHaSI pCaKiusg oOpraHnu3ma,
KOTOpas MOXKCT OBITH CBsI3aHA C MPUMCHCHUECM JICKAPCTBCHHOI'O IIpCIiapara,
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

(. 50.1 BBeaen denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-03)

51) cepbe3Has HexenaTelabHas pEakIusl - HEeKeJaTelbHas PEaKIus OpPraHu3Ma, CBS3aHHAS C
NpPUMEHEHHEM JIEKapCTBEHHOTO TMIperapara, MpUBEIIas K CMEpPTH, BPOXKICHHBIM aHOMAIHAM WIIH
MOpPOKaM Pa3BUTHA JUOO TPEACTaBIAIONIas COOOM Yrpo3y >KM3HM, TPeOyrolas TOCIHUTAIU3AINN I
MIpUBEALLIAs K CTOUKON yTpare TPYA0CIOCOOHOCTH U (MJIM) HHBAJUIAHOCTH;

52) HCTIPCABUACHHAA HCKCIATCIIbHAA PCAKLIUA - HEKCIATCIbHAA PCAKLUsA OpraHu3Ma, KOTOpas
CBs3aHAa C MPHUMEHEHHEM JIEKapCTBEHHOrO Ipernapara B J03aX, PEKOMEHAYEMBIX B IMPOTOKOJE €ro
KIIMHUYECKOTO HCCIEA0BaHUsA, OpOIIIOpe HCCIeIoBaTeNs, WM C MPUMEHEHUEM JIEKAPCTBEHHOIO
npemapara B [J03aX, PCKOMCHAYCMbBIX B MHHCTPYKOUH II10 €ro IMNMPUMCHCHHUIO JJIS HpO(i)I/IJ'IaKTI/IKI/I,
JUArdHoCTUKH, JICUCHHU A 3a00JIEBAHUS UIN MG)II/IIII/IHCKOfI pea6I/IJ'II/ITaIII/II/I nanyeHTa, U CymHOCTb, TAXKCECTb
WM UCXOJ KOTOPOM HE COOTBETCTBYET MH(OpPMalMM O JEKapCTBEHHOM IIpernapaTe, Cojepialleics B
MIPOTOKOJIE €ro KJIMHUYECKOTO HCCIEA0BaHMs, OpOUIOpe HCClaeAoBaTelsl WIM B HHCTPYKIMHM IO
MIPUMEHEHHUIO JICKaPCTBEHHOTO TIperapara;

(. 52 B pen. @eaepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

52.1) dapmakoHan30p - BUA ACSITEIBHOCTH MO MOHUTOPHHTY 3()(PEKTUBHOCTH M OE30MaCHOCTU
JIEKapCTBEHHBIX  IPENapaToB, HANpaBlIE€HHBbIH HAa BBISBICHHE, OLEHKY U  MpPeJOTBpalleHHE
HeKeJlaTeNIbHbBIX MOCIIECTBUI PUMEHEHHS JIEKAPCTBEHHBIX MTPENapaToB;

(. 52.1 BBeaen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

52.2) miaH ynpaBJCHHS PUCKAMH - TMOAPOOHOE OIMHUCAHHME MEPOMNPHUATHH 1Mo (hapMaKoHAI30pYy,
HaTPaBJICHHBIX HA BBISIBIICHHE, OLICHKY W TPEAOTBPAICHUE MM MUHUMH3AIMIO PHCKOB, CBSI3aHHBIX C
JIEKapCTBEHHBIMHU IperapaTaMu, BKJItoYas ONIeHKY 3()(HEeKTUBHOCTH JaHHBIX MEPOTIPUSTHIA,

(. 52.2 BBeaen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

53) penenTt Ha JIEKapCTBEHHBIN MpemnapaTr - MEIUIMHCKUN JOKYMEHT YCTAaHOBJIECHHOW (OpMBI,
coJlepKalluii Ha3Ha4yeHHe JICKapCTBEHHOTO IpernapaTa JUisi MEIUIIMHCKOTO MPUMEHEHHUs, BbIIaHHBIN
MEJUIIMHCKUM pPa0OTHUKOM B IENSIX OTIyCKa JIEKAPCTBEHHOTO IMpernapara WM €ro HU3rOTOBJICHUS U
OTITyCKa Ha OyMa)XHOM HOCUTEJIEC WJIM C COTJIacHsl MalleHTa UM €ro 3aKOHHOTO MpeCcTaBuTeNs B opme
AIIEKTPOHHOTO JIOKYMEHTA, MOJAMNKWCAHHOTO C HCIOJIb30BAHMEM YCUJICHHOM KBaIU(pHUIIMPOBAHHON
ANIIEKTPOHHOW TMOJMUCH MEAMIMHCKOIO pabOTHHKA, JIMOO JOKYMEHT YCTAaHOBJICHHOW (opmbl,
coJlepKalluii Ha3HAYeHHE JIEKapCTBEHHOTO IMpernapara Jisi BETEPUHAPHOTO MPUMEHEHHs], BBbIIAHHBIN
CHEIMAMCTOM B OO0JAacTH BETEPUHAPUU B LENSIX OTIYCKa JEKapCTBEHHOIO IIpernapaTra WM ero
M3TOTOBJICHUS M OTITyCKa Ha OyMa)KHOM HOCHTEJIE UJTU C COTJIacHs Biajeiblla >)KUBOTHOTO WIIM 3aKOHHOTO
MIPEJICTAaBUTENS BJaJeiblla XKHUBOTHOTO, O(QOPMIIEHHBI B SJEKTPOHHOW ¢opMe € HCIOIb30BAHHEM
(benepanbHOl rocyIapcTBEHHON NHGOPMAIIMOHHOM CHCTEMBI B 00JIaCTH BETEpUHAPUU;

(B pen. @enepanbHbiX 3ak0HOB OT 29.07.2017 N 242-D3, ot 02.08.2019 N 297-D3, ot 30.12.2021 N 463-
D3)

54) TpeGoBaHME MEAMLIMHCKOW OpraHU3allMy, BETEpUHAPHOW OpraHM3alUd WIK OpraHU3aLUU
(MHOIMBUAYaNbHOTO  NpEANPUHUMATENS),  OCYIIECTBISIOMEH  (OCYIIECTBISIOIIEr0)  pa3BeeHUeE,
BBIpAIIMBAaHUE U COJEP’KAaHHE >KUBOTHBIX, - JOKYMEHT YCTaHOBJICHHON (POpMBI, KOTOpBIA BBIIHMCAH
MEIULUHCKUM PaOOTHUKOM WJIM CIIEIUATUCTOM B 00JAacCTH BETEpUHApUM, UMEIOIIMMU Ha 3TO IMPaBo, U
COJICpKUT B MHUCHMEHHOW (opMe YyKa3zaHHE alTeuyHOM OpraHM3alud WM BETEPUHAPHON anTeuyHOU
opranuzanuu 00 OTITyCKE JIEKAPCTBEHHOrO IIperapara WM O €r0 M3rOTOBJICHHH U 00 OTIYyCKe s
oOecrieyeHus JeyeOHOro IMpolecca B MEIUIIMHCKON OpraHu3allid, BETEPUHAPHON OpraHM3alud WM B
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

opraHu3anuv  (MHAUBUAYAJIbHBIM MPEINPUHUMATEIEM), OCYIIECTBISIIONICH  (OCYIIECTBIISIIOIINM )
pa3BeicHE, BBIPAIIMBAHUE U COICPKAHUE KUBOTHBIX;
(1. 54 B pen. @eaepanpuoro 3akoHa ot 30.12.2021 N 463-D3)

55) KOMIUIEKCHas OLEHKa JIEKApCTBEHHOIO Ipenapara - OLEHKAa 3aperuCTPUPOBAHHOIO
JIEKApCTBEHHOTO Iperapara, BKIIoJaromas B ce0s aHanu3 nHPOPMAIKA O CPAaBHUTEIHHON KITMHUYECKON
sdexTuBHOCTH U 6E30IIACHOCTH JICKAPCTBEHHOTO Mperapara, OLeHKY SJKOHOMHUYECKUX MOCIEACTBUI ero
MIPUMEHEHUS], U3yYEHUE JIOTIOJHUTENbHBIX IOCIEICTBUN NPUMEHEHUS JIEKAPCTBEHHOIO IIpernapara B
LEeIsIX NPUHATHS PEIIeHUH O BO3MOKHOCTH BKIIIOUEHHUS JIEKQpCTBEHHOIO Ipernapara B IEpedYeHb
KU3HEHHO HEOOXOJMMBIX U Ba)KHEWIIMX JIEKapCTBEHHBIX MpENnapaTtoB, HOPMATUBHbIE IIPABOBHIE aKThl U
MHBIE TOKYMEHTBI, ONPEAEISIONINE MOPSI0K OKa3aHUsI METUIMHCKON MOMOIIH, WX UCKIIOUYEHHUS €ro U3
YKa3aHHBIX [IEPEYHs, aKTOB U IOKYMEHTOB;

(. 55 BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

56) cucTeMa MOHHTOPHMHTA JBIKEHHS JIEKAPCTBEHHBIX TMpEmaparoB Ui MEIUIMHCKOTO
npuMeHeHusI - ¢efepanbHas TocyJapcTBeHHass WH(OpPMaIMOHHAsS CHUCTEMa MOHHTOPHHTA JBUKEHUS
JIEKApCTBEHHBIX TMpENapaToB IS MEIUIIMHCKOTO TPUMEHEHHUS OT TPOU3BOJUTENS 10 KOHEYHOTO
MOTPEOUTENI C MCIOJIb30BAaHUEM B OTHOIIEHWH JIEKAPCTBEHHBIX IMPENapaTroB Ui MEAUITUHCKOTO
MIPUMEHEHHUSI CPEJICTB UACHTU(DUKAITUH.

(. 56 BBenen DeaepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

Masa 2. NTONTHOMOYUA ®EQEPANBbHbLIX OPFTAHOB UCMNONHUTENBHOWU
BNACTW, UCMONHUTENbHbIX OPTAHOB CYEBEKTOB POCCUUCKON
PEAEPALUU NMPU OBPALLEHN NEKAPCTBEHHbLIX CPEACTB
(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

Cratba 5. lNMonHomouusa eapepanbHbIX OPraHOB MCNONHUTENILHOW BJIacTU npu
obGpalleHMn nekapcTBeHHbIX CpeacTB

K nomHomounsam (bezlepanbﬂmx OpraHoB HCITOJITHUTEIIFHOM BJIACTH IIpu O6paI_HeHI/II/I JICKAPCTBCHHBIX
CpCaACTB OTHOCATCA:

1) mpoBenenue B Poccuiickoit dDenepanuu eIMHOW TOCYAapCTBEHHOW NOJUTUKA B 001acTH
oOecrieueHHs JICKapCTBEHHBIMHU TIpenapaTamMu rpaxaad B Poccuiickoii @enepanum;
(B pen. denepanpHOro 3akona ot 22.12.2014 N 429-03)

2) yrBepxkjaeHue oOmUX (apMakomeWHbIX CcTaTei, (apMakoNeWHbIX CTaTel, U3JaHHE
rocynapcTBeHHOU (hapmakorneu, Co3JaHne U BeAeHUe peecTpa papMaKkoneiHbIX CTaHIapTHRIX 00Pa3IoB;
(B pen. denepanpHOro 3aKoHa OT 22.12.2014 N 429-D3)

3) ocymecTBieHne ¢eaepatbHOr0 TOCYyJapCTBEHHOTO KOHTpoJis (Ham3opa) B cdepe oOpareHus
JIEKapCTBEHHBIX CPEJICTB;
(B pen. DenepanbHbIX 3aK0HOB 0T 25.06.2012 N 93-®3, ot 11.06.2021 N 170-D3)

4) JIMIOCH3UPOBAHUEC IIPOU3BOACTBA JICKAPCTBCHHBIX CPEACTB, B TOM UYHUCIIC (be,uepaanHﬁ
FOcy,Z[apCTBCHHBII\/'I JIMIIEH3UOHHBIN KOHTPOJIb ACATCIbHOCTU IO MPOU3BOJACTBY JICKAPCTBCHHBIX CPCICTB,
NEPpUOAUYCCKOC TTOATBCPIKACHHUEC COOTBCTCTBUA JIMICH3UMATA, MMCIOMICTO JMUICH3WIO Ha MNPOU3BOJACTBO
JICKApCTBCHHBIX CPEACTB, U (I)apMaL[CBTI/I‘-IeCKOI\/'I ACATCIBHOCTH B COOTBCTCTBHMHU C 3aKOHOJATCIILCTBOM
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

Poccuiickoit ®enepanuu;
(B pen. ®enepanbHoro 3akona ot 11.06.2021 N 170-D3)

5) opraHuzanus SKCIEPTH3bl JICKAPCTBEHHBIX CPEICTB, ITHYECKOW SKCIEPTH3BI BO3MOXKHOCTU
MIPOBEJICHUS KIIMHUYECKOTO MCCIIEA0BAHMUS JIGKAPCTBEHHOTO Tpernapara Juisi MEUIIMHCKOTO MPUMEHECHHUS,
OKCIEPTHU3Bl JOKYMECHTOB, TIPEJACTABJICHHBIX [UISI OMPENCIICHUsS BO3MOXKHOCTH pPaccMaTpUBATh
JICKapCTBCHHBIN TIperapar JUisi MEIUIIMHCKOTO TPUMEHEHHUS B KadecTBE OP(AHHOTO JICKAPCTBEHHOTO
npernapara;

(B pen. denepanbHbix 3akoHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

5.1) opranuszanus TpPOBENCHHS KOMIUIEKCHOW OLIEHKHM JIEKApCTBEHHOIO Ipernapara B LENsIX
MIPUHATHS PELICHU O BO3MOXHOCTH BKJIIOUEHUS JIEKAPCTBEHHOIO IIpernapara B IEPEYEeHb JKU3HEHHO
HEOOXOJIMMBIX M Ba)XHEHMIINX JIEKapCTBEHHBIX IMpENaparoB, HOPMATHUBHbBIE IMpPAaBOBbIE aKThl U HHbBIE
JOKYMEHTBI, OIPENCISIIONINE TNOPANOK OKa3aHHWs MEAUIMHCKONM IOMOINM WM MCKIIOYEHUS €ro u3
YKa3aHHBIX [IEPEYHs, aKTOB U JOKYMEHTOB;

(m. 5.1 BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

6) BbIaya pa3peleHuil Ha MpoBeIeHNEe KIMHUYECKUX HCCIIeI0BaHUMN JIEKapCTBEHHBIX MTPErapaTos,
BEJICHUE pPEecTpa BBIJIAHHBIX PA3pEIUICHUN HA MPOBEICHUE KIMHUYECKHX MCCIIEIOBAHUN JIEKAPCTBEHHBIX
IpenapaTos;

7) TocymapcTBEHHAas perucTpanusi JEKapCTBEHHBIX IMpernapaToB, BEIEHHE TIOCYIapCTBEHHOIO
peecTpa JIeKapCTBEHHBIX CPE/CTB;

7.1) peructpaius, TOATBEP)KIECHUE pETHCTpanuu (TepeperucTpaius), BHECEHHWE H3MEHEHUW B
PETUCTPAIIIOHHOE JIOChE, a TAKXKE MPOBEACHUE TIPOIICYP, CBA3aHHBIX C PETUCTpAIMel, B COOTBETCTBHH C
YTBEP)KIICHHBIMU EBpa3suiickoll SKOHOMHYECKOW KOMHCCHUEH TMpPaBUIAMHU PETHCTPALUU M SKCIEPTH3BI
JICKApCTBEHHBIX CPEJICTB ISl MEAMIMHCKOTO TPUMEHEHHUS M TpPaBUJIAMH DPErYJIMPOBaHUS OOpaIleHHs
BETEPUHAPHBIX JICKAPCTBEHHBIX CPEJCTB HAa TaMOXXCHHOUW TeppUTOpUU EBpa3miickoro 3KOHOMHUYECKOTO
COH03a;

(. 7.1 BBenen @enepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

7.2) upexacraBieHre  MHPOPMAIMK O  PETHCTPAlMM,  TMOATBEPKJACHHH  PETUCTPAIMH
(mepepeructpaivy), BHECEHUHM HW3MEHEHHWH B PETUCTPAlMOHHOE JOChe, a Takke O Mpolexypax,
CBSA3aHHBIX C peructpauuedi, B EBpa3uiickyl0 JIKOHOMHUYECKYIO KOMHCCHUIO C HCIHOJIB30BaHUEM
WHTETPUPOBAHHON MH(POPMAIIMOHHOMN CUCTEMBI EBpa3uiickoro 3KOHOMHYECKOT0 CO03a B COOTBETCTBUU C
yTBEpXJACHHbBIMU EBpa3zuiickoii SKOHOMHYECKOW KOMHUCCHEH MopsaakoM (GOPMUPOBAHUS M BEICHHS
€IMHOTO peecTpa 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3uiicKoro "KOHOMHUYECKOTO COr03a
U TMpaBWIaMU PETYIMpPOBaHUS OOpalleHUs BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB Ha TaMO>KEHHOM
TeppuTopur EBpazuiickoro 3JKOHOMUYECKOTO COH034;

(m. 7.2 BBeneH denepanpHbiM 3aK0oHOM OT 30.01.2024 N 1-03)

73) YTBCPXKACHUC TIOpAAKAa HPHUOCTAHOBIICHUA JIeNCTBUSA PErucTpaiuOHHOr0 yA0CTOBCPCHUA
JICKAPpCTBCHHOI'O  IpflapaTra WJIW OI'PpAaHUYCHHUA TPUMCHCHHA JICKAPCTBCHHOI'O IIpeliapara JIAd
MCIHUIIMHCKOT'O IIPpUMCHCHUA B clrydadax, NpeaAYyCMOTPCHHBIX  YTBCPIKICHHBIMU EBpa3I/II\/'ICKOI\/’I
SKOHOMMYECKOM KOMHCCHEH ImpaBuUJIaMu PETUCTpAlUU M OSKCHCPTU3LI JICKAPCTBCHHBIX CPCACTB JId
MCIUIHUHCKOI'0 MPUMCHCHHA, U BO300HOBIICHUS JIeNCTBUS PErucTpaliluOHHOr0  yaA0CTOBCPCHUA
JICKAPpCTBCHHOT'O IIpCriapaTa WKW CHATHA OTrpaHUYCHUSA NPUMCHCHHA JICKAPCTBCHHOI'O IIpCriapara IJIsd
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

MCIUIUHCKOI'O0 NPUMCHCHUA
(. 7.3 BBenen @exnepanbubiM 3akoHoM OT 30.01.2024 N 1-03)

8) opranmzanus u (WId) MPOBEJACHHE WHCIEKTUPOBAHUSA CYOBEKTOB OOpAIllCHUS JIEKAPCTBEHHBIX
CPEACTB Ha COOTBETCTBUE YTBEPKICHHBbIM EBpa3uiiCKOM 53KOHOMHUYECKONW KOMHCCHEN IpaBUJIaM
HaJuIexalleld J1abopaTopHON MpaKTUKM, MpaBUiIaM HaJJeKalleld KIMHUYECKOW INPAKTUKU, IpaBUiIaM
Ha/JIeKaIIed TUCTPUOBIOTOPCKOM TPAKTHKH, TpaBHJIaM HaJUIekKalled MpakTuku (apmakoHam3opa, a
TaKXKe YTBEPXKJECHHBIM YIIOJHOMOYECHHBIMH (hellepalbHBIMH OpPraHaMU HCIIOJIHUTENILHOW BJIACTH
MpaBUJIaM HaJyIeXkallel anTeyHoN MpakTUKY, IPaBUIaM XpaHEHHUsI JIEKAPCTBEHHBIX CPE/ICTB;

(. 8 B pea. ®enepanbHoro 3akoHa oT 30.01.2024 N 1-D3)

8.1) opranmzanus u (Win) MPOBEJACHUE WHCIIEKTUPOBAHUS CYOBEKTOB OOpaIIeHUsI JIEKApCTBEHHBIX
CPEICTB Ha COOTBETCTBHE TpeOOBAHMSIM IpaBWJI HaJJeKallell MPOM3BOJICTBEHHON MPAKTUKU, BblIaya
3aKJIFOYEHUH O COOTBETCTBUM MPOU3BOJUTENS JIEKAPCTBEHHBIX CpPEIACTB TpPeOOBAHMSIM IpaBUII
HaJJIexallel Mporu3BOICTBEHHON PAKTHUKHY;

(m. 8.1 BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

8.2) ycTaHOBJECHHE TOpSAKA BEICHHS W BEJCHHE TOCYAapCTBEHHOTO peecTpa 3aKIIOYeHHHd O
COOTBETCTBUH  TIPOM3BOJMTENSI  JICKAPCTBEHHBIX CPEIACTB TpPeOOBaHHWSAM  TIPaBWII  HaJJIeKalnei
ITPOU3BOICTBEHHOM ITPaKTUKH;

(. 8.2 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

9) rocymapcTBEHHas: PETUCTpAIMs MPEINSIbHBIX OTIYCKHBIX IIEH MPOW3BOJAWTENCH Ha
JICKApCTBEHHBIE TMperaparhl, BKIIOYECHHBICE B IEPEYCHb KU3HCHHO HEOOXOJMMBIX W BaKHEHIINX
JICKApCTBEHHBIX MPENapaToB, W BEICHHE TOCYIApCTBEHHOTO peecTpa TNpEACTbHBIX OTITYCKHBIX IICH
MIPOU3BOIUTEINICH Ha JIEKApPCTBEHHBIC MPENapaThl, BKIOYEHHBIC B MEPEUCHb )KU3HEHHO HEOOXOJUMBIX H
BaXHEUIIHX JICKAPCTBEHHBIX MIPEIApaToB;

(B pen. @enepansHoro 3akoHa ot 06.06.2019 N 134-D3)

9.1) cormacoBaHuWe TMPOEKTOB PEIICHUH WCHOJHUTEIBHBIX OpPraHoB CYyObeKTOB Poccuiickoit
Oenepauii 00 yCTaHOBICHHMM M (WJIM) W3MEHEHHHM IPENENbHBIX pPa3MEpOB ONTOBBIX HAJ0aBOK U
MpeliebHBIX Pa3MEpPOB PO3HUYHBIX HAJ0aBOK K (DaKTUYECKHMM OTIYCKHBIM II€HaM, YCTaHOBJIECHHBIM
MIPOU3BOJIUTENSIMA JIEKAPCTBEHHBIX IpENapaToB, Ha JIEKaPCTBEHHBIC IIpernapaThl, BKIIOUEHHBIC B
nepeyeHb )KU3HEHHO HEOOXOAUMBIX U BOKHEHIINX JIEKaPCTBEHHBIX MPENapaToOB;

(m. 9.1 BBenen DenepanbubiM 3akoHOM OT 13.07.2015 N 241-®3; B pen. denepaibHOTO 3aKOHA OT
08.08.2024 N 232-D3)

10) BbIgaua, YCTAHOBJIGHHWE TIOPSJKA BBIIAYM pa3pelICHHS Ha BBO3 KOHKPETHOW MapTHH
JICKapCTBEHHOTO cpejicTBa B Poccuiickyro Dexnepartiuio;
(m. 10 B pen. ®enepansHoro 3akoHa ot 02.08.2019 N 297-03)

10.1) BbIIa4a, ycTaHOBJIEHUE TOPsI/IKA BhIJAUU U (OPMBI JOKYMEHTa, KOTOPbII NOATBEP)KIAeT, YTO
IIPOU3BOJICTBO JIEKAPCTBEHHOTO Ipenapara Uil MEIUIUHCKOTO IPUMEHEHMSI OCYIIECTBIEHO B
COOTBETCTBUM C TpeOOBAHMSMH MpPaBWI HaUIeXKalled MPOU3BOACTBEHHONM NPAKTUKUH WM YTO
JIEKapCTBEHHBIN Ipenapar Ajs BETepUHApHOTO MPHUMEHEHHs JOMyIleH K oOpamieHuto B Poccuiickoit
denepan, M MOMICKUT NPEICTABICHUIO IO TPEOOBAHUIO YIMOJHOMOYEHHOI'O OpraHa CTpaHbl, B
KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIN Ipenapar;

(m. 10.1 BBenen denepanbHplM 3akoHOM OT 22.12.2014 N 429-®3; B pen. PeaepanbHOro 3aKOoHa OT
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

02.08.2019 N 297-@3)

10.2) Bbaaya, yCTaHOBJIEHUE TOPsSAKA BbIAAYU U (OPMbI JTOKYMEHTA, COJEPKAIIEero CBEIEHUS O
CTaJUsIX TEXHOJIOTMYECKOTO IpOLEcca MPOU3BOACTBA JIEKAPCTBEHHOIO CPEACTBA Ul MEIUIIMHCKOTO
IIPUMEHEHMUS], OCYILIECTBISIEMBIX Ha TeppuTopun EBpasuiickoro 3KOHOMHUYECKOIO COI03a;

(n. 10.2 BBenen PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3, B pen. PenepalibHOTO 3aKOHA OT
13.07.2015 N 241-®3)

11) co3manue COBETOB IO BOIIPOCAM, CBSI3aHHBIM C OOpaIllEHUEM JIEKAPCTBEHHBIX CPEJICTB;
12) aTrecTtanus u cepTUUKAIMS CICITHATICTOB;
13) yrpatun cuny ¢ 1 cents6psa 2013 rona. - @eaepanbubiii 3akoH ot 02.07.2013 N 185-03;

14) ocymecTtBieHue hapMakoHaI30pa;
(. 14 B pen. denepanpHoro 3akoHa oT 22.12.2014 N 429-03)

15) yuactue B MeXAyHApOJAHOM COTPYJHUYECTBE;

16) nosryyeHue 1Mo 3anpocaM yroJHOMOYEHHOTO (heepaibHOro OpraHa UCIOJHUTENbHOM BIaCTH OT
UCIIOJIHUTENBHBIX OpraHoB cyobekToB Poccuiickoit ®denepannu, a Takxke oT cyObEKTOB oOpallleHus
JIEKapCTBEHHBIX CPEJCTB JJIsl MEIUIMHCKOIO MPUMEHEHUs MH(OpMaIMK MO0 BONPOCAM YCTAHOBJICHUS U
IIPUMEHEHMsI LIEH Ha JIEKapCTBEHHbIE IpenapaTsl U Ha0aBOK K HUM;

(B pen. ®enepansHoro 3akoHa ot 08.08.2024 N 232-D3)

17) mpumeHeHre Mep OTBETCTBEHHOCTH 3a HapyIIeHUE 3aKOHOJaTenbcTBa Poccuiickoii denepanmm;

18) yrBepikIeHHE MpaBWI HAJISKAIICH aNTeYHOW MPAKTUKH, NMPAaBUJI XPaHEHHS JIEKAPCTBEHHBIX
CpEJ/CTB;
(n. 18 B pen. ®enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

19) ycranoBieHnue nopsaka GopMUpPOBaHHS PErHCTPALIMOHHOTO I0ChE HA JIEKAPCTBEHHBIH Mpenapar
JUIS BETEPUHAPHOTO MPUMEHEHHS U TPeOOBaHUI K TOKYMEHTaM B €T0 COCTABE;

(m. 19 BBenen denpepanbHbiM 3ak0HOM OT 22.12.2014 N 429-03; B pen. denepaibHOro 3akoHa OT
30.01.2024 N 1-®3)

20) - 21) yrpatunu cuiy. - @enepanbHbiii 3akoH ot 30.01.2024 N 1-D3;
22) yrpatun cuny ¢ 1 mapta 2020 roaa. - @enepanbHbiii 3akoH ot 27.12.2019 N 475-03;

23) yrBepxkaeHHe TpeOOBaHMI K MHCTPYKIMU IO BETEPHUHAPHOMY NPHUMEHEHMIO JIEKapCTBEHHBIX
IIpenapaToB;
(m. 23 BBenen dDenepanbHbIM 3akoHOM oT 22.12.2014 N 429-@3; B pen. PenepaibHOro 3akoHa OT
30.01.2024 N 1-®3)

24) npuHATHE PELeHUH, SBISIOMIUXCA OCHOBAaHMAMHU JUI BKIIOYEHHS TOMEHHBIX MUMEH M (MJIH)
yKazarene cTpaHull caliToB B MH(OpMaIMOHHO-TEIEKOMMYHUKAIIMOHHON cetn "MHTepHeT", a Takxke
CeTEeBbIX aJ[PECOB B EIAMHYIO aBTOMATH3MPOBAHHYIO HHQPOpPMalMOHHYIO cucteMy "EnuHblii peecTp
JOMEHHBIX HMEH, yKas3aTeJel CTpaHuIl CalToB B HH(POPMAIMOHHO-TEIEKOMMYHUKAIIMOHHON CeTH
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

"MHTepHEeT" M CETEeBBIX aIpecoB, MO3BOJSIOMMX HACHTH(PHIMPOBATH CANTHI B WH(POPMALMOHHO-
TeJIeKOMMYHUKAIMOHHOU cetn "HMHTepHeT", comepxamue nHGOPMAIHIO, PACIPOCTPAHEHWE KOTOPOU B
Poccuiickoit ®epepanuu 3ampenieHo", B OTHOIICHMH HWHMOpPMAIMHU, COJEpXKaIled MPeIIoKEHHE O
PO3HMYHOH TOProBiie JIEKAPCTBEHHBIMU NperapaTaM, B TOM YHCJIE IUCTAHIMOHHBIM CHOCOOOM,
pPO3HMYHAsE TOPrOBJII KOTOPBIMH OTpaHMYCHA WJIM 3alpelieHa B COOTBETCTBHHM C HACTOSIIUM
denepalibHBIM 3aKOHOM, W (Wiu) WH(DOpPMAIMH, COJEpIKAIICH MPEATIOKEHUE O PO3HUYHON TOProBIIe
JICKApCTBEHHBIMH TIpernapaTaMy, B TOM YHUCIIE AWCTAHIMOHHBIM CIIOCOOOM, JIMIIAMH, HE WUMEIOIIUMHU
JUIEH3UN M pa3pelieHHs] Ha OCYIIECTBIEHUE TAaKOW JEATENIbHOCTH, €CJIM IOJIyY€HUE JIMLEH3UH HU
pa3peleHus MpeaycMOTPEHO 3aKOHOIaTeIbCTBOM 00 0OpalleHUH JIEKAPCTBEHHBIX CPEJICTB;

(. 24 B pen. ®enepanpHoro 3akoHa oT 03.04.2020 N 105-D3)

25) BbIIaua pa3peiieHuii Ha BBOJ B TPAXKIAHCKUM 000POT UMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX
[IpenapaTos;
(. 25 BBeneH @enepanbHbIM 3ak0HOM OT 28.11.2018 N 449-03)

26) perynupoBaHHe BOIPOCOB, CBS3aHHBIX C B3aMMO3aMEHSEMOCTHIO JIEKAPCTBEHHBIX MPENnapaToB
JUIS. MEUITTHCKOTO PUMEHEHHUS.
(. 26 BBeneH denepanbHbIM 3ak0HOM OT 19.10.2023 N 503-D3)

Ctatba 5.1. lepemauya ocyuwecTBneHuss nonHomoumn deaepanbHbIX OpPraHoB
MCNOJTHUTENIbHOM BNacTu Npu obpalleHMU NeKapCTBEHHbIX CPeACTB UCMONHUTENbHbIM
opraHam cy6bekToB Poccunckon deagepauymm

(B pen. ®enepansroro 3akoHa ot 08.08.2024 N 232-D3)

[TonHomouust QenepanbHBIX OPraHOB HCIOJIHUTEILHOM BJIACTH NMPH OOpallleHHuH JeKapCTBEHHBIX
CPEICTB, MpeaycMOTpeHHble HacTosiuM DenepanbHbIM  3aKOHOM, MOTYT IepefaBaTbCsl s
OCYILIECTBJICHUSI HUCIHOJHUTENIBHBIM OpraHam cyO0bekToB Poccuiickoii ®enepalii MOCTAHOBJICHUSMU
[IpaButenscTBa Poccuiickoit denepanuu B MopslKe, ycTaHOBICHHOM dDenepanbHbIM 3aKOHOM OT 21
nexadbps 2021 roga N 414-®3 "OO6 oOmux MpUHIMIIAX OPTaHU3AIMN MMYOJIMYHON BJIACTH B CyOBEKTax
Poccuiickoit denepanun’.

Cratba 6. [MonHOMouMsa WMCNONMHUTENbHbLIX OpraHoB cyb6bekta Poccunckon
degepauum npu obpaLleHNn NeKapCcTBeHHbIX CpeacTB
(B pen. denepanpHoro 3akona ot 08.08.2024 N 232-D3)

K monHoMouMsM MCHOTHUTENBHBIX OpraHoB cyOwbekTa Poccuiickoit denepanuu npu oOpaiieHun
JIEKAPCTBEHHBIX CPEJICTB OTHOCSTCS:
(B pen. ®enepanpHoro 3akona oT 08.08.2024 N 232-D3)

1) pazpaGoTka U peanus3anus perMoHaJIbHBIX IPOTPaMM OOeCIIeUeHUsI HACeJIEHUs JIeKapCTBEHHBIMU
npernapaTamu;

2) YCTAaHOBJICHUC NPCACIIbHBIX Pa3MEPOB OIITOBLIX Ha,[[6aBOK " IPEACIbHBIX pa3MCPOB PO3HUYIHBIX
Ha,[[6aBOK K (baKTI/I‘-IeCKI/IM OTIYCKHBIM II€HAM, YCTAHOBJICHHBIM IIPOU3BOJUTCIISIMU JICKAPCTBCHHbBIX
npemnapaTroB, Ha JICKAPCTBCHHLIC IIPCIIAPAThl, BKIKOYCHHLIC B TICPCUCHL KU3HCHHO HCO6XOI[I/IMBIX u
Ba)KHEMIIINX JICKAPCTBCHHBIX MPCIIapaTOB;
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

3) OCyIIeCTBICHHE PETHOHAIBHOTO TOCYAApCTBEHHOTO KOHTPOJIA 32 NPUMEHEHHEM LeH Ha
JICKaPCTBEHHBIC Tpernaparbl, BKIIOYCHHBIC B IMEPEUYCHb KU3HECHHO HEOOXOIMMBIX W BaKHEHIIHX
JICKAPCTBEHHBIX MpENaparoB, OpPraHU3alMsSIMH OITOBON TOPTrOBJIM JIGKAPCTBECHHBIMH CPEICTBAMH,
alnTeYHBIMU OPraHU3ALUSIMH, WHAWBUAYaJIbHBIMU MPEANPHHAMATEISMH, HMCIOIIMMH JIMICH3UIO Ha
(bapManeBTHYECKYIO JEATEIbHOCTh, MEIUIIMHCKMMHU OpPraHU3alMsIMH, WMCIOIIMMH JIMICH3HIO Ha
(bapManeBTHUECKYIO JIESTEIBHOCT, U MX OO0OCOOJCHHBIMH MOJPAa3ACICHUSIMH, PACIOJOXKCHHBIMH B
CETIbCKHUX HACEICHHBIX ITYHKTAX, B KOTOPBIX OTCYTCTBYIOT aliTe4YHbIC OPraHU3aIiH;

(B pen. denepanbHbix 3ak0HOB OT 25.06.2012 N 93-@3, ot 27.12.2019 N 475-D3, ot 08.08.2024 N 323-
®3)

4) npuHsATHEe pelieHUs 00 MCIOJNB30BaHMM Ha TeppuTopun cyobekra Poccuiickoit denepauuu
Hapsily ¢ pelienTaMy Ha JIeKapCTBEHHbIE MpenapaThl, 0QOpMIEHHBIMU Ha OyMa)XHOM HOCHUTENIE, PELENTOB
Ha JIEKapCTBEHHBIE MpenapaThl, CGOPMUPOBAHHBIX B (DOPME NIEKTPOHHBIX JOKYMEHTOB.

(1. 4 BBeaeH PenepanbHbIM 3ak0HOM OT 29.07.2017 N 242-D3)

Mnasa 3. TOCYOAPCTBEHHASA ®APMAKOIEA

Crtatba 7. Paspabotka M usgaHue rocypapcTtBeHHOM hapmakoneu, pasmeLleHue
OaHHbIX O HeH

1. Iloxg rocymapcTBeHHOW (hapMakomeeil MOHUMAETCs CBOJ OOmUX (papMakoNEHHBIX CTaTed W
(hapMaKoIEeHBIX CTATCH.

2. Pazpabotka oOmux QapmakonelHbIX cTarel U (apMaKONEeWHBIX CTaTel, B TOM YHCIE
(dapmakoneHbpIX cTared Ha ¢apMakoNelHble CTaHIApPTHBIE OOpaslbl, W BKJIOYCHHE WX B
rOCyJapCTBeHHYIO (hapMaKOICI0 OCYIIECTBISIOTCS B TOPSJAKE, YCTAaHOBICHHOM YIMOJHOMOYEHHBIM
(benepaabHBIM OPraHOM UCTIOTHUTEIILHOW BIACTH.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. Pa3zpaboTka ¢dapmMakoIeiHON cTaThi Ha pedepeHTHBIN JIEKAPCTBEHHBIN MperapaT U BKIIOUYCHHE
€e B TOCYJapCTBEHHYIO (papMakoIlel0 B TEUEHUE CpPOKa JIEHCTBUS 3alllMThl UCKIIOUYUTEIHHOTO MpaBa,
yIIOCTOBEPEHHOTO MAaTeHTOM Ha pedepeHTHBII JIEKapCTBEHHBIN Mpenapar, OCYIIECTBISIOTCS C Corjacus
€ro pa3paboTyuKa.

(B pen. denepanbpHOro 3akona ot 22.12.2014 N 429-03)

4. TocynmapctBeHHast QapMakones HW3aeTCd YIOJHOMOYCHHBIM (ellepalibHBIM  OpraHoM
UCTIOJIHUTEIBHON BJIACTH 32 CUET CPEACTB (hepepaabHOro OI0PKETa U MOUICKHT MEPEU3TaHIsIM HE PexKe
4YeM OJMH pa3 B IATh JIET, B IEPHOJ MEKAY KOTOPHIMH HM3JAIOTCS MPWIOKEHHS K TOCYAapCTBEHHOM
¢dapmakonee, coaepkamue ob0mue (apmakoneiinple cratbu M (WIM) (apMakomleiHble CTaThy,
YTBEPKJCHHBIE MTOCIIe U3/IaHUs WM NIepen3JaHus TOCY1apCTBEHHOM papmakomnen.

5. YnonHomoueHHBIH (enepanbHBIA OpPraH HWCHOJHUTENLHOM BJIACTH pa3MellaeT JaHHBIE O
rocynapcTBeHHOU papmakoriee U MPUIOKEHUSIX K HEl Ha cBoeM o(dulinaibHOM caiiTe B cetu "MHTepHeT"
B YCTaHOBJIEHHOM MM TOPSJIKE.

asa 4. NIMLEH3MPOBAHUE NPON3BOACTBA NNEKAPCTBEHHbLIX CPEACTB
N ®APMALEBTUYECKOU OEATEJNIbHOCTU, TOCYOAPCTBEHHbLIN KOHTPOIJ1b
(HAA30OP) B COEPE OBPALLEHUA NEKAPCTBEHHbBIX CPEACTB
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

(B pen. denepanbHoro 3akona ot 11.06.2021 N 170-P3)

Cratbss 8. JluueHsMpoBaHMe nNpPOM3BOACTBA JIeKAPCTBEHHbIX CpPeacTB MU
dapmaLeBTMYECKON OeATeNbHOCTH

1. JIuueH3upoBaHUe MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB U (papMalleBTUUECKON JEATEIbHOCTH
OCYILECTBIISETCS B COOTBETCTBHUHM € 3aKOHOAATENbCTBOM Poccuiickoin @enepanuu.

2. O0sA3aTenbHBIM YCIOBUEM IIPEIOCTABIECHUS JIMLEH3UN Ha IPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB
SBIISICTCS TIPUJIOKCHNUE K 3asBIICHHIO COMCKATENS JIMIEH3UM TEPeYHs JIEKapCTBEHHBIX (opM w (mim)
BUJIOB (papMalreBTHYECKUX CYOCTaHIIMH, KOTOpPBIE MPOU3BOJIUTENH JIGKAPCTBEHHBIX CPEJICTB HaMEpEH
MIPOU3BOIUTE.

3. B ciyyae HEOOXOAMMOCTH PACLIMPEHHUS MTPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB 32 CUET HOBBIX
JIEKapCTBEHHBIX (OpM W BHUIOB (hapMarleBTUUECKUX CYOCTAHIIMI TMPOU3BOIUTENh JIEKAPCTBEHHBIX
CPEICTB NOJDKEH TOJaTh B JIMIICH3UPYIOIIUA OpraH 3asBIICHHE O BHECCHHH W3MEHEHUU B PEecTp
JIMLIEH3UH Ha MPOU3BOJICTBO JEKAPCTBEHHBIX CPEICTB.

(B pen. ®enepanbubix 3akoHOB OT 02.08.2019 N 297-D3, ot 11.06.2021 N 170-D3)

4. JIumeH3us Ha MPOMU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB ((hapManeBTUUECKON CyOCTaHIIUU CIIUPTa
STHJIOBOTO (STaHOJIAa) BBIAAECTCA MpPH YCIOBUM HAlWYMs Yy OpraHM3alMd Ha MpaBe COOCTBEHHOCTH,
XO3SIIICTBEHHOTO BE/ICHUS WM ONEPATUBHOIO YIPABJIEHUS OCHOBHOIO TEXHOJIOTHYECKOTO 000PYIOBaHUS
JUIi TIPOM3BOJICTBA ATUJIOBOTO CIHPTA, 3apPETMCTPUPOBAHHOTO B COOTBETCTBUM CO cTaThend 14.1
®denepanpHoro 3akoHa ot 22 HOsOps 1995 roma N 171-®3 "O rocymapCTBEHHOM pETyIUPOBAaHUU
MIPOM3BOJICTBA M 000pOTa 3TUJIOBOIO CHUPTA, AJKOTOJBHONM M CIHUPTOCOJAEpKAlel MPOIyKIUH U 00
OTPaHWYEHUH TOTPEOICHHS (PACTIUTHS) aTKOTOJIBLHOM MPOIyKIINH'".

(dactp 4 BBeena denepaibHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

Cratba 8.1. OCOOEHHOCTM nMUUEH3UPOBaAHUA NPOM3BOACTBA JeEKapCTBEHHbIX
cpeacTB (hapmaueBTUHECKOM CyOGCTaHLMKM cnupTa 3TUNOBOrO (3TaHona)

(BBeneHa denepaibHbIM 3aKk0HOM OT 27.12.2019 N 481-D3)

1. JlelicTBMe JHMIEH3WHM Ha TIPOU3BOJICTBO JICKAPCTBEHHBIX CpeACcTB  ((papMameBTHYCCKOM
CyOCTaHIIMM CHHpPTa STUJIOBOTO (3TaHOJA) MPUOCTAHABIMBACTCS B YAcCTH IpaBa Ha MPOU3BOACTBO
(dapmaileBTHUECKON CYOCTaHIIMM CHHPTa STHIIOBOTO (3TAHOJIA) JUIICH3UPYIOIIMM OPraHOM B CIydasX,
omnpeaeneHHbix crarbeit 20 @enepanbHoro 3akoHa ot 4 Mas 2011 roma N 99-®3 "O nuneH3upoBaHUN
OT/JEIBHBIX BHUIOB JCATCIBHOCTH", a TaKkKe Ha CPOK NPHOCTAHOBJICHUS JCHCTBUS JIMIICH3UU Ha
MIPOM3BOJICTBO ATUIIOBOTO CIIMPTA JJIsl TPOU3BOJICTBA (hapMalleBTUUECKO CyOCTaHIIMM CIIUPTA ATUIOBOTO
(3TaHoOMNa), BBIIAHHON B COOTBETCTBUU ¢ PDepepanbHbIM 3aKOHOM OT 22 Hos1i0pst 1995 roga N 171-03 "O
rOCy/IlapCTBEHHOM PEerylMpOBaHUHM TMPOM3BOJACTBA M 000pPOTa ATHIOBOTO CHHUPTA, AIKOTOJIBHOW H
CIUPTOCOIEp>KaIIei MPOaYKIIUK U 00 OTpaHUYEHUH MOTpeOIeHus (PacUTH) alIKOTOJILHON MTPOAYKIIMH".

2. JleWicTBME JIMLEH3UM Ha IPOU3BOJCTBO JIEKAPCTBEHHBIX CpeACTB ((papmalneBTHUECKOM
CyOCTaHIIMM CIUpTa 3TWIOBOrO (3TaHONa) B 4YacTH IpaBa Ha IMPOU3BOJCTBO (hapMaleBTHUECKOM
CyOCTaHIIMM CIUpTa ATUJIOBOrO (3TaHOJA) MPEKpaIlaeTcsl JULUEH3UPYIOIIUM OpPraHoM B CIydasx,
onpeneneHHelx crateedl 20 denepanpHoro 3akoHa oT 4 mas 2011 roga N 99-®3 "O nuueH3upoBaHuH
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

OTJIENbHBIX BHUJIOB JAEATEIBHOCTU", a TaKkKe C JaTbl IPEKpAIlCHUs WM aHHYJIMPOBAHUS JEHCTBUS
JUIEH3UN Ha IPOU3BOJICTBO 3TUJIOBOIO CIHUPTA JUIsl IPOM3BOJACTBA (hapMalleBTUUECKON CyOCTaHLIMU
CIUpTa 3TUIOBOTO (3TAHOJIA), BBIJAHHOW B COOTBETCTBUU ¢ PDeepanbHbIM 3aKOHOM OT 22 HoA0pst 1995
roga N 171-®3 "O rocynapCTBEHHOM pEryJIUpPOBAHUU MPOU3BOACTBA M 000pPOTAa STHUIOBOIO CIHUPTA,
QJIIKOTOJIBHOM ¥ CHHUPTOCOJEpKAIICH TPONYKIMH ¥ 00 OrpaHHYeHUH NOTpeOseHus (pachuTus)
QJIKOTOJIBHOM MpOTyKINH'".

Crtatba 8.2. OcobeHHOCTM NnuuUeH3upoBaHMA hapmaueBTUYECKON AEATEeNIbHOCTU B
YacTU OCyLLEeCTBSIEHMA ONTOBOMW TOProBIU fieKapCTBEHHbIMU CpeACcTBaMu

(BBenena denepanbHbIM 3ak0HOM OT 04.08.2023 N 428-D3)

1. JleficTBue NuIleH3UU Ha (HapMalleBTUUECKYIO NEATEIHHOCTh B YAaCTH OCYIIECTBJICHUS OMTOBOM
TOPrOBJIM  JIEKAPCTBEHHBIMU  CPEJICTBAMH  JUII  MEIUIIMHCKOTO  TPHUMEHEHHUs  MPEKpaIiaeTcs
JIMIIEH3UPYIOIIUM OpPraHoOM B CiIy4asixX, onpeneneHHbix cratbeil 20 denepanpHoro 3akona ot 4 mas 2011
roga N 99-®3 "O nuueH3UpOBAHUM OTACIBHBIX BHJIOB JACSATEIBHOCTH', a TaKXKe [0 PEHICHUIO
JUIIEH3UPYIOMIEr0 OpraHa, MPUHIATOMY B COOTBETCTBUHU C HACTOSAIIEH YacThio. B ciydyae BBISIBICHUS Mpu
OCYILIECTBJIEHUH (elepaIbHOTO TOCYJapCTBEHHOIO KOHTpoJs (Ham3opa) B cdepe oOpaiieHus
JIEKAPCTBEHHBIX CPEJICTB HAPYIICHHS OpPraHU3aIleil OMTOBOM TOPTOBJIW JIEKAPCTBEHHBIMU CPEACTBAMU
TpeboBanuii vacter 1 - 3 cratem 53 Hactosmero denepaqbHOrO 3aKOHA JCHCTBUE JIMIICH3WU Ha
(dbapMalleBTUUECKYIO0 JAEATEeIbHOCTh B YACTH OCYIIECTBJICHHS ONTOBOM TOProOBIM JIEKAPCTBEHHBIMU
CpeICTBaMH JJIsl MEIMLUHCKOTO MPUMEHEHUS IPUOCTAHABIMBACTCS B TE€UCHHE JeCSITH pabouux HEH co
JIHSI BBISBJICHUS YKa3aHHOTO HapyileHus. JleficTBue nuueH3uu Ha (apMaleBTUUECKYIO JESITeTbHOCTh B
YacTH OCYIIECTBJIEHUS OINTOBOM TOPrOBIM JIEKAPCTBEHHBIMM CPEACTBAMU JUISI MEIULUHCKOTO
MIPUMEHEHHS IPUOCTAHABIMBAETCS HA CPOK, KOTOPBIM OMpeneNseTcs JUIEH3UPYIOUUM OpraHoM (HO He
MEHee 4YeM Ha OJUH MeECsI]), [0 HCTEUYEHUH KOTOPOro JEHCTBUE MAaHHOM JIMLEH3UU MOMJICKUT
MIPEKPAIICHUIO HA OCHOBAHUY PELLIECHHUS JINLIEH3UPYIOLEr0 OpraHa, 3a UCKJIIOUEHUEM CIIy4asl, YKa3aHHOIO
B YaCTH 2 HACTOSIIEH CTAaThH.

2. Je#icTBue nuueH3MU Ha (apMaleBTUYECKYIO0 NIESTEIBHOCTh B YaCTHU OCYILECTBJICHHS OINTOBOM
TOPrOBJIM JIEKAPCTBEHHBIMU CPEACTBAMH JJIS MEIUIMHCKOTO MPUMEHEHHUS, JIeHCTBUE KOTOpPOU
MIPUOCTAHOBJIEHO B COOTBETCTBUU C YaCThIO | HACTOAIICH CTAaThH, MOAJIEKHUT BO3OOHOBJICHUIO B CIIydae,
€ClId B IMEPHOJ| MPUOCTAHOBICHUS JCUCTBUS JAHHOW JIMIIEH3WH B paMKax JOCYIeOHOro 00)KanoBaHUs
pelieHre KOHTPOJIbHOTO (HaJ30pHOT0) OpraHa B YaCTH BBISBICHHOTO HapyllleHus TpeboBaHUM yacTeil 1 -
3 crarbu 53 Hactosiero OeepalibHOTO 3aKOHA OTMEHEHO. B ykazaHHOM ciydae JelcTBUE JTUIEH3UU Ha
(bapMalleBTHUECKYIO AESITeIbHOCTh B YaCTU OCYIIECTBJICHHS] OINTOBOW TOPTrOBIU JIEKAPCTBEHHBIMU
CpeICTBaMH Ui MEAULIMHCKOTO MPUMEHEHHS] BO3OOHOBIISIETCS HE MO3JHEE OJHOTO pabodero JHS CO JTHS
OTMEHBI PEHICHUsI KOHTPOJIHHOTO (HaI30pHOI0) OpraHa.

Cratba 9. [locymapcTBeHHbIW KOHTponb (Hags3op) B cdepe obGpaweHusn
NneKapcTBEHHbIX CPeacTB

(B pen. denepanpHoro 3akona oT 11.06.2021 N 170-D3)
1. TocymapcTBeHHBIH KOHTpOJb (Ham30p) B cdepe oOpaimieHus I€KapCTBEHHBIX CPEICTB

OCYIIECTBISIETCS TOCPEACTBOM  (pelIepalbHOTO TOCYAApCTBEHHOTO KOHTpoJisi (Haa3opa) B cdepe
oOpalieHns JEeKapCTBEHHBIX CPEACTB U (helepajbHOIO TOCYAAPCTBEHHOTO JHUIIEH3MOHHOTO KOHTPOJIS
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

JEATEIBHOCTH 0 MPOU3BOJICTBY JIEKAPCTBEHHBIX CPENICTB, OCYIIECTBISIEMbIX (hefepallbHBIMU OpraHaMu
HCIIOJIHUTENBHON BJIACTH, YIIOITHOMOYEHHbIMU [IpaBuTenscTBoM Poccuiickoit denepanuu.

2. Tlpeamerom denepalbHOTO TOCYIApPCTBEHHOTO KOHTPOJsi (Ham3opa) B cdepe oOparieHus
JICKApCTBCHHBIX CPCACTB SABJIAIOTCA:

1) coGmroienne 00s3aTeNBHBIX TpeOOBaHMA B chepe oOpalleHus JIGKAPCTBEHHBIX CPEICTB, B TOM
qHcie:

a) TpC6OB&HPII>i K JOKIMHHYCCKHM HCCICAOBAHUAM JICKAPCTBCHHBIX CPEACTB, KIMHUYCCKUM
HUCCICAOBAHUAM JICKAPCTBCHHBIX IMPCIapaTroB, HW3rOTOBJICHUIO, XpPaHCHWIO, IICPEBO3KE, BBO3Y B
Poccuiickyro ®epepanuro, OTHOYCKY, pealv3aluH, Iepeaadye, MNpoJaxe JEKApCTBEHHBIX CPEACTB,
MNPUMCHCHUIO JICKAPCTBCHHBLIX IIPENapaToB, YHHUYTOXCHUIO JICKAPCTBCHHBIX CPCACTB, YCTAHOBJICHHIO
IMPOU3BOJUTCIIAIMU JICKAPCTBCHHBIX IIPCHIapaToOB LCH Ha JICKAPCTBCHHBIC IIpCIapaThbl, BKIIOYCHHBIC B
MEPCUYCHb )KU3HCHHO HCO6XOI[I/IMBIX U BaXXHEUIINX JICKAPCTBCHHEBIX MIPCIIapaToB;

0) TpeOoBaHMU K COOTBETCTBHIO JICKAPCTBEHHBIX CPEJCTB, HAXOMSIIMXCA B OOpaIlICHHH,
MoKa3aressaM KadecTBa, 3p(PEeKTUBHOCTH M 0€30TIaCHOCTH, YCTAHOBJICHHBIM B COOTBETCTBUH C HACTOSIIIAM
®denepanbHBIM 3aKOHOM;

B) TpeOOBaHUN K COOJIOACHUIO CYObEKTaMM OOpaIlleHHs JICKAPCTBEHHBIX CPEJCTB, YKAa3aHHBIX B
yactu | crareu 67.1 Hacrosimero @enepaibHOTO 3aKOHA, OTPAaHUYEHUI, HajJaraeMbelx craThbamu 67.1 u
67.2 nactosimero denepaibHOTO 3aKOHA;

2) coOmroeHNE JIMIICH3NOHHBIX TPEOOBAHMI K OCYIIECTBICHUIO (DapMalieBTHYECKOM JIeATeTLHOCTH

3) cobmoneHne TpeOOBaHMI K MPEJOCTABICHUIO CYObEKTaMU OOpaIeHUs JICKAPCTBEHHBIX CPEJICTB
uHpOpMAIMK O JICKAPCTBEHHBIX CpPEACTBaX W (WMJIM) JICKAPCTBEHHBIX IMpenaparax, MperycMOTPEHHOMN
cratbsimu 9.1, 52.1, 52.2 u 64 Hacrosmero denepabHOTO 3aKOHA;

(B pen. @enepansroro 3akoHa ot 30.01.2024 N 1-D3)

Koncynerantllntoc: npumeuanue.
C 01.03.2026 1. 4 u. 2 ct. 9 yrpauuBaet cuiy (O3 ot 20.10.2022 N 405-D3).

4) cobmoieHue mpeyCMOTPEHHBIX cTaTthelt 55.1 Hacrosmero denepanbHOro 3akoHa TPeOOBAHMIA K
MIPOBEJICHUIO KCIIEPUMEHTA MO OCYIIECTBICHUIO PO3HUYHON TOPTrOBIH JIEKAPCTBEHHBIMH IIperapaTaMmu
JUIS  MEAULHUHCKOTO TMPUMEHEHHs, OTIYCKaeMbIMU [0 pEleNnTy Ha JEeKapCTBEHHBbIN mpemnapar,
JUCTAHIIMOHHBIM CIIOCOOOM.

(1. 4 BBeaen PeaepanbabiM 3akoHOM OT 20.10.2022 N 405-D3)

2.1. B nmemax obecnedyeHuss TrocyJapCTBEHHOrO KOHTpojis (Hamzopa) B cdepe oOparieHus
JIEKapCTBEHHBIX  CPEACTB  (elepalbHblii OpraH HCIOJHUTENBbHONM  BJIACTH, OCYIIECTBIISIOIIUI
TOCYJapCTBEHHYIO PETUCTPAIMIO JEKAPCTBEHHBIX IpEnapaTroB, MPeJocTaBiseT (eaepalbHOMY OpraHy
UCTIOJJTHUTENBHOM BJIACTH, OCYIIECTBISIOMIEMY (QYHKUMH 10 KOHTPOJI U Haa3opy B cdepe
3/IpPaBOOXPAHEHMs, TI0 €r0 3aIpPOCy B paMKax MEKBEJIOMCTBEHHOTO MH()OPMAIIMOHHOTO B3aUMOICHCTBUS
B TOpSJKE, YCTAaHOBJICHHOM YKa3aHHBIMU (elepajbHbIMU OpraHaMH HCHOJHHUTENBHOW BIACTH,
CIIEAYIOIINE CBEJCHMS O JIEKapCTBEHHBIX CPEJICTBAX, B TOM YHCJIE B CIIydae, €CJIU TaKW€ CBEICHHUS
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

COCTaBJISIIOT KOMMEPUYECKYIO TalHY:
1) cBenenus o papmaleBTUUECKOM cyOCcTaHIUU:
a) HauMeHoBaHue (papMalleBTUUECKOM CyOCTaHIINM, €€ CTPYKTYypa, 00Ire CBONCTBA;
0) HAaMMEHOBAHUE U AAPEC MMPOU3BOANUTEIIS;
B) CBOMCTBA U CTPYKTYypa ACUCTBYIOIIUX BEIIECTB;
I') XapaKTepUCTHKa pUMecei;
n) cnerudukaims Ha papMaIeBTUIECKyI0 CYOCTaHITUIO U €e 000CHOBAHUE;

€) aHaTUTUYECKUE METOJHWKH, WCIOJIb3yeMble TIPH OCYIIECTBICHHH KOHTPOJISI KadecTBa
(hapmareBTHIeCKON CyOCTaHIIN;

) pe3yJbTaThl aHAIM30B cepuil papMaleBTHUECKOM CyOCTaHIUY;

3) MepPEeYeHb CTAHAAPTHBIX 00PaA3IOB MM BEIIECTB, UCIIOIB3YEMBIX TIPH OCYIIECTBICHUH KOHTPOJIS
KadecTBa (papMareBTUIECKON CyOCTaHIINM;

1) ONIMCAaHUE XapaKTEPUCTHK U CBOWCTB YAaKOBOYHBIX MAaTEPHAIIOB U YKYTIOPOYHBIX CPE/ICTB;
K) JaHHBIE O CTA0MIBHOCTH (hapMaIrleBTUIECKOMN CyOCTaHIINM;

J1) CPOK TOJAHOCTH;

2) cBezieHus O JIGKAPCTBEHHOM TIpernapaTe Uik MEIUITUHCKOTO TIPUMEHCHUS:

a) OTIMCaHUE U COCTAB JICKAPCTBECHHOTO Mperapara Jjisi MeIUIIMHCKOTO IPUMCHEHHS,

0) omnmcanue QapMareBTUYECKONH pa3paboTku (00OCHOBaHME BBIOOpAa COCTaBa, MEPBUYHOM
YITAKOBKH);

B) HaUMCHOBAHNEC U aJIp€C MECTa OCYIICCTBJICHHA IMPOU3BOACTBA JICKAPCTBCHHOI'O IIpCriapara I
MCAUIHUHCKOI'O ITPHUMCHCHU (B CJIydqac HaJIM4UusA HCCKOJIbKUX YYAdCTHHUKOB IIpoLecca HNpPOU3BOACTBA
H606XOI[I/IMO YKa3aTb HAUMCHOBAHUEC U aIpE€C KAKIOTO U3 HI/IX);

') MUKpOOHOJIOTHUECKHE XapaKTEPUCTUKH;
1) ONTUCAaHKE XapaKTePUCTUK M CBOMCTB yIIAaKOBOYHBIX MAaTEPHATIOB M YKYIIOPOUHBIX CPEICTB;
€) TpeboBaHus K Ka4eCTBY BCIIOMOTATENIbHBIX BEIIECTB;

)K) AHAIIUTUYCCKUC MCTOAUKH, HUCHOJIb3YEMbIC TIpU OCYIICCTBJIICHHUU KOHTPOJIA Ka4Ye€CTBa
BCIIOMOT'aTCJIBHBIX BCIIICCTB,

3) CBCACHUA 00 HCIOJIb30BAHUH BCIIOMOTaTEIbHBIX BCIICCTB 4YCJIIOBCYCCKOTO M JKHBOTHOI'O
MPOUCXOKIACHUS,;
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

I/I) CBCACHUA 00 HCHOJIL30BaHNH HOBBIX BCIIOMOTaTENIbHEBIX BCUICCTB,

K) TpeOOBaHMS K KayeCTBY JIEKAPCTBEHHOTO TIpenapaTra /sl MEIWIUHCKOTO IMPHUMEHEHHUS
(ceprudukar, cienupuKays Ha JIEKaPCTBEHHBIN TpenapaT U uX 000CHOBaHHE),

J'I) AHAIIUTUYCCKHUE MCTOJUKH, MCIIOJIB3YEMBIC IIPpU OCYHICCTBJIICHUM KOHTPOJIA KadCCTBaA
JICKApCTBCHHOTO Iperiapara i MCIUIHUHCKOI'O0 IPUMCHCHUS

M) pe3yNbTaThl AHAJIU30B CEPUI JIEKApCTBEHHOTO MpenapaTa s MEAUIUHCKOTO TPUMEHEHUS;
H) XapaKTepuCTUKa IPUMECE;

O) MNEPCUYCHb CTAaHAAPTHBIX 06p213HOB, HCIIOJIB3YEMBIX IIPU OCYHICCTBJICHUN KOHTPOJIA KauCCTBa
JICKApCTBCHHOTO Mperiapara Jjid MCIUIUHCKOT'O IIPUMEHCHUS

I1) JaHHbIE O CTA0OMJIBHOCTH JIEKAPCTBEHHOT'O IIpernapara Jyisi METUIUHCKOTO PUMEHEHUS;
3) OTYCTHI O JOKITMHUYCCKHUX UCCICIOBAHUAX,

4) OTYCTHI O KIMHUYCCKHUX HCCICIOBAHUAX,

5) mactep-daiia cucTeMbl papMaKoHAA30pPa;

6) TUIaH yIIpaBJICHUS] PUCKAMH.
(dactp 2.1 BBenena denepanbabiM 3akoHOM OT 30.01.2024 N 1-D3)

3. Ilpm ocymecTtBiaeHUn ¢eaepaqbHOTO0 TOCYAAapCTBEHHOTO KOHTpOJisa (Ham3opa) B cdepe
oOpallleHHsl JIEKAPCTBEHHBIX CPEACTB MPOBOJIATCS CIEIYIOIIME BUIbl KOHTPOJIBHBIX (HAI30PHBIX)
MEPOTPUITHH:

1) noxymeHTapHas MPOBEPKa;

2) Bble3IHAs IPOBEPKA;

3) BBIOOPOYHBIN KOHTPOJIb KAYECTBA,;
4) KOHTpOJIbHAS 3aKYIIKa;

5) MHCTIEKITMOHHBIN BU3UT;

6) wHaOmromeHHe 3a COOMIOAEHHEM 00s3aTeNbHBIX TpeOOBaHUN (MOHUTOPHHT OE30MACHOCTH)
(papmaxonanzop).

4. OpraHu3zaiys U OCyILIECTBIIEHHE (ellepalbHOTr0 roCyIapCTBEHHOTO KOHTPOJIS (Haa3opa) B chepe
oOpaleHns JeKapCTBEHHbIX CpeACTB peryiaupytorcs deaepanbHbiM 3akoHoM oT 31 mronst 2020 roma N
248-03 "O rocynapcTBEHHOM KOHTpoJje (Haa3ope) M MyHMLIMIAIBHOM KOHTposie B Poccuiickoii
Oenepauun".

5. BHennaHOBBIM BBI60p0‘lHBII>i KOHTPOJIb KaueCTBa IMPOBOAUTCA B TOM YHCJIC Ha OCHOBAHUU
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

IIPOrpaMMBbI IIPOBEPOK.
6. [1naHoBbII BBIOOPOUHBIM KOHTPOJIb KaU€CTBA HE IIPOBOAUTCS.

7. Tlo pesynbTaTam (enepajbHOTO TOCYAapCTBEHHOTO KOHTPOJiA (Ham3opa) B cdepe oOpaiieHus
JICKApCTBEHHBIX CPEACTB HApSAY C PEUICHUSMH, NMPEerycMOTpeHHBIMU DenepanbHbIM 3aKOHOM OT 31
utons 2020 roga N 248-®3 "O rocynapCTBEHHOM KOHTpOJiE (HAI30pe) U MYHHUIMIAIBHOM KOHTPOJIE B
Poccuiickoit @enepanun", GpeaepaibHBIMU OpraHaMyd UCIOJHUTEIBHON BJIACTH, YIOJHOMOYEHHBIMH Ha
ocylllecTBIeHHE (peAepaNbHOrO TOCYAapCTBEHHOro KOHTpoJsis (Hag3opa) B cdepe oOpaiueHus
JIEKapCTBEHHBIX CPEACTB, TPUHIUMAIOTCS CIEAYIOIINE PEIICHHS:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1) o nmanbHelIIeM TIpaXkJaHCKOM 00OpOTE CEpUH, MApTHU COOTBETCTBYIOILEIO JIEKAPCTBEHHOIO
CpEICTBa B CiIy4ae MOATBEPXKACHUS MO pe3ysibTaTaM MPOBEIEHHBIX MCIBITAHUI COOTBETCTBUS KauecTBa
JIEKapCTBEHHOI'O CPEJICTBA YCTAHOBJIEHHBIM TPEOOBAHUSIM;

2) 00 M3BATHH U3 TPaXAAHCKOrO 000pOTa CEepHUM, MAPTUU COOTBETCTBYIOIIETO JIEKAPCTBEHHOI'O
Cp€acTtBa B CiIyda€ BBIABIICHUA IO PE3yJIbTaTaM MNPOBECICHHBIX HUCIBITAHUH HECOOTBETCTBHSA KauecTBa
JIEKapCTBEHHOI'O CPEJICTBA YCTAHOBJIEHHBIM TPEOOBAHUSIM;

3) o mepeBoje JIEKAPCTBEHHOTO CPEICTBA Ha TMOCEPUUHBIN BBHIOOPOUYHBINM KOHTPOJb KadecTBa
JIEKapCTBEHHBIX CPEJICTB B Clyyae MMOBTOPHOTO BBISBIICHUS HECOOTBETCTBUS KAaue€CTBA JIEKAPCTBEHHOTO
CpelCTBa YCTAaHOBJIEHHBIM TpEOOBaHUSM U (MpU HEOOXOJAMMOCTH) O TMPOBEPKE CyOBEKTa OOpalieHus
JIEKapCTBEHHBIX CPeACTB. Pacxo/pl, CBSI3aHHBIE C MPOBEICHUEM IMOCEPUITHOTO BHIOOPOYHOTO KOHTPOJIS,
OTIaYMBAIOTCSl TPOU3BOAMUTENIEM JIEKAPCTBEHHOTO CpEACTBa JIMOO JeprKaTesieM WM  BIaJeNbLEM
PETUCTPAIIMIOHHOTO YIOCTOBEPEHHUS JIEKapCTBEHHOTO Mpenapara;

4) O CHATUU JIEKAPCTBEHHOTO CPEJICTBAa C MOCEPUHHOr0 BBIOOPOYHOTO KOHTPOJSI KadecTBa
JIEKaPCTBEHHBIX CPEICTB HAa OCHOBAaHUHM TMOJIOKUTEIBbHBIX JKCHEPTHBIX 3aKIIOYEHHUH, BbIJIAHHBIX
(benepalbHBIM TOCYAAPCTBEHHBIM OIOKETHBIM YUPEXKJIECHUEM, I[0/IBEIOMCTBEHHBIM (eaepaabHOMY
OpraHy HUCIOJIHUTEIbHON BIIACTH, OCYLIECTBIISIONIEMY (DYHKIMU MO KOHTPOJI W Haa3opy B chepe
3/IpaBOOXpaHEHUs, WK (peaepaabHOMY OpraHy MCIOJHHUTENIbHOM BJIACTH, OCYIIECTBISIONIEMY (YHKIIMH
10 KOHTPOJIIO U HAA30py B cdepe oOpalieHus JIeKapCTBEHHBIX CPEACTB JJIsl BETEPUHAPHOTO MIPUMEHEHHUS,
Ha OCHOBAHMHU MPOTOKOJA HCIBITAHHUM JIEKAPCTBEHHOTO CPEJCTBA, MPOBEACHHBIX 10 BCEM MOKa3aTeNsM
YTBEPXKJACHHONH HOPMATUBHOW ITOKyMEHTAllMU (HOPMATUBHOTO NOKYMEHTa) B OTHOLICHUHM TPEX CEpHii
JIEKapCTBEHHOT'O CPEJICTBA.

(. 4 BBeaen PenepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

8. q)eﬂepaHbHLIﬁ FOC}/I[apCTBCHHHﬁ J'II/ILIGHSI/IOHHHﬁ KOHTPOJIb ACATCIIbBHOCTH IO IIPOU3BOACTBY
JICKAPCTBCHHBIX CPCACTB OCYHICCTBIIICTCA B COOTBCTCTBUU C 3aKOHOHATCILCTBOM Poccuiickoii
denepanuu.

Cratbsa 9.1. Mporpamma npoBepok

(BBenena denepanbHbIM 3ak0HOM OT 11.06.2021 N 170-D3)

1. B nensx opranu3anuy BIOOPOYHOTO KOHTPOJIS KadecTBa JIEKApCTBEHHBIX CPEJCTB (POPMHUPYETCs
IIpOrpaMmMa IpoBEPOK.
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

2. Jns uened peanu3aiii MPOTPaMMBbl MPOBEPOK MPOU3BOJUTEIN JIEKAPCTBEHHBIX CPEACTB U
OpPraHu3aluy, OCYIIECTBIISIIOIINE BBO3 JIEKAPCTBEHHBIX cpeactB B Poccuiickyto ®Penepanuio,
MPEJOCTABJISIIOT B  OTHOIIEHWU JIEKAPCTBEHHBIX CPEIACTB I MEIULMHCKOTO TNPUMEHEHHUS B
VIIOJHOMOYCHHBIH (pe/lepanbHblii OpPraH HCIOJHUTEIHHONW BIIACTH, OCYINECTBISIONINN (QYHKIIMHU 10
KOHTPOJIIO M Haa30py B cdepe 3apaBOOXpaHEHUs, B OTHOIICHHUU JIEKAPCTBEHHBIX CPEACTB s
BETCPUHAPHOTO TIPUMEHEHUS B YIIOJHOMOYCHHBIN (eepalbHBId OpraH HCIOJHUTEIHHON BIACTH,
OCYIIECTBISIOMMNA (QYHKIIUN IO KOHTPOJIIO M HaI30py B cepe oOpamieHns JIeKapCTBEHHBIX CPEICTB IS
BETEPUHAPHOTO MPUMEHEHUS], CBEJACHUS O CEPHSX, MAPTUIX JIEKAPCTBEHHBIX CPEACTB, MOCTYMAIOMINX B
rpaxkaanckuii o6opotr B Poccuiickoit deneparuu, B TOpsIKe, COCTaBE M 00bEME, YCTAHOBJICHHBIX
yKa3aHHBIMU (eepaTbHBIMU OpraHaMy UCTIOJTHUTEIHFHON BJIACTH B OTHOIIIEHUH JIEKAPCTBEHHBIX CPEJICTB
JUIT MEOUIHUHCKOTO MPHUMEHEHHS W B OTHOIICHUM JIEKAPCTBEHHBIX CPEACTB ISl BETEPUHAPHOIO
MPUMEHEHHS COOTBETCTBEHHO.

3. TlporpamMma mpoBepok GopMHpyeTCs Ha KalleHIapHbId roJ B cpok no 30 nexalOps rona,
MIPEIIECTBYIOLIETO TOy IPOBEIECHUS BBIOOPOUHOTO KOHTPOJIS.

4. B cimyyae HacTyIuleHUsI COOBITHHM, yKa3aHHbIX B moanyHkrax "0" um "B" myHkrta 2 yactu 6
HaCToOsIIeH cTaThd, (heaepabHBIM OPTaHOM HCHOJTHHUTENBHOUW BIIACTH, OCYIISCTBISIFOIIUM (DYHKIUH TI0
KOHTPOJIIO M HaI30py B cdepe 3apaBooXpaHeHUs, (eraepaqbHBIM OpPraHOM HCIIOJHUTEIBHON BIIACTH,
OCYITIECTBIISIOMUM (DYHKITUU IO KOHTPOJIIO M HAI30PY B chepe oOpalieHus JIeKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO TPUMEHEHHUs, MpPH HEOOXOJAUMOCTH BHOCITCS COOTBETCTBYIOUIME W3MEHEHHUS B
MIPOrpaMMy MPOBEPOK.

5. B nporpammy mpoBepoK MOTYT BKJIIOYAThCS MEPONPUATHS C YUETOM HapyIIEHUH, BbISIBJICHHBIX B
pamMKax KOHTPOJIbHBIX (HaI30PHBIX) MEPONPUSITUN 32 MIPEIbIAYLIUI KaleHIapHbIN TO/.

6. [IporpamMmma npoBEPOK COACPIKUT:

1) nepeyeHb JEKaPCTBEHHBIX CPEIACTB, OTOOP 00Pa3IO0B KOTOPBIX OYAET OCYHIECTBIATHCA B paMKax
BBIOOPOYHOTO KOHTPOJISI, (GOPMUPYEMBIH C yIETOM Pe3ylbTaTOB TOCYIapPCTBEHHOIO KOHTPOJIA (Haa3opa)
B cpepe oOpallieHus JeKapCTBEHHBIX CPEJCTB 3a KaJeHAAPHBIN IO/, MPEIIIeCTBYIOIIHMI IOy MPOBEICHUS
BBIOOPOYHOTO KOHTPOJIS,;

2) YKa3aHUC Ha C06BITI/IG, HACTYINICHUC KOTOPOI'o SBJIACTCA OCHOBAHHUCM [JIsI OCYHICCTBJICHUSA
BBI60pO‘IHOFO KOHTPOJIA:

a) TMOJy4YeHHUE CBEJICHUI, MPEICTAaBIIEMbIX B COCTaBE U 00bEMe, YCTAHOBIEHHBIX (efepanibHbIM
OpraHOM HCIIOJIHUTENBHON BJIACTH, OCYIIECTBISIOMUM (YHKIIMM IO KOHTPOJI U HAA30py B cdepe
3IpaBOOXpaHeHus, (eAepalbHBIM OPraHOM HCHOJHUTEIBHON BJIACTH, OCYIIECTBISIONINM (YHKIHH IO
KOHTPOJIIO U Ha/30py B cepe oOpalieHus: TeKapCTBEHHBIX CPEJCTB ISl BETEPUHAPHOTO MPUMEHEHHUSI, O
CepusX, MApTUSAX JIEKAPCTBEHHBIX CPEICTB, MOCTYMAIOIIUX B TpakJaHCKuK o0opoT B Poccwuiickoii
@denepanny, yKa3aHHBIX B TMYyHKTe | Hacroslled 4YacTH, OpraHU3alUsIMH, OCYIIECTBIISIOIIMMU
MIPOU3BOJICTBO JIEKAPCTBEHHBIX cpeacTB B Poccuiickoit denepaiuu U BBO3 JIEKAPCTBEHHBIX CPEICTB B
Poccuiickyro ®@enepannio, 3a HCKIOYEHUEM CEPUI UITU NMAPTUH JEKAPCTBEHHBIX MPEMAapaTOB, YKa3aHHBIX
B yactu 4 crarbu 52.1 n yactu 6 crateu 52.2 HacTosero denepanrbHOro 3aKOHA;

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-P3)

0) mosydyeHue MOCTyMarolel B MOps/Ke, YCTAHOBJIEHHOM cTaThell 64 Hacrtosiero deaepanbHOro

www.consultant.ru CrpaHnua 26 n3 163
HafAe)XHafA npaBoBas noaaepxXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&date=10.04.2025&dst=100078&field=134

depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

3aKoHa, MH(pOpMaIKM 0 TOOOYHBIX NEHCTBUSAX, HEXKENATEIbHBIX PEAKIHIX, CEPhE3HBIX HEXKENATEIbHBIX
peakuusxX, HEMPEABUICHHBIX HEKEIATENbHbIX PEAKUUAX IIPU IPUMEHEHUH JIEKAPCTBEHHBIX IPENapaToBs,
00 WHIMBHIyaTbHON HENEPEHOCUMOCTH, OTCYTCTBHH I(PQPEKTUBHOCTH JIEKAPCTBEHHBIX IpPENapaToB, a
Takke 00 MHBIX (pakTax U 0OCTOSATENHCTBAX, MPEACTABISAIONINX YIPO3y KHU3HU WM 3I0POBBIO YEIOBEKA
m100 SKMBOTHOTO TIPH NPUMEHEHHWHW JIEKAPCTBEHHBIX IPENapaToB M BBISBICHHBIX Ha BCEX OJTamax
oOpamieHns JIeKapCTBEHHBIX MpenapaTtoB B Poccuiickoit deaepannu u Ipyrux rocy1apcrBax;

B) nojydeHue B coorBercTBuU ¢ DenepanbHbiM 3akoHOM OT 31 mrons 2020 roga N 248-®d3 "O
roCyJapCTBEHHOM KOHTpoJe (Haa30ope) M MYyHHUIUMIAIbHOM KOHTpoje B Poccuiickoit deneparun"
CBEJCHMI O NMPUUYMHEHUHU BpeAa WM 00 yrpo3e NMPUUYMHEHHS Bpela XKU3HU, 3J0POBBI0 TPAXIAH HIN
KUBOTHBIX.

Ctatba 9.2. TlocypnapCTBeHHbIM KOHTpONnb (Haa3op) 3a  peanusauuven
UCnonHuUTeNbHbLIMKU oOpraHamm cy6bekToB Poccuinickon ®Pepepaumm MNOSIHOMOYUNA B
cthepe obpaLeHNA NneKapCTBEHHbIX CpeacTB ANA MeAULIMHCKOrO NPUMEHeHUs
(B pen. ®enepanbHoro 3akoHa oT 08.08.2024 N 232-D3)

(BBenena denepanbHbIM 3ak0HOM OT 11.06.2021 N 170-D3)

1. F'ocymapcTBEHHBIN KOHTPOJIH (HAA30p) 32 peain3ariieil NCIOTHUTEIbHBIMU OpraHaMi CYObeKTOB
Poccuiickoit @enepanun noJiHOMOYHA B cepe oOparieHus JIeKapCTBEHHBIX CPEACTB IS MEIUIIMHCKOTO
MPUMEHEHHS OCYILECTBIACTCS YnoJaHOMOYeHHbIM [IpaButensctBoM Poccuiickoii denepanuu opraHoM
WCIIOJIHUTEIBHOM BIIACTH.

(B pen. ®enepanpHoro 3akoHa ot 08.08.2024 N 232-D3)

2. IlpeanmeTroM TrOCYZapCTBEHHOTO KOHTpOJS (Hag3opa) 3a peaim3anield HCHOJHUTEIbHBIMHU
opranamu cyObekToB Poccuiickoii ®enepanuu moaHOMOuYuid B cdepe 0OpalieHus JIEKapCTBEHHBIX
CPEICTB IJI1 METUIIMHCKOTO MPUMEHEHUS SIBIISETCS COOMIOICHNE YITOTHOMOYEHHBIMH HCTIOTHUTEIbHBIMU
opranamu cy0ObekToB Poccuiickoii @enepalii METOAUKU YCTAHOBIICHUS IPEEIBHBIX PA3MEPOB ONTOBBIX
Ha7A0aBOK W TMpeAeNbHBIX pPa3MEpPOB PO3HUYHBIX HAA0aBOK K (DaKTUYECKUM OTIIYCKHBIM II€HaM,
YCTaHOBJICHHBIM IPOU3BOJUTENSIMU JIEKAPCTBEHHBIX IIPENapaToB, Ha JIEKApCTBEHHBIC IpenapaThl,
BKJIIOUEHHBIE B I1€PEUEHb )KMU3HEHHO HEOOXOMMBIX U BaKHEUIIIHMX JIEKAPCTBEHHBIX MPErapaTos.

(B pen. enepanpHoro 3akona oT 08.08.2024 N 232-D3)

3. Ilpm ocymecTBieHHMH TOCYJapCTBEHHOTO  KOHTpOJsS  (Haa3opa) 3a  peaju3armei
UCTIOJIHUTEJIBHBIMUA OpraHaMu cyObekToB Poccuiickoit denepanuu mosHoMounidi B cepe oOpaieHus
JICKAPCTBEHHBIX CPEACTB ISl MEIUITMHCKOTO TIPUMEHEHUS TIPOBOISTCS CIICAYIOIINE BUIBI MEPOTIPHSTHI:
(B pen. denepanbHoro 3akona ot 08.08.2024 N 232-D3)

1) AoKyMeHTapHbIE€ IPOBEPKH;
2) BbI€3/IHBIE TIPOBEPKHU.

4. OpraHuzanusi U OCYILECTBJIEHHE TOCYJapCTBEHHOTO KOHTpOJs (Haa30opa) 3a peanu3anuei
UCTIOJHUTENBHBIMU OpraHaMu cyobekToB Poccuiickoit denepannu nosHoMounit B chepe oOparieHus
JIEKapCTBEHHBIX CPEJICTB Ul MEIUIIMHCKOTO MPUMEHEHUs perynupyorcs deaepaabHbIM 3aKOHOM OT 21
nexabpst 2021 roga N 414-03 "O6 o0mux NpUHIMIIAX OPTaHU3ALMK MyOJIMYHOM BJIACTH B CyOBEKTax
Poccuiickoit ®enepanun".
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

(B pen. ®enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

5. Tlomoxkenne o rocymapcTBEHHOM KOHTpoJie (Haa30pe) 3a peaau3aluedl HCHOJHUTEIbHBIMU
opranaMu cyobekToB Poccuiickoit @exnepanuu noaHoMouuid B cdepe oOpalleHus JeKapCTBEHHbIX
CPEICTB Il MEIULIMHCKOTO pUMEHEeHHs yTBepxkaaercs IIpasurensctBom Poccuiickoit denepannu.

(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

Cratbsa 9.3. PermoHanbHbIN rocyaapCcTBEeHHbIA KOHTPOSb (HAA30p) 3a NPUMEHEHUEM
LeH Ha JfleKapCTBEeHHbIE npenapaTtbl, BKNO4YEHHbIe B NepeyYeHb XXU3HEHHO HeoBXoaAUMbIX
M BaXHEMWLIMX NeKapCTBEHHbIX NpenapaToB

(BBenena denepanbHbIM 3ak0HOM OT 11.06.2021 N 170-D3)

1. PernoHanpHbIi rocyJapCTBEHHBIH KOHTPOJIb (HAa/I30p) 3a MPUMEHEHHEM 1I€H Ha JIEKAPCTBEHHBIE
npenapaThl, BKJIIOYEHHbIE B TEpeYeHb KU3HEHHO HEOOXOIUMBIX U BaXXHEHIINX JI€KapCTBEHHBIX
MIpernapaToB, OCYILECTBISETCS HCIOJHUTENBHBIM OpraHoM cyobekra Poccuiickoit ®enepanum,
YIOJHOMOYEHHBIM BBICIIUM HCIIOIHUTEIBHBIM OpraHoM cyobekTa Poccuiickoit denepanun.

(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

2. [IpenMeToM permoHAIIBHOTO TOCYAapCTBEHHOTO KOHTPOJISA (HaI30pa) 3a MPUMEHEHHEM IICH Ha
JIEKapCTBEHHbIE TIperaparbl, BKJIIOYEHHbIE B TMEPEYEHb >KU3HEHHO HEOOXOAMMBIX U BaKHEUIIUX
JIEKapCTBEHHBIX  [pernapaToB,  SBISETCS  COOJIOACHHME  OpraHU3alusMH  ONTOBOW  TOPTOBIH
JIEKapCTBEHHBIMU CPEACTBAMH, alTEUHBIMH OpPraHU3AIUSAMH, WHIAUBUAYAJIbHBIMH MPeANPUHUMATEISIMH,
MMEIOLIUMHU JIMLIEH3UI0 Ha (apMaleBTUYECKYIO JesITeNbHOCTb, MEIUIMHCKUMHU OpPTaHU3alUsIMU,
MMEIOLIUMU JIMIIEH3UIO Ha (papMalieBTHUECKYIO JeSTEIbHOCTh, M UX 000COOIEHHBIMU MOAPA3ICIICHUSIMU,
PacroJIOKEHHBIMU B CEIbCKUX HACEJIEHHBIX MYHKTaX, B KOTOPHIX OTCYTCTBYIOT alTe€UHbIEe OpraHu3aluy,
IIpU peanu3aly JICKapCTBEHHBIX MpernapaToB TPeOOBaHUI K MPUMEHEHUIO IIeH, YPOBEHb KOTOPHIX HE
JOJKEH TPEBBIIATh CYMMY (aKTHUYECKOW OTMYCKHOM II€HBbI, YCTAaHOBJIGHHOHW TNPOU3BOAUTEIEM
JIEKapCTBEHHBIX MPENapaToB, U KOTOPbIE HE MPEBBIIIAIOT 3apPErUCTPUPOBAHHBIX MPEAETbHBIX OTIYCKHBIX
LIEH, ¥ Pa3MEpOB OMNTOBHIX HaA0aBOK M (MJIM) pa3MepoOB PO3HUYHBIX HAJ0ABOK, HE MPEBBIIIAIONIIUX
COOTBETCTBEHHO Pa3MepOB MpeeNIbHBIX ONTOBBIX HaJA0aBOK U (WMJIM) pa3MepoB MPEEIbHBIX POZHUYHBIX
HaJ0aBOK, YCTAHOBJICHHBIX B CyObekTe Poccuiickoit deneparumn.

(B pen. enepanbHoro 3akona oT 08.08.2024 N 323-D3)

3. OpraHuzanusi ¥ OCYILECTBICHHE PETHOHATBHOTO TOCYIApCTBEHHOTO KOHTpPOJS (Ham3opa) 3a
MIPUMEHEHHEM IIeH Ha JICKAPCTBEHHBIE MpenapaThl, BKIOYCHHbIE B MIEPEYCHb KU3HEHHO HEOOXOTUMBIX U
BOKHEMILKX JIEKAPCTBEHHBIX MpPEnapaToB, peryaupytorcs enepaibabiM 3akoHOM 0T 31 urons 2020 rona
N 248-®3 "O rocyaapcTBEeHHOM KOHTpoJie (Haa30pe) W MYHULHUIAIHLHOM KOHTpolie B Poccuiickoit
denepauun".

4. TlonmoxxeHnue 0 PErMOHAILHOM TOCYJapCTBEHHOM KOHTpOJe (Haa30pe) 3a MPUMEHEHHEM IIeH Ha
JIEKapCTBEHHbIE TIperaparhl, BKIIOYEHHbIE B TMEPEYeHb >KU3HEHHO HEOOXOJAMMBIX U BaKHEUIIUX
JIEKapCTBEHHBIX MPENapaToB, YTBEPKIAETCS BBHICIIMM UCTIOTHUTENBHBIM OpraHoM cyOobekTa Poccuiickoii
denepanuu.

(B pen. ®enepanpHoro 3akona ot 08.08.2024 N 232-D3)

Ctatba 9.4. ®depepanbHbli roCyfapCTBEHHbIA  JIMLLEH3UOHHbLIA  KOHTPOIb
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

AeATesIbHOCTU NO NPOU3BOACTBY J1IeKapCTBEeHHbIX CpeaAcTB
(BBenena denepanbHbIM 3ak0HOM OT 11.06.2021 N 170-D3)

1. ®enepanbHblii TOCYAAPCTBEHHBIM JUIEH3UOHHBIM KOHTPOJb JEATENBHOCTH MO0 IPOU3BOJICTBY
JIEKapCTBEHHBIX CPEJCTB OCYILECTBISETCS (elepadbHbIMM OpraHaMHM HCIOJHUTENIBHOM BIAcTH,
ynosiHoMo4eHHbIMU [IpaButensctBoM Pocceniickoit denepanun.

2. ®enepanbHbI TOCYJAPCTBEHHBIN JUIEH3UOHHBIA KOHTPOJIb JAEATEIBHOCTU IO IMPOU3BOJCTBY
JIEKapCTBEHHBIX CPEJICTB OCYILECTBISETCS B COOTBETCTBUU ¢ DenepanbHbIM 3akoHOM oT 4 Mas 2011 rona
N 99-@3 "O nuieH3upOBaHUH OTICIBHBIX BUIOB JesTeabHoCcTH" 1 DenepanbHbIM 3aKOHOM OT 31 mroms
2020 roma N 248-®3 "O rocynapCTBEHHOM KOHTpoJje (HaA30pe) U MYHULHUINAIBHOM KOHTPOJIE B
Poccuiickoit ®enepannn". B pamkax ¢denepaqbHOr0 TOCYAapCTBEHHOTO JIUIIEH3MOHHOTO KOHTPOJIS
NESITEIbHOCTH 10 TPOU3BOJCTBY JIEKAPCTBEHHBIX CPEJICTB IUIAHOBBIE KOHTPOJbHBIE (HAI30PHBIE)
MEpPOTIPUATHS HE MPOBOJAATCS, NMPU TOM HPOBOAUTCS MEPUOAMYECKOE MOJATBEPHKIECHUE COOTBETCTBUS
JUIEH3UATOB JIMIIEH3UOHHBIM TpeOOBaHUSAM B COOTBeTCTBUHU ¢ DenepanbHbIM 3akoHOM OT 4 Masa 2011
roga N 99-®3 "O nuueH3upoBaHUM OTJIETbHBIX BUJIOB JESITEILHOCTH" .

Mnasa 5. PASPABOTKA, OOKITMHUYECKUE UCCJIENOBAHUA
NEKAPCTBEHHbBIX CPEACTB, A TAKXE KITMHUWYECKUE UCCIIEAOBAHUA
NEKAPCTBEHHbIX NMPEMAPATOB AJ14 BETEPUHAPHOIO NPUMEHEHUA

CtaTtbsa 10. Pa3paboTka nekapCTBEeHHbIX CpeacTB

1. Pa3paboTka JEeKapCTBEHHBIX CPEICTB BKIOYACT B ce0s MOUCK HOBBIX (HDapMaKOJIOTHUECKH
aKTHBHBIX BEIICCTB, TOCIEAYIOIIee W3yYCeHHEe WX JIGKAPCTBCHHBIX CBOWCTB, JTOKIMHUYECKUE
UCCIIEIOBAaHUS, Pa3pabdOTKy TEXHOJIOTUH MPOU3BOACTBA (hapMaleBTHUECKUX CYOCTaHIMMA, pa3paboTKy
COCTaBOB U TEXHOJIOTHI TIPOU3BO/ICTBA JICKAPCTBEHHBIX MPEIapaToB.

2. ®uHaHCOBOE OOecIeueHUE Pa3padOTKU JIEKAPCTBEHHBIX CPEIICTB OCYIIECTBIISICTCS 3a CUCT:
1) cpenctB dhenepaibHOTO OKOKETA;
2) cpencTB pa3padOTIYUKOB JICKAPCTBEHHBIX CPEJICTB;

3) CpCacCTB HpOH3BOI[PIT€J'I€I>i JICKAaPCTBCHHBIX CpCaACTB Ipu BBIIIOJIHCHHUHA HAy41HO-
HCCICO0OBATCIIbCKUX pa60T o JOoroBopy MCEXKAY paSpa6OT‘{I/IKOM JICKAPCTBCHHLIX CPCIACTB H
IIPOU3BOAUTCIICEM JICKAPCTBCHHBIX CPCIACTB,

4) HHBIX HC 3alIPpCHICHHLIX 3aKOHOAATCIILCTBOM Poccuiickoii CDe,uepauI/H/I HCTOYHHKOB.

3. HpaBa pa3p360TqI/IKa JICKAPCTBCHHOI'O CPCACTBA OXPAHAIOTCA I'Pa’KAAHCKUM 3aKOHOJATCIIBCTBOM.

Cratba 11. [JOKNMHMYECKOe wuccrnefoBaHWe JeKapCTBEHHOro cpeacrea  Ans
MeOULIMHCKOro NpMMeHeHus

1. I[OKJ'II/IHI/I‘-ICCKOC HCCIICAOBAHUC JICKAPCTBCHHOTO CpCACTBA A MCIAUIHMHCKOIO ITPUMCHCHUA
MIpoOBOAUTCA NTYTEM IMNPUMCHCHHA HAYYHBIX MCTOHNOB OICHOK B MHOCIAX IOJYUCHUA OOKA3aTCIbLCTB
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

0€3011aCHOCTH, KaueCcTBa 1 3(PPEKTUBHOCTH JICKAPCTBEHHOTO CPEJICTBA.

2. JIOKJIMHUYECKOE HCCIEA0BAHUE JIEKAPCTBEHHOTO CPEACTBA Ui MEAULMHCKOTO NpPUMEHEHUS
IIPOBOJUTCS. B COOTBETCTBUU C IMpaBUIaMH HaJyIeKalled 1abopaTOpHON NPaKTHUKH, YTBEPKIEHHBIMU
EBpa3uiickoii 3KOHOMUYECKON KOMUCCUEH.

(B pen. ®enepanbHbIX 3aK0HOB OT 22.12.2014 N 429-@3, ot 30.01.2024 N 1-D3)

3. Jlnsa opraHu3anuy ¥ NpoBEACHUs JOKIMHUYECKOTO MCCIEI0BaHUs JIEKapCTBEHHOTO CPEACTBA [UIs
MEJUIIMHCKOTO MPUMEHEHUs1 pa3pabOTUMKM JIEKAPCTBEHHBIX CPEJCTB BIpaBE IpUBJIEKaTh Hay4yHbIE
OopraHusaiuu, o0pazoBaTelbHbIE OPraHNU3alliy BHICIIETO0 00pa30BaHUs U UHbIE OpraHMU3aIMH, UMEIOIINe
HEOOXOIMMYI0  MaTepUaJbHO-TEXHUUYECKYI0 0a3y U  KBaJM(UIUPOBAHHBIX  CIELHUAINCTOB B
COOTBETCTBYIOLIEH 00JaCTH UCCIEI0BAHMU.

(uactp 3 B pea. @enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

4. JIOKJIMHUYECKOE HCCIeAOBAHUE JIEKAPCTBEHHOTO CPEJCTBA JJS METUIIMHCKOTO MPUMEHEHUS
MIPOBOJUTCST MO YTBEPKACHHOMY pPa3pabOTUMKOM JIEKAPCTBEHHOTO CPEACTBA IUIAHY C BEACHHEM
IIPOTOKOJIA TOrO HCCIEAOBAaHUS M COCTABJICHHEM OTUYETa, B KOTOPOM COJEP’KATCS PE3yJIbTaThbl ITOTO
UCCIIEIOBAaHUS U 3aKIIOYEHHE O BO3MOXHOCTH IPOBENEHUS  KIMHUYECKOTO  HUCCIIEJOBAHUS
JIEKapCTBEHHOT'O IpernapaTa sl MeIUIIUHCKOTO MPUMEHEHUSI.

5. TlpoBenenne MpoBEpPOK COOIONCHUS TIPABUII Ha/JIEXkKAIIEeH 1ab0paTOpHOI MPAKTUKHU U TTPABOBBIX
HOPM HCIIOJIb30BAaHUS YKUBOTHBIX MpPH MPOBEICHUU AOKIMHUYECKHX HCCIEAOBAHUM JIEKapPCTBEHHBIX
CPEICTB AJIsi MEAMIIMHCKOTO MPUMEHEHUS OCYIIECTBIISETCS YIMOJIHOMOUYEHHBIM (peliepaabHbIM OpraHOM
WCIIOJIHUTEIBHOMN BIIACTH.

(B pen. ®enepanbHoro 3aK0oHa OT 22.12.2014 N 429-D3)

6. Pe3ynbraThl JOKIMHUYECKOTO HCCIEIOBAaHUS JIEKAPCTBEHHOTO CPEACTBA ISl MEIUIIUHCKOTO
MPUMEHEHHsI MOTYT OBITh TPEICTaBJICHBI B YIIOJHOMOYCHHBIH (elepabHbI OpraH HMCIOJHUTEIbHOMN
BJIACTH B YCTAHOBJICHHOM TOPSIJIKE B IEINISIX PETUCTPAIMH JICKAPCTBEHHOTO Tperapara.

(B pen. @enepanbroro 3akoHa ot 30.01.2024 N 1-D3)

Cratba 12. [oknuHU4YecKoe wuccrnenoBaHWe JeKapCTBEHHOro cpeacrtea w
KNUHUYECKOe uccreaoBaHMe JieKapCTBEHHOro npenapata Ans  BeTepuHapHOro
npuMeHeHus

1. HOKJ'II/IHI/I‘{CCKOC HCCIICAOBAHUC JICKAPCTBCHHOI'O CPCACTBA JIs1 BCTCPUHAPHOI'O IIPHUMCHCHUA
MMpoOBOAUTCA IIYTEM IMNPUMCHCHHA HAYYHBIX MCETOHNOB OLCHOK B MHNCIAX IIOJYUCHUA HOOKA3aTCIbLCTB
6630HaCHOCTI/I, Ka4dye€CTBa H 3(1)(1)6KTI/IBHOCTI/I JICKAPCTBCHHOI'O CPCACTBA, B TOM YHUCIIC OIIPCACIICHUA CPOKa
€I'0 BBIBCACHUS M3 OpraHu3Ma KUBOTHOI'O, B LCJIAX obecneyeHnss 6€30MaCHOCTH MMPOAYKIUH JKUBOTHOT'O
MPOUCXOKACHUA TTOCIIC TPUMCHCHUA COOTBCTCTBYIOLICTO JICKAPCTBECHHOI'O IIpCIiapara.

2. HOKJ'II/IHI/I‘-ICCKOC HCCJIICAOBAHUC JICKAPCTBCHHOI'0O CPEACTBA W KIIMHHUYCCKOC HUCCICAOBAHUC
JICKApCTBCHHOT'O IIpfliapaTa A BCTCPHUHAPHOI'O0 IMPHUMCEHCHUA, HUCCIICAOBAHUC OMOAKBHBAJICHTHOCTH
YKa3aHHOI'0 JICKaApCTBCHHOI'O IIpCriapara MpoBOAATCA B COOTBCTCTBHU C IIpaBUJIaMH, YTBCPXKIACHHBIMHU
YIIOJTHOMOYCHHBIM Q)enepaanHM OpraHomM HCIIOJTHUTEIILHOM BIIACTH.

3. I[OKJ'II/IHI/I‘-ICCKOC HCCIICAOBAHUC JICKAPCTBCHHOI'0 CPEACTBA W KIMHHUYCCKOC HUCCICAOBAHUC
JICKAPpCTBCHHOT'O IIpf€napara Jid BCTCPUHAPHOIO MNMPHUMCHCHUA MPOBOIAATCA IO YTBCPKIACHHOMY
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

pa3pabOTYMKOM JIEKAPCTBEHHOTO CpPEACTBA IUIAHY C BEICHMEM IPOTOKOJIOB 3THUX HCCIEIOBAHUNA U
COCTaBJICHUEM OTUETOB, B KOTOPBIX COAECPKATCSA PE3YNIbTATHI TUX UCCIEIOBAHUN.

4. Jlna opraHu3aliy U MPOBEAEHUS JTOKIMHUYECKOTO HCCIIEIOBaHUS JEKApCTBEHHOTO CPENCTBA U
KIIMHUYECKOTO UCCIIEI0BAaHUS JIEKAPCTBEHHOTO MpenapaTa /sl BETepUHApHOro MPUMEHEHUS pa3paboTUuK
JIEKapCTBEHHOI'O CpEACTBA MOYKET IPUBJIEKATh OPraHU3allld, UMEIOLIMEe HEOOXOAMMYI0 MaTepHallbHO-
TEXHUYECKYIO 0a3y M KBaJTU(HUIIMPOBAHHBIX CIICIIUATMCTOB B COOTBETCTBYIOIIEH 00IACTH NCCIICAOBAHMS.

5. KimHnueckne uccienoBaHUs JIEKAPCTBEHHBIX IIPENapaToB JUIsl BETEPUHAPHOTO IPUMEHEHMS
MIPOBOJATCS B BETEPUHAPHBIX OpraHU3alUsAX M B OpraHU3alusAX, OCYHIECTBIIAIOIIUX pa3BEACHHUE,
BBIpAILMBAaHUE U COACPKAHUE KUBOTHBIX, B LIEISX:

1) ycraHOBJIEHHSI IEPEHOCUMOCTH JIEKAPCTBEHHBIX MIPENApaTOB 3/10POBBIMH KUBOTHBIMU;

2) mnoxbopa ONTHUMAJbHBIX JO3HPOBOK JIEKAPCTBEHHBIX IIpPErmapaToB M Kypca JI€UeHHUsS Ha
KOHKPETHOM IpyIiNe )UBOTHBIX C ONpeAeICHHBIM 3a00JI€BaHUEM;

3) ycTaHOBJIEHHS 0€301MacHOCTH 1 A(GEKTHBHOCTH JIEKAPCTBEHHOTO Tperapara, mpeIHa3HaueHHOTO
JUTSI JISYEHUST OTIPEJICIICHHBIX 3a00JIEBAHHI KUBOTHBIX, WK A()(PEKTUBHOCTH JIEKAPCTBEHHOTO TperapaTa
JUTst PO (prITakKTHKY 3a0071€BaHUH 3/T0POBBIX JKMBOTHBIX;

4) w3ydyeHHsT BO3MOXKHOCTEH pacCHIMpEHUs TOKa3aHUH K TMPUMEHEHHIO 3aperHCTPUPOBAHHOTO
JIEKapCTBEHHOT'O MperapaTa U BBISBJICHHS paHee HEU3BECTHBIX MOOOYHBIX NEHCTBHI.

6. KinHMYeckoe HcCclieIoBaHuE JICKAPCTBEHHOIO IMpernapara jid BETEPUHAPHOTO MPUMEHEHUS
OCYILIECTBJISIETCS 3a CUET CPEJCTB pa3padOTUMKa JIEKAPCTBEHHOTO CPECTBA.

7. OtyeTsl © pe3yiabTataXx AJOKIMHHUYECKOI'O HMCCICAOBAHHA JICKAPCTBECHHOI'0 CpeaACTBa U
KIIMHUYCCKOTO  HMCCICOOBAaHUA  JICKAPCTBCHHOI'O  IIp€riapara A4  BCTCPUHAPHOIO  IIPHUMCHCHHA
COCTaBJIIANOTCA p33pa60T‘II/IKOM JICKAPCTBEHHOT'O Cp€acTBa C Y4YCTOM 3aKII0YCHUH OpFaHH3aHHﬁ,
IIPUHUMAaBIINX Y4aCTHEC B OPraHu3anun U IIPOBEACHUHN 3THUX HCCJIe,I[OBaHI/Iﬁ.

8. KOHTpOJ'IB 3a IMPOBCACHUEM JOKIMHHUYCCKUX I/ICCJ'IGI[OBaHI/II\/'I JICKApCTBEHHBIX CPCACTB U
KIIMHHUYCCKHUX I/ICCJ'ICIIOBaHI/Iﬁ JICKAaPCTBCHHLIX  IIpCIIapatoB  JII  BCTCPUHAPHOI'O IMIPUMCHCHU A
OCYIICCTBJIACTCA YIIOJTHOMOYCHHBIM Q)eﬂepaHBHBIM OpraHomM HWCIOJIHUTEIBHOM BIACTH.

Masa 6. OCYLLECTBNEHUE FOCYOAPCTBEHHOW PErTMCTPALUN,
PETMCTPALUUU NEKAPCTBEHHbIX MPEMNAPATOB
(B pen. denepanpHoro 3akona oT 30.01.2024 N 1-D3)

Koncynprantllntoc: mpumedanue.
[To 3asBaenusiM, momaHHpiM A0 01.01.2021, nexapcTBeHHBbIE Mpemaparbl s MEAUIMHCKOTO
MIPUMEHEHHS PETUCTPUPYIOTCS B COOTBETCTBUU ¢ TpeboBaHUsMU, NeiicTBoBaBmmMu a0 30.01.2024. O

IIPUBEACHUU B cOOTBETCTBHE ¢ akTaMu EADC Takux M paHee 3aperMCTPUPOBAHHBIX IIPENAPATOB CM.
@3 o1 30.01.2024 N 1-D3.

Ctatba 13. [ocypapcTBeHHas perucrTpauus, perucrpaumsi JeKapCTBeHHbIX
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

npenapartoB
(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-®3)

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

1. B Poccuiickoit ®enepauuu IOMYyCKalOTCS NPOU3BOACTBO, XpaHEHHE, IEPEBO3Ka, BBO3 B
Poccuiickyro ®@enepanuto, BbiB03 U3 Poccuiickoin @enepanuu, pexiiama, OTIYCK, pean3aius, nepenaya,
NIPUMEHEHUE JIEKAPCTBEHHBIX IpEIapaTroB, €CIM OHU  3apPErUCTPUPOBAHBI  YIIOJHOMOYEHHBIM
@CﬂepaﬂbHHM opranom HCIIOJTHUTEIBHOM BJIACTH B COOTBETCTBHUH C HaCTOALIUM d)enepam,HLIM 3aKOHOM
100 B COOTBETCTBUU C aKTaMH, coCTaBlsAoIMMu npaBo Coro3a.

(B pen. DenepanbHbix 3akoHOB 0T 13.07.2015 N 241-®3, ot 30.01.2024 N 1-D3)

2. T'ocynapcTBEHHOW perucTpaluy Mo yIexkaT:

1) Bce JekapcTBEHHbIE Mpernaparbl, BIIEpBbIE MOJUIEkKallle BBOAY B oOpaiieHue B Poccuiickoit
denepanuu;

2) nexkapCTBEHHBbIE Mpenaparbl, 3aperUCTPUPOBAHHBIE paHEe, HO MPOU3BEACHHBIE B JPYIHX
JIEKapCTBEHHBIX (POPMaxX B COOTBETCTBMM C MEPEYHEM HAUMEHOBAHUMU JIEKApCTBEHHBIX (OpPM, B HOBOM
JO3UPOBKE IMPH JI0KA3aTEIbCTBE €€ KIMHUYECKON 3HAYMMOCTHU U 3(PPEKTUBHOCTH;

3) HOBBIE KOMOHMHAILIUY 3aPETUCTPUPOBAHHBIX paHee JIEKaPCTBEHHBIX MpPErapaTos.

3. TocymapcTBeHHast perucTpanys JIGKApCTBEHHBIX IPEnapaToB OCYIIECTBISETCS 10 pe3yabTaTamM
AKCTIEPTHU3BI JICKAPCTBEHHBIX CPE/ICTB.
(dacthb 3 B pea. @enepanbHoro 3akoHa oT 30.01.2024 N 1-D3)

4. TocynapCTBeHHAs PErUCTPAIUs JICKApCTBEHHOTO Tperapara OCYIIeCTBIICTCS COOTBETCTBYIOIINM
YIIOJHOMOYCHHBIM (peiepalIbHBIM OPraHOM HWCIHOJHHUTEIBHOM BJIACTH B CPOK, HE IPEBBIMIAIOIIHNA CTa
IICCTHJICCATH pabdOYUX JHEW CO JHS TPUHATHS 3asBJICHUS O TOCYJApPCTBEHHOW pErucTpaIiuu
JISKaPCTBEHHOT'O IpernapaTa JijIsi MEJIUIMHCKOTO IPUMEHEHHUS, U B CPOK, HE MPEBHIIIAIONINN CTa IBAIATH
paboumx JHEH CO JHSA TNPUHATHSA 3aIBICHHS O TOCYJAPCTBCHHOW pErvCTpalyy JIEKapCTBEHHOTO
mpernapara Juisi BETEpUHAPHOTO NMPUMEHEHHs. B yka3aHHBIA CPOK BKIIIOYACTCS BpeMs, HEOOXOAUMOE IS
IMOBTOPHOIO IPOBEJICHUS 3KCIEPTU3BI JICKAPCTBEHHOI'O CPEJACTBA B COOTBETCTBMHM CO CTaThed 25
Hactosiero denepanpHoro 3akona. Cpok rocyAapCTBEHHOM PETMCTPAllMU JIEKAPCTBEHHOTO Mperapara
UCYUCIISCTCS CO JIHA TPHUHATHS COOTBETCTBYIOIIMM  YIOJHOMOYCHHBIM (eliepalbHBIM  OPraHOM
WCTIOJITHUTEIBHOW  BJACTH  COOTBETCTBYIOIIETO  3asBJICHUS O TOCYIApCTBEHHOW  PErHCTpaIiH
JICKApCTBEHHOTO Mperapara ¢ MPWIOKEHHEM HEOOXOJUMBIX JOKYMEHTOB TIO JICHb BBIIAuu
PETUCTPAIIIOHHOTO YJOCTOBEPEHHS JICKAPCTBEHHOTO TipenapaTa. Bpemsi, Heo0XoauMoe JUisi HarpaBJIeHUs
YIIOJTHOMOYEHHBIM  (heZepabHBIM OPraHOM HCIIOJHUTEIBHONM BIACTH 3alpoca O MPeICTaBICHUU
HEO0OXOIMMBIX MAaTepPHANIOB U MPECTABICHUS 3asSBUTEIEM OTBETa HAa JAHHBIN 3aMPOC B COOTBETCTBUH CO
cratbsiMu 16, 19 u 23 nactosimero denepanbHOTO 3aKOHA, HE YYUTHIBAETCS MPU HCUYHCIECHUU CpPOKa
roCy/IapCTBEHHOW PETUCTPAIIUU JIEKApCTBEHHOTO Mpenapara.

(B pen. denepanpHoro 3akona oT 30.01.2024 N 1-D3)

5. TocynapcTBeHHOM perucTpalvu He 1MOJJIeKaT:

1) JICKApPCTBCHHBIC MpCHaparbl, MU3TrOTOBJICHHBIC ANITCYHBIMU OpTraHU3alusaIMU, BCTCPUHAPHBIMU
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

AllTCUHBIMHA OpraHru3allusaAMU, UWHAUBUAYAJIbHBIMA NPCANIPUHUMATCIIAMHA, KOTOPLIC MMCIOT JIMLICH3HUIO Ha
(bapMaIeBTHUECKYI0 JAEATEIBHOCTh, 10 peleNnTaM Ha JIeKapCTBEHHBIE Ipernaparbl U TpeOOBaHHIM
MEJUIMHCKUX OpraHu3aluii, BETEpUHAPHBIX OpraHU3alUil WM OpraHu3auuii (MHAMBHUIYaJIbHBIX
MpEANPUHUMATEIECH ), OCYIIECTBIISIONINX pa3BeICHUE, BRIPAIIUBAHUE U COACPIKAHNUE KUBOTHBIX;

(B pen. ®enepanbHoro 3akoHa oT 30.12.2021 N 463-D3)

2) neKapCTBEHHBIC TIperaparhl, MPUOOPETeHHbBIC (U3MUSCKUMU JIMIIAMU 3a Tipeaeiaamu Poccuiickoii
denepauny U NpeIHA3HAYCHHBIE AJIS1 INYHOTO UCIIOJIb30BaHUS;

3) nexapcTBEHHBIE TIpenaparthl, BBo3uMble B Poccuiickyto deneparuto a1 okazaHusi MEIUIIMHCKOMN
MOMOIIH IO KU3HEHHBIM IMOKA3aHUSIM KOHKPETHOTO NMAallMeHTa Ha OCHOBAHMM PAa3PEIICHUs, BbIAAHHOIO
YIOJIHOMOYEHHBIM (heiepaTbHbIM OPraHOM HCTIOJTHUTEIHHOM BIIACTH;

4) nexapCTBEHHbBIE CpeNCTBA, BBO3MMBbIE B Poccuiickyro deneparuio Ha OCHOBAaHMHM BBIJAHHOTO
YIOJJTHOMOYEHHBIM (pelepaIbHbIM OPraHOM HCTIOTHUTEIBHON BJIACTH Pa3pelIeHHs] U TPEeIHa3HAYCHHBIC
JUTST TIPOBEACHUS KIMHUYECKHX WCCIEIOBAHUN JIGKAPCTBEHHBIX TMpenapaTtoB W (WiIM) TPOBEICHUS
AKCHEPTU3bl  JIEKAPCTBEHHBIX CPEICTB  JUII  OCYIIECTBJICHUS TOCYJAPCTBEHHOW  pErucTpanuu
JIEKapCTBEHHBIX MPEMApaATOB;

5) bapmanieBTHUECKHE CYOCTaHITNY;

6) paanodapmalleBTUUECKUE JIEKapCTBEHHbIE MpenapaThl, W3TOTOBJIEHHBbIE HEMOCPEACTBEHHO B
MEJUIIMHCKUX OpraHU3alUsX B MOPSAJKE, YCTAHOBJIEHHOM YIOJIHOMOYEHHBIM (elepalbHbIM OPraHoM
WCIIOJIHUTENBHOM BIIACTH;

7) nexapcTBEHHbIE NpenapaThl, TPOU3BOIUMBIE JJIS1 IKCTIOPTA;

8) OHMOTEeXHOJIOrMYeCKHe JIEKapCTBEHHbIC Ipenaparbl, NpeJHa3HAYCHHbIE NJIs NPUMEHEHUS B
COOTBETCTBUU C MHAUBUAYAJIbHBIM MEIWIMHCKAM HA3HAYEHUEM M CHEUUATbHO W3TOTOBJICHHBIE IS
KOHKPETHOT'O MalME€HTa HEMOCPEICTBEHHO B MEIUIIMHCKON OPraHnu3aluu, B KOTOPOU MPUMEHSIETCS TaKOU
OMOTEXHOJOTMYECKUN JIEKapCTBEHHBIH Ipenapar, HWMEIIUe B CBOEM COCTaBE COEIUHEHMS,
CUHTE3UPOBAHHBIE IO pe3y/IbTaTaM I'€HETUUECKUX MCCIIEJOBAaHUN MaTepuaia, MOJy4eHHOTO OT NAlUeHTa,
JUIE KOTOPOTO H3TOTOBJIEH TakKOW OWOTEXHOJOTMYECKHIl JieKapcTBeHHbINM mpenapar. I[lepedens
MEJHUIIMHCKUX OPTaHU3alUi, UMEIOIIUX MPaBO M3TOTaBIUBATh U MPUMEHSTh TaKUe OMOTEXHOJIOTHYECKUE
JIEKapCTBEHHBIE Ipernaparsl, yrBepxkaaercsa IlpasurensctBom Poccuiickoit @enepaunn. Paspenienre Ha
MIPUMEHEHHE TaKuX OMOTEXHOJOTHMYECKUX JIEKAPCTBEHHBIX IPENapaToB BBIAACTCA YIMOJIHOMOYEHHBIM
(denepalbHBIM OpPraHOM HCIOJHUTEIBLHOW BJACTU B IMOpSJKe, ycTaHaBiuBaemMoM IIpaBUTEnsCTBOM
Poccuiickoit ®enepauuu. Ilopsimoxk oOpamieHus TakuX OHOTEXHOJOTHYECKMX —JIEKApCTBEHHBIX
MpenaparoB, BKJIIOUYas MOPSAJOK MX U3TOTOBIICHHUS, MPOBEACHUS SKCIIEPTU3bI, OCYLIECTBICHUS KOHTPOJIS
KauecTBa TaKUX OWOTEXHOJOTMUECKUX JIGKAPCTBEHHBIX IMIpemapaToB, MPUMEHEHHS, XpaHEHUS,
TPAHCIIOPTUPOBKUA M YTUIU3ALMN TaKuX OMOTEXHOJOTHYECKHX JIEKAPCTBEHHBIX IMpENaparoB, a TaKkKe
TpeOOBaHUA K TakUM OHOTEXHOJOTHYECKHM JICKQpPCTBEHHBIM TMpemapataM H  MEAUIIMHCKUM
OpPraHu3alusM, UWX W3rOTaBIMBAKOIIMM W I[PUMEHSIONIMM, yCTaHaBiuBarTcsa lIpaBurenscTBOM
Poccuiickoit denepanun.

(. 8 BBeaen denepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

5.1. 3asBiacHHE O peructpaiiu  BOCIIPOU3ZBCACHHOI'0  JICKAPCTBCHHOTO  MHpfclapara IJId
MCIUIHUHCKOIO0 MTPHUMCECHCHUSA MOKCT OBITH IIogaHoO B YHOJIHOMOLICHHHﬁ (benepaanHﬁ opraH
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

WCIOJIHUTENBHOM  BJACTH, OCYHWIECTBIISIIOIIMN TOCYAApPCTBEHHYIO PETHCTPALMIO  JIEKAPCTBEHHBIX
MPENapaToB, MO MCTEYEHHUHM YETHIPEX JIET C JaThl IOCYAAPCTBEHHON PETHCTpalUU WA PErUCTpaluu
pedepeHTHOTO JICKAPCTBEHHOTO Mpenapara Jjisi MEIUIUHCKOTO TpuMeHeHus B Poccuiickoii deeparium.
(dactp 5.1 BBenena denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

5.2. 3asBieHHE O pErHCTpaluu OHOAHAIOTOBOTO (OMOIOMOOHOI0) JIEKApPCTBEHHOTO Iperapara
(Obmoananora) Juist MEUIIMHCKOTO TIPUMEHEHUSI MOYKET OBITh TIOJAHO B YIMOJHOMOYEHHBIN (eepatbHbIi
OpraH HCIOJHUTEIBFHON BIIACTH, OCYIIECTBISIONIMNA TOCYAaPCTBEHHYIO PETHUCTPAIMIO JIEKAPCTBEHHBIX
MpernapaToB JUIsi METUIIMHCKOTO TPUMEHEHUS, M0 WCTEYeHHWH TpeX JIET C JaThl TOCyJapCTBEHHOMN
perucTpaiy Ui perucrpanuu pe)epeHTHOTO JIeKapcTBEHHOTo npenapaTa B Poccuiickoit denepanun.
(wactb 5.2 BBeiena dexnepanbabiM 3akoHOM OT 30.01.2024 N 1-D3)

5.3. He pomyckaercs HCHOJB30BaHHME B KOMMEPUECKHUX MeNsiXx HH(opManuu o pe3yibTarax
JOKIIMHHUYCCKUX I/ICCJ'ICJIOBaHI/Iﬁ JICKAPCTBCHHLIX CPECACTB U KIIMHUYCCKUX I/ICCJ'ICJIOBaHI/Iﬁ JICKAPCTBCHHLBIX
npemaparoB Ajd MCEIUIOHWHCKOro IMPUMCHCHUA, Hpe)ICTaBJ'IeHHOI\/II 3as4BUTCIIEM JIJISL FOCYJIapCTBeHHOﬁ
perucTpainyy Wid perucTpalury JIEKapcTBEHHOIO IpernapaTa, 6e3 ero corjiacus B TE€UEHHUE IIECTH JIET C
JaThl TOCYJapCTBEHHOM pErucTpanyyl WIA perucTpanuu pedepeHTHOro JIEKapCTBEHHOIo Ipemnapara B
Poccuiickoit ®enepanuu.

(dactp 5.3 BBenena denepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

6. He nonyckaercs rocyaapCTBEHHasi pErucTpanus:

1) nexkapCTBEHHBIX MPENapaTroB, OTIMYAIOUIUXCA JPYr OT Jpyra KaueCTBEHHBIM COCTaBOM
NeMCTBYIOUIUX BEIECTB, O] OJUHAKOBBIM TOPrOBBIM HAMMEHOBAHUEM;

2) OJHOTO JICKApPCTBEHHOTO Mperapara, MPEeACTaBICHHOTO HA TOCYAApPCTBEHHYIO PETHCTPAIlUIO B
OTHOIICHWH OJJHOTO W TOTO K€ JEp)KaTellsl WM BIaJelblla PETUCTPAIIMOHHOTO YIOCTOBEPEHHUSI
JICKApCTBEHHOTO Tpernapara B BUJIC IBYX M 0oJjee JICKAPCTBEHHBIX IpPENapaToB MOJ Pa3IHYHBIMU
TOPrOBBIMA HAMMEHOBAHUSIMH.

(. 2 B pea. @enepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

7. Ilo 3ampocy B 3JeKTpOHHOH QopMme cyObekTa o0OpalleHusi JIEKapCTBEHHBIX CpPEICTB
COOTBETCTBYIOLIUM  YIOJHOMOYEHHBIM  ()eAepalbHbIM  OPraHOM  MCIIOJIHUTEIBHONM  BJACTH,
OCYIIECTBIISIOIIMM T'OCYAAPCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX MpPEnapaToB, B YCTAHOBJIEHHOM MM
MOPSAZIKE OCYIIECTBISIETCS HAay4yHOE KOHCYJIBTUPOBAaHHE II0 BOINPOCAM, CBSI3aHHBIM C IPOBEICHUEM
JOKIMHUYECKUX UCCIeI0BaHUM, KIMHUYECKUX MCCIEOBAHUN JIEKAPCTBEHHBIX MPENapaToB, 3KCIEPTU3bI
KayecTBa JIGKAPCTBEHHBIX CpPEACTB, A(GQGEKTUBHOCTH M  O€30IaCHOCTH, C  OCYIIECTBJICHUEM
rOCyJapCTBEHHON pErucTpaluy JIEKapCTBEHHBIX INpenapaToB. KOHCYyIbTHpOBaHHE OCYLIECTBISAETCS C
npuBjedeHUEM (efepaabHbIX T'OCYAAPCTBEHHBIX OIOKETHBIX YUPEXKJEHHH, TOJBEIOMCTBEHHBIX
IaHHOMY (enepaqbHOMY OpraHy HCIOJHUTENBHOM BJIACTH M HE YYAacTBYIOIIMX B OpraHU3aluu
IIPOBEJICHUSI  DKCIIEPTH3bl KayecTBa JIEKAPCTBEHHBIX CPEACTB B  LENAX OCYHIECTBJICHHA HX
roCyZlapCTBEHHON PETUCTPAlliM B COOTBETCTBMM CO cTaThed 16 Hacrosero denepalbHOrO 3aKOHa, B
BUJIE OTBETAa B MUCBMEHHOIN (OpME YIOITHOMOYEHHOTO (e/lepalbHOr0 OpraHa MCIOJIHUTEIbHON BIACTH
Ha 3anpoc. PasMmep B3uMaeMoM C 3asiBUTENS ILIATHI ONPENEISIETCS B COOTBETCTBUM C 3aKOHOAATEIbCTBOM
Poccuiickoit denepanyn 06 opraHu3alyy MpeJoCTaBIEHUS TOCYAAPCTBEHHBIX U MYHUIUITATIBHBIX YCIIYT.
Wudopmanmst 006 OCYIIECTBICHUHM HAY4YHOTO KOHCYJAbTHPOBAHMSA, B TOM 4YHCIE CTaThbd, 0030pHI,
CIpaBOYHBbIE MaTepuanbl W HHAs HHGpopMalMs 00 OCYIIECTBIEHHH HAYyYHOTO KOHCYJIbTHPOBAHUS,
pa3meriaercs Ha OQUIIMAIBHOM CalTe YHNOJHOMOYEHHOIO (enepasbHOTO OpraHa HCIOJIHUTEILHON
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

BiracTu B cetu "MHTepHer" ¢ COONIONEHMEM OIPaHUYEHHM, YCTAaHOBJIEHHBIX 3aKOHOJATENbCTBOM O
MIEPCOHAIBHBIX JaHHBIX, KOMMEPUYECKON U (UJIM) TOCYIapCTBEHHOM TailHe.
(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-®3)

8. T'ocymapcTBeHHast perucrpanusi JEKapCTBEHHBIX INPENapaTroB, KOTOpPbIE IpeIHA3HAYEHBI IS
IIPUMEHEHHsI B  YCIOBUSAX BOCHHBIX JICHUCTBUM, YpE3BBIYAMHBIX CHUTYallUd, MPEXyNpexRICHUSA
Ype3BBIYAHBIX CUTYalUd, MPOQHUIAKTHKN U JICYeHUs! 3a00JIeBaHUM, NPEICTABISIIOMINX OIMACHOCTh JUIS
OKPY)KaIOIIMX, 3a00JI€BaHUI U MOPAKEHUH, MOITYYEHHBIX B pe3yJbTaTe BO3JACHCTBUS HEOIAronpUsTHBIX
XUMHMUYECKUX, OMOJIOTHYECKUX, PATUAIMOHHBIX (DAKTOPOB, M KOTOpble pa3pabOoTaHbl B TOM YHUCIE IO
3aJ1aHUI0 (efiepaNbHBIX OPraHoOB MCIIOJIHUTEIBLHOW BJIACTH, YIMOJIHOMOYEHHBIX B 001acTh 0OOpOHBI
CTpaHbl U 0€30IIaCHOCTH IOCYJapCTBa, a TAKXKE JIEKAPCTBEHHBIX CPEJCTB B Cilydae UX Je(eKTypbl WU
pUCKa BO3HHMKHOBEHHUS Je(EKTypbl B CBSI3M C BBEJIEHHEM B OTHomIeHHHM Poccuiickoit Denepanun
OTPAaHUYUTENBHBIX MEpP HDKOHOMHYECKOTO XapaKTepa OCYIIECTBIAETCS B IOPSAAKE, YCTaHOBICHHOM
[IpaBurensctBoM Poccniickoit denepanun.

(B pen. DenepanbHbix 3akoHOB 0T 01.04.2020 N 98-D3, ot 08.03.2022 N 46-D3)

CtaTtbsa 14. NMpnMHUMNBbI 3KCNEePTU3bI NIeKapCTBEHHbIX CPeaAcTB
(B pen. ®enepanbHoro 3aK0Ha OT 22.12.2014 N 429-D3)

1. DxcnepTusa JIEKAPCTBEHHBIX CPEICTB OCHOBBIBAETCS HAa MPHUHLMIAX 3aKOHHOCTH, COONIOIECHUS
nmpaB U cBOOOJ dYelOBeKa W TpaXIaHWHA, NpaB IOPUAUYECKOTO JIMIA, HE3aBHCUMOCTH JKCIIEpTa,
OOBEKTUBHOCTH, BCECTOPOHHOCTH U TIOJHOTHI MCCJIEIOBAaHUM, MPOBOJUMBIX C HCIOJIb30BAaHUEM
COBPEMEHHBIX JOCTHKCHHH HAayKH U TEXHUKHU, OTBETCTBEHHOCTH (elepalbHOT0 TOCYIapCTBEHHOIO
OIOKETHOTO YYpEeXKAEHHUS IO MPOBEICHUIO AKCHEPTU3bl JIEKAPCTBEHHBIX CPEICTB U OSKCIEPTOB 3a
MIPOBEJICHUE U Ka4eCTBO DKCIIEPTHU3BI.

2. 9KCH€pTH3a JICKApPCTBCHHLBIX NpC€HapaToB A1 MEAUIUHCKOTI'O IIPUMCHCHU BKIIHOYACT B ce0s:

1) sKcnepTH3y ITOKYMEHTOB, NPEJACTABJICHHBIX JUISI ONMpPEICIICHHS BO3MOXKHOCTH pPaccMaTpUBaTh
JICKApCTBEHHBIN Ipermapar Ui MEIUIIMHCKOTO NPHMEHEHUS B KauecTBe Op(aHHOTO JICKApCTBEHHOTO
npernapara;

(B pen. denepanpHoro 3akona oT 30.01.2024 N 1-D3)

2) JKCHEPTU3y MPEIIOKCHHBIX METOJO0B KOHTPOJS KavyeCTBa JICKAPCTBEHHOTO CPEICTBA M (MJIH)
Ka4yecTBa IPEACTABICHHBIX OOpa3lOB JICKAPCTBEHHOTO CPEJICTBA C HCIOJIB30BAHUEM OSTHX METOJIOB
(mayee - PKCHIEPTH3a KA4eCTBA JICKAPCTBEHHOTO CPEJICTBA);

(B pen. enepanpHoro 3akona oT 30.01.2024 N 1-D3)

3) OKCIIEPTU3Y OTHOLICHUA OXXKHMIAeMOM IIOJB3bI K BO3MOXHOMY PpHUCKY TIPpHUMCHCHUA
JICKApCTBCHHOT'O IIpeIiapara,

4) SKCHepTU3y PETUCTPALMOHHOTO JIOChe Ha JIEKApCTBEHHBIM Mpenapar B IENSIX ONpeaesieHus
B3aMMO3aMEHIEMOCTH JIEKAPCTBEHHBIX NIPENapaToB sl MEAUIIMHCKOTO IPUMEHEHUSI.
(1. 4 BBeaen deaepanbHbIM 3aKOHOM OT 27.12.2019 N 475-D3)

3. 3KCHCpTI/I3a JICKAPCTBCHHLIX TIPpCHapaTtoB I BCTCPHUHAPHOIO NPHUMCHCHUS BKIIHOYACT B ce0s
OKCHIEPTU3Y KAYCCTBA JICKAPCTBCHHOTO CPCACTBA U ISKCICPTU3Y OTHOIICHHA 0XKMJaeMOM IIOJIB3bI K
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

BO3MOXXHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOTO IIpenapara.

Cratba 15. ®depepanbHoe rocynapcTBeHHoe GlomkeTHoe YyupexaeHue Mo
nNpoBeAeHUI0 IKCNEepPTU3bl NIeKapCTBEHHbIX CPeaCTB

DKcrnepTu3a JIEKapCTBEHHBIX CPEACTB MPOBOAUTCS (peepalbHBIM TOCYIaPCTBEHHBIM OFO/KETHBIM
YUPEXKACHUEM COOTBETCTBYIOIIETO YIIOJIHOMOUYEHHOTO (hefepalbHOTO OpraHa MCIIOJHUTEIBLHOW BIIACTH,
CO3aHHBIM JIs1 oOecrieyeHuss MCIOJHEHHS ITOTHOMOYHH 3TOrO q)eﬂepaanoro opraHa 10 BbIJA4YC
paspellieHnii Ha MpOBEAECHUE KIMHUYECKUX MCCIEAO0BAHUN JIEKApCTBEHHBIX IPENnapaToB W (MJU) IO
TOCYJapCTBEHHON perucTpanuy (perucTpamnuy) JEeKapCTBEHHBIX NpenapaToB (Iajlee - SKCHEPTHOE
YUpexKICHUE).

(B pen. ®enepanproro 3akoHa oT 30.01.2024 N 1-D3)

Koncynbrantlntoc: mpumeuanue.

[Tonoxenus ct. 16 (B pea. @3 ot 30.01.2024 N 1-d3), kacarouiuecs: Ipe10CTaBICHUS TOC. YCIYT IpH
o0pallleHNH JIEKapCTBEHHBIX CPEJCTB JJIsl MEAUIIMHCKOTO U BETEPUHAPHOTO IPUMEHEHHUS TOCPEACTBOM
€IMHOM cHCTeMbI U (WIH) €AUHOT0 nopTtana, npumenstorcs ¢ 01.01.2026.

Cratba 16. OpraHusaums npoBeaeHUs1 IKCNEPTU3bI NeKapCTBEHHbIX CPpeacTB
(B pen. @enepanpHoro 3aKoHa oT 22.12.2014 N 429-D3)

1. DOkcneptu3a JEKApPCTBEHHBIX CPEACTB MPOBOJMTCS KOMHMCCHUEHM HSKCIEPTOB HSKCIEPTHOIO
YUpEXKJIEHUS, HA3HAYEeHHOW €ro pyKOBOJUTENIEM, Ha OCHOBAaHUM 3aJaHMsI Ha MPOBEICHHUE SKCIIEPTHU3BI
JIEKapCTBEHHOT'O CPEJCTBA, BBIAAHHOTO YIOJHOMOYEHHBIM (elepalbHbIM OpPraHoOM HCHOJHUTEIBHOM
BIIACTH. PyKkoBOAMTEh 3KCHEPTHOTO YUpexkaeHUs: oOecreuynBaeT Haaexallee IpoBeACHUE SKCIIEPTU3BI
JIEKapCTBEHHBIX CPEACTB B COOTBETCTBUU C 3aJaHHUEM, BBIJIAHHBIM YIOJHOMOYEHHBIM (eaepaabHbIM
OpraHoOM HCIIOJIHUTEIBHON BJIACTH, U OPTraHU3yeT MOJrOTOBKY CBOJHOTO 3aKJIIOUEHHUs 3TOM kKomuccuu. B
COCTaB 3TOM KOMHUCCHH IO PEHICHUIO PYKOBOAUTEINS AKCIEPTHOTO YUPEKICHHUSI MOTYT ObITh BKIIIOUEHBI B
KauyecTBE KCIEPTOB JUIla, HE pabOTaIOUINe B JAHHOM SKCIIEPTHOM YUPEXKACHUHU, €CIIU UX CIelHalIbHbIC
3HaHHUS HEOOXOJWMMBI JJIsi TPOBEICHUS OJKCIEPTU3bl W TaKue OHKCHEPThl OTCYTCTBYIOT B JaHHOM
AKCIEPTHOM YUPEKICHUHU.

2. BKCHepTOM 0 IPOBCACHUIO JKCIICPTU3bI JICKAPCTBCHHLIX CPCIACTB ABJIACTCA aTTECTOBAHHBIN
pa6OTHI/IK SKCIICPTHOT'O YUPCIKACHUA, KOTOpLIﬁ HMCECT BbICHICC MCIHMIIMHCKOC, @apMaHeBTquCKOC,
6I/IOJ'IOFI/I‘ICCKOC, BCTCPUHAPHOC UJIM XUMHYCCKOC O6p330BaHI/Ie U IIPOBOAUT SKCHCPTUIY JICKAPCTBCHHBIX
CpCACTB B INOPAAKE UCITOJIHCHUS CBOUX NOJIZKHOCTHBIX 00s3aHHOCTEHN (I[anee - BKCHepT).

3. HpI/I MMPOBCACHUH SKCIICPTU3BI JICKAPCTBCHHBIX CPEACTB SKCIICPT HE MOKET HAXOAUTHCA B KaKou-
1100 3aBUCUMOCTH OT JiMlia, Ha3HAYUBIICTO JTY J3KCICPTU3Y, pa3pa60TqI/IKa JICKAPCTBCHHOTO CpCACTBA
HJIN APYTUX 3aUHTCPECOBAHHBIX B PE3YJIbTATaX 3KCICPTUIBI JIULI.

4. Tlpm mnpoBenAeHUWU OKCHEPTU3BI IJIEKAPCTBEHHBIX CPEACTB HE JOMYyCKaeTcs UCTpeboBaHUeE
HKCIEPTOM Y 3asBUTENS JTUOO MHBIX JIMI[ MaTepUalioB, HEOOXOIUMBIX NJISl MPOBENEHUS JKCHepTU3bl. B
cllydae HEIOCTaTOYHOCTH TMPEJCTABICHHBIX JKCIEPTy MaTepUaNOB B JIMUHBIM KaOMHET 3asBUTENS B
€IMHON TOCylIapCTBEHHOW WH(POPMAIMOHHON cucTeMe B cdepe 3IpaBoOXpaHeHHs (fanee - eauHas
CHUCTeMa) OKCHEPTHBIM YYpEXKJCHHWEM HANpaBlsSeTCs 3alpoc O TMPEACTaBICHUH HEOOXO0IUMBIX
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

MaTepHUaIoB, NOJINUCAHHBIA PYKOBOJAUTENEM (YIOJHOMOYEHHBIM JIMLIOM) 3KCIIEPTHOTO YUPEXKACHUS C
WCIIOJIb30BAHNEM YCUIICHHOHN KBAIM(UIIMPOBAHHON AJIEKTPOHHOH TTOAINCH.
(uactb 4 B pea. @enepanbroro 3akoHa ot 30.01.2024 N 1-D3)

4.1. 3asBuTens 00s513aH HAIIPABHUTH B JIMYHBIN KAOWHET SKCIIEPTHOTO YUPEKACHHUS B €IMHOIN cUCTEME
MOIMTUCAHHBIA YCHJICHHON KBAIM(DUIIMPOBAHHON 3IIEKTPOHHOMN MOAMUCHIO OTBET HA 3aIPOC IKCIIEPTHOTO
YUPEXKACHUS B CPOK, HE MPEBBINIAIOIINI JEBSHOCTa PabOYMX THEH CO JHS IMOJyYEHHS SKCIEPTHBIM
YUPEXKACHUEM DIEKTPOHHOIO YBEAOMIIEHUS O IMOJyYEHHMM 3asBUTENEM 3ampoca. Bpemsa co aHA
HaIpPaBJIEHUs SKCIEPTHBIM YUPEXKICHUEM B JIMUHBIM KaOMHET 3asBUTENS B €AMHON CHCTEME 3arpoca O
MIPE/ICTABICHUH JOIMOJHUTEIbHBIX MAaT€pHaIOB 10 JHSI HANpaBJICHUS 3asBUTENEM B JIMYHBIA KaOMHET
AKCIEPTHOTO YUPEXKJIEHUS B €AMHON CUCTEME OTBETA Ha 3alpOC HE YUYUTHIBAETCS MPU UCUUCICHUU CPOKa
MIPOBEJIEHUS IKCIIEPTU3HI JIEKAPCTBEHHOTO CPE/ICTBA.

(uactsb 4.1 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4.2. Ecnu 3asBUTENEM B COOTBETCTBMM ¢ 4acTthto 1.1 cratem 30 wmnm yacteio 2 crateu 34
Hacrosero denepanbHOr0 3aKoHA MPEACTaBICHA KOMHS PEIICHHS YIIOJHOMOYEHHOTO (eaepalbHOTO
opraHa WCIOJIHUTEJIbHON BJIACTH O TPOBEICHUHM (PApMAIEBTHUCCKON WMHCIEKIIUA TPOU3BOACTBA
JIEKAPCTBEHHBIX CPEACTB JUII MEAMIIMHCKOTO TPHUMEHEHHS Ha COOTBETCTBHE TPEOOBAHMSIM TPABHII
HaJUIeKAIIEd NPOW3BOJCTBEHHOW NPAKTUKA EBPAa3sMICKOr0 HSKOHOMHYECKOTO CO3a, HKCIEpPTy M0
ohopMIIEHHSI PE3yIBTATOB DKCIEPTHU3bI JIEKAPCTBEHHOTO CPEICTBA MPEACTABIISICTCS KOMHSI 3aKITIOYCHUS O
COOTBETCTBUU  MPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB TpPeOOBaHHMSM MpPaBUI  HaJJIexalen
MIPOU3BOJICTBEHHON MPAKTUKHU, BBIIAHHOTO YIIOJHOMOYEHHBIM (heZiepaibHbIM OPraHOM HCIOJIHUTEIHLHOM
BJIACTH, WJIM KONUS cepTU(dUKaTa COOTBETCTBUS TMPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEACTB IS
MEJUIIMHCKOTO TPUMEHEHHUs] TpeOOBaHUSAM MpaBWJI HaJJeXalled MpPOU3BOACTBEHHON MNpPaKTUKU
EBpa3uiickoro 3kOHOMHUYECKOTO COI03a.

(dactp 4.2 B pen. @enepanproro 3akoHa ot 30.01.2024 N 1-D3)

4.3. 3agBuTenp 00s3aH HANPABUTh B JTUYHbBIN KAOMHET SKCIIEPTHOTO YUPEKICHUS B €IUHON CUCTEME
KOIHIO 3aKJIIOYCHUS WIIM KOTHIO0 cepTUdUKaTa, yKazaHHBIX B 4acTu 4.2 HACTOsIIENH CTaThbU, B CPOK, HE
MPEBBIIAIONINI CTa BOCBMHUAECATH pabOuMx JHEH cO JHSA MOJIy4EHHUS AKCHEPTHBIM YUPEKICHUEM
AJIIEKTPOHHOTO  yBEJOMIIEHHS O  TOJNYyYeHUH  3asBUTENIEM  TMOJIHCAHHOTO  PYKOBOJUTENIEM
(YMOJIHOMOYEHHBIM ~ JIMLIOM)  JKCIEPTHOTO  YUYPEKJCHHs €  HCIOJb30BAaHUEM  YCHUJICHHOU
KBTM(UIIUPOBAHHON 3JIEKTPOHHOM MOIMKMCH 3ampoca O MPEeIOoCTaBICHUU JIOKyMeHTa. Bpems co nHs
HAMpPAaBJICHUS SKCIIEPTHBIM YUPEXKJACHUEM 3arpoca B JTUYHBIN KaOMHET 3asgBUTENS B €AUHON CHCTEME 0
JTHSI HAmpaBlICHUS 3asBUTETIEM B JIMYHBIA KaOMHET 3KCIEPTHOTO YUPEKJICHUS B €IUHOM CUCTEME KOIHHU
3aKJIFOUEHUS WM KOMHUU cepTU(UKaTa, YKa3aHHBIX B 4acTH 4.2 HACTOSIIEH CTaTbU, HE YUUTHIBACTCS MPU
WCYHCIICHUH CPOKa MPOBEACHUS SKCIIEPTU3BI JIEKAPCTBEHHOTO CPEICTBA.

(dactp 4.3 B pea. @eaepanbuoro 3akona ot 30.01.2024 N 1-03)

5. Okcnepr mnpu INPOBENEHUU IOPYYEHHOM €My PYKOBOJUTENEM 3KCIEPTHOIO YUPEKICHHUS
HKCIEPTHU3BI JIEKAPCTBEHHOTO CPECTBA 00s3aH:

1) MMpOBECTU IIOJIHOC HUCCICAOBAHUC TIPCACTABJIICHHLBIX CMY O6’LCKTOB, MaTepruajoB, MOaTb
000OCHOBAaHHOE€ M OOBCKTHMBHOE 3aKIIOYCHHE [0 IOCTaBICHHBIM nepea HUM BOIIpOCaM  HJIN
MOTUBHUPOBAHHOC 3aKJIHOYCHHUC O HCEBO3MOXKHOCTHU IIPOBCACHHUA HWM OKCHCPTU3BI JICKAPCTBECHHOTO
CpeAcCTBAa, €CJIIN MOCTABJICHHBIC BOIIPOCHI BBIXOAAT 3a HNPCACIIbI CIICHUAIIBHBIX 3HAHMI OKCIICpTa, O0OBEKTHI
HCCIIeAOBaHUN U MaTCeprajibl HCIPUTOAHBI WM HEAOCTATOYHBI IJISA MPOBCIACHUA HCCIIEAOBAaHUN U Jaud
3aKIIIOYCHHUS JTU00 COBpCMCHHBIfI YPOBCHBb PA3BUTHA HAYKH HC IMO3BOJIICT OTBCTHTHL HA NOCTABJICHHBLIC
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

BOIIPOCHI;

2) He pasrjiamarb CBEIEHHUS, KOTOPBIE CTAIM €My M3BECTHBI B CBSI3U C IIPOBEIICHUEM IKCIEPTHU3bI
JIEKAPCTBEHHOI'O0 CPEACTBA, 4 TaKXKE CBEACHMS, COCTABIAIOIINE I'OCYJapCTBEHHYI, KOMMEPYECKYIO WIH
HMHYIO OXPaHAEMYI0 3aKOHOM TalHy;

3) obecnieunTh COXPAHHOCTH MPEJCTABICHHBIX O0BEKTOB HCCIICIOBAHUN H MATEPHAJIOB.
6. DKCIIepT HE BIIpaBe:

1) mpoBOAUTH JKCHEPTU3Y JIEKAPCTBEHHOIO CPEJCTBA MO OOpAILEHHIO HENOCPEACTBEHHO K HEMY
OpraHu3anuil WM GU3NYECKUX JIMIL;

2) caMOCTOSATENbHO COOMPATh MaTepUabl 1Jis IPOBEACHUS SKCIIEPTU3BI JIEKAPCTBEHHOT'O CPEJICTBA;
3) IpOBOAMTH HKCHEPTHU3Y JIEKAPCTBEHHOT'O CPEJCTBA B KAYECTBE HETOCYIapCTBEHHOTO IKCIIEPTa.

7. B cimydae HeOOXOAMMOCTH SKCHEPT BIpaBE XOJATalCTBOBATH Iepel] PYKOBOAUTEIIEM
AKCIEPTHOTO YUPEKIACHUS O MIPUBJICUCHUH K MPOBEICHUIO IKCIIEPTU3bI JIEKAPCTBEHHOTO CPECTBA IPYTUX
JKCIEPTOB.

8. Kaxaplii sKkcnepT, BXOAAIIMN B COCTaB KOMHCCHHM 3KCIIEPTOB, KOTOPOW MOPYYEHO MPOBEIAECHUE
AKCHEPTU3BI JIEKAPCTBEHHOTO CPEACTBA, HE3aBUCUMO U CAMOCTOSITENIbHO MPOBOAMT HCCIIEOBAHMUS,
OLICHUBAET pE3yJbTaThl, MOJyY€HHbIE MM JIMYHO U JPYTUMHU SKCIEPTaMH, U (QOPMYIHUPYET BBIBOJbI
OTHOCHUTEJILHO MOCTAaBJICHHBIX BOIIPOCOB B Mpe/eaX CBOUX CHEIMaIbHbIX 3HAHUM.

9. Pe3ynbTaThl SKCIEPTHU3BI JIEKAPCTBEHHOTO CPEACTBA O(GOPMIIAIOTCS 3aKIIOYEHHEM KOMHCCUU
9KCIEPTOB. B 3aKiIl04eHMM KOMMCCHUU SKCIEPTOB YKAa3bIBAIOTCS IE€pEUeHb HCCIIEeNOBaHUM, 00beM
MIPOBEJICHHBIX KaXJIbIM SKCIIEPTOM HCCIIEOBAHUM, YCTAHOBICHHBIE KAKIbIM U3 HUX (DAaKThI U ClICTaHHbBIE
B pe3yJIbTaTe UCCIIEI0BAHUN BBIBOJbI. DKCIEPT, MHEHHE KOTOPOTO HE COBMAJAET C PEIICHHEM KOMHCCUU
HKCIIEPTOB, BIIpaBe BbIPA3UTh CBOE MHEHHE B MMCbMEHHOU (popMe, KOTOpOe MPUOOIIAeTCs K 3aKIIFOUEHUIO
KOMHUCCHUU DKCIIEPTOB.

10. BKCHepTH, BXOAIUE B COCTAB KOMUCCUH, MNPCAYIIPCIKIAAROTCI 00 OTBETCTBEHHOCTH B
COOTBCTCTBHMHN C 3aKOHOJATCIbCTBOM Poccuiickoit @enepaupm 3a Jady 3aKJIHOYUCHUA, COACpKaAIICTO
HEO0OOCHOBAHHbBIE U (1)3.J'IBCI/I(1)I/II_II/Ip0BaHHLIe BbIBOJIbI, O UCM OHHU OAKOT IMOAIIHCKY.

11. OHpe,Z[CJ'ICHI/IC YPOBH:A HpO(I)eCCHOHaHLHOﬁ MIOATOTOBKHU JOKCIICPTOB M aTTCCTAlUA UX Ha IIpaBO
MMPOBCACHUA SKCIICPTHU3BLI JICKAPCTBCHHBIX CPEACTB OCYIICCTBIIAKOTCA SKCHepTHO'KBaJ'II/I(l)I/IKaI_II/IOHHBIMI/I
KOMHUCCHUAMU B MOPAAKE, YCTAHOBJICHHOM COOTBCTCTBYIOIIHUM YIIOJIHOMOYCHHBIM Q)eﬂepaHBHBIM OpraHoM
HCIIOJIHUTEIbHON BJIACTH. ypOBeHL HpOCI)CCCHOH&JIBHOfI MNOATOTOBKH 3KCIICPTOB IMOMJICIKUT NMEPECMOTPY
YKa3aHHBIMHU KOMUCCHAMU HC PCKE UCM OJIUH pa3 B IIATh JICT.

12. HpaBI/IJ'Ia MPOBCACHUA OSKCIICPTHU3bI JICKAPCTBCHHBIX CPEACTB U 0COOCHHOCTHU 9KCIICPTU3LL
OTHACJIIbHBIX BHAOB JICKAPCTBCHHBLIX  IIPCIIAPATOB (pe(l)epeHTHHX JICKAPCTBCHHBIX  IIPCIIAPATOB,
BOCIIPOU3BCACHHBIX JICKAPCTBCHHBIX IPCIApPATOB, OMOJIOTHYCCKHX JICKAPCTBCHHBIX  IIPCIApaToB,
OM0aHAJIOTOBBIX (6I/IOHOI[06HBIX) JICKAPCTBCHHBIX  IIPEIIapaToOB (6I/IOElHaJlOFOB), roMeonaTu4CCKuXx
JICKAPCTBCHHBIX MPCIAapaTOB, JICKAPCTBCHHBIX PACTUTCIIBHLIX IIPEIIapaToB, KOM6I/IH3.L[I/II71 JICKApCTBCHHLIX
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

npenaparoB), (OpMBI 3aKITIOUEHHH KOMHCCHHM 3KCIEPTOB YCTAaHABIUBAIOTCS COOTBETCTBYIOIIUM
YIOJHOMOYEHHBIM (heZiepaIbHBIM OPIaHOM HCIOJHUTEIbHON BIACTH.
(uactp 12 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Koncynbrantlntoc: npumeyanue.

Ho 31.12.2025 npana mnpenaparoB, Npou3BeAeHHBIX B PO B  1ensx HMIOPTO3aMeElIeHMUs,
YCTAHABIMBAETCS  PEXUM YCKOPEHHON MpoLEayphl T'OCPErucTpalMd B  COOTBETCTBUH C
ITocranoBnenuem Ilpasurenscta PO ot 12.03.2022 N 353.

Crtatba 17. Nopava u paccMmoTpeHue 3asaBlieHUsa o rocyp,apCTBeHHoﬁ perncrpaumnum
JNNeKapCcTBeHHOro npenaparta Ansa setTepnHapHoro npuMmeHeHusA

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

Koncynbrantlntoc: mpumeuanue.

[Tonoxenus ct. 17 (B pen. @3 ot 30.01.2024 N 1-d3), kacarouiiecst Ipe10CTaBIECHUS FOC. YCIYT MpU
oOpallleHnH JIeKapCTBEHHBIX CPEJACTB ISl BETEPUHAPHOTO MPHUMEHEHHUsI TOCPEACTBOM EIUHOIO
noptaina, npumensrorces ¢ 01.01.2026.

1. Jlnsg rocyaapCTBEHHOW pEerucTpanuy JEKapCTBEHHOTO Ipenapara Mg BETEpPHUHAPHOTO
MPUMEHEHHs] pa3paboTUMK TaKOro JIEKapCTBEHHOTO Mpernapara WM YIOJHOMOYEHHOE MM JIpyroe
IOpUINYECKOE JIMIIO (Jlajiee B HACTOSIIIEH CTaThe - 3asIBUTENB) HAIPaBJIsET MOCPEACTBOM (enepabHOM
roCcyIapCTBeHHON MH(pOpManMOHHOW crucTteMbl "EQWHBIA MOpTad ToCyAapCTBEHHBIX U MYHUIIUITATIBHBIX
yeryr (byHkumid)" (manee - equHBIN opTaji) B YIOJHOMOYCHHBIH (efepaabHbIil OpraH UCTIOTHUTEIHHOM
BJIACTH 3asBJICHUE O TOCYJApCTBEHHON PETrMCTpallUU JIEKAPCTBEHHOIO TMperapara JIjsi BEeTEpPUHAPHOIO
MPUMEHEHHs], TOJMUCAaHHOE YCUJICHHOW KBaNU(UIIMPOBAHHON SJIEKTPOHHON MOANMMCHIO, a TaKXKe
JOKYMEHTBI, M3 KOTOPBIX (OPMHpYETCS PErucTpaliOHHOE JO0ChE Ha JICKAPCTBEHHBIN MpemapaT A
BETEPUHAPHOTO MPUMEHEHHUSI.

(dactpb 1 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

2. B 3agBiaenum o FOCYHapCTBeHHOﬁ PErucTpanun JCKapCTBCHHOI'O IIpCIiapara AJisI BETCPUHAPHOT'O
MMPUMCHCHUS YKA3bIBAIOTCA:

1) HaMMCHOBAHHUC U aJIpCC 3adABUTCIIA, p33pa6OT‘II/IKa W IIPOU3BOAUTCIIA JICKAPCTBCHHOI'O IIpCIlapaTa
s BETCPUHAPHOTO MTPHUMCEHCHUSA U aJpeC MCECTa OCYHICCTBJIICHUA IIPOU3BOACTBA JICKAPCTBECHHOT'O
npceriapara Ijis1 BETCPHUHAPHOI'O0 IPUMCHCHUA (B CJIyda€ HaJIUM4HiA HCECKOJIBKHMX YYAaCTHUKOB IIponecca
IIPpOU3BOJACTBA HCO6XOI[I/IMO YKa3aThb KaxxXa0TIo 13 HI/IX);

2) HaAaNUMCHOBAHUC JICKAPCTBCHHOTO IIpCIiapaTa I BETCPUHAPHOTO NPUMCHCHUSA (Me)KI[yHapOI[HOC
HCMIAaTCHTOBAHHOC, UJIK I'PYHIIUPOBOYHOC, NI XUMHUYECKOC U TOPTrOBOC HaI/IMeHOBaHI/ISI);

3) MEepCUCHDb HeﬁCTBYIOHlHX N BCIIOMOT'aTCJIbHBIX BCHICCTB, BXOAAIIHUX B COCTAaB JICKAPCTBCHHOI'O
npenapara i BETCPUHAPHOT'O IPUMCHCHUS, C YKA3aHUCM KOJIMYCCTBA KaKJA0T'0O U3 HUX;

4) JICKApCTBCHHAs (bopMa, AO3UPOBKa, CITIOCOOBI BBCACHUA U IIPUMCHCHHSA, CPOK TOIHOCTU
JICKApCTBCHHOT'O Iperiapara i BETCPUHAPHOTO MPUMCHCHU A,
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

5) dapmakoTepaneBTHUecKas TpyIna;

6) HeoOXOAMMOCTh NMPUMEHEHHSI YCKOPEHHOUW MPOLEAYyphl SKCIIEPTU3HI JIEKAPCTBEHHBIX CPENICTB B
LEJAX TOCYJapCTBEHHON PETUCTPALMU JIEKAPCTBEHHOTO IIPenapara;

7) KOonuu T0KyMEHTOB, IOJATBEP)KIAIOIIMX YIUIaTy TOCYyJapCTBEHHOMN NOUUIMHBIL:

a) 3a MPOBEACHUE HKCIEPTU3bl KayecTBa JIEKAPCTBEHHOTO CPEACTBA U HKCHEPTHU3bl OTHOLICHUS
0>KMJIa€MOMH I10JIb3bI K BOBMOYKHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOIO Ipenapara Jijisi BETEpUHAPHOTO
IIPUMEHEHHSI [IPU €r0 FOCYAAPCTBEHHON PEruCTpalti;

0) 3a BbIAAYy PETUCTPALIMOHHOTO YI0CTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara;

8) Hamuume corjacus, MPEAyCMOTPEHHOTO 4YacThlO 7 HACTOSIIEH CTaTbH, €CIM C MOMEHTa
perucTpanyu  peepeHTHOro JIEKapCTBEHHOTO Tpernapara s BETEPHHAPHOTO IMPUMEHEHHs MPOIIIO0
MEHEee YeM IIECTh JIeT.

(B pen. ®enepanbHoro 3akoHa oT 13.07.2015 N 241-03)

3. PerucrpannoHHOE OChE B HEJSIX AKCIIEPTH3HI JIEKAPCTBEHHOTO Mpernapara Jjisi BETCpUHAPHOTO
MpUMeHEeHUs POPMHUPYETCs U3 CIAEAYIOMINX JOKYMEHTOB M CBEJICHUI:
(B pen. ®enepanbHoro 3aKkoHa oT 27.12.2019 N 478-D3)

1) cBeneHus O JaTe MPEAOCTABICHHSI M PETUCTPAIMOHHOM HOMEpE JIMIICH3MH Ha MPOU3BOJICTBO
JICKApCTBEHHBIX CPEJCTB, MPEIOCTABICHHOW IMPOU3BOAMUTENIO PETHCTPUPYEMOTO JIEKapCTBEHHOTO
npernapara Juisi BETEpHHAPHOTO MTPUMEHEHHUS, JUTsl POCCUHCKUX MTPOU3BOIUTEIICH;

(B pen. denepanbubix 3akoHOB OT 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

2) cBelCHUSA O JaTe MPEJOCTaBICHHUS U PETUCTPAMOHHOM HOMEpE JUIICH3UU Ha IMPOU3BOJCTBO
JIEKapCTBEHHBIX  CPEJCTB, MPEIOCTABICHHOW MPOU3BOAMUTENIO (hapmalleBTHUECKOW CyOCTaHIuUH,
BXOJIALIEH B COCTAaB PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Mpenapara Jjisi BEeTepUHAPHOTO MPUMEHEHUS, 15
POCCHICKHUX MPOU3BOAUTENCH;

(B pen. denepanbubix 3akoHOB OT 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

2.1) xomus MOKYMEHTa, BBIJAHHOTO YIIOJHOMOUYEHHBIM OPraHOM CTpaHbl MPOU3BOJUTENS IS
KOKJIOM  IMPOU3BOJCTBEHHOM IUIOIIAJKM  PETUCTPUPYEMOIO  JICKAPCTBEHHOrO  Ipenapara s
BETEPUHAPHOTO MPUMEHEHUS W TOATBEPXKIAIOIIET0 COOTBETCTBUE MMPOUZBOAUTENS JIEKAPCTBEHHOIO
npemnapaTa TpeOOBaHUSIM MPaBUIT HAAJEKAIEH TPOU3BOJACTBEHHON MPAKTUKH, M €0 MEePEeBOI Ha PYCCKUIA
SI3bIK, 3aBEPEHHBbIE B YCTAHOBJICHHOM MOPSAJKE, a TaKXe KOMUS 3aKIYEHUsT O COOTBETCTBUU
MIPOM3BOIUTENS JICKAPCTBEHHBIX CPEJICTB TPEOOBAHMSIM TMPaBUJ HAJUICKAIICH MPOU3BOJICTBEHHON
MIPAKTUKH, BBIJAHHOTO YIOJTHOMOYEHHBIM (pe/iepalbHbIM OpraHOM HCIIOTHUTEIHHON BIACTH JUTSI KaXKIOU
MPOU3BOACTBEHHON IUIOIIAJAKU PETUCTPUPYEMOTO JIEKAPCTBEHHOIO IIpenapara Uil BETEPUHAPHOIO
MPUMEHEHHUs], JIUOO KOMUS PElIeHUs O MPOBEACHUM WHCIEKTUPOBAHUS MPOU3BOAMUTENS JIEKAPCTBEHHBIX
CPEICTB, MPHUHATOTO YIOJTHOMOYEHHBIM (peiepadbHbIM OPraHOM HCHOJHUTENHLHOW BIACTH JUIS KaXKIOU
MPOU3BOACTBEHHOM IUIOIIAAKU PETUCTPUPYEMOTO JIEKAPCTBEHHOIO IIpernapara Uil BETEPUHAPHOIO
IPUMEHEHHUS. YKa3aHHbIE JOKYMEHTHI MPEICTABIAIOTCA B Cllydae, €CIu MPOU3BOJCTBO JIEKAPCTBEHHOIO
rpernapara ocyulecTBisieTcs 3a npenenamu Poccuitickoit denepannu;

(m. 2.1 BBeneH DenepanpabiM 3akoHOM OT 04.06.2018 N 140-D3)
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

2.2) xonusi [JOKYMEHTAa, BBIJIAaHHOTO YIIOJHOMOYEHHBIM OpPraHOM CTpaHbl IPOU3BOJUTEIS
(bapMmareBTHIECKON cyOcTaHIMH U HOJTBEPKIAIOIIETO COOTBETCTBHUE IIPOM3BOIUTENS
(bapMareBTHUECKOW CyOCTaHIINH, BXOAAIIEH B COCTaB PErHCTPUPYEMOTO JIEKAPCTBEHHOTO IpenapaTa Julst
BETEPUHAPHOTO MPUMEHEHUs, TPEOOBAHUSAM IpaBUIJI HaAJIeXKallleld MPOU3BOJICTBEHHOW NPAKTUKHU, U €ro
IIEpEeBOJI Ha PYCCKUN S3bIK, 3aBEPEHHbIE B YCTAaHOBJIEHHOM IIOpSJIKE, B Cllyyae, €CiId MPOM3BOJICTBO
(hapmaIeBTHUECKOHN CyOCTaHIIUU OCYIIECTBISETCS 3a npenenamu Poccuiickoii denepanum;

(. 2.2 BBeneH denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

3) MpOeKT HOPMAaTUBHOIO JIOKYMEHTa Ha JIEKapCTBEHHBIM IMpemapaT s BETEPUHAPHOIO
IIPUMEHEHHS],;

4) NOKyMEHT, COJEep)Kallui CIeayrollyro uHdopMmaiuo o ¢GapMareBTUYECKON CyOCTaHIIUU WITH
(apMaleBTUUECKUX CYOCTAaHLMAX, BXOSIIUX B COCTaB JIEKAPCTBEHHOTO Iperapara JUisi BETEpUHAPHOTO
IMPUMCHCHUA

a) HauMMeHOBaHME (hapMalleBTUUECKON CyOCTaHLIMM, €€ CTpyKTypa, oOmmMe cBoicTBa (mpu
FOCYHapCTBeHHOﬁ perucTpanuu I/IMMYHO6I/IOJ'IOFI/I'-IGCKI/IX JICKApPCTBCHHBIX npemnapaTroB JJII5L
BCTCPHHAPHOI'O0 MPUMCHCHHA MNPCACTABIAIOTCA CBCACHHUA O IITaMME, BKIIOYasd €ro HaWMCHOBAHHUC,
nH(OPMALIHIO O MPOUCXOKIEHUH, €T0 CBOMCTBAX, XapaKTEePUCTHUKAX U MECTE ACTTIOHUPOBAHUS);

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

0) HAMMEHOBAHUE U a/IpeC TPOU3BOAUTEIIS,

B) TEXHOJIOTHS MPOU3BOJACTBA C ONMUCAHUEM CTAJWM MPOHM3BOACTBA M METOJOB KOHTPOJISI Ha BCEX
CTaJMsIX MMPOU3BOJICTBA,

r) wuHbopMamus O TmpuMecsax (HE TPENCTaBIsACTCS TMPU TOCYJAPCTBEHHOW pPETHCTpaIliu
MMMYHOOHOJIOTHUECKUX JIGKAPCTBEHHBIX MPEIapaToB JjIsl BETEPUHAPHOTO MPUMEHEHWS);
(B pen. @enepansroro 3akoHa ot 02.08.2019 N 297-D3)

1) crienuduKanms Ha GpapMaIieBTHYECKYI0 CyOCTaHIIMIO (HE PECTaBIISIeTCsl IPH TOCYIapCTBEHHOM
perucTpany UMMYHOOHOJIOTHUECKUX JICKAPCTBEHHBIX MPETApaToB ISl BETEPHHAPHOTO MPUMEHEHUS);
(B pen. @enepansHoro 3akoHa ot 02.08.2019 N 297-D3)

e) OIIMCAHHUEC MCTOJUK KOHTPOJISI Ka4CCTBA,

) pe3yiabTaThl aHanu3a cepuil (papManeBTUYECKOW CyOCTaHIMU (HE NPEACTABIAIOTCS MPH
rOCYIJapCTBEHHOW  PETUCTpAallid  HUMMYHOOMOJOTMYECKMX  JIGKAPCTBEHHBIX  MpenaparoB s
BETEPHUHAPHOTO IPUMCHEHU);

(B pen. ®enepanpHoro 3akona oT 02.08.2019 N 297-D3)

3) MEepCUCHb CTAHAAPTHBIX 06pa3u0B HJIN BCIICCTB, HUCIIOJIB3YEMbBIX IIPHU OCYIICCTBIICHUU KOHTPOJIA
Ka4deCTBa,

I/I) OIMMMCAHUC XaPAKTCPUCTUK U CBOICTB YIIAKOBOYHBIX MATCPUATIOB U YKYIIOPOYHbBIX CPEACTB,

K) JaHHBIC O CTaOUIIEHOCTH (He OpCACTaBIIAIIOTCA  TIPpH TOCY,Z[E[pCTBCHHOfI perucrpanun
I/IMMyHO6I/IOJIOFI/I‘{eCKI/IX JICKAPCTBCHHBIX NPCHIapaTOB IJIA BETCPUHAPHOTO HpI/IMCHCHI/I}I);
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

JI) CPOK TOJHOCTH, YCJIOBUS XpPaHEHMUS;

Koncynbrantlntoc: npumeyanue.

IIpy yCKOpPEeHHON IpPOLELYPE PErUCTpaluu  BOCIPOM3BEIEHHOIO  IIpenapara  JOIyCKaeTcs
HEIPEICTABICHUE OINKMCAHUSA METOJOB M MX JOKYMEHTAJbHOI'O IMOATBEPKIACHUS, IIPU NHCbBMEHHOM
00s3aTeNbCTBE UX MpEACTaBUTh B TeueHue 12 mecsueB co aHs peructpauuu (Ilocranomienue
[IpaButensctBa PO ot 12.03.2022 N 353).

5) order O pe3yapTarax JOKIMHUYECKOTO HCCIEIOBAaHUS JIEKApCTBEHHOTO CpEICTBA JUIs
BETEPUHAPHOTO NMPUMEHEHMS], BKJIIOYAIOUINI ONMUCAHME METOJIOB OIpPEAETCHUS] OCTATOYHBIX KOJIHUYECTB
JEMCTBYIOLIETO BeEIIeCTBA (IEHCTBYIOIIUX BELIECTB), JOCTUIAIOIIErO (JOCTUTAIOIIMX) CHUCTEMHOIO
KPOBOTOKA, B MPOAYKIHMU >KHUBOTHOTO MPOUCXOXKAEHHUS IMOCIE€ MPUMEHEHHUS TaKOro JIEKApCTBEHHOIO
CPEICTBa, a TAKXKe JOKYMEHTAJIbHOE MOATBEPkKACHNE (BaIHIaUsl) YKa3aHHBIX METOJIOB;

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

6) or4er O pe3ynbTarax KIMHUYECKOTO MCCIEAOBAHUS JIEKApCTBEHHOrO IperapaTta st
BETEPUHAPHOTO NMPUMEHEHUSI y KaXKJO0TO BUA KUBOTHBIX, YKA3aHHBIX B HMHCTPYKIIUU 110 BETEPUHAPHOMY
MIPUMEHEHHUIO;

7) IPOEKT MHCTPYKLUHU [0 BETEpUHAPHOMY ITPUMEHEHHIO JIEKapCTBEHHOTO Iperapara, coiepskanieit
CIIEYIOIINE CBECHMUS:

a) HalMEHOBaHUE JIEKApCTBEHHOTO MperapaTa [l BETEPUHAPHOTO MPUMEHEHHS (MEXIyHapOIHOE
HENMaTeHTOBAHHOE, UJIH IPYIIIHUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAMMEHOBAHMS);

0) nekapcTBeHHas (popma ¢ ykazaHHEM HAMMEHOBaHHI M KOJMYECTBEHHOTO COCTaBa ACHCTBYIOIIMX
BEIIECTB M KaUeCTBEHHOTO COCTaBa BCIIOMOTATEIbHBIX BEILIECTB;

B) OIMMCAaHMUE BHEIIHET'O B A JICKAPCTBCHHOI'O IIp€iapaTta AJId BETCPUHAPHOI'O IPUMCHCHUS

r) dhapMakoTepaneBTHUECKas TPyYIa JIEKapCTBEHHOIO Mpernapara Jjisi BEeTepUHAPHOTO MPUMEHEHUS
WJIM yKa3aHue "TOMEONaTUYeCKUi JIEKapCTBEHHBbIN ITpenapar';

n)  dapmakoguHaMUKa M (apMaKOKMHETHKa (32  HCKIOYeHHeM  (GapMaKOKMHETUKH
TOMEOIIATHYECKUX JICKAPCTBCHHBIX TPENapaToB W PACTHTEIbHBIX JIGKAPCTBEHHBIX IPENapaToB) HIU
OINHMCAaHHE UMMYHOOHOJIOIMYECKUX CBOMCTB JIEKAPCTBEHHOTO TIperapara;

e) MOKa3aHud JIst MPUMCHCHU A,
)K) MMPOTUBOIIOKA3aHUA JJII IPUMCHCHU
3) MCPBI MPEAOCTOPOIKHOCTH IPHU IPUMCHCHUU

I/I) YKa3aHUC BO3MOKHOCTU U 0COOCHHOCTEH INPUMCHCHUSA Y 6CpeMCHHBIX JKUBOTHBIX, Y )KUBOTHBIX B
Nnepruoa JJakTalu, y HOTOMCTBA KUBOTHBIX;
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

K) PEeXUM JI03UPOBAHMS, CIOCOO BBEACHUS M NMPUMEHEHUS, NP HEOOXOIMMOCTH BpeMs MpHEeMa
JIEKapCTBEHHOIO Iperapara Juisi BETEPUHAPHOTO IPUMEHEHUS, IIPOJIOJKUTEIBHOCTD JICUEHUS;

J1) BO3MOYKHbIE TTOOOYHBIE JIEHCTBUSI, HEXKETATEIbHBIE PEAKIIMU MPH MPUMEHEHUH JI€KapCTBEHHOTO
npenapara Jijisi BETepUHAPHOTO MPUMEHEHUS;

M) CUMITOMBI [I€PEI03UPOBKH, MEPHI 10 OKA3aHUIO TOMOILM IIPU NIEPET03UPOBKE;
H) B3aMMO/IEUCTBHE C IPYTMMHU JIEKAPCTBEHHBIMU MpernapaTaMu U (HJIM) KopMamu;
0) (hopMBbI BBIITyCKa JIEKAPCTBEHHOTO Npenapara Jjisi BETepUHAPHOT0 TPUMEHEHHUS,;

) yKazaHue (mpu HEOOXOAMMOCTH) OCOOEHHOCTEM IEeMCTBHS JIEKAapCTBEHHOIO Ipernapara s
BETEpPUHAPHOI'0 IIPUMEHEHUS [IPU IIEPBOM IIPUEME UIIH IIPH €r0 OTMEHE;

p) omucanue (Ipu HEOOXOIUMOCTH) NEHCTBUN CHEIMAINCTa B 00JIACTH BETEPUHAPHUU, BIIAJIEbIIa
KUBOTHOTO TMpH MpPOIyCKe MNpHeMa OJHOW MM HECKOJbKHX 103 JIEKapCTBEHHOIO Ipernapara Jis
BETEPUHAPHOTO MPUMEHEHUS;

(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

C) CPOK TOAHOCTH MW YKAa3aHUC Ha 3arpeT MNPUMCHCHUA JICKAPCTBCHHOT'O IIpfriapara i
BCTCPHHAPHOI'O MPUMCEHCHUA 110 UCTCUCHUU CPOKA I'OJHOCTH;

T) YCIIOBUSI XpaHEHUS;

y) yKazaHue Ha HEOOXOJAMMOCTh XpaHEHUs JIEKApCTBEHHOTO TMpernapara s BEeTEpPUHAPHOIO
MIPUMEHEHUSI B MECTaX, HEAOCTYIHBIX AJIs JeTel;

¢) ykazanue (Ipu HEOOXOJWMOCTH) CHEIHAIBbHBIX MEp MPEAOCTOPOKHOCTU NPHU YHUUYTOKEHUU
HEHUCIO0JIb30BaHHBIX JIEKAPCTBEHHBIX MPENapaToB AJisi BETEPUHAPHOTO MPUMEHEHHUS,

X) CPOKH BO3MOXXHOI'O HCIIOJB30BaHUA NPOAYKIHUH KHUBOTHOI'O IMPOHUCXOXACHHUA IIOCIIC BBCACHHA
KUBOTHOMY JICKaAPCTBCHHOT'O IIPEIiapaTa AJIs1 BETCPUHAPHOT'O MPUMCHCHU A,

11) YCJIOBHSI OTIIYCKa;

II) HaMMCHOBAaHUA H aJpeCa IPOU3BOACTBCHHLIX IIIOIIAAOK IMIPOU3BOJUTCIIA JICKAPCTBCHHOI'O
npcriapata 4Jjisi BETCPpUHAPHOI'O IIPUMCHCHHA,

II) HalWMEHOBaHWE, ajJpec OpraHu3alliH, YINOJHOMOYEHHOW Jep)KaTelleM WM BIAJEIbIeM
PETUCTPAIIMIOHHOTO  YIOCTOBEPEHHUs] JIEKApCTBEHHOTO IIpernapara Ha MpUHATHE NPETeH3Ud OoT
OTpeOuTeNs;

8) MPOEKThI MAaKETOB NMEPBUYHON YIAKOBKU M BTOPUYHOM YyIIaKOBKH JEKApCTBEHHOTO Ipernapara Jjis
BETEPUHAPHOTO NPUMEHEHUS;

9) CJICAYIOINHUE CBCACHUA O JICKAPCTBCHHOM IIPEIIapaTe JJIs1 BETCPUHAPHOTIO MPUMCHCHU A

a) OMHCAaHUC U COCTAB JICKAPCTBCHHOTO IpCIlapaTa AJid BETCPUHAPHOTO ITPUMCHCHUS
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

0) onricanue (hapmareBTHUECKON pa3paboTKH;

B) OIIMCAHUE Ipolecca IPOU3BOACTBA U €r0 KOHTPOJIS, IOAIMCAHHOE B MOPSIIKE, YCTAHOBICHHOM B
COOTBETCTBHUH C 4acCThIO 1 HACTOSIIEH CTAThHU,
(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

I') ONHCAaHUWE KOHTPOJS KPUTUYECKUX CTAaJuil IPOU3BOJICTBA U IPOMEKYTOYHOM HPOIYKLUH,
IMOAIINCAaHHOC B IMOPAAKE, YCTAHOBJICHHOM B COOTBETCTBUHU C YaCTBHIO 1 HaCTOﬂHIef/'I CTaThH,
(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

) HaUMEHOBaHMS M ajapeca pa3paboTdmka, AepXKarelsl WM BIAJENbIa PErHCTPAMOHHOTO
YIOCTOBEPEHUSI  JICKAPCTBEHHOTO  TIperapara, IMPOW3BOJCTBEHHBIX  IUIOMIAIOK  MPOM3BOUTEIS
JICKapCTBEHHOTO Mpernapara Ui BETCPUHAPHOTO NMPHUMEHEHUS C YKa3aHUEM CTaJHil TEXHOJOTHYECKOTO
MpoIlecca, OCYIIECTBISIEMBbIX Ha TPOU3BOJCTBEHHBIX IUIOMIAIKAX IPOM3BOJUTEINS JICKAPCTBEHHOTO
npenapara Jiuisi BETepHHAPHOTO TIPUMCHEHHS;

(B pen. ®enepanbHbix 3aKk0oHOB 0T 13.07.2015 N 241-D3, ot 02.08.2019 N 297-D3)

e) dapmareBTUIeCKasi COBMECTUMOCT;
) MUKPOOHOJIOTMYECKHUE XapaKTEPUCTUKH;
3) MaTepHaIbHbIN OalaHC JUIsl TPOU3BOACTBA CEPUM FOTOBOTO MPOIYKTA;

1) ONMCaHUE XapaKTEPUCTHK U CBOMCTB YIIaKOBOYHBIX MaT€PHAJIOB M YKYTIOPOUHBIX CPE/ICTB;

Koncynbrantlntoc: npumeyanue.
IIpu perucrpanuu IO YCKOPEHHOM MpOLEAype IOIYCKAaeTCs HENPEICTAaBIECHUE JIOKYMEHTOB,
n..n

npenycMoTpeHHblx mi. "K' m. 9 u. 3 cr. 17, mpu yclIOBHM NHCHbMEHHOTO 00s3aTENbCTBA HX
MpeocTaBuTh B TeueHue 12 mecsueB co aus perucrpanuu (Ilocranosnenue IlpaBurensctBa PO ot

12.03.2022 N 353).

K) TOKYMEHTAJIbHOE TMOTBEP)KICHHE (BaJIMIAINS) TIPOLIECCOB U (MJIM) UX OIICHKA;

n) TpeOOBaHMS K KauecTBY BCIOMOTaTelbHBIX BemlecTB (cepTudukar, creuupukands Ha
BCIIOMOTATENbHBIE BEIIECTBA M UX 00OCHOBAHUE);

Koncynprantllntoc: npumedanue.
[Ipu peructpamuu 10 YCKOPEHHOM MpoLeaype [OIMYCKaeTCsi HeMpeCcTaBlieHne JIOKYMEHTOB,
npenycMoTpeHHbIx mmh. "M" m. 9 4. 3 c1. 17, mpu ycnoBHM MHUCBMEHHOTO 00s3aTelnbCcTBa HX

MpeIoCTaBUTh B TeueHune 12 mecsueB co aus peructpanuu (I[locranosnenne [IpaBurensctBa PO ot
12.03.2022 N 353).

M) AHAIIUTUYCCKHUE MCTOAUKH, HUCIHOJIB3YCMBIC IIPU OCYHICCTBJIICHUHU KOHTPOJII KadeCTBa
BCIIOMOTaTCJIBHBIX BCIIICCTB,
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

Koncynbrantlntoc: npumeyanue.
[Ipu peructpanuu 10 YCKOPEHHOM MpoLEaype [OIYCKAaeTCs HENpEeACTaBlIeHue JOKYMEHTOB,
npeaycMoTpeHHsix mm. "H" m. 9 u. 3 cr. 17, mpu ycnoBHM THCBMEHHOTO 00s3aTelbCcTBa UX

IpeocTaBuTh B TeueHue 12 mecsueB co s perucrpauuu (Ilocranosnenue IlpaBurensctBa PO ot
12.03.2022 N 353).

H) JIOKYMEHTaJbHOE IMOJATBEPKACHUE (BaJMJalMsl) aHAIUTUYECKUX METOJUK, HCIOJIb3YEMbIX MpU
OCYIIECTBJIEHUN KOHTPOJI Ka4eCTBA BCIIOMOTATEIIbHBIX BEIIECTB;

O) I/IH(i)OpMaIII/IH 00 HCIIOJIB30BAaHUM BCIIOMOTATCILHBIX BC€IICCTB YCIOBCUYCCKOTO MU >KHMBOTHOI'O
IMPOUCXOKIACHUSA,

) yrpatuia cuiy. - ®enepanbHelii 3akoH oT 02.08.2019 N 297-D3;

p) TpeOoBaHMS K KauecTBY JIEKAPCTBEHHOTO TMpernapara [Uisi BETEPUHAPHOIO TNPUMEHEHHS
(cepTudukar, cnenuuKanus Ha JEKapCTBEHHbIN Mpenapar u uX 000CHOBaHUE);

C) AHAIIUTUYCCKUEC MCTOAWKH, HUCIHOJB3YEMBIC IIPU OCYIICCTBJIICHMU KOHTPOJA KadeCTBa
JICKApCTBCHHOT'O IMperiapara Ajisd BETCPUHAPHOTO IMTPUMCHCHU A,

Koncynbrantlntoc: npumevanue.

[Ipn perucrpanum MO YCKOPEHHOM MNpOLEAype MJOMYCKAETCS HENPEICTAaBICHUE TOKYMEHTOB,
npeaycMoTpeHHeix . "T" m 9 4. 3 cr. 17, mpu YCIOBUM MHCHMEHHOTO 0053aTelbCTBA WX
MpeAoCcTaBUTh B TeueHune 12 mecsieB co aus peructparuu (Ilocranosnenue [IpaButensctBa PO ot

12.03.2022 N 353).

T) JAOKYMCHTAJIbHOC IMOATBCPKIACHUC (BaJ'II/I,Z[aHI/Iﬂ) AHAIIUTUYCCKUX METOJUK, HCIIOJB3YEMBIX IIPU
OCYIICCTBJIICHUH KOHTPOJIA KAa4€CTBA JICKAPCTBCHHOI'O IIp€riaparta Ajisd BETCPUHAPHOI'O IPUMECHCHUA

y) JOKYMEHT, MOJTBEPKAAIOIIUNA KadecTBO JIEKAPCTBEHHOTO Ipenapara TpeX HPOMBIIIICHHBIX
cepuii (IPOTOKOJI aHAJIM3A WU cepTU(UKAT aHAIK3a), OJHA CEpUsi KOTOPOTO JIOJKHA COBIAAATh C CepHUei
oOpa3slia JIeKapCTBEHHOT 0 Mpenapara, oJaHHOTO Ha PEerucTpaIuio;

() XapakTepucTHKa IPUMECEH;

X) NEePCUCHb CTAHIAPTHBIX 06pa:su0B, HCIIOJIB3YEMbIX IIPpU OCYHICCTBJICHUNU KOHTPOJISI Ka4CCTBa
JICKAPCTBCHHOI'O IIpCIiapara AJId BETCPUHAPHOTO IIPUMCHCHH,

Koncynprantllntoc: npumedanue.

[Ipn  yckOpeHHOW TMpoLEAype PEerucTpaldyd BOCHPOM3BEIEHHOTO Tpemapara JIOMyCKaeTcs
HEMpPEACTABICHUE CBEACHUM, MpeayCcMOTpeHHbIX mm. "n" m. 9 4. 3 cr. 17, npu NHCbMEHHOM
00s13aTeILCTBE WX TPEAOCTaBUTh B TeueHUe 12 mecsaneB co aHs peructparuu (IlocraHoBneHue
[IpaButensctBa PO ot 12.03.2022 N 353).

I_[) JaHHBIC O CTaOUIIEHOCTH JICKAPCTBCHHOTO IIpCIiapaTa AJjid BETCPUHAPHOTO ITPUMCHCHU
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

10) xomusi NOKyMEHTa, COJEpKaliero MH(GOpMalHMio O HAIMYMM WIK 00 OTCYTCTBHU (DaKTOB
perucTpanum JEKapCTBEHHOrO Mpernapara Julsi BEeTEpMHApHOTO IpUMEHEeHus 3a mnpezaenamu Poccuiickoit
denepanuu;

11) cornmacue B muchMeHHOH (hopme, MPerycCMOTPEHHOE YacThi0 7 HACTOSIIEH CTaThH, B Clydae
pErucTpany BOCIPOU3BEIEHHOTO JIEKAPCTBEHHOIO IIpenapara;
(B pen. ®enepanbHoro 3akoHa oT 13.07.2015 N 241-03)

12) xomusi JOKyYMEHTa Ha pPYCCKOM SI3bIKE, 3aBEPEHHOT0 B YCTAHOBJIEHHOM IMOPAIKE U
MOATBEPXKIAIOLIET0 PABOMOYHOCTh 3asBJICHHMSI O TOCYJapCTBEHHON pEerucTpanyu JeKapCTBEHHOIO
npernaparta Jiisl BETepUHAPHOTO IPUMEHEHNUs (JIOBEPEHHOCTH);

Koncynbrantlntoc: npumeyanue.

Jo 31.12.2030 poccuiiCKUM TTPOU3BOAUTENSIM PA3PEIICHO HE MPEICTABIATh CBEICHUS B COOTBETCTBUHU
¢ m. 13 4. 3 cr. 17 npu perucrpalyii HUMMYHOOMOJIOTUYECKUX JIEKAPCTBEHHBIX IpEnapaToB
(Mocranosnenue [paBurensctBa PO ot 12.03.2022 N 353).

13) cBemeHuss O TOCYJApPCTBEHHOM pEruCTpalil Te€HHO-MHXEHEPHO-MOIU(PHUIIMPOBAHHBIX
OpraHM3MOB, I[IpeIHAa3HAYEHHBIX JUId BBIIYCKa B OKpYXKawIlylo cpeny (Mpu TocynapcTBEHHOU
perucTpanyy JIEKapCTBEHHBIX IpenapaToB Ui BETEPUHAPHOTO IPUMEHEHHUS, MOJIY4YEHHBIX C
IPUMEHEHHEM TIE€HHO-MHKEHEPHO-MOJU(PUIMPOBAHHBIX  OPraHU3MOB WM  COAEPKAIIMX  TaKHe
OpPraHU3MBI).

(m. 13 BBenen denepanbubiM 3akoHOM OT 02.08.2019 N 297-D3)

4. Ilpn mnpoBeNEHUM YCKOPEHHOW MpPOLEAYpPhl SKCHEPTU3bl JIEKAPCTBEHHOrO TMpenapara s
BETEPUHAPHOTO TMPUMEHEHHs (32 HUCKIIOYEHHEM JICKapCTBEHHOTO TMpernapara i BeTEpPUHAPHOIO
MIPUMEHEHHUs], YKa3aHHOTO B 4yacTu 4.1 HacToswIel cTaThi) B IENIAX €ro rocyAapCTBEHHOUN perucrpanuu
BMECTO OTYETa pa3paboTyHKa O pe3yiabTaTaxX JAOKIMHUYECKOTO UCCIIEOBaHUS JIEKapCTBEHHOTO CPE/ICTBA
JUI BETEPUHAPHOIO MPUMEHEHHS MOKET OBITh MpEeJCTaBiIeH 0030p HaydyHbIX paboT O pe3yibTaTax
JOKIIMHUYECKOTO HCCIEeI0BaHUsl pePepeHTHOro JIEKapCTBEHHOTO TMpernapara Jii BETEpPUHAPHOIO
MIPUMEHEHHUs], @ BMECTO OTUYETa O pe3ybTaTaX KIMHUYECKOTO HCCIeI0BAaHUS JIEKAPCTBEHHOTO Mpernapara
JUIs BETEpUHAPHOTO TMPUMEHEHHUS OTYeT O pe3yiabTaTaX HUCCIeIOBaHUN OHOSKBUBAICHTHOCTH

BOCIIPOM3BEICHHOTO JIEKAPCTBEHHOT'O TIperapata Jyisi BETepUHAPHOTO TPUMEHECHUSI.
(B pen. denepanbubix 3akoHOB 0T 02.08.2019 N 297-D3, ot 28.04.2023 N 171-D3)

4.1. Tlpu mpoBeneHUU YCKOPEHHOW MPOLIEAYyphl SKCIEPTU3bI JIEKAPCTBEHHOTO TMpernapara s
BETEPUHAPHOTO NMPUMEHEHHUs, NMPEAHA3HAYECHHOTO JJIs JICYCHHS JOMAIIHUX KUBOTHBIX, OMPEICICHHBIX
®denepanbubiM 3akoHOM oT 27 gaekadbps 2018 rogma N 498-d3 "OO OTBETCTBEHHOM OOpalCHHH C
KUBOTHBIMHU M O BHECEHUU M3MEHEHUH B OTIENbHBIE 3aKOHOAaTenbHbIe akThl Poccuiickoit @enepannn’,
U 3apErucCTPUPOBAHHOTO B KAaYECTBE JIEKAPCTBEHHOTO INpemnapara A MEIULMHCKOrO MPUMEHEHHUs, B
L[EJISIX €ro TOCYIapCTBEHHON PETUCTPAlMK BMECTO OTYeTa pa3paboTunka 0 pe3yibTaTaxX JOKIMHUYECKOTO
HCCIIETIOBAHUS JIEKAPCTBEHHOTO CPEJICTBA IS BETEPUHAPHOTO MPUMEHEHHUS MOTYT OBITh MPEACTaBICHBI
pe3ynbTaThl JTOKJIMHUYECKOIO HCCIEJOBAaHUS COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO CpeAcTBa s
MEJIMLHUHCKOTO TPUMEHEHHUs, a BMECTO OT4YeTa O Pe3yJbTaTaX KIMHUYECKOTO HCCIIEeI0BAHMS
JIEKapCTBEHHOTO MperapaTa Jjis BETEePUHAPHOTO NMPUMEHEHHUs - 0030p HAaydyHBIX pabOT O pe3ynbTarax
KJIIMHUYECKUX HMCCJEeI0BaHUI JIEKapCTBEHHOTO Mpernapara Ajis MEIUIMHCKOTO NMPUMEHEHMs] Ha BUJAX
YKUBOTHBIX, KOTOPBIM MPEAHA3HAYAETCS UCCIIENYeMbIH JIEKapCTBEHHBIN Ipenapar.
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

(uactb 4.1 BBenena denepanbHbiM 3akoHOM OT 28.04.2023 N 171-D3)

5. Ha skcriepTusy pa3iuydHBIX JIGKAPCTBEHHBIX (JOPM OJJHOTO M TOTO K€ JIEKAaPCTBEHHOTO Tpernapara
AJIL BETCPUHAPHOTO MPUMCHCHUA 3adBUTCIIb MPEACTABIACT OTACIBHBIC 3asABJICHUA W PETUCTPALIMOHHBIC
J0Che Ha KXo JIeKapcTBeHHYIO (hopmy. IIpu ycimoBuu 0 JHOBPEMEHHOM M0Ia4X HA SKCIEPTH3Y OAHOM
JICKaPCTBCHHOU (DOPMBI C Pa3IMUHBIMU JTIO3UPOBKOH, KOHIICHTPAIEH, 00BEMOM 3asiBUTEIh MIPEIICTABISCT
OJTHO 3asBJICHHE U PETUCTPAIMOHHOE JI0ChE C TPUIOKEHUEM MAaKETOB MEPBUYHON YIAaKOBKH U BTOPHYHOU
ynakoBku. Ha mMakerax mepBUYHOM YIaKOBKM M BTOPUYHOW YIIAKOBKM YKAa3bIBAIOTCS BCE IIPOU3BOAUMBIC
JO3UPOBKH, KOHIEHTpAIMH, 00BEMBI M KOJMYECTBO /03 B YIAKOBKE JIEKAPCTBEHHOTO Mperapara s
BETEpPUHAPHOI'0 IIPUMEHEHUS.
(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6. B cinydae HempencTaBieHMs C 3asBJIIEHUEM O TOCYJApCTBEHHON pPErvMCTpaluM JIEKapCTBEHHOTO
rpenapara sl BETepUHApHOTO0 NPUMEHEHUS JOKYMEHTOB, NMOATBEPKAAOIINX YIUIATY TOCYAAPCTBEHHON
MOIUIMHBI U YKa3aHHBIX B ITYHKTE 7 4acTW 2 HACTOSIIEH CTaThH, CBEJICHUU O JIMIIEH3UAX, YKA3aHHBIX B
nyHktTax | u 2 dactu 3 Hacrosiled CTaTbM, a TakXe BbIJABaeMbIX (MPEAOCTaBISEMbIX)
YIOJHOMOYEHHBIMU (pefiepaibHbIMU OpPraHaMu HCIIOJIHUTENIBHOM BIACTH JOKYMEHTOB (CBEIEHUIN),
yKa3aHHbIX B MyHKTe 2.1 wactTu 3 Hacrosimied CTaTbM, YIOJHOMOYEHHBIN (denepanbHbI OpraH
WCIOJIHUTENBHON  BIACTH  3alpallluBaeT  yYKa3aHHbIE  JIOKYyMEHThl  (CBEJEHHSA) B  MOPSAIKE
MEXBEJJOMCTBEHHOTO HHPOPMAIIMOHHOTO B3aUMO/IEHCTBUS.

(gactpb 6 B pea. PenepanbHoro 3akoHa oT 27.12.2019 N 478-D3)

7. He nomyckaeTcsi HCIOJNB30BaHME B KOMMEpPUECKHX IeNiIX HH(opMmanuu o pe3yiabTarax
JOKIIMHUYECKUX UCCIIEAOBAHUN JIEKAPCTBEHHBIX CPEJICTB M KIMHUYECKUX MCCIIEI0BAaHUN JIEKapCTBEHHBIX
MpernapaToB JUIsl BETEPUHAPHOIO MPHUMEHEHHUS, MPEJCTABICHHOMN 3asBUTENEM Uil TOCYAapCTBEHHOM
perucTpalnuu JIEKapCTBEHHBIX IpernaparoB, 0e3 ero corjacuss B TEYEHHE WIECTH JIeT C JaThl
roCcy/lapCTBEHHOU perucTpanuu pedepeHTHOro IeKkapcTBeHHOro mpemnapata B Poccuiickoit denepanuu.

8. Jlepkarenb WM BiajieNiel] perucTPallMOHHOTO YAOCTOBEPEHHUSI JIEKAPCTBEHHOTO Ipernapara ajis
BETEPUHAPHOTO IMPUMEHEHUS MPEJCTABISIET B YIOJHOMOYEHHBINH (pefepaibHblii OpraH UCHOIHUTEIbHOM
BJIACTH OTYET MO pe3yibTaTaM (apMakoHaA30pa OJIMH pa3 B IIECTh MECALIEB B TEUCHUE ABYX JIET MOCIE
rocy/lapCcTBEHHOW perucTpaluu JieKapcTBeHHOro npemnapara B Poccuiickoit @enepanuu, 3aTeM €KeroHo
B T€YCHHE MOCIEAYIOUIUX TPEX JIET U B AaJbHEHIIEeM OJIMH pa3 B TPH roja.

(uactp 8 BBeneHna denepanbHbiM 3ak0HOM OT 02.08.2019 N 297-D3)

Cratba 18. YTpatnna cuny ¢ 1 ceHtabpa 2024 ropa. - ®PepgepanbHbI 3aKOH OT
30.01.2024 N 1-®3.

Koncynprantllntoc: mpumedanue.

[Tonoxenus ct. 19 (B pea. @3 ot 30.01.2024 N 1-d3), kacarouuecs IpeI0CTaBICHUS TOC. YCIYT TpU
oOpallleHNH JIEKapCTBEHHBIX CPECTB IS MEAUIIMHCKOTO U BETEPUHAPHOTO MTPUMEHEHHUS TOCPEACTBOM
€IMHOM CHCTEMBI U (WIJIH) eIuHOTro TopTaia, mpuMeHstoTcs ¢ 01.01.2026.

Cratba 19. lpnHATME pelueHns O Bbigaye 3KCNEepPTHOMY YUYpPeXAeHUI0 3aAaHuA Ha
nposeAeHNe IKCNepTU3bI SIeKapCTBEHHOro cpeacTsa

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

1. B Teuenue necatu pabodux AHEH CO JHS MPUHATHS 3asBJICHUS O FOCYJapCTBEHHON perucTpanuu
JIEKapCTBEHHOI'O IIpenapara WM 3asBICHHMs O NPU3HAHUU JIEKAPCTBEHHOIO Ipernapara op¢daHHBIM
JIEKapCTBEHHBIM  IIPENaparoM  COOTBETCTBYIOIIMI  yIIOJIHOMOYEHHBIM  (efepalibHbIl  OpraH
WCTIOJIHUTEIBHOW BJIACTH MPOBOJUT IPOBEPKY IMOJIHOTHI, TOCTOBEPHOCTH M MPABHIBLHOCTH O(OpPMIICHUS
IIPEACTABIICHHBIX JOKYMEHTOB PErMCTPAllMOHHOTO JOCHhE HA JICKAPCTBEHHBIM Ipernapar W NPUHUMAET
pelieHue o BblIade 3aJaHusl Ha IPOBEACHUE:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-®3)

1) OKCIIEPTU3BI AOKYMCHTOB, NPCACTABJICHHBLIX IJId OIPCACICHUA BO3MOKXHOCTHU paCcCMaTpuBaTb
J'[eKapCTBeHHBII\/’I npemnapar il MCAUUUHCKOTO TMNPUMCHCHHA B KauCCTBC Op(l)aHHOFO JICKApCTBCHHOT'O
npenapara;

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

Koncynbrantlntoc: mpumeuanue.
C01.01.2026 1. 2 4. 1 ct. 19 yrpaunBaet cuny (®3 ot 30.01.2024 N 1-D3).

2) OKCHEPTUIEI JICKAPCTBCHHOT'O CPCACTBA B YAaCTH SKCIICPTHU3BI KAUCCTBA JICKAPCTBEHHOTO CPEACTBA
M SKCIEPTU3BI OTHOIICHHA O)KHJIaeMOﬁ IMOJIB3bl K BO3MOXHOMY PHCKY NPUMCHCHHUA JICKAPCTBECHHOI'O
npemnapara 1yl MEAUIUHCKOTO IIPUMCHCHMS,

3) 3KCHepTHU3bI JICKAPCTBEHHOTO CPECTBA B YACTH IKCIEPTU3BI KAYECTBA JIEKAPCTBEHHOTO CPEJICTBA
W DKCIEPTU3bl OTHOIICHHUS OXXHUJIAEMOU IMOJB3bI K BO3MOXXHOMY PHUCKY NMPHUMEHEHHUS JIEKapCTBEHHOTO
mpenapara JUis  MEAWIIMHCKOTO TIPUMEHEHHS B TIOPSAJKE YCKOPEHHOW TMPOILENyphl AKCIEPTU3BI
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU CO CTaTheil 26 HacTosmero denepaibHOro 3aKOHa;

4) OKCIIEPTU3bI JICKAPCTBCHHOTO CpEACTBAa B OTHOIICHHH JICKAPCTBCHHOI'O IIpf€liapara g
BCTCPHHAPHOI'O IPUMCHCHUA.

2. VYnogHOMOYEHHBIN (eaepalbHbIi OpraH WCIOJHUTEIBHOW BJIACTH HAIPaBJseT B JIMYHBIN
KaOMHET HKCIEPTHOIO YYPEKJIEHHUS B €IUHOU CHCTEeME MOIMMCAHHOE YCUJICHHOW KBalU(UIUPOBAHHOM
AIIEKTPOHHOU MOJMNKCHIO 33aJaHNe Ha MPOBEICHHE IKCIEPTHU3, MPEAYCMOTPEHHBIX YacThio 1 HacTOsIel
CTaTbW, B JIMYHBIA KaOWHET 3asBUTENss B €IWHOM CHUCTeME - TOJNUCAaHHOE YCHUJICHHOU
KBTM(UIIUPOBAHHON AJIEKTPOHHOMN MOANKCHIO YBEJOMIIEHUE O MPUHSATOM PEUICHUH O Bblaue 3a/laHus
Ha MPOBEJICHUE IKCIEPTHU3, MIPEIYCMOTPEHHBIX YaCThI0 | HACTOSAIICH CTaThU, U B CiIydae HEOOXOAUMOCTH
0 BbIJaue paspelieHuss Ha BBO3 B Poccuiickyro @enepanuio KOHKPETHOW TapTUH, CEpUU
3aperuCTPUPOBAHHBIX U (WJIM) HE3aperHCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB WM 00 OTKa3e B
MIPOBEJICHUH TaKUX HKCIEPTU3 C YKa3aHUEM MPUUYUH OTKa3a.

(dacts 2 B pen. @enepanpHoro 3akoHa oT 30.01.2024 N 1-D3)

3. B ciyuae BBISIBIEHHS OTCYTCTBHUS WJIM HEAOCTOBEPHOCTH HMH(OpMaluM, cojepikaiieiics B
IIPEJCTABICHHBIX 3asABUTENEM JOKYMEHTaX, YHNOJHOMOYEHHBIH (enepalbHblii OpraH HCIOJHUTEIbHOMN
BJIACTU HAIPABISIET 3asABUTEIIO MOCPEICTBOM €IMHOIO MopTaja WM B €ro JIMYHbIM KaOMHET B €IUHOMN
cucreMe 3ampoc 00 YTOYHEHMM 3TOHM MH(pOpMalMy, MOANHCAHHBIA YCHIIEHHOW KBaIM(PUIUPOBAHHOMN
AJIEKTPOHHON MOJMHUCHIO (Jajiee - 3ampoc YIMOJIHOMOYEHHOTO (eepallbHOro OpraHa HMCIOJHUTEIbHON
BJIACTH).

(dacts 3 B pen. PenepanpHoro 3akoHa ot 30.01.2024 N 1-D3)
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

4. 3asBuTENH 00513aH HAPABUTH MTOCPEICTBOM E€AMHOTO MOPTAJIa B YIOJTHOMOUEHHBIH (eaepaibHbIi
OpraH HCHOJHHUTEIbHON BJIACTH WIM B JMYHBIA KAaOMHET YIIOJHOMOYEHHOTO (elepaabHOr0 OpraHa
WCTIOJIHUTEIBHOW BJACTH B €IMHOM CHUCTEME TMOANMCAHHBI YCHWJICHHOW KBaTHM(PHUIMPOBAHHOK
AIIEKTPOHHOW TOMKCHI0 OTBET HA 3alpOC YIOJIHOMOYEHHOTO (hefepajbHOTO OpraHa HCIOJHUTEIHHON
BJIACTH B CpPOK, HE IPEBBIIIAIOIIUN JIEBIHOCTAa PadOUYMX JHEH CO JHS IMOJIyYEHUS YIOJHOMOYEHHBIM
(benepaabHBIM OPraHOM HCIIOJIHUTEILHON BIACTH SJICKTPOHHOTO YBEAOMIICHHUS O TIOTYUYCHHH 3asSBUTEIIEM
naHHoro 3ampoca. Cpok, yka3aHHBIM B 4YacTu | HacTosled cTaTbd, MPUOCTAHABIMBAETCS CO JIHA
HaIpaBJIEHUs MOCPEICTBOM €AMHOTO MOpTala WM B JIMYHBbIA KaOWMHET 3asBUTEN B €IUHON CUCTEME
3arnpoca YHOJHOMOYEHHOIO (elepaJbHOTO OpraHa WCIOJIHUTEIbHOW BIJIACTH 10 JIHS HaIlpaBJICHUs
3asiBUTENIEM IMOCPEACTBOM €IMHOTO TMOpTaJla WM B JIMYHBIA KaOWHET YIMOJIHOMOYEHHOTO (eaepalbHOro
OpraHa UCIIOJIHUTEJIbHOM BJIACTH B €AMHOW CHCTEME OTBETA.

(uactb 4 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5. OcHOBaHMEM JJIsl OTKa3a B OPTaHU3AlUM 3KCHEPTHU3, MPEAYCMOTPEHHBIX YacThio | HacTosien
CTaThH, SBIAETCS TMPEJACTaBICHUE HEOOXOMMMBIX [UII TPOBEACHHS TIPEIyCMOTPEHHBIX OSKCIEPTU3
JOKYMEHTOB B HETIOJIHOM 00beMe WM HEeNpeJCTaBJIEHNE 3asBUTEJIEM B YCTAaHOBJIEHHBIN CPOK OTBETa Ha
3aMpoc YMOJHOMOYEHHOTO (eepalbHOr0 OpraHa HCIOJHUTENIBHOM BIIACTH, a TakXkKe IpeACTaBlIeHHE
JIOKYMEHTOB, HE COJIEPKAINX UCUEPITBIBAIOIIETO MePEYHS HEOOXOIUMBIX CBEICHUH.

6. Ilpu oTka3ze B opraHu3alMM 3KCHEPTHU3bI, NPEIYCMOTPEHHOW NMYHKTOM 4 4dacth | Hacrosmen
CTaTbH, JOKYMEHTHI, BXOJSAIIME B COCTaB PErUCTPAIMOHHOIO J0ChE Ha JIEKAPCTBEHHBIWA Mpenapar s
BETEPUHAPHOTO MPUMEHEHHUs, MOTYT OBITh BO3BpAIllCHBI 3asBHUTEII0 HAa OCHOBAHMHW €ro 3ampoca,
MOJMUCAHHOTO  YCHUJICHHOW  KBAIU(DHUIIMPOBAHHOW AJICKTPOHHOW TIOANMHUCHIO ¥ HAMPABICHHOTO
MTOCPEACTBOM €MHOTO TIOpTaja B YIOJHOMOYEHHBIN (eiepaibHbIi OpPraH UCIIOJTHUTEIBHON BIACTH WIIH
JUYHBIN KaOWHET YIOJHOMOYEHHOTO (heJIepallbHOTO OpraHa UCIOJIHUTEILHON BJIACTH B €IMHOM CHUCTEME,
B TEUEHWE TPHALATH pabOUYMX IHEH CO JHS TMPUHATHS YIOJHOMOYECHHBIM (DerepalibHbIM OPraHoOM
WCTIOJTHUTEIPHON BJIACTH PEIICHHS 00 OTKa3e B OpPraHU3allMd TaKOH SKCIEPTHU3BL. YTIOJTHOMOYECHHBIN
(dhenepanbHBIN OpPraH UCIIOTHUTEIBHON BJIACTH BO3BPAIIACT 3asBUTEIIO YKa3aHHBIE JOKYMEHTHI B TCUCHUE
JeCSATH pabouyuX JTHEH CO JHS MOJYyYEHUsT COOTBETCTBYIOIIETO 3aMpoca 3asiBUTEIS.

(qactp 6 BBeneHa DenepabHbIM 3aK0HOM OT 02.08.2019 N 297-03; B pen. deaepaibHOro 3aKoHa OT
30.01.2024 N 1-®3)

Koncynprantllntoc: mpumedanue.

[Tonoxenus ct. 20 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromiuecsi IpeI0CTaBICHUS FOC. YCIYT MpU
oOpallleHuH JIeKapCTBEHHBIX CPEACTB JUIsi MEAMIIMHCKOTO TMPUMEHEHHS IOCPEACTBOM EIHMHOMN
cuctemsl, mpumensroTcesa ¢ 01.01.2026.

Ctatbs 20. 3KkcnepTusa [AOKYMEHTOB, TMpeAcCTaBreHHbIX Ans onpeferieHus
BO3MOXHOCTM paccMaTpuBaTb JleKapCTBEeHHbIM npenapat Ana  MeOULMHCKOro
NpUMeHeHUs B KayecTBe opchaHHOro JieKapCTBEHHOro npenapara

(B pen. denepanpHoro 3akona oT 30.01.2024 N 1-D3)
1. Tlpomenypa ompeaeneHUs BO3MOXKHOCTH paccMaTpUBaTh JEKAPCTBEHHBIH MpemapaTr i

MCIUIIUHCKOI'O NPHUMCHCHUA B KAa4YCCTBC op(baHHoro JICKApCTBCHHOTI'O IIpcrapara MOXKCET IMPOBOAHUTHCA
KaK B OTHOIICHHU JICKAPCTBCHHOI'O IIpCIiapara, 3apCrUuCTPpUPOBAHHOTO B COOTBCTCTBHU C HACTOAIIUM
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

@enepanbHbIM 3aKOHOM JIMOO B COOTBETCTBHHM C aKTaMH, COCTaBIsommMMU npaBo Coro3a, Tak U B
OTHOLIEHUM  HE3apEerMCTPUPOBAHHOIO  JICKAPCTBEHHOIO  IIpernapara. OKCIepTH3a  JOKYMEHTOB,
MIPEACTABJICHHBIX JUISI ONpPENEICHUS BO3MOXXHOCTH pAacCCMAaTpUBaTh JIEKAPCTBEHHBIM IIpernapar i
MEIMIMHCKOTO TPUMEHEHHs B KadecTBE Op(aHHOTO JEKAPCTBEHHOTO IMperapara, COCTaBJICHUE
KOMMCCHEN DKCIIEPTOB 3aKIIOYEHUS O BO3MOKHOCTM WM  HEBO3MOKHOCTH  paccMaTpuBaTh
JICKapCTBEHHBIN Ipemapar Ui MEIUIMHCKOTO NPHMEHEHHs B KadecTBe Op(haHHOTO JIEKapCTBEHHOTO
mperapata W HampaBJIeHHE B JIMYHBIA KaOWMHET  YIOJHOMOYEHHOTO (ellepalbHOTO  OpraHa
WCIIOJIHUTENBHOM BJAacTU B €IMHOM cHCTEME JaHHOI'O 3aKJIIOUEHUs B (OpMeE 3JIEKTPOHHOrO JOKYMEHTAa,
MOANKUCAHHOTO YCUJIEHHOM KBaIM(PUIMPOBAHHON 3JIEKTPOHHOMN MOJINHUCHIO, OCYLIECTBIISIIOTCS B CPOK, HE
MPEBBIIAIONINI TpUAaTH paboOyux JHEH CcO JHSA HampaBieHUs B JMYHBIM KaOMHET SKCIIEPTHOIO
YUPEXKJIEHUS B €IMHON CHUCTEME 3a/laHusl YIOJHOMOYEHHOTO (elepalbHOrO opraHa MCHOJHUTEIbHOU
BJIACTHU U CJIEAYIOLIMX JOKYMEHTOB M CBEJICHHI:

1) 3asBIEHNE O NMPU3HAHUU JIEKAPCTBEHHOTO IpenapaTa opdaHHbIM JIEKAPCTBEHHBIM MpPENapaToM,
COCTaBJIeHHOE 0 (hopMe, YTBEP)KJICHHOW YIMOJIHOMOYEHHBIM (pefepaibHbIM OpraHOM HCHOJIHUTEIbHOU
BJIACTH, TOJNHCAHHOE YCUJIEHHON KBaJM(UUIHMPOBAHHOMN AIIEKTPOHHON MOJANUCHIO YIMOJIHOMOYEHHOTO
MIPeICTaBUTEINSI FOPUANYECKOTO JINIIA, TEHCTBYIOEro B COOCTBEHHBIX MHTEPECAX WM YIOJTHOMOYEHHOIO
MIPEACTABIIATH UHTEPECHI APYTOr0 FOPUANYECKOTO JIUIA;

2) KomMsl JOKYMEHTa Ha pPYCCKOM S3bIKE, 3aBEpPEHHOT0 B YCTAHOBJIEHHOM MOpSAKE U
MOJITBEPK/IAIOIIETO MPABOMOYHOCTh 3asBHTENS MOJABaTh 3asBICHHE O MPHU3HAHWUU JICKAPCTBECHHOTO
npenapara ophaHHBIM JICKapCTBEHHBIM IIpenapaTtoM (TIpu HEOOXOUMOCTH);

3) oGocHoBaHHMe Op(haHHOCTH 3a00JICBaHUs, HE OTHECEHHOTO B COOTBETCTBHH ¢ DemepanbHbIM
3akoHOM OT 21 Hos0pst 2011 roma N 323-d3 "OO6 ocHOBax OXpaHbI 3I0POBbs T'pakaaH B Poccuiickoii
Oenepanun" k peakuMm (opdaHHBIM) 3a007€BaHUSM, B TOM 4YHCIE ToApoOHass WHPOpMAIUS O
JIMArHOCTHUKE, MPOQHUIAKTUKE WM JICYEHUH TAaKOTO 3a00JIeBaHMUS;

4) yTBepXKICHHAS HMHCTPYKIHUSA IO MEIUIMHCKOMY IPUMEHEHHUIO JICKApCTBEHHOIO IIperapara,
3aperuCTPUPOBAHHOTO B COOTBETCTBHMM ¢ HacTosimuM DenepaibHbIM 3aKOHOM, MM  0OmIas
XapaKTepUCTUKA JIEKApPCTBEHHOTO TMpemnapara, 3aperuCTpUPOBAHHOTO B COOTBETCTBUU C aKTamH,
cocrtapisomuMu npao Coro3a (Ipu HATUYUK);

5) MHCTPYKIHUS MO MEIUWLUHCKOMY MPUMEHEHHIO WM KpaTKas XapaKTEepPUCTHKA JIEKApCTBEHHOTO
npernapara, yTBep»ACHHbIE B CTpaHe MPOU3BOAUTENS (MIPU HATTUYHH);

6) KOmMH JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJICHHOM TOPSAKE M MOITBEPKIAIOMINX (haKT
perucTpaiuy JIeKapCTBEHHOTO TMpernapara B HHOCTPAHHBIX TOCYAapcTBaX B KayecTBE Op(aHHOTrO
JIEKapCTBEHHOTO MpemnapaTa (MIpy HaJIu4uu );

7) NPOEKT XapaKTepUCTHKH HE3aperuCTPUPOBAHHOTO JIEKAPCTBEHHOIO Ipernapara, CoJep Kallero
CIIEQYIOIINE MHHHUMAJIbHBIE CBEICHHMS O HE3apETMCTPUPOBAHHOM  JIEKAPCTBEHHOM  IIpenapare
(tomyckaeTcss NpeICTaBICHHE MPOEKTa XapaKTEPUCTUKH HE3aperUCTPUPOBAHHOTO JIEKAPCTBEHHOTO
Ipenapara, COCTaBJIEHHOTO B COOTBETCTBHM C JOCTYIHBIMU JAHHBIMH IO MPOBEIEHHBIM KIMHUYECKUM
HCCIIEIOBAHUAM JIEKapCTBEHHOTO IIpernapara M JOKIMHUYECKHUM HCCIEIOBAaHUSAM JIEKapCTBEHHOTO
CpeAcTBa Ha MOMEHT TOJayd 3asBJIEHUS O TPU3HAHUM JIEKAPCTBEHHOTO TpemnapaTta oOpgaHHBIM
JIEKapCTBEHHBIM IIPENapaToM):
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

a) HAUMEHOBAaHUE JIEKAPCTBEHHOIO IIpemnapata (MEXIyHapoJHOE HENaTEeHTOBAHHOE, WU
IPYNIUPOBOYHOE, NN XMMHUYECKOE U TOPrOBOE€ HAUMEHOBAHUS);

0) nexapcTBeHHast popMa C ykazaHUEM HAaMMEHOBAHUN UM KOJMYECTBEHHOTO COCTAaBAa JICHCTBYIOIINX
BE€IICCTB U KAUECCTBCHHOI'O COCTaBa BCIIOMOI'aTCJIbHBIX BECIICCTB (HpI/I HGO6XOIII/IMOCTI/I KOJIMYECTBECHHOI'O
COCTaBa BCIIOMOTaTEJIbHBIX BELIECTB);

B) hapMakoMHAMHKA U (apMaKOKUHETHKA;
I') MOKa3aHUs JUIsl IPUMEHEHHUS,
1) TPOTUBONOKAa3aHUs JJI1 IPUMEHEHUS;

e) BO3MOJKHEIE TIOOOYHBIC I[GflCTBHfI 1 HCXKCJIATCIBHBIC pCaKIUU IPpHU MPUMEHCHUH JICKAPCTBCHHOT'O
mnpemnapara 1l MEAUIUHCKOTO ITIPUMCHCHMUS

’K) HAaWMMEHOBAaHUS W ajpeca MPOM3BOJICTBCHHBIX IUIOIMIAJOK IPOU3BOJUTEISA JICKAPCTBEHHOTO
npernapara;

3) CBeAGHHS O pa3paboTynke JIEKApCTBEHHOTO CpEACTBa (Iep)kaTtelie PerucTParimoOHHOTO
YIOCTOBEPEHUS );

8) cBeleHUs O TEKYIEM CTaTyce pa3padOTKH HE3apETUCTPUPOBAHHOTO JIGKAPCTBEHHOTO Tperapara,
a TakXKe TUIaH ero pa3paboTKH;

9) 0030pbI JOKITHHHYCCKHX HUCCIICIOBAHHUI JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKUX MCCIICI0BAHUN
HE3apeTruCTPUPOBAHHOTO JIEKAPCTBEHHOTO MperapaTa, JOCTYITHbIC Ha JISHb TI0/1aYu 3asiBJICHUS;

10) OTYETBI O IPOBCACHHBLIX MOOKIMHHYECKHX MCCICAOBAHUAX JICKAPCTBCHHOI'O0 CpEACTBA U
KIIMHUYCCKUX UCCICA0BAaHUAX HE3APCTUCTPUPOBAHHOT'O JICKAPCTBCHHOI'O IIpC€Iiapara (HpI/I HaJ'II/I‘II/II/I),

11) pekBU3UTHI JOKYMEHTA, MOATBEPKIAIOIIETO YIUIATy FOCY1apCTBEHHOM MONIIITHHBI.

2.B cJIydac HEJOCTATOYHOCTHU MPEACTABJICHHBIX MATCPHUAJIOB B LEJIAX IIPOBCACHUA SKCIICPTU3BI I
OIIPCACIICHUSA BO3MOXHOCTHU paCcCMAaTpuBaTh J'ICKapCTBeHHHﬁ npenapar aji MEAUIUHCKOI'O ITPUMCHCHUS
B Ka4C€CTBC opcbaHHoro JICKAPCTBCHHOI'O IIpC€riapara JKCHCPTHOC YUPCIKICHUC HAIIPABIIACT B JIMIHBIN
KaOUMHET 3asBUTEISI B CHHHOﬁ CUCTCMC 3aIllpoC O HIpCaACTaBJICHHUU H606XOI[I/IMBIX MaTCpHajIoB,
MO CaHHbBIN PYKOBOIUTCIICEM (YHOHHOMO‘ICHHHM J'II/II_IOM) OKCIICPTHOTO YUPCIKACHUS C
HCIIOJIB30BAHHUECM YCHHGHHOﬁ KBaHH(I)HHHpOBaHHOﬁ SHCKTpOHHOﬁ HoAInuCH. 3agBuTens 00s3aH
HallpaBUTh B JIMYHBIN KaOHMHET OKCHCPTHOI'O YIPCIKIACHUA B €IMHOM CHUCTEME HOI[HI/ICB.HHHﬁ YCHHCHHOﬁ
KBaJ'II/I(l)I/II_II/IPOBaHHOI\/’I BHCKTpOHHOﬁ MOATIMCBIO OTBET Ha 3alIpoC B CPOK, HC HpeBLIH_IaIOH_[I/Iﬁ mMEeCTUACCATHU
pa6oqnx JHEH CO OHA MOJIYUYCHUS DKCHICPTHBIM YUPCIKACHHUEM JJICKTPOHHOI'O YBEAOMIICHUS O MOJIYYCHHUN
3asABUTCIIEM 3aIrpoca. CpOK, YKa3aHHBII>'I B yactu 1 HaCTOSIIEH CTaTbH, IPUOCTAHABIMNBACTCA CO HA
HaITpaBJICHUSA 3assBUTCIIIO B €0 JUYHBINA KaOWHET B €IMHOM CHCTEME 3arpoca SKCIICPTHOTO YUPCIKACHUSA
A0 OHA HaIpaBJICHUA 3adBUTCIICM B JUYHBIA KaOWHET OKCIIEPTHOTO YYPCIKIACHUSA B €IMHOM CHCTEeMe
OTBCTA Ha 3alpoOC W HC YUYUTBIBACTCA IIPU HCUYHUCIICHHUU CPOKa IMPOBEACHHUA IDKCHICPTU3bI JOKYMCHTOB,
NpEACTAaBJICHHBIX [UIA OHNPCACJICHUSA BO3MOXHOCTH pacCMaTpuBaATh J'IeKapCTBeHHHﬁ npenapar i
MCIUIIUHCKOI'O MPUMCHCHHUA B KAYCCTBC Op(l)aHHOl“O JICKApCTBCHHOTO IIperiapara.
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

3. B cpok, He mpeBBIIAIOMUN MATH pabouuMx JHEW CO JHS HANpaBICHUS B JIMYHBINA KaOWHET
YIIOJTHOMOYEHHOIO (hefiepaJbHOrO OpraHa MCIOJHHUTEIbHON BJIACTH B €IMHOW CHCTEME 3aKIIIOYEHU,
YKa3aHHOTO B yacTH | HacTosmiedl cTaTbH, YNOJHOMOYEHHBIH (erepalbHblil opraH MCHOJHUTEIbHOU
BJIACTH OCYILECTBJISCT OLICHKY 3aKIIOYEHUA N OIPEACIICHUS €ro COOTBETCTBHMA 3aJaHMIO Ha
MIPOBEACHUE SKCIEPTU3bI U HANpPABISAET B JTUYHBIA KaOWHET 3asBUTENS B €AMHON CHUCTEME MOANMCAHHOE
YCUJIEHHOM KBaIU(pHUIIMPOBAHHOW AJIEKTPOHHOM MOJIUCHIO YBEJOMIIEHHE O pe3yjbTaTaxX HPOBEIECHHOU
OKCTIEPTHU3BI C MPUIOKEHUEM KOTIMU SKCIEPTHOTO 3aKIIFOYCHHS (C COXpaHEHHEM KOH(UACHIIMAILHOCTH
nH(pOpPMaLlUd O COCTaBE KOMMCCHM 3KCIIEPTOB) W BO3MOYKHOCTH WJIM HEBO3MOJKHOCTH paccMaTpUBATh
JIEKapCTBEHHBIN Mpernapar JUlsi MEIUIUHCKOTO NPUMEHEHHUs B KauecTBE OP(AHHOIO JIEKAPCTBEHHOTO
mpernapara.

Cratba 21. YTpatnna cuny ¢ 1 ceHtabpa 2024 ropa. - PenepanbHbIi 3aKOH OT
30.01.2024 N 1-®3.

Cratba 22. YTpaTtuna cuny ¢ 1 uions 2015 ropa. - PegepanbHbI 3aKoH oT 22.12.2014
N 429-®3.

Koncynbrantlntoc: mpumeuanue.

[Tonoxenus ct. 23 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromimecst IpeI0CTaBIEHUS FOC. YCIYT MpU
oOpallleHnH JeKapCTBEHHBIX CPEICTB [UIsi MEAMIMHCKOTO TPUMEHEHHs] MOCPEICTBOM €IUHOM
cuctemsl, npumensroTesa ¢ 01.01.2026.

CtaTba 23. 3KcnepTusa KauyecTBa JleKapCTBEHHOro cpeAcTBa M 3KcnepTusa
OTHOLUEHUA OXUAAeMOW MNOJSib3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NeKapCTBEHHOro
npenaparta gns MeguUUHCKOro NpuMeHeHus

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. DKcrnepTr3a KayecTBa JCKapCTBEHHOTO CPEACTBA M SKCIIEPTH3a OTHOIICHUS OXKUIAEMOM IOJIb3bI
K BO3MOXHOMY PHCKY NPHMEHEHHs JICKAPCTBECHHOIO Ipernapara JUIs MEIUIMHCKOTO MPUMCHEHHS,
COCTaBJICHUE KOMHCCHSAMH OSKCIIEPTOB 3aKJIIOUCHUH [0 pe3yJibTaTaM IPOBEACHHBIX JKCIEPTU3 U
HANpaBJICHUE 3TUX 3aKIFOUCHHH, MOIHMCAHHBIX YCHWJICHHBIMU KBATH(DUIIUPOBAHHBIMHU SJICKTPOHHBIMU
MOJMUCSIMH, B JIMUHBIM KaOMHET YIIOJIHOMOYEHHOTO (helepallbHOrO OpraHa MCIOJHHUTEIBHOW BJIACTH B
€IMHOW CHUCTEME OCYIICCTBISIFOTCS B CPOK, HE MPEBBIMAIONIMNA CTa JECATH pabouux IHEH CO JHS
HANpaBJICHUS B JIMYHBIH KaOMHET HJKCIEPTHOTO YYPESIKICHUS B EIAMHON CHUCTEME COOTBETCTBYIOILETO
3aJJaHUs  YIOJHOMOYEHHOTO (eepaibHOr0 OpraHa HCIOJHUTEIBHOW BJIACTH W HEOOXOJAUMBIX
JOKYMEHTOB.
(B pen. ®enepanpHoro 3akona oT 30.01.2024 N 1-D3)

Koncynprantllntoc: mpumedanue.

[To 3asBnenuto, noganHomy B Munszapas Poccun o 11.04.2022, npu HEBO3MOKHOCTH MPOBEICHUS
OKCIEPTU3Bl KayecTBa JIEKAPCTBEHHBIX CPEJICTB B OKCIEPTHOM YUPEKICHHUH, OMYCKaeTCs ee
MPOBEJCHUE TOCPEJICTBOM JUCTAHIIMOHHOTO B3aMMOJICHCTBHS, TMOPSAIOK W (HOPMBI KOTOPOTO
ONPENENSAI0TCS JKCHEPTHBIM yUpexAeHUeM 1o corjacoBaHuio ¢ 3asButensiMu (IloctanoBneHue
IIpaButensctBa PO ot 05.04.2022 N 593).
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

2. B TeyeHue AEBSIHOCTa JHEW €O JHS MOJYYEHHUS YIMOJHOMOYEHHBIM (heepaabHbIM OpPraHoM
WCIIOJIHUTEIPHON BJIACTH YBEJAOMJICHHS B JJICKTPOHHOH (DOpMe O TOJMYyYCHHH 3asBHTEIIEM PEIICHHS O
MPOBCACHUHN JSKCICPTU3, MTPCAYCMOTPCHHBIX YaCTbIO 1 HaCTOFIIHGﬁ CTaTbH, 3asABUTCIIb NPCACTABIIACT B
IKCIIEPTHOE YUPEKJCHUE UL MPOBEICHUS IKCIEPTU3bl KAYECTBA JIEKAPCTBEHHOI'O CPEACTBA 0OpasIibl
JICKApCTBCHHOI'O IIpfriapara 4 MCAWLNUHCKOTO MNPUMCHCHUSA, IHNPOU3SBCACHHOI'0O B COOTBETCTBUH C
TpeOOBAHUSAMHU OIBITHO-IIPOMBIIUICHHOTO ¥ (WJIM) TPOMBIIIJICHHOTO PErjaMeHTOB, YTBEPKICHHBIX
PYKOBOAUTCIICM HNPOU3BOAUTCIA JICKAPCTBCHHBIX CPEACTB, a TAKXKE B COOTBCTCTBYIOIIHUX ClIy4dasaX
o0pa31bl papMaleBTUYECKONW CyOCTaHIINH, TECT-IIITAMMa MUKPOOPTaHU3MOB, KYJIbTYphI KJIETOK, 00pa31bl
BCIICCTB, MPUMCHACMBIX IJIA KOHTPOJIA KAa4€CTBA JICKAPCTBCHHOI'O0 CPCACTBA IMYTCM CPABHCHUA C HUMU
HCCIIETyeMOT0 JIEKapCTBEHHOTO CPEACTBA, CHENU(HUUIECKHE PEareHThl, HEOOXOJUMBIE IS TPOBEACHHS
HCIIBITAaHUH O6p33HOB JICKAPCTBCHHLBIX npemnaparos, B KOJINYECTBAX, H€O6XOI[I/IMI>IX pIn b
BOCIIPOM3BEICHUS METOIOB KOHTPOJISI Ka4eCTBa.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

3. Tlpu monydeHuu 0Opa3IOB JIEKAPCTBEHHOTO TNpemaparta U (papMaleBTHYECKON CyOCTaHIIUU
OKCIIEPTHOC YUPCIKIACHUC HAIIPABJIACT B JINYHBIA KaOWHET 3asiBUTENS B GHHHOﬁ CUCTEMEC YBCIOMIICHHC,
MOATBEP:KIAIOIIEee MOTYyYeHHE YKa3aHHBIX 00pa3IoB.

(uactp 3 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4. VYka3aHHBIH B 4YacTH 2 HACTOSIIEH CTaTbU CPOK JUIsl MPEJCTABIICHUS 3asBUTEIEM OOpas3IoB
JIEKapCTBEHHOI0 Ipenapata M (papManeBTUUECKOM CyOCTaHLMM HE BKIIOYAETCSd B CPOK IPOBEACHUS
JKCIEPTU3, IPEAYCMOTPEHHBIX YaCThIO | HACTOSAIIEH CTATBH.

(dactb 4 B pea. PenepanbHoro 3akoHa oT 30.01.2024 N 1-D3)

5. Yrparun cuiy. - @enepanbHbiil 3akoH oT 30.01.2024 N 1-D3.

Koncynprantllntoc: mpumedanue.

[Tonoxxenus ct. 24 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromuecs IpeI0CTaBICHUS TOC. YCIYT TIPH
oOpallleHUH JICKapCTBEHHBIX CPEACTB JJIsi BETEPUHAPHOIO MPUMEHEHHS] IOCPEACTBOM EIUHOI0
noprana, npuMenstorcs ¢ 01.01.2026.

CtaTbs 24. JKkcnepTusa KayecTBa JIeKapCTBEHHOro cpeacTBa M IKcnepTusa
OTHOLUEHUA OXUAAEeMOW MNOJib3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NeKapCTBEHHOro
npenaparta gnsa BeTepUMHaApPHOro NpuMeHeHust

1. DkcrepTU3a KauyecTBa JEKAPCTBEHHOTO CPEACTBA M AKCIIEPTHU3a OTHOIICHUS 0JKHMIaeMOM TOJIB3bI
K BO3MOKHOMY PHCKY TPHUMEHCHHS JICKQPCTBEHHOIO Ipernapara Ui BETEPUHAPHOTO MPUMEHEHUS,
COCTaBIIEHHE KOMHCCHSIMH OJKCIEPTOB 3aKIIOUEHUN 0 pe3ylbTaTaM YKa3aHHBIX »JKCIEePTH3 U
HampaBJICHWE TaKUX 3aKIIOUEHUN B DIEKTPOHHOH (opMe B YMOJIHOMOUYEHHBIH (QenepanbHblii opraxn
WCIIOJIHUTENBHOM BJIACTH OCYIIECTBISIOTCS B CPOK, HE MPEBBIIAIONINI CTa AECATH pabodYnX THEH co JHA
MOJIyUEHUSI OKCIEPTHBIM  YUPEKIEHUEM B JJIEKTPOHHOW (Qopme 3agaHusi  YHIOJTHOMOYEHHOTO
(benepanbHOTO OpraHa MCHOJIHHUTENBHOW BJIACTU C JOKYMEHTaMH, yKa3aHHBIMU B 4acTu 3 crathu 17
HacTosiero @eneparbHOTO 3aKOHA.
(B pen. @enepanbHbix 3akoHOB OT 22.10.2014 N 313-@3, ot 13.07.2015 N 241-®3, ot 30.01.2024 N 1-
®3)

2. B TeueHue TpuanaTu pa60q1/1x JHEH co JHsI MOJIydCeHHUd YHNOJIHOMOYCHHBIM (I)CI[epEUIBHBIM
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

OpPraHOM WCIIOJIHUTEIHHON BJIACTH YBEAOMJICHHS B DJEKTPOHHOW (DOpME O TOIYYCHHH 3asBHTEIIEM
pelieHus: 0 MPOBEJACHUH YKA3aHHBIX B YaCcTU | HACTOSIIIEH CTaTbU AKCIIEPTH3 3asIBUTENH MPEACTABISET B
AKCIEPTHOE YUPEXKJEHHUE Ui MPOBEICHMS AKCIEPTU3bl KAauecTBa JIEKAPCTBEHHOI'O CPEJCTBa 0OpasLibl
JIEKAPCTBEHHOT'O TIpernapara Hjsi BETEPUHAPHOTO IPUMEHEHHMs, MPOU3BEACHHOIO B COOTBETCTBUU C
TpeOOBAHUSAMU TEXHOJOTHYCCKHX PETJIAMEHTOB, YTBEPXKICHHBIX PYKOBOJIUTEIEM IPOU3BOJUTEIIS
JIEKAPCTBEHHBIX CPEJCTB, a TAKXKE€ B COOTBETCTBYIOUIUX CIydasgX TECT-IITAMMbl MHKPOOPTraHHU3MOB,
KYJIBTYPBI KJICTOK, 00pa3inl (hapMareBTHISCKON CcyOCTaHIIMM, OOpasibl BEIIECTB, MPUMEHSEMBIC IS
KOHTPOJISI KauecTBa JICKAPCTBEHHOTO CPEJCTBA, B KOJIMYECTBAX, HEOOXOIUMBIX JII BOCIPOU3BEIACHUS
METOJIOB KOHTPOJISI KaueCTBa.

(B pen. ®enepanbubix 3akoHOB 0T 02.08.2019 N 297-D3, ot 30.01.2024 N 1-D3)

3. Tlpu monydeHuu O0Opa3IOB JICKAPCTBEHHOTO TNpemapara U (papMaleBTUYECKON CyOCTaHIIUU
AKCIEPTHOE YUPEXKJIEHUE B JIEHb NOJY4YeHMs] 00paslioB HANpaBisieT B AJIEKTPOHHOU (opMe 3asiBUTEIIO
yBEOMJIEHHE, [TOITBEP K IAIOIIEE MOTYYeHNE YKa3aHHbBIX 00pa3LoB.

(uactp 3 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4. VYka3aHHBIH B 4YacTH 2 HACTOSIIEH CTaTbU CPOK JUIsl MPEICTABIICHUS 3asBUTEIEM OOpas3IoB
JIEKapCTBEHHOI0 Ipenapata U (apMaleBTUUeCKON CyOCTaHIIMM HE BKJIIOYAETCS B CPOK IPOBEIEHUS
JKCIIEPTHU3, MPETYCMOTPEHHBIX YaCThIO | HACTOSIIEH CTAThH.

(uacth 4 B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

5. Yrparun cuity. - @enepanbHbiii 3akoH oT 30.01.2024 N 1-D3.

Ctatbs 25. [loBTOpHOE NpoBeaeHMe IKCNEepPTU3bl FieKapCTBEHHbIX CPpeacTB
(B pen. @enepanbHoro 3aK0oHa OT 22.12.2014 N 429-D3)

1. B cnydasx HeqocTaTOYHONW 000CHOBAHHOCTHU WJIM HETIOJTHOTHI 3aKITFOUEHHSI KOMUCCHH SKCIIEPTOB,
HAINYKMST B HEM TPOTUBOPEYMBHIX JAHHBIX, (aIbCU(UKAIMK BBIBOJOB IKCIEPTH3BI JICKAPCTBEHHOTO
Cpe/CTBa, COKPBITUSI OT YIIOJIHOMOYEHHOTO (peIepaIbHOrO0 OpraHa MCHOJHUTEIBHOM BJIACTH OCHOBAaHHMA
UL OTBOJA OKCIIEpTa BCIEACTBUE €ro 3auHTEPECOBAHHOCTH B PE3YJbTaTaX COOTBETCTBYOIICH
OKCHEPTH3bl, HAIMYHUS JaHHBIX O TMPSAMOM JIMOO KOCBEHHOM BMEIIATENBCTBE B  IMPOIECC
COOTBETCTBYIOIICH SKCHEPTHU3bI JIMII, HE yJaCTBYIOIIMX B €€ MPOBEICHHH, HO OKa3aBIIUX BIIHMSIHUE Ha
MpOIeCC M PE3YJbTaThl €€ MPOBEICHHUS, YIIOJHOMOYCHHBIM (peepaIbHbIM OPraHOM HCIIOJHUTEIBHOM
BJIACTH HA3HAYACTCs IOBTOPHAS SKCIEPTU3a JIGKAPCTBEHHOTO CPEJCTBA U (MJIM) 3TUYECKask DKCIIEPTH3A.

(B pen. denepanbHOro 3akona ot 22.12.2014 N 429-03)

Koncynprantllntoc: npumedanue.

[Tonoxenus ct. 25 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromiuecsi IpeI0CTaBICHUS FOC. YCIYT MpU
oOpallleHnH JIEKapCTBEHHBIX CPEJCTB IS MEAUIIMHCKOTO U BETEPUHAPHOTO MTPUMEHEHHUS MTOCPEACTBOM
€IMHOM CHCTEMBI U (WIJIH) eIuHOTro TopTaia, mpuMeHsrorcs ¢ 01.01.2026.

2. HOBTOpHaﬂ IKCIIEpTHU3a JICKAPCTBCHHOI'O0 CPEACTBA IIPOBOAUTCA C YYETOM PE3YJIbTATOB PaHEC
HpOBeI[eHHOI\/’I SKCIIEpTU3bl B CPOK, YCTaHOBHeHHLIﬁ YIIOJITHOMOYCHHBIM q)e,uepaanLIM OpraHom
HCIIOJIHUTEIBHOM BIIACTH U HE HpeBLIH_IaIOIJ_[I/Iﬁ TpUALaTHu pa60‘-II/IX JHEH co IHSA MOJIYUYCHUSA DKCIICPTHBIM
YUYpCKACHUCM B JIMYHOM KaOMHETE B €IMHOM CHCTeMe 3aJaHMs Ha MMpOBCACHUC HOBTOpHOﬁ OKCIICPTU3BI
JICKApCTBCHHOT'O CPEACTBA, IMOANMNUCAHHOTO YCHHCHHOﬁ KBaHH(I)HHHPOBaHHOﬁ BHGKTpOHHOﬁ OAIIUCBIO.
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025
(c u3m. u gon., BCTyM....

(B pen. denepanbHbix 3akoHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

3. ®duHaHCOBO€ O0OecleyeHHE BBIMOIHEHUS 33JaHUsS Ha IPOBEIACHHE IOBTOPHON AKCHEPTU3BI
JIEKapCTBEHHOI'O CPE/ICTBA HE OCYILECTBIISAETCS.
(B pen. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

Koncynbrantlntoc: npumeyanue.
C 01.01.2026 ct. 26 He pacmpoCTpaHseTCsl Ha MPABOOTHOIIEHUS, BO3HUKAIOIIME MPU OOpalleHUH
JIEKapCTBEHHBIX cpecTB i MeauiuHckoro npumeHenus (@3 ot 30.01.2024 N 1-D3).

CrtaTtbs 26. YCKopeHHaﬂ npoueaypa 3kCnepTu3bl NieKkapcTtBeHHbIX CpeacTB

1. VckopeHHas mpouenypa 3KCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB B ILENIAX TOCYIapCTBEHHOU
perucTpainyy JIEKapCTBEHHBIX MPErnapaToB MPUMEHSETCS B OTHOLIEHUH Op(aHHBIX JEKapPCTBEHHBIX
IIpenaparoB, MEPBBIX TPEX JIEKAPCTBEHHBIX MPENApaToB, perucTpupyeMsix B Poccuiickoit denepanyu B
KayecTBE BOCIPOU3BEICHHBIX JIEKAPCTBEHHBIX IIPENapaToB, OYEPEIHOCTb KOTOPHIX OIpENeNseTcs B
COOTBETCTBMM C HOMEPOM M JaTOM BXOJSIIMX 3asBICHUH O TOCYAAPCTBEHHOM peETrHCTpauuu
JIEKapCTBEHHBIX IMPENaparoB B paMKaxX OJHOTO MEXAYHApOJHOrO HEMAaTeHTOBAHHOTO HAaWMEHOBAHMUS
JIEKapCTBEHHOI'0 Ipernapara WM TPYyNIUPOBOYHOTO HAMMEHOBAHUS JIEKApCTBEHHOTO Ipemnapara,
JIEKAPCTBEHHBIX IpENapaToB Uil BETEPUHAPHOTO NPUMEHEHUs, IPEJHA3HAYEHHBIX I JICYEHUs
JIOMAIITHUX KUBOTHBIX, orpeesieHHbIX DenepanbHbIiM 3akoHOM OT 27 nekabpst 2018 roma N 498-d3 "O6
OTBETCTBEHHOM OOpAIlleHHH C KUBOTHBIMH M O BHECEHMM W3MEHEHUN B OTAENbHbIE 3aKOHOJATEIbHbIC
akThl Poccuiickoit @enepanun', U 3aperuCTPUPOBAHHBIX B KAYECTBE JICKAPCTBEHHBIX MpenapaToB IS
MEIMLUHCKOrO NMPUMEHEHMS, U JIEKapCTBEHHBIX MPENApaToB, MPEIHA3HAYCHHBIX HCKIIOYUTEIBHO IS
IIPUMEHEHHSI HECOBEPIIEHHOJIETHUMHY T'PakKIaHAMH.

(B pen. @enepanbHbIX 3ak0HOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3, ot 28.04.2023 N 171-
D3)

2. YckopeHHas Mpollenypa SKCIEPTH3bl JEKAapCTBEHHBIX CPEICTB B LENSIX TOCYAapCTBEHHOM
perucTpaluu JeKapcTBEeHHbBIX MIPENapaToB HE IPUMEHSAETCS B OTHOIICHUU:

1) GuoanaioroBeIx (OMOTOOOHBIX) JICKAPCTBEHHBIX IIpenapaToB (OM0aHaIOTOB);

2) pedepeHTHBIX JIEKAPCTBCHHBIX IMpErmaparoB (3a HUCKIIOYCHHEM OPQaHHBIX JICKapCTBEHHBIX
MpenaparoB);

Koncynprantllntoc: mpumedanue.

Jo 31.12.2025 poCCHUIUCKHMM MPOW3BOAUTEISAM JIEKAPCTBEHHBIX MpEnapaToB il BETEPUHAPHOTO
MPUMEHEHHS pa3pelIeH0 TOoJaBaTh PETUCTPALMOHHOE JOChE MO YCKOPEHHOW Mpoleaype 0e3 ydera
TpeboBanuii m. 3 4. 2 cT. 26 (I[Tocranosnenue [IpaBurenscta PO ot 12.03.2022 N 353).

3) BOCHPOU3BEJECHHBIX JIEKAPCTBEHHBIX IpErnaparoB (3a HCKIOYEHHUEM TEPBBIX  TPeX
peructpupyeMblx B Poccuiickoii ®enepanuum B KauecTBE BOCHPOU3BEICHHBIX JIEKAPCTBEHHBIX
IpernapaToB M JIEKAPCTBEHHBIX IPEraparoB, IMpeJHa3HAUEHHBIX HCKIIOUUTENBHO Ui HPUMEHEHUS
HECOBEPILICHHOJIETHUMH TpaKIaHAMHU, a TaKKe JIEKAPCTBEHHBIX MPENaparoB, MpEeAHA3HAYEHHBIX IS
JIeUeHHs TOMAIIHUX XUBOTHBIX, omnpeneneHHbIx PenepanbHbIM 3akoHOM OT 27 nexabps 2018 roma N
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

498-®3 "OO OTBETCTBEHHOM OOpAaIICHHH C JKUBOTHBIMH W O BHECEHHWH W3MEHEHWA B OTACIHHBIC
3aKoHOJarenbHble akThl Poccuiickoil denepanuun', U 3aperuCTpUPOBAHHBIX B KAUECTBE JIEKAPCTBEHHBIX
[IpenapaToB JUIsl MEAULUHCKOTO PUMEHEHMS);

(B pen. ®enepanbHoro 3akoHa ot 28.04.2023 N 171-03)

4) HOBBIX KOMOMHAIIMI 3apETUCTPUPOBAHHBIX PaHEE JIEKAPCTBEHHBIX MIPENApPaTOB;

5) nexkapCTBEHHBIX IIpErapaTroB, 3aperMCTPUPOBAHHBIX paHEE, HO IPOU3BEACHHBIX B JAPYTUX
JIEKapCTBEHHBIX (POPMaxX B COOTBETCTBUHU C MEPEUYHEM HAMMEHOBAHUM JIEKAPCTBEHHBIX ()OPM U B HOBOM
JO3UPOBKE;

6) JeKapCTBEHHBIX IpErnapaTroB i MEAMIIMHCKOIO NPUMEHEHHUs, TOCYAApCTBEHHAs PETrUcCTpanus
KOTOPBIX OTMEHEHA, MPU MX PErHCTpallMi B Ka4eCTBE JIEKAPCTBEHHBIX MPENapaToB AJIsi BETEPUHAPHOTO
MIPUMEHEHMSL.

(. 6 BBeaeH PenepanbHbIM 3ak0HOM OT 28.04.2023 N 171-D3)
(dactsb 2 B pea. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. YckopeHHas TpoIeaypa SKCIEPTH3Bl JICKApPCTBEHHBIX CPEJICTB TPOBOJUTCSA IO PEIICHHUIO
COOTBETCTBYIOIIETO YIIOJTHOMOYEHHOTO (heIepaIbHOTO OpraHa MCIOJHHUTENBHOW BJIACTH HA OCHOBAaHHH
3asBJICHUS 3asSBHUTENIA B CPOK, HE TPEBBIMIAIONTNN BOCEMUIECATH padounx mHed. [Ipu sTom skcmeprTusa
JOKYMEHTOB, COJICPKAIIUXCS B PErHCTPAIlMOHHOM JIOChEe Ha JICKAPCTBEHHBIN Iperapar, MPOBOAMUTCS B
CPOK, HE TIPEBBIMIAOIINN NECATH pabdOYMX THEW, JKCIepTH3a KadecTBa JIEKAPCTBEHHOTO CpEACTBA H
AKCTIEPTH3a OTHOIICHHS OXHIAEMON TOJBh3bl K BO3MOXHOMY PHCKY TPUMEHEHHS JIEKQpCTBEHHOTO
npernapara MpoBOISTCS B CPOK, HE TIPEBBIIIAOIINI MIECTUACCATH pab0INX JTHEH.

(dactpb 3 B pea. @enepanbHoro 3akoHa oT 22.12.2014 N 429-03)

3.1. Yrparun cuiy. - ®eaepanbusiii 3akoH ot 30.01.2024 N 1-D3.

4. VYcKopeHHas Mpoleaypa SKCHEPTU3bl JICKAPCTBEHHBIX CPEJICTB IPOBOAMTCS B IOPSJKE,
ycraHoBieHHOM ctatbsimu 17, 19, 20, 23 u 24 nactosmero denepanbHOro 3akoHa, W HE O3HAYACT
CHIDKCHHS TpeOOBaHUM K 0€301aCHOCTH, Ka4eCTBY U 3PPEKTUBHOCTH JICKAPCTBEHHBIX MIPEIapaToB.

(B pen. @enepanbroro 3akoHa ot 30.01.2024 N 1-D3)

CratbAa 27. PewieHue o0 rocyaapCTBEHHOW perucTpaumm rnekapcTBEHHOro npenapara

1. B cpok, He MpeBBIIIAIONINKN AecaTH paboyuX JHEH CO JHS MOTYYEeHHUS 3aKIIOYCHHH KOMUCCUU
SKCIEPTOB IO pe3yJabTaTaM JKCIEPTH3bl KauecTBa JIEKAPCTBEHHOTO CPEACTBA U HKCIEPTU3bI OTHOIICHUS
0KHJJAeMOH O3Bl K BOBMOKHOMY PUCKY MPUMEHEHUS JIEKAPCTBEHHOTO Mpernapara, COOTBETCTBYIOIIUN
YIIOJTHOMOYEHHBIN (peiepabHbIi OpraH UCTIOTHUTEIbHON BIACTHU:

(B pen. denepanpHOro 3aK0oHa OT 22.12.2014 N 429-D3)

1) ocymiecTBisieT OLEHKY 3aKIIOYEHMH KOMHCCHUU SKCIEPTOB Il OMNPEAETICHUsS COOTBETCTBHS
3aJJaHUIO HA MPOBEJICHUE ITUX IKCIEPTHU3;
(m. 1 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

2) NPpUHHUMACT PCHICHUC O T OCYI{&pCTBGHHOﬁ peructpanuu JICKApCTBCHHOTO IIpCIiapara WA 00
OTKa3€ B FOC}’I[B.pCTBCHHOfI peructpanuu JICKapCTBCHHOTO IIpCIiapara,
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

Koncynbrantlntoc: npumeyanue.

[Tonoxenus ct. 27 (B pea. @3 ot 30.01.2024 N 1-®3), kacarouiyecst Ipe10CTaBIECHUS FOC. YCIYT MpU
00pamieHny JIEKapCTBEHHBIX CPEJICTB TSI MEAMIIMHCKOTO U BETEPHHAPHOTO MTPUMEHEHHUS TIOCPEICTBOM
€AMHOM cUCTeMBI U (W) equHoro noprania, mpuMenstorcs ¢ 01.01.2026.

3) BHOCHUT MpU MPUHATUH PEUICHUS O TOCYAAPCTBEHHOM PErUCTpaIuyl JEKapCTBEHHOTO Ipenapara
JTAaHHBIE O 3apETrMCTPUPOBAHHOM JIEKAPCTBEHHOM IIpenapare, B TOM 4YHCIEe O (apMaleBTHUECKOM
cyOCcTaHIIMM, BXOJSIIEH B COCTaB JIEKAPCTBEHHOIO TIpemapara, B TOCYJAapCTBEHHBIH peecTp
JIEKAPCTBEHHBIX CPEJCTB M BBIJACT 3asBUTEIIO PETUCTPAIMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO
rpenapara IMyTeM HalpaBJICHHUS 3asBUTENIO MOCPEICTBOM E€IUHOTO TOpTaja WM B JIMYHBIM KaOWHET
3asBUTENSI B E€IUHOM CHUCTEME BBIUCKH W3 TOCYAAPCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEJICTB,
MOITUCAHHON YCHJIICHHOUM KBAM(DHUITMPOBAHHOMN AJIEKTPOHHOU MOAMKCHIO, (hopMa KOTOPOIl yTBEPKIACTCS
YIOJITHOMOYEHHBIM (pe/iepaibHbIM OpPraHOM HCIIOJTHUTEIBHOW BJIACTH, COTJIACOBAHHBIE HOPMATHUBHYIO
JOKYMEHTAIMI0, HOPMATUBHBIN JTOKYMEHT, HHCTPYKIIMIO TI0 TIPUMEHEHHIO JICKaPCTBEHHOTO Tpernapara u
MaKeThI TIEPBUYHOMN YITAKOBKU M BTOPUYHOU (TIOTPEOUTENHCKOM) YITAKOBKH ¢ yKa3aHUEM Ha HUX HOMEpa
PErUCTPAIIMOHHOTO  YJOCTOBEPEHHS JICKAPCTBEHHOTO TpermapaTta H JaThl €ro TroCyJapCTBEHHON
perucTpalii WM B ClIydae TPUHITHS PEIIeHUs 00 OTKa3e B TOCYJapCTBEHHOW pErucTpalluu
JIEKApCTBEHHOTO TIperapara HAMpaBlIIeT 3asBUTEIIO0 TOCPEIACTBOM EIMHOTO TOpTajia WU B JIMIHBIA
KaOWHET 3asBUTENSI B €IMHOW CHCTEME yBEIOMJIEHHE 00 3TOM C yKa3aHHEM MPHUYMH TaKOTO OTKa3za. 3a
BBIJJa4y PETUCTPALMOHHOTO YJOCTOBEPEHMS JIEKAPCTBEHHOIO Ipernapara B3UMAaeTcs rOCyAapCTBEHHas
MOIIUTMHA B COOTBETCTBHHU C 3aKOHOIaTeIbCcTBOM Poccuiickoit denepany 0 Hajorax u coopax.

(B pen. denepanbHbix 3ak0HOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

2. OcHOBaHMEM JJI OTKa3a B TOCYJApCTBEHHOM PErMCTpaAllMM JICKAPCTBEHHOTO Mpenapara s
MEIUIIMHCKOTO  MPUMEHEHUsS  SBISETCS  3aKIIOUYEHHE  COOTBETCTBYIOUIETO  YHOJHOMOYEHHOIO
(deneparbHOrO OpraHa HUCHOJHUTENIBLHOM BIaCTH O TOM, 4YTO KauecTBO M (uiHM) 3((eKTUBHOCTH
PErUCTPUPYEMOr0 JIEKAPCTBEHHOTO IpernapaTta s MEAMIIMHCKOTO IMPUMEHEHHsS] HE MOATBEPIKICHBI
MOJIyYeHHBIMH JAHHBIMH WJIM YTO PUCK NMPUYMHEHHUS Bpelda 3J0POBBIO UYEIOBEKAa BCIEJACTBUE IMpHUEMa
JIEKapCTBEHHOIO TMpernapara Uil MEIULUHCKOTO MPUMEHEHUS TMpeBbIaeT 3PPEKTUBHOCTh €ro
MIPUMEHEHHUSL.

(dactp 2 B pea. @enepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

3. IloBTOopHOE mpeacTaBieHHWE B COOTBETCTBYIOIIMN YIIOJTHOMOYEHHBIN (QenepanbHblii opraxn
WCIIOJIHUTENBHON BIIACTH JIGKAPCTBEHHOIO IIperapara, B OTHOIIEHWH KOTOPOTO MOJY4YeH OTKa3 B
rOCy/IapCTBEHHOU PETUCTPALMU M KOTOPBIM BIOCIEICTBUU MOIBEPrcs M3MEHEHHUIO B YaCTH €r0 COCTaBa,
paccMaTpuBaeTcsi Kak IMpeACTaBIEHUE HOBOTO JIGKAPCTBEHHOIO Ipernapara Ha €ro rocylapCTBEHHYIO
PETUCTPAIMIO HE3aBUCUMO OT COXPAHEHUS €ro MEPBUYHOTO HAUMEHOBAHMSI.

(dactp 3 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

4, HpI/I NpeaAOCTABJICHUN 3adBUTCICM B COCTAaB€ PErUCTPAlMOHHOTO JOOCHEC Ha HeKapCTBeHHBIﬁ
npenapar Jisl BECTCPUHAPHOTO MPHUMCHCHUS KOIMUU PCHICHUS YIIOJIHOMOYCHHOI'O (bez[epaJILHoro opraHa
HUCIIOJIHUTEIBHON BIIACTH O MMPOBCACHUHN HHCIICKTUPOBAHUSA ITPOU3BOAUTECIIA JICKAPCTBCHHBIX CPCIACTB
CpPOK TIPUHATHUA PCHICHUSA O FOCYHapCTBeHHOﬁ peructpan JICKApCTBEHHOI'O IIpfliapaTa JJid
BCTCPHUHAPHOT'O MPUMCECHCHUA ITPUOCTAHABIIMBACTCA CO JHSA TOJYYCHHA 38.KJ'II-O"ICHI/II\/’I, YKa3aHHBIX B 4YaCTU
1 HacTosIIel CTaTbH, OO0 IOHA TPUHATHA YIOJIHOMOYCHHBIM (I)e,[[epaJlBHBIM OopraHom HCIIOJIHUTEILHOMN
BJIaCTHU PCHICHUA O BbIAA4YC HIIN 00 OoTKasze B BbIJJA4Y€ 3aKJIFOUCHUA O COOTBCTCTBUU ITPOU3BOAUTECIIA
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

JICKapCTBEHHBIX CPEJICTB TPEOOBAHUSAM IPABWII HAIJIEKAIICH MPOU3BOJACTBEHHON MPAKTUKH, HO He OoJiee
9YeM Ha CTO BOCEMBJIECIT pabounx AHEH.
(uactp 4 BBeneHa DenepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

5. OcHoBaHMeM JUIsl OTKa3a B TOCYIapCTBEHHOW PEruCTpalMM JIEKapCTBEHHOIO IMpernapara s
BETEPUHAPHOTO TPHUMEHEHHS SBJIACTCS 3aKIIOUEHHE YMOJHOMOYEHHOTro (heaepalbHOrO OpraHa
WCTIOJIHUTEIBHOW BJIACTH O TOM, YTO KadyecTBO W (Win) S(GQPEKTHBHOCTh PETUCTPUPYEMOTO
JIEKapCTBEHHOI'O IIpernapaTa Uil BETEPUHAPHOIO IPUMEHEHUS HE IOJITBEP)KJEHbl MOJy4YEHHBIMU
JAHHBIMU MJIM YTO PUCK MPUUMHEHUS Bpela 3/I0pPOBBIO )KMBOTHOTO BCIIEJCTBHE MpHEMa JIEKapCTBEHHOTO
npenapaTta JJii BETEpPUHAPHOTO MPUMEHEHUs MpeBblaeT 3(P(GEKTUBHOCTh €ro NPUMEHEHMs, OTKa3
YIOJHOMOYEHHOTO  (pe/iepaJbHOrO0 OpraHa MCIOJHUTENbHOM BIACTH B BbAAYE 3aKIIOYEHUS O
COOTBETCTBUU  IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUSAM MpaBWJl  HaJUIeKallen
MIPOM3BOJICTBEHHOW TMPAaKTUKK U1 KaXJOH MPOW3BOJCTBEHHOW IUIOIIAIKA PErHCTPUPYEMOrO
JIEKapCTBEHHOI'O Tpernapara Jjis BETEPUHApPHOTO MPUMEHEHHS B CiIydae, €cld IPOU3BOJCTBO
JIEKapCTBEHHOI'O Tpernapara s BETEPUHAPHOTO MPUMEHEHMsI OCYILECTBISETCS 3a IpeaeiaMu
Poccuiickoit deaeparuu, iy OTCYTCTBUE TAKOTO 3aKIFOUCHMUS.

(dacth 5 BBeneHa DenepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

Koncynbrantlntoc: mpumeuanue.

O mopsiike W CpoKax OMPEIeTICHHUS B3aUMO3aMEHSEMOCTH JICKApCTB JICKAPCTBEHHBIX IPENaparToB,
3apeructpupoBaHHbix 10 01.03.2020, cm. c1. 3 @3 o1 27.12.2019 N 475-D3.

Cratban  27.1. B3anmo3amMeHsieMOCTb  JNleKapCTBEHHbIX MpenapaTtoB  Ans
MeAULIMHCKOro NpMMeHeHus

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

1. BszaumMo03aMeHSIEMOCTh JICKQPCTBEHHBIX IPEMapaToB Ui MEIUIMHCKOTO IPHUMCHECHHUS
OTIPEJICIIACTCS YIIOJTHOMOYCHHBIM (heJiepaibHBIM OPraHOM HMCIOJHUTEIBLHOM BJIACTH, OCYIIECTBIISIONIAM
TOCYJIaPCTBCHHYIO PETHCTPALMIO JICKAPCTBEHHBIX IPENApaToB Ui MEIUIIMHCKOTO IMPUMCHCHHS, B
paMKax OJIHOTO MEXIYHApOIHOIO HENMaTCHTOBAHHOrO (WJIM XHMHUYECKOrO, WM TPYIITHPOBOYHOTO)
HAMMCHOBAHMsI HAa OCHOBE 3aK/IIOUCHHMsS] KOMHMCCHU OKCIEPTOB JKCIIEPTHOTO  YUPEKICHHS O
B3aMMO3aMEHIEMOCTH JICKQpPCTBEHHOTO IIperapaTa JjIsi MEIUIIMHCKOrOo MPHUMEHEHHUS JU00 O TOM, 4TO
JICKaPCTBCHHBIN Mperapar Juisi MEIUIIMHCKOr0 MPUMEHEHHS HE SBJSCTCS B3auMo3aMeHseMbIM. [lopsaok
OTpe/e/iCHUsT B3aMMO3aMEHIEMOCTH JIEKAPCTBEHHBIX IIPEMapaToB Uil MEAUIMHCKOTO NPUMEHEHHS M
dbopma 3aKIIIOYCHHUS KOMHUCCHH OJKCIIEPTOB OSKCIEPTHOTO YYPEKICHHS O B3aWMO3aMEHSEMOCTH
JICKAPCTBCHHBIX MPEHApaTOB I MEAMIIMHCKOTO IPUMEHEHHUS K00 O TOM, YTO JICKAPCTBEHHBIH IIpernapar
JUIS MEIUIIMHCKOTO MPUMEHEHUS He SIBJSETCS B3aMMO3aMEHSIEMBIM, YCTaHaBIUBalOTCA (elaepaibHbIM
OpraHOM HCIIOJIHUTENBHON BIACTH, OCYUIECTBISIOMMUM (QYHKIUA TO BbIpabOTKE W pealu3aluu
roCy/IapcTBEHHOU TIOJUTHUKU ¥ HOPMATHBHO-TIPABOBOMY PEryIHpPOBaHUIO B cdepe 3paBOOXpPAHEHHUS, T10
corjacoBaHuio ¢ (enepaibHbIM OPraHOM HCIOJHUTENBHON BIACTH, OCYIIECTBISIOMINM (YHKIIMH TIO
JTUIEH3UPOBAHUIO MMPOU3BOJICTBA JIEKAPCTBEHHBIX CPECTB.

(B pen. denepanpHOro 3akona oT 19.10.2023 N 503-D3)

2. Komuccus SKCIIEPTOB I3KCIICPTHOTO YUYPCKIACHUA NOACT 3aAKIIIOUYCHUC O B3aMMO3aMCHIACMOCTU
JICKApCTBCHHOT'O IIpcraparta il MCAUIUHCKOTO MPUMCHCHUA 1100 o0 TOM, 4YTO JIeKapCTBeHHHﬁ nperapar
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

JUIE MEIULMHCKOIO IPUMEHEHHsS HE SBISIETCS B3aMMO3aMEHSEMbIM, Ha OCHOBAaHUHU CIIEIYIOLINUX
KpUTEPUEB (XapaKTEPUCTHUK):

1) »kBHBaJIeHTHOCTh (s OMOAHANOTOBBIX (OMOMOAOOHBIX) JICKAPCTBEHHBIX IIPErapaToB
(OnoaHaIOTOB) -  CONOCTaBHMOCTh)  KAa4eCTBCHHBIX W KOJUYECTBCHHBIX  XapaKTEPUCTHUK
(dhapMaIreBTHUECKUX CYOCTaHIIMK WM CONOCTaBUMOCTh QHTHTE€HHOTO COCTaBa BakIWH. Vcrmonbp3oBaHMe
Pa3IUYHBIX COJIeH, F(UPOB, KOMIUIEKCOB, M30MEPOB, KPUCTAUIMUECKUX (HOPM H JIPYrHUX MPOU3BOIHBIX
OJIHOTO W TOTO K€ JCHCTBYIOIIETO BEIIECTBA HE SBISETCS MPENSITCTBUEM I OMPEIEICHUS
B3aMMO3aMEHIEMOCTH  JIGKAPCTBEHHBIX  IpemapaTroB, €CIW TNpH  MPOBEACHUM  HCCIEIOBAHUSA
OMOSKBUBAJICHTHOCTH  JICKAPCTBEHHOTO  Tpermapara  WIM  KCCIEIOBAaHUS  TepaneBTUUYECKOU
SKBUBAJIEHTHOCTH JIEKAPCTBEHHOTO Mpemnapara J0Ka3aHO OTCYTCTBHE KIMHHUYECKH 3HAYMMBIX pa3Inuuit
dapmakokuHeTukn u (W) S(PEeKTUBHOCTH U OE30MaCHOCTH JIEKApCTBEHHOTO TMperapara JJis
MEJIUIIMHCKOTO IPUMEHEHUS;

2) SKBUBAJIEHTHOCTH JIEKapCTBEHHON (opMbl. [loJ 3KBHBaIEHTHBIMU JIEKAPCTBEHHBIMH (popMaMu
MMOHUMAIOTCS pa3HbIe JICKApCTBEHHBIC (OPMBI, MMEIOIINE OJUHAKOBBIC CHOCOO BBEICHHUS W CIIOCOO
MpUMEHEeHHs], O00Jafjalolllie  COMOCTaBUMBIMU  (hapMaKOKMHETUYECKUMH  XapaKTEpPUCTUKAMU U
CbapMaKOJ'IOFI/I‘—IeCKI/IM }IeﬁCTBHCM n 06ecneqHBa}0mHe TAaKXKE JOCTUXCHUC HeO6XO}II/IMOFO KIIMHUYECKOT'O
sbdekra. Paznuums nekapcTBEHHbIX (OPM HE SBJISIOTCS MPENSATCTBUEM JJIsl  OIpeNesIeHUs
B3anMMO3aMCHACMOCTHU JICKAPCTBCHHBIX mpemnaparos, €CJIIn npu IMPOBEACHNUN HNCCIICIOBAHUA
OMODKBUBAJICHTHOCTH  JICKQPCTBEHHOTO  TIpenapara  HJIM  HWCCIENOBAaHHS  TEPareBTUYECKOM
SKBUBAJICHTHOCTH JICKAPCTBEHHOTO TpenapaTa JO0Ka3aHO OTCYTCTBHE KIIMHUYECKH 3HAYMMBIX Pa3IHIHi
dbapmakokuHeTukn u (W) dS(PEeKTUBHOCTH W 0OE€30MaCHOCTH JIEKAPCTBEHHOTO Tperapara Jyis
MEIUIUHCKOTO IPUMEHECHHUS;

3) PKBUBAJICHTHOCTh HJIM COMOCTABUMOCTH COCTaBa BCIIOMOTATEIIbHBIX BEIIECTB JIEKAPCTBEHHOTO
mpenapara JUisi  MEIWIIMHCKOTO TIpUMEHEeHWs. Pasnuuusi cocraBa BCIOMOTATENIBHBIX — BEIIECTB
JICKApCTBEHHOTO TIpenapaTa HE SBIJISIOTCS MPENSTCTBHEM ISl ONPEICICHHS B3aMMO3aMEHSIEMOCTH
JICKApCTBEHHBIX  TpernapaToB, €CJIM TpU  [POBEICHUU  HCCICIOBAHUS  OMOIKBHBAJCHTHOCTH
JICKApCTBEHHOTO TIpenapaTa WM HCCICAOBAHHS TEPAaNCBTHUECKOW SKBUBAICHTHOCTH JICKAPCTBEHHOTO
mpernapara JOKa3aHO OTCYTCTBHE KIWHHYECKH 3HAUYUMBIX pPa3u4uid (apMaKOKHHETUKH U (WIJIH)
3pPEKTUBHOCTH M OE30MaCHOCTH JIEKAPCTBEHHOTO Tpernapara i MEJUIIMHCKOTO NpuMeHeHus. [lpu
HaJUYMHU KIMHUYECKH 3HAYUMBIX Pa3Inunid papMaKOKHUHETUKHU U (W) d3PPEKTUBHOCTH U 0€301MaCHOCTH
JICKApCTBEHHOT'O IMperapara JJjisi MEAMIMHCKOTO TPUMEHECHHUs B3aMMO3aMEHSIEMOCTh OTIPEACIsIeTCs ¢
yKa3aHHEM Ha MCKIIOYCHUE OTACIbHBIX IPYIII MAlUEHTOB;

4) HICHTHNYHOCTDb crnocoba BBCACHUA U crocoba IIPUMCHCHHUA,

5) COOTBCTCTBUC IIPOHU3BOAUTCIIA JICKAPCTBCHHOI'O CpCACTBaA Tpe6OBaHI/I$[M IIpaBuI Haﬂnemameﬁ
HpOH3BO,[[CTBCHHOI>i IMPAaKTHUKH.

3. bes HCO6XOI[I/IMOCTI/I JA0Ka3aTcIbCTBa OMO’KBUBAJICHTHOCTH OCYIICCTBIIACTCA OIPCACICHUC
B3aMMO3aMCHACMOCTHU BOCIIPOU3BCACHHBIX JICKAPCTBCHHBIX MPCIIapaTOB, KOTOPHIC:

1) mpeaHa3HayeHbl JUIsL MApEHTEPATBHOIO (IIOJKOXKHOTO, BHYTPUMBIIIEYHOTO, BHYTPHBEHHOTO,
BHYTPUIJIA3HOTO,  BHYTPHUIIOJIOCTHOTO, BHYTPHCYCTaBHOTO, BHYTPUKOPOHAapHOIO) BBEJIEHUSA W
MPEJCTABIAIOT cO00I BOJHbBIE pAaCTBOPSI;
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

2) mpeacTaBIsAIOT cO00M pacTBOPHI I NEPOPATBHOTO TPUMEHEHHS;
3) npousBeneHbI B (hopMe MOPOIIKOB WIIH JTMO(DUIN3ATOB ISl IPUTOTOBIICHUS PACTBOPOB;
4) ABIAIOTCS ra3aMu;

5) SBIIAIOTCS YIIHBIMH HJIM TJIA3HBIMH JIGKAPCTBEHHBIMU TIpeTapaTaMu, POU3BEACHHBIMU B (hopme
BOJIHBIX PACTBOPOB;

6) mpeaHa3HAuY€HbI JJII MECTHOTO W (WMJM) HApY>KHOTO NMPUMEHEHHsS M IPUTOTOBJIEHBI B (Qopme
BOJIHBIX PacTBOpPOB;

7) mpenacTaBistoT cO00¥ BOJHBIC PACTBOPHI YISl UCTIOIB30BaHUS B (DOpME MHTAIALMI C TIOMOIIIBIO
HeOynaif3epa WJIM B KauyeCTBE HA3AJIbHBIX CIIPEEB, IMPUMEHSEMBIX C IMOMOIIBIO CXOJHBIX (TIOXOXKHUX,
aHAJIOTMYHBIX) YCTPOMCTB (IpHOOPOB, anmapaTos).

(uacth 3 B pea. @enepanbroro 3akoHa ot 30.01.2024 N 1-D3)

4. OcoGeHHOCTH ONpPEeIeNIEHNs B3aUMO3aMEHIEMOCTH OHOJIOTHYECKUX JIEKAPCTBEHHBIX IIPENapaTos,
KOMOMHHUPOBAaHHBIX JIEKAPCTBEHHBIX IpernapaToB (coAep)kKalux KOMOMHamMio JByX U Oojee
HGI)’ICTBYIOHIHX BeHleCTB), JICKAPCTBCHHBIX npernapaToB IS MapCHTCPAIBHOTO UTaHUA n
HE/03UPOBAaHHBIX  JIEKAPCTBEHHBIX  IPENapaToB  YCTAHABJIMBAIOTCA  (pellepalbHbBIM  OPraHOM
UCIIOJIHUTEJIBHOW BJIACTH, OCYLIECTBISIOIIMM (YHKIMH 10 BBIPAOOTKE M peau3aly roCyJapCTBEHHOMN
MOJIMTUKM ¥ HOPMAaTHUBHO-IIPAaBOBOMY PETYIUPOBAHMIO B cepe 3paBOOXPAHEHMs], 110 COIVIACOBAHUIO C
(benepanabHBIM OPraHOM HCIHOJIHMTEIBHOM BJIACTH, OCYLIECTBISIOIIMM (YHKIUH IO JULEH3UPOBAHUIO
IIPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJCTB.

(B pen. ®enepanpHoro 3akoHa ot 19.10.2023 N 503-D3)

5. OnpeneﬂeHI/Ie B3aUMO3aMCHACMOCTH HE€ OCYHICCTBIILIETCA B OTHOIICHHHU JICKAPCTBCHHBIX
PaCTUTECIIBHBIX IIP€IapaToB, TOMCOINATHYCCKUX JICKAPCTBECHHBIX IIPEIIaApaTOB.

6. cDOpMI/IpOBaHI/IC NEPCUYHA B3aMMO3aMCHACMBIX JICKAPCTBCHHBIX ITPEIIapaToOB I MEIUIHMHCKOI'O
IMPUMEHCHUA OCYHICCTBIIACTCA SKCIIEPTHBIM YUPCKIACHUEM IMOCPEACTBOM O6T>CI[I/IHCHI/I$I JICKAPCTBCHHBIX
mnpenaparoB B OTACIBHBIC T'PYIIIBI, B KaX(ﬂOﬁ U3 KOTOPBIX JICKAPCTBCHHBIC IIPCIapaThbl SABIAIOTCA
B3aMMO3aMCHACMBIMU.

7. B CJIydqac¢ BKIHOYCHHA B HWHCTPYKLIUIO 110 MCEAUIMUHCKOMY IPUMCEHCHUIO JICKAPCTBCHHOI'O
npenapara Ha OCHOBAHUHN PE3YJIbTATOB COOTBCTCTBYIOUIUX I/ICCJ'ICI[OBaHI/Iﬁ MMOKa3aHuM JJI1 IIPUMCHCHU A,
KOTOPBIC OTIIMYAKOTCA OT MoKa3aHui AT IPUMCEHCHUSA APYIUX JICKAPCTBCHHBIX HNPCHIAPATOB U3 T'PYIIILI
B3aUMO3aMCHACMBIX JICKAPCTBCHHLIX IIPCIIapaTOB, B IICPCYHC B3aUMO3aMCHACMBLIX JICKAPCTBCHHBIX
npemnapaTtoB IJisI MCAUITUHCKOTI'O MPUMEHCHUA JOJDKHA OBITh YKa3aHa COOTBETCTBYIOLIAasd I/IH(1)OpMaI_II/I${.

8. IlepedyeHb B3aMMO3aMEHSEMBIX JIEKAPCTBEHHBIX IPEMApaTOB JUISI MEAUIMHCKOIO IPUMEHEHUs
pasMmelaeTcs yrnoJHOMOYEHHBIM (e/lepalbHbIM OPraHOM MCIIOJHUTEIbHON BIIACTH, OCYIIECTBISIOIIUM
rOCYIJapCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX IPENapaToB s MEAUIMHCKOIO INPUMEHEHMs, Ha
cBoeM o¢unuansHoM caiilte B cetu "HMHreprer". MHpopmanus B IepeyHe B3anMO3aMEHSEMBIX
JIEKapCTBEHHBIX MpenapaToB IS MEIUIIMHCKOTO MPUMEHEHHs] OOHOBISETCS yKa3aHHBIM (enepaabHbIM
OpraHOM HCIIOJIHUTENIBHON BJIACTH C YYETOM HOBBIX 3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB
JUIA  MEIUIMHCKOTO TIPUMEHEHUS U BHECEHHBIX H3MEHEHMH B JIOKYMEHTBI, CcOJepXKalluecs B
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

PErUCTPAalMOHHBIX OOCHEC HaA 3apCrUCTPHUPOBAHHLIC JICKAPCTBCHHBLIC IIpCHapaTtbl I MCIUIIUHCKOIO
IIPUMCHCHU.

9. HOpSII[OK HCIIOJIb30BaHUA I/IH(l)OpMaIII/II/I 0 B3aMMO3aMCHACMBIX JICKAPCTBCHHLIX Ipcraparax IJIsd
MCIUIHUHCKOI0 IMPUMCHCHHUA W TIOPAAOK Jadu pa3’BﬂCH€HHﬁ Imo BOIIpoCaM B3aWMO3aMCHSACMOCTH
JICKApPCTBCHHBIX IpEHapaToB A1 MCAUITMHCKOTO NPUMCHCHHUA YCTAHABJIMBAKOTCA @enepaﬂmeM OopranomMm
WCIIOJIHUTEIIPHON BJIACTH, OCYIICCTBISIONUM (DYHKIIMU TIO BBIPAOOTKE M pean3alliyl TOCYIapCTBEHHON
MOJIMTUKH ¥ HOPMAaTHUBHO-TIPABOBOMY PETYIUPOBAHHIO B c(epe 3IpaBOOXPAHEHHS, 10 COTJIACOBAHHIO C
@CﬂepaﬂbHBIM OopraHom HUCIIOTHUTETLHOM BJIaCTH, OCYIICCTBJIAIOIIUM q)yHKHI/II/I o JIMICH3UPOBAHUTIO
MIPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEIICTB.

(B pen. ®enepanbHoro 3akona ot 19.10.2023 N 503-03)

Koncynbrantlnroc: mpumeyanue.

Cpoxu JIeHCTBUSL pErUCTPAIMOHHBIX YIOCTOBEPEHUH JIEKaPCTBEHHBIX MPENapaToB Al MEIUIIUHCKOTO
IIPUMEHEHHUsI, KOTOpble ucTekaroT B 2024 r. npoaneHsl Ha 12 mecsaues, a B 2025 r. - go 31.12.2025
(ITocranosnenne IIpaBurensctBa PO ot 12.03.2022 N 353).

CtatbAa 28. PeructpaumoHHoe yaocToBepeHne nekapcTBeHHOro npenapara

Koncynbrantlntoc: npumeyanue.
Pa3pemaercs obpamenue B PD 3apernctpupoBaHHBIX JIEKaPCTBEHHBIX IMPENapaToB, CPOK JAECHUCTBUS
PETUCTPALIMOHHOTO YOCTOBEPEHHSI KOTOPBIX MCTEK B ciydae, mpeaycMoTpeHHoM 4. 11 ct. 4 @3 ot

30.01.2024 N 1-@3.

Koncynprantllntoc: mpumedanue.
C 01.01.2026 4. 1 - 3 cr. 28 He pacHmpoCTpaHSAIOTCA Ha MPABOOTHOIICHHUS, BO3HUKAIOIIWAE MPU
0OpaleHnH JIeKapCTBEHHBIX CPeACTB Aisd Meaunuackoro npuMmereHus (D3 ot 30.01.2024 N 1-D3).

1. PeructpannoHHOEe yJOCTOBEpPEHHE JIEKAPCTBEHHOIO MpernapaTa C yKa3aHHEM JIeKapCTBEHHBIX
dbopM U JO3UPOBOK BBIJACTCS OECCPOYHO, 32 HCKIIOYCHHEM PETUCTPALMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOT'O Mpernapara, BHIAAaBAeMOI0 CO CPOKOM JICUCTBUSA ISITh JIET, HA BIIEPBBIC PETUCTPUPYEMBIE
B Poccuiickoit @eneparuu iekapcTBEHHbIE TPETIapaThI.

2. Ilo ucTeyeHHMH YyKa3aHHOTO B 4YacTW | HacTosIed CTaTbU CpOKa BBITAETCS OeccpodHoe
PETUCTPAIIOHHOE YAOCTOBEPEHHE JIEKapCTBEHHOTO IIperapara Mpu YCIOBUH TMOATBEPXKICHHS €ro
roCy/IapCTBEHHOW PETUCTPALIUU.

3. B ciydae BHeceHus B cooTBeTcTBUU cO cTaThsiMu 30 u 31 Hactosiero denepanbHOro 3aKOHA
W3MEHEHUW B COJEep)KalllMecs] B PEruCTPAllMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIM JIEKAPCTBEHHBIN
npenapar JOKYMEHTHI, 3aTParuBalOIIMX CBEACHUS, OTPaXEHHbIE B PETUCTPALMOHHOM YIOCTOBEPEHUH
JIEKapCTBEHHOTO TperapaTa, YIOJTHOMOYEHHBIN (enepanbHblii OpraH UCHOJHUTENBHOW BIIACTH BBIAET
HOBOE PETUCTPAILIMOHHOE YJOCTOBEPEHHE JIEKAPCTBEHHOIO Ipemnapara, cojaepikalliee BHECEHHbIE B HETO
H3MEHEHHUS.

(uactb 3 BBeneHa denepasibHbIM 3akOHOM OT 22.12.2014 N 429-D3)
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

Koncynbrantlntoc: npumeyanue.
C 01.01.2026 4. 4 cr. 28 yrpaunBaet cury (@3 ot 30.01.2024 N 1-D3).

4. B cnydae yTparbl WM HOBPEXKIECHUS PErHCTPALIMOHHOTO YAOCTOBEPEHMS JIEKAPCTBEHHOIO
mpernapara 1o 3asBICHHI0 B MUCBMEHHOW (opMe AepikaTells WM BIAJeNblla PErHCTPAlMOHHOTO
YAOCTOBEPEHHUSI JIEKAPCTBEHHOTI'O IIpenapara Wik YIOJIHOMOYEHHOTO UMHU IPYrOro HPUAAYECKOTO JIMLIA O
BbIIa4ye JTyOJIMKaTa PEeruCTPAalMOHHOTO YIOCTOBEPEHUS JIGKAPCTBEHHOTO Iperapara ynoJIHOMOYEHHBIN
(enepanbHbIN OpPraH UCIOIHUTEIBLHON BIACTU B CPOK, HE MPEBBIIAIOUINN JecsITH padounx JHEH co JHs
MOCTYIUIEHUSI 3asBJICHUS, BbIJAET JyOJIIMKAT PETUCTPALMOHHOIO YAOCTOBEPEHMS JIEKapCTBEHHOTO
mpernapaTta. 3a BblIady JyOiMKaTa pPETUCTPALMOHHOTO YAOCTOBEPEHMs JIEKApCTBEHHOTO IIpernapara
B3UMAaETCA rOCYIAPCTBEHHAS MOIIIJIMHA B COOTBETCTBUH C 3aKOHOAATENBCTBOM Poccuiickoit denepaunu o
Hajorax u coopax.

(uactp 4 BBeneHa DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Koncynerantlntoc: npumevanue.
C 01.01.2026 ct. 29 He pacmpocTpaHsSETCs Ha MPABOOTHOIIEHHUS, BO3HUKAIOIINE MPU OOpaIIeHUH
JIEKapCTBEHHBIX CpeACTB i MeauiuHckoro npuMenenus (P3 ot 30.01.2024 N 1-D3).

Koncynbrantlntoc: npumevanue.
Cpok perucTpaiyy JeKapCTBEHHOTO Ipemnapara Uil BETEPUHAPHOTO MPUMEHEHMsI, UCTEKAIOIHUi B
2025 roxy, mpoanen Ha 12 mecsineB (IlocranoBnenue [IpaBurensctBa PO ot 12.03.2022 N 353).

Koncynbrantlntoc: npumevanue.

[Tonoxenus ct. 29 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromuecs IpeI0CTaBICHUS TOC. YCIYT TIPH
oOpallleHNH JIEKApCTBEHHBIX CPECTB JJIsl MEAULIMHCKOTO U BETEPUHAPHOTO IPUMEHEHHUS [TOCPEICTBOM
eAUHON cucTeMbl W (Wiau) eauHoro mnoprana, npumenstorces ¢ 01.01.2026. PerucrpanmoHHbIe
yIIOCTOBEPEHUSI JIEKAPCTBEHHBIX IpEnapaTroB s MEAULHUHCKOTO IPUMEHEHUs, Ha OyMakHOM
Hocutene u xyonukarel ¢ 01.01.2026 He BeImatoTCA.

Cratba 29. [MoarBepXxaeHWe rocyfapCTBEHHOM perucTpaumm nekapcTBeHHOro
npenapara

(B pen. denepanbpHOro 3akona oT 22.12.2014 N 429-03)

1. HOI[TBCp)KI[CHI/Ie FOCY,I[&pCTBGHHOfI perucTpanuu JCKApCTBEHHOT'O IIpcIiapara OCYHICCTBIISICTCS
IIpru BbLAAYC 6CCCp0‘-IHOF0 PErucTpaiuOHHOTO YAOCTOBCPCHHA JICKAPCTBCHHOTO IIpCIlapaTa B ClIydac,
YKa3aHHOM B 49aCTHU 2 cratpu 28 HaCTOAIICTO CDC,[[epaJ'ILHOFO 3dKOHA4, B CPOK, HC HpeBLIIJ_IaIOH_[Hﬁ COpOKa
pa60LII/IX JHEH CO JTHSI HaIlpaBJICHUS MMOCPCACTBOM C€AUHOI'O IOpTajia B yHOJ'IHOMO‘leHHHﬁ (l)eﬂepaHBHLIﬁ
opran WCIIOJHUTEIIBHOM BIIACTH WM JIUYHBIA KaOWHET YIIOJTHOMOYCHHOT'O (be,[[epaJ'ILHOFO opraHa
HCIIOJHUTEIBHON BJIAaCTM B €AWHOM CHCTEME 3asBICHHUS O MNOATBCPKACHUN I‘OCY)I&pCTBCHHOﬁ
perucTpanuunu JICKApCTBCHHOT'O npemnapara, noAIIMCaHHOI'O YCHHeHHOﬁ KBaHH(bHHHPOBaHHOﬁ
BHCKTpOHHOﬁ noanuceio. He OCYHICCTBJIACTCA TMOATBCPIKICHUC FOC}’H&pCTBCHHOﬁ perucTtpalliu B
OTHOIICHUUN JICKAPCTBCHHOTO IIpCIliapara I BETCPUHAPHOTO IMPUMCHCHHA, HC HAXOJAUBLICTOCIA B

www.consultant.ru CrpaHnua 62 n3 163
HafAe)XHafA npaBoBas noaaepxXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&date=10.04.2025&dst=100176&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=475532&date=10.04.2025&dst=11576&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=10.04.2025&dst=100441&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&date=10.04.2025&dst=100473&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=501524&date=10.04.2025&dst=100936&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&date=10.04.2025&dst=100177&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=10.04.2025&dst=100442&field=134

depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

obpamenun B Poccuiickoii Denepanmu B TeYeHHE Tpex W 0OoJjiee JIeT, a TakKe B OTHOIICHUU
JIEKApCTBEHHOTO CPENICTBA, MPOU3BEIECHHOTO C HAPYIICHUEM TPEeOOBaHWS, YCTAaHOBJIEHHOTO 4YacThio 3.7
cratbu 71 Hacrosero denepaibHOro 3aKOHA.

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-®3)

2. 3asdBlIeHHE O MOJATBEPXKJIEHUU TOCYIAapCTBEHHOW pErucTpanuu JEKapCTBEHHOrO Ipernapara
HampaBJIICTCS  TOCPEACTBOM  E€AMHOTO TOpTajla B  YIIOJTHOMOYCHHBIM  (elepanbHblii  Opras
WCTIOJHUTENBHOM  BJIACTM WM JIMYHBIA ~KAaOMHET  YIOJHOMOYEHHOTO  (peiepaibHOTO  OpraHa
WCTIOJTHUTEIBHOW BIIACTH B €IMHOM CHCTEME HE paHee YeM 3a CTO BOCEMBJIECAT JHEU J0 MCTEYCHHUS CpOKa
)Iei/JICTBHSI PErUCTPAIMOHHOTO YAOCTOBCPCHUA JICKAPCTBCHHOI'O IIpCriaparta W HE IMO3JHCC OKOHYAHUA
CpOKa €ro ACMCTBHUS.

(dacts 2 B pen. @enepansroro 3akoHa ot 30.01.2024 N 1-D3)

2.1. Ytpatun cuny. - @enepanbubiii 3akoH oT 30.01.2024 N 1-D3.

3. [loaTBep:kaeHnEe TOCYIapCTBEHHON perucTpanyy JIEKapCTBEHHOIO Ipenapara OCYIIECTBIISIeTCs
o pe3yjabTaTaM OSKCICPTU3bl OTHOUICHUA O)I(H)IaeMOﬁ IMOJIb3bl K BO3MOXXHOMY PHUCKY IIPUMCHCHUA
JIEKApCTBEHHOTO TIperapaTa Ha OCHOBAHMU PE3YJIbTATOB MOHUTOPHUHTA d()PEKTUBHOCTH U OE30MaCHOCTH
JIEKapCTBEHHOI'O  Ipernapara, MPOBOJUMOTO JepKaTeleM WM BJIaJeiblleM PEerucTpalloHHOTO
YAOCTOBEPEHHUS JIEKAPCTBEHHOTO MpernapaTa JIM00 YIOJTHOMOYEHHBIM UMH IOPUANYECKUM JIMIIOM, a TAaK¥Ke
COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (hefiepaibHbIM OPraHOM HCIIOTHUTEIbHON BJIACTH B COOTBETCTBUU
¢ TpeOoBaHUSIMU CTaThu 64 HacTosmero dexepanbHOTO 3aKOHA.

4. K 3asBJI€HHIO O IOTBEPKICHUU TOCYIapCTBEHHOM PEerncTpalny JeKapCTBEHHOTO Mpenapara s
MEUIIMHCKOTO IPUMEHEHHUSI TPUJIararoTcs:

1) JOKyMEHTBI, cojepxallue pe3ylbTaThl MOHUTOPUHra J(PQPEKTUBHOCTH U OE30MACHOCTH
JIEKapCTBEHHOI'O IMperapara [Uisi MEIUIIMHCKOTO TMPUMEHEHHS, MPOBEIEHHOTO JIep>KaTeleM WU
BIIQJIETIBIIEM PErHCTPAIlIOHHOTO YIOCTOBEPEHUsS JIEKAPCTBEHHOIO TMpernapara A METUIMHCKOTO
MpPUMEHEHHUs] JHO0 YIOJHOMOYEHHBIM MM IOPUIAMYECKUM JIMIOM, MO (opme, yTBEpKICHHON
YIOJHOMOYEHHBIM (heZiepaibHBIM OPIaHOM HCIIOJHUTEIHHON BIIACTH;

2) CBeJCHUS O JaTe MNPEJOCTaBJICHHS W PETHCTPAIMOHHOM HOMEpE JIUI[CH3MH Ha IPOM3BOJICTBO
JICKAPCTBCHHBIX CPEJCTB, WM CBEIACHHMS O JaTe MPEJOCTaBACHUS M PETUCTPALMOHHOM HOMeEpe
3aKJIFOUYCHUST O COOTBETCTBUHM IPOM3BOJMTENS JIGKAPCTBEHHBIX CPEJACTB TPEOOBAHHMSIM  IPABHII
HaJJIeXKaIeld MPOU3BOJICTBEHHOM MPAKTUKH, WM KOMHS CepTH(UKATa COOTBETCTBUS IPOM3BOIUTEIIS
JICKAPCTBCHHBIX CPEACTB JUIA MEIUIIMHCKOTO IIPHUMCEHCHHMS TpPEeOOBAaHMSAM MPABHUI HaJJIeKameh
MIPOM3BOJICTBEHHOM  MPAKTUKH  EBpPa3sMiCKOrO  SKOHOMHMYECKOIO  COI03a,  IPEI0CTABJICHHBIX
YIIOJITHOMOYCHHBIM (pelIepalbHBIM OPraHOM HMCIIOJHUTEIBHON BJIACTH B OTHOIICHUHW MPOU3BOJICTBEHHOM
TUIOIA/IKH JIEKAPCTBEHHOTO TpernapaTa A MEIUIIUHCKOTO MPUMEHEHUS, TOCYIapCTBEHHAs! PErUCTpaIlHs
KOTOpOTO TMOATBEP)KAAeTCS B CiIydae, €cld MPOU3BOJCTBO JIEKAPCTBEHHOTO IMpemapara Jyis
MEHUIIMHCKOTO MMPUMEHEHHS ocyliecTBisseTcs: B Poccuiickoii @enepariui;

(B pen. ®enepanbHbIX 3aK0HOB 0T 27.12.2019 N 478-D3, ot 30.01.2024 N 1-D3)

3) KOITHA HpeHOCTaBHCHHOﬁ VYIIOJIHOMOYCHHBIM OpPraHoM CTpaHbl HNPOU3BOJUTCIIA JIMICH3WU Ha
MMPOU3BOJACTBO JICKAPCTBCHHOTO IIpfriapara M1 MCIUIIMHCKOIO NPpUMCEHCHHUA U €€ MCPCBOJA HaA py'CCKI/Iﬁ
A3BIK, 3aBCPCHHBIC B YCTAHOBJIICHHOM TIOPAAKE, a TAKXKC KOIHWA 3aKIIIOUYCHUSA O COOTBETCTBUU
MMPOU3BOAUTCIIAA  JICKAPCTBCHHBIX CPCACTB Tpe6OBaHI/I$IM ImpaBUJI HaJuIeKaIem HpOH3BO,Z[CTB€HHOfI
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

NPAaKTUKHA, WIA KONHUS cepTU(]UKAaTa COOTBETCTBUS IPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB IS
MEJUIIMHCKOTO IPUMEHEHMUs] TpeOOBaHUSAM MpaBUi HaJUIekKalled IPOU3BOJACTBEHHONW IPAKTUKU
EBpa3miickoro 9SKOHOMHYECKOTO CO¥032, BBIIAHHBIX YIIOJHOMOYEHHBIM (elepalbHbBIM  OPraHOM
WCIIOJIHUTENBHOM BJacTU B OTHOLUIEHUU IPOU3BOACTBEHHOM IUIOIIA/IKU JIEKAPCTBEHHOIO IMpenapara Ajs
MEJUIIMHCKOTO NPUMEHEHUS, FOCY/JapCTBEHHAsl PETUCTpalys KOTOPOTO MOATBEPKIACTCS, WM KOMHS
pelIeHHs  YIMOJHOMOYEHHOro (peAepalbHOIO OpraHa MCIOJHUTEIBbHOW BJIACTH O IPOBEJIECHUU
(bapMareBTHUECKOW WHCTIEKIIMY TIPOU3BOJICTBA JICKAPCTBEHHBIX CPECTB IS MEAUIIMHCKOTO TPUMEHEHHS
Ha COOTBETCTBHE TPeOOBaHUSAM IMpaBWI HaJJIeKallell MPOM3BOJICTBEHHONW MNpakTUKU EBpasuiickoro
SKOHOMMUYECKOTO COI03a B Cllydyae, €ClId MPOU3BOJICTBO JIEKAPCTBEHHOT'O IpernapaTa A METUIMHCKOTO
IIPUMEHEHHUsI OCYIECTBIIsAeTCA 3a npenenamu Poccuniickoit deneparuu.

(. 3 B pea. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

(uactb 4 B pen. @enepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

4.1. B oTHOLIEHNN OMOJOTMYECKHUX JEKAPCTBEHHBIX MPENapaToB Uil MEAULMHCKOTO MPUMEHEHUS
3asiBUTENIb JIOMOJIHUTEIbHO MPEJCTABISIET pPe3yJbTaThl MEPONPUSTHH, MNPEAYCMOTPEHHBIX IJIAHOM
yIOpaBlIeHUS] PUCKAMHU, YTBEP)KJIEHHBIM YIIOJHOMOYEHHBIM (elepaJbHbIM OpraHOM HCIOJIHUTEIbHOU
BJIACTH TMpPH OCYIIECTBIEHUU TOCYAAPCTBEHHOM pErucTpalyy JIEKapCTBEHHOTO IIpernapara s
MEJUIIMHCKOTO MPUMEHEHUSL.

(uacts 4.1 BBenena ®@enepanbHbM 3akoHOM OT 04.06.2018 N 140-D3)

4.2. K 3asgBiIeHHIO0 0 MOATBEPKACHUU TOCYIapCTBEHHOW PETUCTPALMU JIEKAPCTBEHHOTO IMpernapara
JUTsl BETEPUHAPHOTO TMPUMEHEHHUS TPUJIAraroTCsl JTOKYMEHTBI, COJIEp)KAlllue Pe3yJIbTaThl MOHUTOPWHTA
ahdexTuBHOCTH W 0€30MacCHOCTH JICKQPCTBEHHOTO TIpemapara Jjisi BETEPUHAPHOTO IPUMEHEHUS,
MPOBOJIUMOTO JIepKaTeIeM WM BIAACIbIIEM PErUCTPAIIMOHHOTO YAOCTOBEPEHUS JICKapCTBEHHOTO
npenapara Jjisi BETCPUHAPHOTO NMPUMEHEHHUS JUOO0 YIMOJHOMOYEHHBIM MM IOPUIMYECKHUM JIHIIOM, TIO
dbopme, YTBEpPKICHHOW YIIOJHOMOYECHHBIM (DenepabHBIM OPraHoM HCTIOJHUTEIBHOW BJIACTH, U
JOKYMEHTBI, YKa3aHHbIE B TyHKTax 1, 2 - 2.2, noamynkrax "a", "06", "k", "n" myHnkra 4 yactu 3 crateu 17
Hacrosero ®enepanbHOro 3aKkoHa. B oTHOIIEHHM IMMYHOOHOJIOTHYECKUX JICKAPCTBEHHBIX MPEIapaToB
JUTsl BETEPUHAPHOTO MPUMEHEHHUS HE TIPEICTaBIIIOTCS CBEACHUS, YKa3aHHbIE B MOANMYyHKTe "K' myHKTa 4
yacTu 3 cratbu 17 Hactosero denepasbHOrO 3aKOHA. B OTHOIIEHWH JIEKaPCTBEHHBIX MpEnapaToB s
BETCPUHAPHOTO MPUMEHEHHUs, IOJYYCHHBIX C TPUMEHCHHUEM T'€HHO-HH)KEHEPHO-MOIU(DHUIIMPOBAHHBIX
OpPraHM3MOB WJIA COJCPIKAIlMX TaKHe OPraHW3MBbl, JIOMOJHUTEIBHO TPEICTABIAIOTCS CBEICHUS,
yka3aHHbIe B MyHKTe 13 yactu 3 ctathu 17 HacTosmero @epepaibHOTO 3aKOHa.

(uactp 4.2 BBeneHa denepanbHbiM 3ak0oHOM OT 04.06.2018 N 140-D3; B pen. denepalibHOrO 3aKOHA OT
02.08.2019 N 297-®3)

4.3. 3asgBuTenb BIpaBe MPEJICTABUTh C 3aBJICHUEM O TMOATBEPKACHUM TOCYIapCTBEHHOU
perucTpanuy JEKapcTBEHHOTO IMpenapara peKBU3UTHl JOKYMEHTa, MOJATBEPXKAAIOLIET0  YIUIaTy
rOCyJapCTBEHHON MOLIJIMHBI 32 TOJATBEPKICHUE TOCYJapCTBEHHOW PErucTpaluyd JEKapCTBEHHOIO
mpermapaTa, a TakKe BblaBaeMble (IIPEIOCTaBIIIEMbIE) YIOJIHOMOYEHHBIMU (elepaTbHBIMU OpraHaMu
WCIIOJIHUTENBHON BIIACTH JOKYMEHTHI (CBEICHHs), YKa3aHHbIE B MyHKTaXx 2 W 3 yactu 4 HaACTOSIIEH
cTaThd. B ciiyuae ux HempeacTaBIeHHs YIIOJTHOMOUYEHHBIN (eiepalbHbII OpraH UCIOTHUTENBHO W BIACTH
3ampamnBaeT yKa3aHHbIE JOKYMEHTHI (CBEIEHUS) B TMOPSAKE MEKBEIOMCTBEHHOTO WH(DOPMAIMOHHOTO
B3aHMOJICHCTBHSL.

(B pen. denepanbHbIx 3aKk0HOB OT 27.12.2019 N 478-D3, ot 30.01.2024 N 1-D3)

5. B TedeHwe nATH pa60q1/1x JHeH co mHSI HaIlpaBJICHHUA MOCPCACTBOM CAHWHOI'0 IIOpTajia B
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

YIIOJTHOMOYEHHBIN  ()eAepalbHBIi  OpraH  HWCIOJHUTEIBLHOW  BJIACTH WU JIMYHBIA ~ KaOWHET
YIOJHOMOYEHHOTO (hefiepaibHOro OpraHa MCIOJHUTENBHON BJIACTU B €AMHOM CHCTEME 3asiBICHUS O
MOATBEPXKJIGHUH TOCYJAAPCTBEHHOM PETUCTpaAllMu  JICKQpCTBEHHOTO Ipernapara U JOKYMEHTOB,
COJIEpKAIINX PE3yJIbTaThl MOHUTOPUHTA IPPEKTUBHOCTH U OE30MMAaCHOCTH JICKAPCTBEHHOTO Tperapara,
MIPOBOJMMOIO JIEpXKaTeJieM WM BJaJENblEM PETUCTPALMOHHOIO YJIOCTOBEPEHUS JIEKAaPCTBEHHOIO
mpermapara Ju00 YIOJHOMOUYEHHBIM MU IOPHINYCCKUM JIUIIOM, YIIOJTHOMOYCHHBIN (eepalibHbIi OpraH
WCTIOJIHUTENBHOM BIACTHU:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-®3)

1) mpoBOAWT MPOBEPKY IOJIHOTHI CBEJIEHUH, COJEp)KalIUXCS B IPEICTABICHHBIX 3asBUTEIEM
JNOKYMEHTaXx;

2) MPUHUMAET pElIeHHWE O MPOBEIECHWU WIM 00 OTKa3e B MPOBEIECHUU IKCIEPTHU3BI OTHOIICHUS
0’KMJIaéMOM TOJIB3bI K BO3MOKHOMY PHCKY MPUMEHEHHUs JIEKApCTBEHHOIO Tperapara Ha OCHOBaHUU
pe3ynbTaTOB MOHUTOPUHTA d(PPEKTUBHOCTH U OE30TIACHOCTH JIEKAPCTBEHHOTO IMpernapara, MpOBOJIUMOTO
Jiep)KaTeNieM WIH BIAJCIBIIEM PETHCTPAMOHHOTO YAOCTOBEPEHHUS JICKAPCTBEHHOTO TperapaTra Ju0o
YIOJTHOMOYEHHBIM UMU IOPUIUIECKUM JIUIIOM, a TaKke (heiepaIbHBIM OPTaHOM UCTIOJTHUTEIHHOU BIIACTH
B COOTBETCTBUH C TPEOOBaHUAMU cTaThu 64 HacTosmero deneparbHOTO 3aKOHA;

3) HampaBJsSeT B JUYHBIH KaOWHET DKCIEPTHOTO YUPEKICHHS B CIMHON CHCTEME TOJITUCAHHOE
YCUJICHHON KBaJHU(HUIIMPOBAHHOW JJIEKTPOHHOW TMOANMUCHIO 3aJaHWe Ha MPOBEIACHUE HKCIEPTH3HI,
MPEYCMOTPEHHOM ITYHKTOM 2 HACTOSIICH YacTH, a TAKXKE HAIMPABISET 3asIBUTEIIO TIOCPEICTBOM €TUHOTO
noprajia WIA B JIMYHBIA KaOWHET 3asBUTENs B CIUHOW CHUCTEME [MOJIHCAHHOE YCHJICHHOH
KBaJTM(UIIMPOBAHHOW AJIEKTPOHHOW IMOJAMUCHIO YBEAOMIICHHE O MPHHATOM PEIICHUH O BbIJAYe 3aJaHHs
Ha TPOBEJCHUE YKAa3aHHOW SKCHEPTH3bl JIMOO 00 OTKa3e B IMPOBEICHWU YKAa3aHHOW OSKCIEPTU3BI C
yKa3aHHeM MPUYHH OTKa3a.

(. 3 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

6. B ciiyuae BbIsSIBIICHUS] HEIOCTOBEPHOCTH U (WJIM) HEIOCTATOYHOCTH MHPOpMAINH, coAepKaliencs
B MPEJCTABIICHHBIX 3asBUTENIEM JOKYMEHTAX, YIIOJHOMOYEHHBIN (henepanbHbli OpraH MCHOJHUTEIHHOM
BJIACTH HAMpaBiIseT 3asBUTENI0 MOCPEACTBOM EIUHOIO MOpTaia WM B JUYHBIM KaOMHET 3asgBUTENS B
€IMHOM cucTeMe 3amnpoc 00 YTOYHEHHWH YKa3aHHOM HWHQOpMalnuM, TMOANUCAHHBIA YCHUICHHON
KBIU(DUIIUPOBAHHOMN 3JIEKTPOHHOM MOAMUCHIO.
(dactb 6 B pea. @enepansHoro 3akoHa ot 30.01.2024 N 1-D3)

7. 3aaBuTeNs 00s13aH HalIpaBUTb NIOCPCACTBOM CAMHOTI'O II0PTAaJia B YHOHHOMO‘ICHHHI‘/’I q)ez[epanLHHﬁ
opra”n HCIOJIHUTEIPHON BJIACTH WM JIMYHBIM KaOHMHET YIIOJIHOMOYCHHOI'O (benepanLHoro OopraHa
HWCIOJIHUTEJIbHON BIACTU B eﬂHHOﬁ CHUCTEME MOJIMCAHHBIM YCHHCHHOﬁ KBaJ'II/IQ)I/II_II/IpOBaHHOI‘/‘I
SHGKTpOHHOﬁ MNOANUCBIKD OTBCT Ha 3aIllpOC YIIOJIHOMOUYCHHOTO (beﬂepaanoro opraHa HCITOJIHUTSIIbHON
BJIaCTH, YKA3aHHOTO B 4YaCTH 6 HaCTOSAIIEH CTaTbH, B CPOK, HC HpeBBII_HaI-OI_I_II/Iﬁ JACBAHOCTA pa60qI/IX JHEH
CO IHA MOJIYYCHHA YIIOJITHOMOYCHHBIM (I)C,Z[CpaJ'ILHLIM OopranomMm HUCIIOJIHUTEILHON BIIACTH QJICKTPOHHOTO
YBCAOMIICHHUA O IOJTYUYCHUUN 3a9IBUTCIICM TAKOT'O 3aIIpoca. CpOK, y'Ka3aHHBII>i B YaCTH 5 HaCTOsIIEH CTaThbH,
MMPUOCTAHABIIMBACTCSA CO IOHA HAIPABJICHHUA 3aABUTCIIHO MMOCPEACTBOM CAWHOIO IMOPTAJIa U B JINYHBIN
KaOMHET 3asBUTENSA B €IMHOM CHCTEME TaKOIro 3arpoca A0 AHS HAIPaBJICHUS 3asIBUTCIIEM IMMOCPCACTBOM
CANHOI'0 IopTalla B ynOHHOMO‘IGHHBIﬁ (I)e)lepaﬂ]’:»HLIfI opraH HUCIOJHUTEILHON BIJIACTH WIW JIMYHBIN
KaOMHET YIIOJITHOMOYCHHOI'O (I)CI[CpaJ'IBHOl"O opraHa HCIIOJIHUTEILHON BJIACTH B €IMHOM CHCTEME OTBETa
Ha TakKou 3alpoC MU HE YUYUTBIBACTCA HpPHU HUCUUCICHUU CpOKa MOATBCPKIACHUA TOCYI[apCTBCHHOﬁ
PErucTpalvu JICKAPCTBCHHOI'O IIpCIiapara.
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

(uactb 7 B pea. @enepanbuoro 3akoHa ot 30.01.2024 N 1-D3)

8. OcHoBaHuEM [UIsl OTKa3a B IPOBEJIEHUU OSKCIEPTHU3bl OTHOIIECHUS OXHJAAEMOH IOJb3bl K
BO3MOXXHOMY DPHUCKY NPHUMEHEHHUsS JIEKAPCTBEHHOI'O IIperapara SIBJSETCS IMPEACTaBICHUE AOKYMEHTOB,
COJZIepKAIUX PE3YTbTaThl MOHUTOPHUHTA 3(PPEKTUBHOCTH 1 OE30MaCHOCTH JIEKAPCTBEHHOTO Iperapara, u
(W) B OTHOLIEHUWH OHMOJOTMYECKUX JIEKApCTBEHHBIX IPENapaTroB pe3ylbTaTOB OCYLIECTBICHUS
MEpPOIIPUATHIL B COOTBETCTBUM C IUIAHOM YIIPABJICHHUSI PUCKAMH, YTBEP)KICHHBIM YIOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM HUCIOJHUTENIFHOW BIIACTH MPH OCYLIECTBICHHH TOCYIAapPCTBEHHOW PETHUCTpPAINH
JIEKapCTBEHHOI'O IpernapaTa, B HEMOJIHOM 00beMe, OTCYTCTBHE MH(GOpPMAalUM, MOJATBEp)KIarome (axt
yIUlaThl ~ TOCYJAapCTBEHHOW  MONIUIMHBI 32  IMOATBEP)KJIEHUE  TOCYJApCTBEHHOW  perucrpanuu
JIEKapCTBEHHOI'0 IIpernapara, Ju00 HENpeACTaBICHHE 3asBUTEIEM B YCTAaHOBJIEHHBIN CPOK OTBETa Ha
YKa3aHHBIM B dYacTM 6 HACTOSIICH CTaThU 3ampoc YIOJHOMOYEHHOTO (enepaibHOTO oOpraHa
WCIIOJIHUTENBHOM BJIACcTH, @ TAaKXK€ OTCYTCTBHE B YKa3aHHBIX JTIOKYMEHTaX MH(OpMalLnU, KOTopasi AOJKHA
OBITH B HUX OTPa)KEHA.

9. DkcrmepTuza OTHOUICHHS OXHAAeMOW TIOJB3BI K BO3MOXKHOMY pHCKY TNPHUMEHEHUS
JIEKApCTBEHHOTO Tpernapara B IEJsIX IMOATBEPKICHHUS TOCYAapCTBEHHOM PETHCTPAIMU JIEKapCTBEHHOTO
mpernapara MpOBOJUTCS KOMHUCCHEH SKCIEPTOB SKCHEPTHOTO YUPEKACHUS B CPOK, HE TPEBBIMIAFOIINI
TPUALIATH PabOUUX JTHEH.

(B pen. ®enepanbpHoro 3akona oT 30.01.2024 N 1-03)

10. B ciiyyae HEIOCTATOYHOCTHU IMPEACTABICHHBIX IKCIEPTY MATEPUANIOB JUISl JaYd 3aKIIIOUEHUS B
JUYHBIA KaOMHET 3asBUTENS B €AMHON CHUCTEME HaIlpaBJIsIeTCs 3alpoc O MPEICTaBICHUU HEOOXOIUMBIX
MaTepHaIoB, MOJMUCAHHBIA PYKOBOIUTENEM (YIOJHOMOYEHHBIM JIMIIOM) 3KCIIEPTHOTO YUPEKIACHUS C
WCIIOJIb30BAaHUEM YCHJICHHOM KBATM(UIIMPOBAHHON JIEKTPOHHOM IO IITUCH.

(gactp 10 B pen. @eaepanpuoro 3axkoHa ot 30.01.2024 N 1-D3)

11. 3asBuTeNnb 0053aH HANIPaBUTh B JIMYHBIN KaOMHET HKCIEPTHOTO YUPEKICHUS B €IUHOM cHCTEME
MOANKUCAHHBIN YCUICHHON KBaTU(UIMPOBAHHOM AJIEKTPOHHOM IO IMUCHIO0 OTBET HA 3aMPOC IKCIEPTHOTO
YUPEXKJIEHUSI B CPOK, HE MPEBBIIAIOMINN MIECTUACCATH paboUYnX IHEH CO JHS IMOJIy4eHUS SKCIEPTHBIM
YUPEXKJIEHUEM 3JICKTPOHHOTO YBEAOMJICHHUS O TMOJYYCHHH 3asBUTENIEM YKa3aHHOIO 3ampoca. Bpems co
JIHSI HANpaBJICHUS B JIMYHBIA KaOMHET 3asBUTEINS B €IMHOM cHCTEME 3allpoca AKCHEPTHOTO YUPEKACHHUS
N0 JHsSI HalpaBJICHUS 3asBUTEIEM B JIMYHBIA KAaOMHET JKCHEPTHOTO YUPEKIEHUS B €IUHON CUCTeMe
OTBETa Ha YKAa3aHHBII 3allpoC HE YYUTHIBACTCA IPU HCUYUCICHUH CpPOKa MPOBEACHHUS AKCHEPTU3BI
OTHOIICHUS] OKUJAEMOW TOJB3bl K BO3MOXXHOMY PHUCKY MPHUMEHEHHUs JIEKApCTBEHHOTO IperapaTa Ha
OCHOBAaHUHU JOKYMEHTa, COJEP)KAlIero pe3ylbTaThl MOHHUTOPUHTA IPPEKTUBHOCTH U O€30MaCHOCTH
JIEKapCTBEHHOT'O Mpernapara.

(dacts 11 B pen. @enepanpHoro 3akona oT 30.01.2024 N 1-D3)

12. B cpok, He MpeBBIAIOMNA TATH pabouux JHEW cO JHS HANpaBlIEHUS B JIMUHBIA KaOWMHET
YIIOJTHOMOYEHHOTO (hefiepaibHOr0 OpraHa HCIOJHUTENBHON BIACTH B €IWHOM CHUCTEME 3aKII0YeHUS
KOMHCCHHU DJKCIIEPTOB MO pe3ylbTaTaM JKCHEPTHU3bl OTHOIICHUS OXKUIAEMOW MOJB3bI K BO3MOXKHOMY
PUCKY TPUMEHEHHUs JIEKapCTBEHHOTO Ipernapara, COOTBETCTBYIOIIMN YIMOJIHOMOUYEHHBINA (enepanbHbIi
OpraH UCIIOJIHUTEIHHON BIACTH:

(B pen. ®enepanpHoro 3akona oT 30.01.2024 N 1-D3)

1) OCYIICCTBJIAICT OLICHKY 3TOI0 3aKJIKOUCHUA JIA OHNPCACIICHUA €ro COOTBCTCTBUA 3aJJdHUIO HaA
IMPOBCACHUC yKa3aHH01>i 9KCIICPTU3LI,
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

2) NpUHMMAET pELIEHUE O MNOATBEPKICHUM TIOCYIapCTBEHHOW pPErHMCTpallud JIEKApCTBEHHOIO
npernapata Wid 00 OTKa3e B MOJATBEPXKJIEHUM TOCYJIApCTBEHHONW pErucTpalyy JIEKapCTBEHHOIO
Ipernapara;

3) BHOCHUT MpU MPUHATHM PELIEHUS O TMOATBEPXKACHUU TOCYAAPCTBEHHON perucTpauuu
JIEKAPCTBEHHOI'O IIperapara CBEICHUs B IOCYIAPCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEACTB U BBLIACT
3asBUTENIO OECCPOYHOE PETUCTPAIIIOHHOE YIOCTOBEpEHHE JIEKAPCTBEHHOTO IIperapara MOCPEICTBOM
HaIIpaBJICHUA 4YCPE3 CIII/IHHﬁ rnoprain nujin JIMYHBIA KAOMHET 3asBUTEIS B eIlI/IHOf/'I CHUCTEMC BBIIIMCKH U3
TrOCYJapCTBEHHOTO peecTpa JIEKApCTBEHHBIX CPEJCTB, MOJANMMCAHHOW YCHUJIEHHOW KBaJIM(DUIIMPOBAHHON
3IEKTPOHHOM MOJIITUCHIO.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-®3)

13. OcHOBaHMEM JUIsi OTKa3a B MOJATBEPKACHUHU TOCYJAPCTBEHHON PETHUCTpAIMH JIEKAPCTBEHHOTO
mpernapara SBISIETCS 3aKIIOUEHHE COOTBETCTBYIOLIETO YIHOJHOMOYEHHOTO (helepallbHOTO OpraHa
HWCTOJIHUTEIHHON BJIACTH O TOM, YTO PHUCK MNPHUYMHCHHA BpCAa 3J0POBBIO YCIIOBCKA WX XHBOTHOI'O
BCJICJICTBHE MTpHEMa JIEKapCTBEHHOTO TpenapaTa mpeBbIaeT 3G (HeKTHBHOCTE €ro MPUMEHEHHS.

(B pen. ®enepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

14. B mnepuox mpoBeAeHHMS MNPOUEAYPbl MOATBEPKJICHUS TOCYAAPCTBEHHOM PpPEruCTpalvH
JIEKapCTBEHHOTO TIpernapara ero ooparmienue B Poccuiickoit denepannn He MPUOCTAaHABINBACTCS.

15. JlomyckaeTcsi oOpallieHHre JEKapCTBEHHBIX IIpenapaToB 10 HWCTEYEHUS CpOKa TOIHOCTH,
MPOM3BEACHHBIX B TEYEHHE CTa BOCBMUACCATH KaJCHIAPHBIX JHEW Tmocie JaThl MPHUHSITUS
YIOJHOMOYEHHBIM (hefiepaibHbIM OpPraHOM HCIHOJIHUTENBHON BJIACTU pPEIICHUS O TOATBEPKICHUU
rOCYJapCTBEHHOM pErucTpami, B COOTBETCTBUU C HMH(POPMALMEH, COIEpKamielcss B JOKyMEHTaxX
PErUCTPAIIIOHHOTO I0Che Ha JIEKapCTBEHHBIH MpenapaT A0 AaThl MPUHATHS TAKOTO PEIICHUs.

(B pen. @enepansroro 3akoHa ot 02.08.2019 N 297-D3)

Koncynprantllntoc: mpumedanue.
[Tonoxenus cr. 30 (B pen. @3 ot 30.01.2024 N 1-d3), kacarommecss MPeAOCTaBICHUS TOC. YCIyT
MTOCPEAICTBOM €IMHOM CUCTEMBI U (WJIM) e€IMHOTO TopTaja, mpumenstorcs ¢ 01.01.2026.

Cratba 30. BHeceHMe un3MeHeHMW B [OOKYMEHTbl, cogepxawmecsa B
perncTpauMoHHOM [0Cbe Ha 3aperMcTpuMpoBaHHbLIM JIeKapCTBEHHbIW npenapar Aans
MeOULIMHCKOro NpMMeHeHus

1. B mensix BHECEHUs] U3MEHCHHMI B JOKYMEHTBI, COJCPKAIMECs B PErHCTPAIIMOHHOM JIOChE Ha
3aperMCTPUPOBAHHBIA JIEKAPCTBEHHBINA IpernapaT sl MEIWIIMHCKOTrO MPHUMEHEHHs, AepKaTelb WM
BIIQJIETIEI] PETUCTPALMOHHOTO YIOCTOBEPEHUS JEKApPCTBEHHOTO MperapaTa WX YINOJTHOMOYEHHOE UM
Jpyroe IpUANYECKOe JHIIO (Jajee B HACTOSIIEH CTaThe - 3asIBUTENb) HAMIPABIIAET MOCPECTBOM €TUHOTO
nopraja B YINOJTHOMOYEHHBIH (eaepalbHbIil OpraH HCHOJIHUTEIbHOM BJIACTH WM B JIMYHBIN KaOMHET
YIIOJTHOMOYEHHOTO (e/lepalbHOTO OpraHa HCIOJHUTENBHON BIIACTH B €AMHON CHUCTEME MOANHCAHHOE
YCUJIEHHOW KBaM(DUIIMPOBAHHOMN 3IEKTPOHHOW MOJMUCKHIO 3asBICHUE O BHECEHUU TaKUX M3MEHEHUH 10
dbopmMe, yYCTaHOBJICHHOW YIOJTHOMOYEHHBIM (elepalbHbBIM OpPraHOM HWCIOJHUTENBHON BJacTH, U
mpujiaraeMble K HEMy M3MEHEHHUS B yKa3aHHBbIE JOKYMEHTHI, a TaKKe TOKYMEHTHI, MOITBEPXKIAIOININE
HEOOXO0IMMOCTh BHECEHUS TAKUX M3MEHEHHH.

(B pen. @enepanbHbix 3ak0oHOB OT 22.12.2014 N 429-03, ot 04.06.2018 N 140-®3, ot 30.01.2024 N 1-
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

@3)

1.1. IIpn HEOOXOAMMOCTH BHECEHUSI B JJOKYMEHTBI, COJEPKAIIMECS B PETUCTPAIIMOHHOM JI0ChE Ha
3aperuCTpUPOBAaHHBIM  JIEKAPCTBEHHBIN IMpenapar Uil MEJUIMHCKOTO INPUMEHEHHs, W3MEHEHUU
OTHOCHUTEJIBHO MECTa IPOM3BOJCTBA JIEKAPCTBEHHOIO IIpernapara Uil MEAULMHCKOIO IPUMEHEHUS,
TpeOYIONMX MPOBEACHUS SKCHEPTU3bl KAayeCTBA JICKAPCTBEHHBIX CPEACTB, 3aSBUTEINH JIOMOJHUTEIHHO
HaNpaBJsieT TOCPEACTBOM €IMHOTO MOPTalia B YIIOJIHOMOYEHHBIN (ellepaibHbIil OpraH HCIOJTHUTEIHHON
BJIACTU WJIM JIMYHBIA KaOWHET yIOJHOMOYEHHOTO (heaepasbHOrO OpraHa HCIIOJHUTEIBHOW BJIACTH B
€IUHOH CUCTEME:

1) cBenmeHus O JaTe MPEJOCTABJICHHS W PETUCTPAlMOHHOM HOMEpE JUIEH3MHM Ha MPOHU3BOICTBO
JIEKAPCTBEHHBIX CPEJICTB, a TAKXKE KOTMHUIO 3aKIIOUYEHUs O COOTBETCTBUM MPOU3BOIUTEINS JIEKAPCTBEHHBIX
CPEICTB Ui MEIUIIMHCKOTO TPUMEHEHHs TpeOOBaHUSAM TIPABWIJI HAJJIEXKalle IPOU3BOJICTBEHHOU
MPAKTUKH, WIM KOMHIO CepTH(UKATa COOTBETCTBHS MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB A
MEIUIIMHCKOTO TIPUMEHEHHUs TpeOOBaHWSAM TPABWJI HAJJIeKAIIeW MPOU3BOJACTBEHHON TMPAKTHKU
EBpa3uiickoro SKOHOMHUYECKOTO CO03a, BBIJAHHBIX YIIOJTHOMOYEHHBIM (eaepaibHbIM  OpraHOM
WCTIOJTHUTEIPHOW BJIACTH B OTHONIICHHWH W3MEHEHHOW © (WJM) JOMOJHEHHOW MPOM3BOJICTBEHHON
TJIOMIAJIKA  JIGKAPCTBEHHOTO TIpemapara JUisi MEIUIIMHCKOTO TPUMEHEHHUs, WM KOIUI0 pelIeHUs
YIIOJJTHOMOYEHHOTO (hpeiepaIbHOTO OpraHa UCIIOJHUTEIBHOM BJIACTH O MPOBEACHHUH (DapMarieBTUUECKON
WHCIIEKITUU TIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB UISI MEIUIIMHCKOTO TMPUMEHEHHS Ha COOTBETCTBHE
TpeOOBaHUSAM TPABWJI HAJUICKAIIECH MPOU3BOJACTBEHHON NPAKTUKH EBpa3suiickoro SKOHOMHUYECKOTO
COI03a B OTHOILLIEHUH U3MEHEHHOU U (MJIHM) JOMOJHEHHOW MPOU3BOACTBEHHOM IUIOMIAIKH JIEKAPCTBEHHOTO
npenapara Jjii MEAUIIMHCKOTO NMPUMEHEHHS B ClIydae, €l IMPOU3BOJICTBO JIEKAPCTBEHHOIO Ipernapara
ocymectBisiercs B Poccuiickoit denepanmy;

2) KOINHIO TPEIOCTABICHHOW YIOJTHOMOYEHHBIM OPraHOM CTpPaHbl MPOW3BOJWTENS JIUIICH3UU Ha
MIPOM3BOJICTBO JIEKAPCTBEHHOTO Tpernapara Jjisi MEIUIIMHCKOTO MPUMEHEHHUS U €€ MepeBOJ Ha PYCCKUU
SI3bIK, 3aBEPCHHBIC B YCTAHOBJICHHOM TMIOPSIKE, a TaKXKe KOIUIO 3aKIIOUEHHUS O COOTBETCTBUH
MIPOU3BOIUTENS JICKAPCTBEHHBIX CPEJACTB TPEeOOBAHMSAM TMPaBUJ HAUICKAIICH IMPOU3BOICTBEHHOMN
MPaKTUKH, WM KOMHIO CepTH(UKATa COOTBETCTBUSI TMPOU3BOJUTENS JICKAPCTBEHHBIX CPEJACTB IS
MEIUIIMHCKOTO TIPUMEHEHUs TpeOOBAaHMUAM TMPaBWJ HAJUICKAIIEH TPOU3BOACTBEHHOW MPAKTHKHU
EBpa3uiickoro SKOHOMHYECKOTO CO03a, BBIJIAHHBIX YIIOJHOMOYEHHBIM (eaepalbHbIM OpPraHoM
WCTIOJTHUTEIPHOW BJACTH B OTHOIICHHMM W3MEHEHHOW H (WJIM) JOMOJHEHHOW IPOM3BOJICTBEHHON
TUIOUIA/IKKM JIEKAPCTBEHHOTO Iperapara, Wik KOMUIO PeUIeHUs YIOJTHOMOYEHHOTo (eepaibHOro oprana
WCIIOJTHUTEIPHON BJIACTH O MIPOBEACHHUH (apMaleBTUUECKONW MHCIICKIIUU MTPOU3BOJACTBA JICKAP CTBEHHBIX
CpPEeICTB JJIi MEIUIIMHCKOTO TPUMEHEHUS Ha COOTBETCTBHE TpeOOBAaHUSAM MPABWII HaJIeKaeh
MIPOU3BOJICTBEHHON MpPakTUKU EBpa3suiickoro 3KOHOMHYECKOTrO COr03a B Ciydae, €ClId IMPOU3BOACTBO
JIEKapCTBEHHOTO IperapaTa OCyliecTBiIseTcs 3a npenenamu Poccuiickoit denepanuu.

(uacts 1.1 B pea. @eaepanbHoro 3akona ot 30.01.2024 N 1-03)

1.2. HpI/I HCO6XOI[I/IMOCTI/I BHCCCHHA B JOKYMCHTBI, COACPIKAMIUCCA B PETUCTPAIUOHHOM JJOCHEC Ha
3apeFHCTpHpOBaHHBIﬁ J'IeI(apCTBeHHHﬁ npemnapar mjid MCEIUIOUHCKOTO MPUMCHCHUA, H3MEHEHUI
OTHOCHUTEJIBHO MOKa3aTeleld KauecTBa JICKAPCTBCHHOTO IIpfriapaTta A MCIUIOHUHCKOIO HMPUMCHCHUS U
(I/IJ'II/I) MCTOHAOB KOHTPOJISI KAa4Ye€CTBa JICKAPCTBCHHOI'O TIIpf€riapara A MCEIUIOHUHCKOIO IMPUMCHCHMU,
Tpe6y10H_II/IX MPOBCACHUSA DKCHCPTU3bI KAaUCCTBA JICKAPCTBCHHBIX CPEACTB, 3adBUTCIIb NOIOJIHUTCIBHO
HaIpasJIACT MMOCPCACTBOM CAUHOIO NIOpPTAJIa B ynOHHOMO‘-ICHHLIfI q)eﬂepaHLHLIﬁ opraH HUCIIOJIHUTEILHOMN
BJIACTH WJIM JIMYHBIA KaOWMHET YIIOJTHOMOYCHHOTO (be,[[epaHLHOFO opraHa HCIIOJIHUTEILHON BJacTU B
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

€IUHOU CUCTEME:

1) CBCACHUA O AaTc MNMpCAOCTaBJICHHUA W PCTUCTPALIMOHHOM HOMCPE JIMICH3UMKW Ha IIPOU3BOJACTBO
JICKApCTBCHHBIX CPCACTB WM CBCACHUA O JAaTC MNPCAOCTaBJICHUA W PETHCTPAIMOHHOM HOMEPC
3aKJIIOUEHUST O COOTBETCTBUM IIPOU3BOAUTENSI JIEKAPCTBEHHBIX CPEACTB TpeOOBAHUAM IPaBUI
Hazmemameﬁ HpOH3BOI{CTB€HHOfI IMPAKTUKU HJIK KOIIHIO CepTI/I(l)I/IKaTa COOTBCTCTBUS MNPOU3BOJUTCIIA
JICKAPCTBCHHBIX CPCACTB IJId MCIUIHWHCKOTO IIPHUMCHCHUSA Tpe6OBaHI/I$[M paBuJI Hazmemameﬁ
IIPOM3BOJICTBEHHON MpakTUKU EBpa3zuiickoro 3KOHOMHYECKOTO CO03a, BBIJIAHHBIX (MPEIOCTaBICHHBIX)
YIOJIHOMOYCHHBIM q)ezxepam)HmM OopraHomM HMCTIOJTHUTENBHOM BJIACTH B OTHOIIEHHHU HpOHSBOILCTBeHHOﬁ
IUIONIAIKK JIEKAPCTBEHHOIO IIpenapaTta, B Ciaydae, €CIM IPOU3BOJCTBO JIEKAPCTBEHHOIO IIpernapara
ocyuiectBisercs B Poccniickoit denepanuu;

2) KOMHIO TPEIOCTABICHHOW YIOJTHOMOUYEHHBIM OPraHOM CTpPaHbl MPOU3BOJUTENS JIUIICH3UU Ha
MIPOM3BO/ICTBO JIEKAPCTBEHHOTO TIpernapara Jjisi MEIUIIMHCKOTO MPUMEHEHHUS U €€ TEePEeBOJ Ha PYCCKUM
SI3bIK, 3aBEPCHHBIE B YCTAaHOBJIEHHOM TOPSIKE, a TaKKe CBEICHHUS O JaTe NpPEIOCTaBICHUS U
PErUCTPAIIMIOHHOM HOMEpPE 3aKIIOYEHUST O COOTBETCTBHHM IPOM3BOJUTENS JICKAPCTBEHHBIX CPENICTB
TpeOOBaHUSAM TPABWI HJICKAIIEH TMPOU3BOJACTBEHHOW TMPAKTUKH, WM KOMUIO cepThudHUKaTa
COOTBETCTBUSI TIPOU3BOJIUTENS JICKAPCTBEHHBIX CPEJICTB ISl MEIUIIMHCKOTO MPUMEHEHHS TPEOOBAHUSIM
MpaBWJ HaJyIeKanled MPOU3BOJACTBEHHON MPAaKTUKU EBpasuiCKOro SKOHOMUYECKOTO CO03a, BBIIAHHBIX
YIIOJTHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOTHUTEIPHOW BJIACTH B OTHOIIEHWH MPOW3BOJCTBEHHOU
IJIOIIAJIKA JIEKAPCTBEHHOI'O Ipenapara, Wi CBEACHUS O JaTe MPEIOCTaBICHUS M PETrUCTPALMOHHOM
HOMEpE pELICHUS YIMOJHOMOYEHHOTO (eAepalbHOrO OpraHa HCHOJHUTENbHOM BIACTH O MPOBEACHUU
(apmalleBTHUECKON MHCIEKIIUH MPOU3BOACTBA JIEKAPCTBEHHBIX CPEJICTB ISl MEIUIIMHCKOTO IPUMEHEHHUS
Ha COOTBETCTBHE TPEOOBAHMAM TMpPaBWI HAIJISKAIICH MTPOU3BOJACTBEHHON MpakTuKu EBpasuiickoro
SKOHOMHYECKOI'O CO03a, €CJIM MPOU3BOJICTBO JIEKAPCTBEHHOTO Ipenapara OCyLECTBISIETCA 3a IpeieaaMu
Poccuiickoit @eneparuu.

(dactp 1.2 B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

1.3. IlpuHaTHe pemieHus O BHECEHWW HM3MEHEHHWH WJIM 00 OTKa3e BO BHECEHHMH W3MCHEHUH B
JOKYMEHTBI, COJEpIKaluecss B PETHCTPAIlMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapar i MeIUIIUHCKOTO TPUMEHEHUS, B ClTydae HEOOX0IMMOCTH IIPOBEICHUS SKCIIEPTH3bI KauyeCcTBa
JIEKAPCTBEHHBIX CPEICTB M (MJIM) IKCHEPTH3bl OTHOIIECHUS OXKHJIAEMOW IOJIb3bl K BO3MOKHOMY PHCKY
MIPUMEHEHHSI JIEKAPCTBEHHOTO Tpernapara JUisi MEIUIUHCKOTO MPUMEHEHHS OCYIIECTBIISIETCS B CPOK, HE
MIPEBBIIAIONINN MATUACCITH PaboUMX JTHEH, a B OCTANbHBIX CIy4asX B CPOK, HE MPEBBIIIAIONINKI JeCSITH
pabounx AHeW co THS HampaBIEHUS MOCPEICTBOM €IUHOIO MOpTaia B YIIOJIHOMOYEHHBIN (enepanbHblii
OpraH HCIOJHUTEIBHOW BIACTH WM JIMYHBIA KaOMHET YHNOJHOMOYEHHOTro (eaepaabHOro opraHa
HCIIOJHUTEILHON BIACTH B €IMHON CHUCTEME 3asIBJIEHUSA O BHECEHUH TaKMX U3MEHEHUHN.

(uactp 1.3 BBeneHa denepanbHbiM 3ak0oHOM OT 04.06.2018 N 140-D3; B pen. denepaibHOrO 3aKOHA OT
30.01.2024 N 1-®3)

1.4. YnonHOMOYEHHBIH (eaepanbHblii OpraH HMCHOJHHUTEIbHON BIACTH C YYETOM pE3YJIbTaTOB
(dapMakoHa30pa U MPOBEPOK COOTBETCTBMSI JIEKAPCTBEHHBIX CPEACTB, HAXOAALIUXCS B T'PAXKIAAHCKOM
o0opoTe, yCTaHOBJIEHHbIM TpPEOOBaHMSIM K HX KauecTBY B TEUCHHME JECATH pabouyMx JHEH co IHS
MOCTYIUIEHUSI COOTBETCTBYIOLIEH MH(OpManuu pasMmemiaeTr Ha CBOEM O(HMIMAIBHOM CaiTe B CETH
"NHTepHeT" cBeAeHUs O HEOOXOJMMOCTH BHECEHMS B MHCTPYKLHUIO 1O MEAULUHCKOMY HPUMEHEHUIO
JIEKapCTBEHHOI'O IpernapaTa M3MEHEHUM B OTHOLIEHUM CBEACHUH O TMOKa3aHWIX U1 NPUMEHEHHS H
MPOTHBOIOKA3aHUSIX JUI IPUMEHEHHUS JIEKAPCTBEHHOTO TpenapaTa, BhISBICHHBIX OOOUYHBIX JEHCTBUSX,
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

HEXEJIaTeNIbHbIX PEaKUUsAX MPU NPUMEHEHUU JIEKAPCTBEHHOIO IIpernapaTa M HaIpaBisieT MOANNCAHHOE
YCWJICHHOW KBAM(PUIIMPOBAHHOMN 3JIEKTPOHHOMU MOANKUCHIO YBEJOMJICHUE B JIUYHBINA KaOWHET 3asBUTENIS B
€IMHOM CHUCTEME, a TaKK€ B JIMYHbIe KAOWMHETHl 3asBUTENIEH B €IUHOW CHUCTEME, SBIISIOLIUXCS
JepXKaTelssMU  WIM  BJaJelbllaMM  PETUCTPALMOHHBIX  yJOCTOBEPEHHM  B3aMMO3aMEHSEMBbIX
JIEKapCTBEHHBIX MPENapaToB (WU YIOJIHOMOYEHHBIX UMU JPYTUX FOPUINUECKUX JIMLL).

(uactp 1.4 BBenena @enepanbHbIM 3ak0HOM OT 27.12.2019 N 475-®3; B pen. denepanbHOro 3aKkoHa OT
30.01.2024 N 1-®3)

1.5. lepxkaTtens WA BIAJENEL PETUCTPALMOHHOTO YJIOCTOBEPEHUS JICKAPCTBEHHOTO Mpemnapara, a
TaKoKe JIEPKATeNn WA BIAACIbIBI PErUCTPAIIMOHHBIX YIOCTOBEPEHHUM JIEKaPCTBEHHBIX MPEnapaTroB (Win
YIIOJITHOMOYEHHBIE UMU JIPYTHUE IOPUANUECKUE JUIA), KOTOPHIE SBJISIOTCS B3aMMO3aMEHSIEMbIMHU, 00s3aHbI
HampaBUTh B JIMYHBIN KAaOMHET YMOJHOMOYEHHOTro (penepaqbHOro OpraHa MCIOJHUTEIBHON BIIACTU
MOITUCAHHBIE YCUJIICHHBIMHU KBAJTM(DUIIMPOBAHHBIMU AJIEKTPOHHBIMU TMOMUCSIMHU 3asIBJICHUSI O BHECEHUU
W3MEHEHUW B JOKYMEHTBI, COJEpIKallUecs B PETUCTPAIMOHHBIX JOChE Ha 3apErHCTPUPOBAHHBIE
JIEKAapCTBEHHBIC TIPEmaparhl ISl MEIUIIMHCKOTO NMPUMEHEHHs, B OTHOIICHUM CBEJCHHM, yKa3aHHBIX B
WHCTPYKIIUHU TI0 MEAUIIMHCKOMY NMPUMEHEHHIO JICKAPCTBEHHBIX MPENapaToB, B TEUCHHE COpPOKa pabodmx
JTHEW CO JHSA TIOJYYCHHS YIOJTHOMOYEHHBIM (heJepalbHBIM OPTraHOM HCIIOJIHUTEIBHOW BJIACTH
AJIEKTPOHHOTO YBEJOMJIEHHMSI O TIOJYYEHUM JeprKaTelieM WM BIAJENblIeM PETUCTPAaLOHHOTO
YAOCTOBEPEHHUSI JIEKAPCTBEHHOTO TpernapaTa (WA YIIOJHOMOYEHHBIM UM JPYTHM IOPUIUYECKUM JTUIIOM )
nHpopMaluu, ykazaHHou B yactu 1.4 Hactosmen ctath. [lanHOe TpeboBaHHME HE pacTIPOCTPAHSIETCS Ha
Cllydyal BHECEHHsS B HWHCTPYKLIMIO 110 MEJUIMHCKOMY NIPUMEHEHHIO JIEKapCTBEHHOIO IIpernapara
W3MEHEHU B OTHOLIEHUH HOBBIX NMOKA3aHUU JUIsl MPUMEHEHUS JIEKapCTBEHHOTO IIpenapara Ha OCHOBaHUU
pe3ylnbTaTOB COOTBETCTBYIOIIUX UCCIIETOBAHUMN.

(gactp 1.5 BBeneHa denepanbHbiM 3aK0HOM OT 27.12.2019 N 475-®3; B pen. denepaqbHOrO 3aKOHA OT
30.01.2024 N 1-@3)

2. Pemienue o mpoBelEeHUU IKCHEPTU3bl KayecTBa JIEKAPCTBEHHBIX CPEACTB U (MJIM) AKCHEPTU3BI
OTHOIICHUS 0KMJIaeMOM TOJIB3bl K BO3MOKHOMY PUCKY HMPHUMEHEHHUs JIEKapCTBEHHOIO IpernapaTa Ajis
MEJUIIMHCKOTO TMPUMEHEHHUS] MPUHUMAETCS B COOTBETCTBHUM C YTBEPXKIACHHOW YIMOJIHOMOYEHHBIM
(denepanbHBIM OpPraHOM HUCHOJHHUTENBHOM BIACTH KilaccuuKalvel HW3MEHEHHH, BHOCHUMBIX B
JOKYMEHTBI, COJIEpKallfecss B PErMCTPAllMOHHOM JOCh€ Ha 3aperuCTPUpPOBAHHBIA JIEKAPCTBEHHBIH
npemnapar.

(uactsb 2 B pea. @enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

3. 3asBuUTENb BIpPaBE MPEACTABUTH IO COOCTBEHHON MHHUIIMATUBE BMECTE C 3asBJIEHUEM O BHECEHUU
U3MEHEHUH B JOKYMEHTBI, COJEp)KallMecs B PETUCTPALMOHHOM JIOChe Ha 3aperucTpUpPOBAaHHbBIN
JIEKapCTBEHHbIH IpenapaT A1l MEIUILIMHCKOTO IPUMEHEHHUs], PEKBU3UTHI IOKYyMEHTOB, MOITBEPHKAAIOIINX
yIjaTy rocyAapCTBEHHOM MOIIIMHBI 32 BHECEHUE B JOKYMEHTBHI, COJEp)KallUecs B PErucTpalliOHHOM
JI0CbE Ha 3apEeTrMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar JUisi MEAUIIMHCKOTO PUMEHEHUS, U3MEHEHUI,
TpeOYyIOLIMX MPOBEJCHUS SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB B YACTH D3KCIEPTU3bl KauyecTBa
JIEKapCTBEHHOT'O CPEACTBA U (MJIM) SKCHEPTU3bl OTHOIIECHUS OXKHJIAeMON MOJIb3bl K BO3MOXXHOMY PHCKY
IIPUMEHEHMSI JIEKapCTBEHHOTO Npenapara JUisi MEJULUMHCKOTO IPUMEHEHHMS], TOCYAapCTBEHHOM IOIIIMHbI
3a BHECEHUE B JOKYMEHTBI, COJEpJKaIlMeCs B PErMCTPAllMOHHOM JOChE€ Ha 3aperucCTPUPOBAaHHBIN
JIEKapCTBEHHBIN MpenapaT JUls MEJUIIMHCKOTO NPUMEHEHHs, U3MEHEHHH, He TpeOyroUuX MpOoBEAECHUs
HKCMEPTHU3BI JIEKAPCTBEHHOI'O CPEJICTBA, a TaKKe BblJAaBaeMble (IIPEJOCTaBiIsIeMble) YIOJTHOMOYEHHBIMU
(benepanabHBIMU OpraHaMy UCIIOJHUTENBHON BJIACTH JOKYMEHTHI (CBEIEHUS), yKa3aHHbIe B yacTax 1.1 u
1.2 mnacrosimedt crathu. B ciydae HMX HempenCTaBlIeHHs YIOJHOMOYEHHbIN QenepaibHblii oprax
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

UCIOJIHUTENIBHOM ~ BJIACTH  3allpalllUBaeT  yYKa3aHHbIE  JIOKyMEHThl  (CBeAEHHsA) B  IOpAIKE

ME)XBEJIOMCTBEHHOTO HH(POPMAITMOHHOTO B3aUMOICHCTBHUSI.
(B pen. DenepanbHbiX 3aK0HOB 0T 27.12.2019 N 478-®03, o1 30.01.2024 N 1-D3)

4. B teuenue nstu pabouux JHEH CO JHS MOCTYIUIEHMSI YKA3aHHOTO B 4acTH | HacTosiied craTbu
3asBJICHUS U HEOOXOJIMMBIX JOKYMEHTOB YIOJHOMOYEHHBIH (enepanbHblii OpraH HCHOJHUTEIbHON
BJIACTH:

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-®3)

1) mpoBOIUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTU CBEJEHUH, COJAEPKAIIMUXCS B MPEICTABICHHBIX
3asBUTEIIEM MaTepUANaXx;

2) IpUHUMAET PElIeHNE O TPOBEICHNN YKA3aHHBIX B YaCTH 2 HACTOSIICH CTaThU COOTBETCTBYIOIIUX
9KCIIEPTHU3 JIEKAPCTBEHHOTO CPEICTBA WM 00 OTKa3€ B UX MPOBEICHUY;

3) HampaBisieT B JIMYHBIM KaOWHET 3asBUTENd B €AUHON CHUCTEME IMOJIMCAHHOE YCUJICHHOU
KBIN(ULIIMPOBAHHON 3JIEKTPOHHOM MOAINUCHIO YBEIOMIIEHHE O MPHUHITOM pEHIeHWH WIA B Cllydae
MPUHATHS pelieHus o0 oTKa3ze B NPOBEACHUM COOTBETCTBYIONIEH AKCHEPTHU3bI C yKa3aHHEM NPUYHUH
TaKOTo 0TKa3a.

(B pen. DenepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

4.1. B ciuy4yae BBISBICHHUS HEIOCTOBEPHOCTH CBEJCHUM, COACPKAMMXCA B MPEICTABICHHBIX
3asiBUTENIEM MaTepuaiax, ynoJIHOMOUEHHBIH (enepanbHblid OpraH UCTIOHUTEIHHON BJIACTHU HAIIPaBIIsET B
JUYHBIA KaOWHET 3asBUTENS] B €OUHOM cHcTeMe 3ampoc 00 YTOYHEHUHM YKa3aHHBIX CBEICHHI,
MTOITMCAHHBIN YCUIICHHOUN KBATU(PUITMPOBAHHON AJIEKTPOHHOU MOAMKCHIO.

(dactp 4.1 B pen. @enepanproro 3akoHa ot 30.01.2024 N 1-D3)

4.2. 3agBuTtenb 00s3aH HANPaBUTh B JIMUHBIA KaOWHET YIMOJHOMOYEHHOTO (eepaibHOTO opraHa
WCTIOJHUTEIPHOW BJIACTM B €IWHOW CHUCTEME IMOAMMCAHHBIM YCHJICHHOW KBaJIM(DUIIMPOBAHHON
AJIEKTPOHHOU TMOAMKUCHI0 OTBET Ha 3aMpoC YMOJHOMOYEHHOTO (eAepaabHOTO OpraHa HCIOJHHUTEIbHON
BJIACTU B CPOK, HE MPEBBIMIAIONMINNA ACBIHOCTA pabOYMX JHEW CO JIHS TMOJIYYCHHS YIOJHOMOYCHHBIM
(dhenepaTbHBIM OPraHOM MCHOJHUTEIBLHOM BIACTH AJICKTPOHHOTO YBEIOMIICHHUS O TOJYICHHUH 3asIBUTEIIEM
naHHoro 3ampoca. Cpok, yka3aHHBIH B 4acTd 4 HACTOSAIICH CTaThH, NMPHUOCTAHABIMBACTCS CO JIHSA
HampaBJICHUs B JIUYHBI KaOWHET 3asBUTENs B E€IUHOW CHCTEME 3ampoca YHOJIHOMOYEHHOTO
(denepabHOrO OpraHa HWCIOJIHUTEIBHOW BJIACTH JIO JHSA HANpaBJICHUs B JIMYHBIA KaOWMHET
YIIOJTHOMOYEHHOTO (heIepaIbHOr0 OpraHa UCIOJHUTENbHOM BJIACTH B €IMHOM cHCTEMe OTBETA Ha TaHHBIH
3apoc M HE YYUTHIBAGTCS MPH HUCUYUCICHHHM CPOKAa MPUHATHS PEIIeHUS O BHECEHUU U3MEHEHWH B
JOKYMEHTBI, COJIEpKallfecss B PErMCTPAllMOHHOM JOChE Ha 3aperuCTPUpPOBAHHBIA JIEKAPCTBEHHBIH
npenapar Jijisi MeIUIIMHCKOTO MPUMCHCHHS.

(dacts 4.2 B pea. @eaepanbHoro 3akoHa ot 30.01.2024 N 1-03)

5. OcHOBaHueM AJI1 OTKa3a B NPOBCACHUHN YKA3dHHBIX B YaCTU 2 HACTOAIIEH CTaThbU OKCIICPTU3
ABJIICTCS NPEACTABIICHUC NOKYMCHTOB, IICPCYHUCICHHBIX B YaCTAX lu3 HaCTOSIIIEH CTaTbH, B HCIIOJIHOM
O6’LCMC, HCMPCACTABJICHUC 3ajBHUTCIICM B YCTaHOBHeHHLIﬁ CpOK OTBCTa Ha y’Ka3aHHBII71 B uyactu 4.1
HACTOSIIEH CTaThbU 3aMpocC ynoJIHOMOYCHHOTI'O Q)eﬂepanLHoro opraHa HUCIIOJIHUTEILHOM BJIaCTH, a TaKXKC
OTCYTCTBHC B MMpEACTaBJICHHBIX JOKYMCHTax J0CTAaTOYHBIX CBCﬂCHHﬁ, MOATBCPIKAAIOIINX
HCO6XO,Z[I/IMOCTB BHCCCHUA HSMGHCHHﬁ, HJIN OTCYTCTBUC I/IH(I)OpMaI_II/II/I, HOI{TBCp)KI[aIOH_[Cﬁ q)aKT YIUIaTbL
TroCyJdapCTBCHHBIX ITOUIJIMH, YKA3dHHBIX B 4aCTU 3 HACTOSIIEH CTaThU.
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

(B pen. ®enepanbhbix 3ak0HOB OT 25.11.2013 N 317-D3, ot 22.12.2014 N 429-D3)

6. Yka3aHHblEe B 4acTU 2 HACTOSLIEH CTaTbU AKCHEPTU3BI MIPOBOASTCS B MOPSAKE, YCTAHOBICHHOM
cratheit 23 Hacrosero deaepanbHOTO 3aKOHA.

7. B cpok, HEe TPEBBIMIAOIINN MATH pabouyux JHEW CO JHS HAMpPABJICHHUS MOCPEICTBOM E€IMHOTO
nmopTajia B YINOJHOMOYEHHBIN (enepalbHbIi OpraH HCIOJIHUTEIBHOW BJIACTH WM JIMYHBIM KaOWHET
YIOJHOMOYEHHOTO (Pe/lepajbHOTO OpraHa MCIOJHUTENBHON BJIACTU B €AMHON CUCTEME MOJIHCAHHBIX
YCUJIEHHBIMH KBaJIM(QHUIUPOBAHHBIMU 3JIEKTPOHHBIMH MOJAMUCAMU 3aKIOYEHUH KOMUCCUH KCIIEPTOB I10
pe3yibTaTaM YKa3aHHBIX B YacTH 2 HAcTOAIIEH CTaThbU 3KCIEPTH3, YHNOJHOMOYEHHBIN (enepabHbIi
OpraH UCIIOJIHUTEIIbHOMN BIACTH:

(B pen. denepanbHbix 3ak0HOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

1) mpuHMMaeT pelieHrue O BHECEHUU U3MEHEHUH B IOKYMEHTBHI, COJIEpKAIIUECs B PETUCTPALIMOHHOM
JI0OCbE€ Ha 3aperUCTPUPOBAHHBIN JIEKapCTBEHHBIN Mpenapar s MEAULHUHCKOTO MpUMEHEHUs, Uiu 00
OTKa3€ BO BHECEHUU TaKUX U3MEHEHUM;

2) BHOCHT B TOCYJapCTBEHHBII peecTp JEeKapCTBEHHBIX CpPEACTB HAa OCHOBAHUU PEIICHUS O
BHECCHUU N3MEHEHNHI B JOKYMCHTBI, coacpKauecsa B PErUCTpalilMOHHOM JOCBEC Ha
SapeFHCTpHpOBaHHBIﬁ HeKapCTBeHHLIﬁ npemnapar mid MCIAUIUHCKOTO IPHUMCHCHUA, H606XOJII/IMI)IG
W3MCHECHHS,

(B pen. @enepansHoro 3akoHa ot 30.01.2024 N 1-D3)

3) BBIIAET 3asBUTENI0 HOBOE PErvCTPAllMOHHOE YIOCTOBEPEHHE JIEKApCTBEHHOrO IpernapaTa B
cllyuae M3MEHEHHS CBEICHHI, COJepKalluxcs B HEM, IyTeM HaNpaBlIEHUS 3asBUTENI0 MOCPEACTBOM
€IMHOTO MopTajia UM B JIMYHBIM KaOMHET 3asBUTENS B €IUHOM CUCTEME BBIMHMCKH U3 TOCYIapCTBEHHOTO
peecTpa JIEKapCTBEHHBIX CPEJACTB, TMOJIMUCAHHOW YCHJIIEHHOW KBaIU(HUIMPOBAHHOW AIIEKTPOHHOU
MOATHUCHIO.

(n. 3 BBemen denmepasbHbIM 3akOHOM OT 22.12.2014 N 429-®3; B pen. denepanbHOro 3akoHa OT
30.01.2024 N 1-®3)

8. OcHoBanuem JJI1 OTKasa BO BHCECCHUU H3MCHECHUU B JOKYMCHTBI, COACpKalIUueCsa B
PEruUCTpalMOHHOM JOChBE Ha SapeFI/ICTpI/IPOBaHHIJﬁ J'IeKapCTBeHHHﬁ mnmpenapar i1 MEAUIUHCKOI'O
IIPUMCHCHUS, ABJISCTCA 3aKIIIOUYCHUC YIIOJTHOMOYCHHOTO @enepaJILHoro opraHa HCHOJHUTEIBHON BIACTH
O BO3MOXHOCTH CHHXXCHUA 6630HaCHOCTI/I, Ka4yCCTBa, 3(1)(1)6KTI/IBHOCTI/I JICKAPCTBCHHOI'O CpCACTBa B
CJIydac€ BHCCCHHUA TAKUX W3MEHCHHUH.

9. Jlomyckaercsi oOpalieHHE JEKapCTBEHHBIX IpEnapaToB Ui MEAUIHUHCKOTO MPUMEHEHHS 0
HCTEUYEHUSI CPOKa TOJHOCTH, IPOU3BEICHHBIX B TCUCHUE CTa BOCBMHUACCITH JHEH IMOCIE JAThl MPUHATHS
YIIOJTHOMOYEHHBIM (hefiepaibHbIM OPTaHOM HCIOTHUTENBLHOM BIACTH PEIIeHH O BHECEHUH U3MEHEHHH B
JOKYMEHTBI, COJepXalluecs B PETUCTPALIMOHHOM JIOChe, B COOTBETCTBUM C HH(POpPMAIIMEH,
cojepXxamieiicss B JOKYMEHTax pPEruCTPAallMOHHOTO JO0Ch€ Ha JIEKapCTBEHHBIM Ipemapar A0 AaThl
MIPUHATHS TAKOTO PELICHUS.

(dactp 9 B pen. @enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

10. IIpaBurensctBo Poccuiickoit denepanuu BOpaBe YCTaHOBUTb OCOOCHHOCTH BHECEHHS
U3MEHEHUN B JOKYMEHTBI, COJAEpXKAIUMeCs B PErUCTPALMOHHOM JO0ChE Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIN mpenapar Juid MEIUIIMHCKOTO TPUMEHEHHUs, B ciydae JeQeKTypbl WM pHUCKa
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

BO3HUKHOBEHHUS Je(EeKTypsl JEKapCTBEHHBIX INpEenapaToB B CBA3M C BBEACHHEM B OTHOIICHUH
Poccuiickoit ®eneparium orpaHUIUTEIBHBIX MEP IKOHOMUYECKOTO XapaKTepa.
(uactp 10 BBenena denepanbHbiM 3akoHOM 0T 08.03.2022 N 46-D3)

Koncynbrantlntoc: npumeyanue.
[Tonoxenus cr. 31 (B pen. @3 ot 30.01.2024 N 1-®3), kacarommecs: MpeAOCTaBICHUS TOC. YCIyTr
MOCPEACTBOM €IMHOTO TopTaia, mpumensitores ¢ 01.01.2026.

Ctatba 31. BHeceHuUe n3MeHeHUn B  OOKYMEHTbI, coaepxawmecs B
perucTpauMoHHOM [0Cbe Ha 3aperucTpupoBaHHbLIA JleKapCTBEHHbIW npenapaTt Ansa
BeTePMHAPHOIro NpMMeHeHus

1. B nensx BHeCeHHs M3MEHEHUN B JOKYMEHTBI, COJEpXalllhecs B PEruCTPAllIOHHOM JIOChE Ha
3apErUCTPUPOBAHHBINA JIEKAPCTBEHHBIM IIpenapar Juisi BETEPUHAPHOIO INPUMEHEHMs, Jep)KaTellb WU
BJIQJIENIE]] PETHCTPALMOHHOTO YJOCTOBEPEHHUS JIEKAPCTBEHHOI'O IIperapara WM YIOJIHOMOYEHHOE WM
Jpyroe IpuANYecKoe JHIO (Aajee B HACTOSIIEH CTaThe - 3asiBUTENb) HAIIPABIISAET MOCPECTBOM €IMHOTO
ropraja B yINOJIHOMOYEHHBIH (efepanbHbIi OpraH MCHOJHUTENBHOM BIACTH MOANHMCAHHOE YCUIICHHOU
KBIN(UIIMPOBAHHON 3JEKTPOHHOW MOJIMUCHIO 3asBJICHHE O BHECEHHWU TaKMX HM3MEHEHHHl mo ¢opme,
YCTaHOBJIEHHOW YIOJTHOMOYEHHBIM (hefiepaibHbIM OpPraHOM MCHOJHUTENbHOM BIIACTH, U MpUJIaraeMble K
HEMY U3MEHEHMs B yKa3aHHbIC JOKYMEHTBI, a TaKXe JOKYMEHTHI, MOATBEPKJIAIOIINe HEOOXOIUMOCTb
BHECEHMs TaKuX U3MeHeHMH. [Ipyn HeoOX0AMMOCTH BHECEHUSI U3MEHEHUH B IOKYMEHTBI, COJEp KaIIecs B
PETHCTPALIMOHHOM [IOCh€ Ha 3apeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpenapaTr Uil BETEPUHAPHOTO
INPUMEHEHMs, B ClIydasX M3MEHEHHs U (WIM) JIOTOJIHEHMsS IPOU3BOJCTBEHHON  IUIOINAAKH
JIEKapCTBEHHOI'O CPENCTBA, a TAKXKE M3MEHEHUs IOKa3aTelIed KayecTBa JIEKAPCTBEHHOr'O IIpernapara Juis
BETEPUHAPHOIO IMPUMEHEHUs U (WIM) METOJOB KOHTPOJII KadecTBa JIEKAPCTBEHHOrO Ipernapara Ajs
BETEPUHAPHOI'O ITPUMEHEHUs 3asiBUTENb JOIOJHUTEIBHO HANPABIISAET IOCPEACTBOM €IUHOIO Moprana B
YIIOJIHOMOYEHHBIN (hefepanbHblii OpraH UCIOJHUTEIBHOM BIACTH CIIEAYIOINE JOKYMEHTHI (CBEACHUS):

(B pen. denepanbubix 3akoHOB OT 27.12.2019 N 478-D3, ot 30.01.2024 N 1-D3)

1) cBeneHus O JaTe MPEAOCTABICHHSI M PETUCTPAIIMOHHOM HOMEpPE JIMIICH3MH Ha MPOU3BOJICTBO
JICKApPCTBEHHBIX ~ CPEJICTB, MPEIOCTABICHHOW TPOU3BOJUTEIIO JICKAPCTBEHHOTO TMperapara Juis
BETEPUHAPHOTO MPUMEHEHHS, JJISI POCCUHCKUX TIPOU3BOTUTEIICH;

(B pen. denepanbpHOro 3akona ot 27.12.2019 N 478-D3)

2) CBeACHHSA O JaTe MPEJOCTaBICHHS W PETMCTPAIlMOHHOM HOMEpE JIUIICH3WH Ha IPOU3BOJICTBO
JICKApCTBEHHBIX ~ CPEICTB, TMPEIOCTABICHHOW TPOU3BOAMUTENIO  (PapMaleBTUYECKONH CyOCTaHIIMH,
BXOJIAIICH B COCTaB JIGKAPCTBEHHOrO Ipernaparta JUlsi BETEPUHAPHOIO IPHMEHEHHs, JJIS POCCHHCKHX
MIPOU3BOIUTENEIH;

(B pen. denepanpHOro 3aKoHa OT 27.12.2019 N 478-D3)

3) KO AOKYMCHTA, BBIAAHHOT'O YIIOJTHOMOYCHHBIM OPraHOM CTpPAaHbI IIPOU3BOAUTCIIA IJIS KaXXa0M
HpOI/I3BO,[[CTBeHHOI\/'I Iomaaku JICKAapCTBCHHOTO IIpllapaTa MdJid BCETCPUHAPHOI'O TPHUMCECHCHUA U
NOATBCPKAAOMICTO COOTBECTCTBUC IPOU3BOAUTEIISA JICKAPCTBCHHOI'O IIpCliapaTa Tpe6OBaHI/IHM IIpaBUI
HaJjIexaIein HpOI/I3BOI[CTBeHHOI\/'I MMPpaKTUKU, MU €Tro IHICpPpeBOA Ha pyCCKI/Iﬁ SA3BIK, 3aBCPCHHBLIC B
YCTAHOBJICHHOM IOPAAKE, a TAKKC KOIIHA 3aKJIHOUCHUA O COOTBETCTBUU IMPOU3BOAUTEIIS JICKAPCTBCHHBIX
CpCACTB Tpe6OBaHI/IHM IMpaBUJI HaIexanien HpOPI3BO,Z[CTBCHHOﬁ IMPAaKTHUKHU, BBIJAHHOI'O
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

YIIOJTHOMOYECHHBIM (hesiepaabHbIM OPraHOM HCIIOJHUTEIBHON BJIACTH JUISL KaXJAOW MPOU3BOJICTBEHHOM
TUIOMIA/IKK JIEKAPCTBEHHOTO TIperapara JUisi BETEPHHAPHOTO MPUMEHCHHSI, JTUOO KOIMHS PEIICHUs O
MPOBCACHUHN MHCIICKTUPOBAHHA ITPOU3BOAUTEIIA JICKAPCTBCHHBIX CPCACTB, HIPUHATOTO YIIOJIHOMOYCHHBIM
(denepalbHBIM  OpPraHOM  HCIIOJIHUTEIBHONW BJIACTH JUIS  KQXKJIOW IMPOWU3BOJCTBEHHOW IUIOIIAIKU
JIEKapCTBEHHOI'0 Ipernapara Jyisi BETEpUHAPHOTO MPUMEHEHHS. Y Ka3aHHbIE JOKYMEHTHI MIPEACTABIIAIOTCA
B Cllyyae, €CJIM IPOM3BOJCTBO JIEKAPCTBEHHOIO IIpernapaTa Uil BETEPUHAPHOTO IPUMEHEHUS
ocyllecTBisercs 3a npenenamu Poccuiickoit @enepanuu;

4) KOImIUg AJOKYMCHTA, BBIJJAHHOTO YIOJHOMOYCHHBIM OpraHoM CTpaHbl IIPOHU3BOJUTCIIA
(hapmareBTHUeCKOM cyOcTaHIIUM u MOATBEPKIAFOIIETO COOTBETCTBUE IIPOU3BOIUTEIIA
(apmalleBTHUECKON CyOCTaHIIMHU, BXOJAIIEH B COCTaB JIEKAPCTBEHHOI'O IpernapaTa JUisi BETEpUHApHOTO
MIPUMEHEHUs], TPEOOBAaHUSAM MpaBUJ HaAJEKAleHd MPOU3BOJCTBEHHOW MPAKTUKHU, U €ro MepeBo]l Ha
PYCCKMH  S3BIK, 3aBEpPEHHbIE B YCTAaHOBJIIEHHOM TIOpSAJKE, B Cllyyae, €ClIM IPOU3BOJICTBO
(hapmareBTHUECKOM CyOCTaHIIMKM OCYIIECTBIISETCS 3a npeaenamu Poccuiickoit denepanuu.

(uacth 1 B pen. @enepanpHoro 3akoHa oT 04.06.2018 N 140-D3)

1.1. B cnyyae mu3meHeHus W (WIHM) JOTIOJIHEHHS MPOW3BOACTBEHHOM IIJIOMIAIKUA JIEKAPCTBEHHOTO
CpeACTBa JOKYMEHTBI, YKa3aHHbIE B 4YacTHM | HacTOSIIEH CTaTbU, NPEACTABIAIOTCA 3asBUTEIIEM B
OTHOIIIEHUH HW3MEHSeMOW © (WJM) JOTIOJIHSIEMOW MPOU3BOACTBEHHON TUIOMIAJAKH JIEKAPCTBEHHOTO
cpeAcTBa. PenieHne 0 BHECEHMM U3MEHEHHI B IOKYMEHTBI, COAEPKAIIUEcs B PETUCTPAIIMOHHOM JIOChE Ha
3aperucTpUPOBAHHBIN JIEKaPCTBEHHBIN Mpernapar AJisi BETEPUHAPHOTO MPUMEHEHUs, Ui 00 OTKa3e B UX
BHECEHUU MPUHUMAETCS B CIIydyae HEOOXOIMMOCTH MPOBEACHUS KCIEPTU3HI JIEKAPCTBEHHOTO CPENICTBA B
CPOK, HE MPEBBIIIAIONINK JeBSHOCTAa pabounX AHEH, a B OCTAJIBHBIX CIy4asiX B CPOK, HE MPEBBIIIAIOIIHIA
TPUALIATH PAaOOYMX THEH cO JIHSA HampaBleHUS MOCPEICTBOM E€IMHOrO MOpTaia B YMOJHOMOYEHHBIH
(benepanbHbIN OpraH UCIOJHUTENBHOM BJIACTHU 3asBJICHUS O BHECEHUH TaKUX U3MEHEHUH.

(gactp 1.1 BBenena denepanbHbiM 3ak0oHOM OT 04.06.2018 N 140-D3; B pen. denepaqbHOTO 3aKOHA OT
30.01.2024 N 1-®3)

1.2. B ciydae peopraHuzaluu JepKaTeisi WIM BiaJeiblla PETUCTPALMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOI'O IperapaTa JUisi BETEPUHAPHOTO NPUMEHEHHs, pa3paboTyMKa WM MPOU3BOJAUTEIS
JIEKapCTBEHHOI'O IpernapaTa JJisi BEeTePUHAPHOIO MPUMEHEHHs B 3asBJICHUM O BHECEHUH H3MEHEHHH B
JOKYMEHTBI, COJIEpKalllecs] B PETUCTPALIMOHHOM JI0Ch€ Ha 3aperiuCTPUPOBAHHBIA JIEKapCTBEHHBIH
mpemapaTr A BETEPUHAPHOTO NPUMEHEHHs, YKa3bIBAIOTCS JaHHbIE OKYMEHTa, IMOITBEPXKIAIOIIETO
BHECEHHE COOTBETCTBYIOIIUX M3MeHEHUN B EMuHBINA rocynapcTBEeHHBIH peecTp IOPUAMYECKUX JIUIL (U1
OpraHu3alii, 3aperucTpUpPOBaHHbIX Ha Tepputopuu Poccuiickoit denepainun), Wikl UHOTO JTOKYMEHTA,
MOATBEPKIAIOIIETO PEOPraHHU3aINI0 IOPUINUECKOT0 Jua (A7 OpraHu3alui, He 3aperuCTPUPOBAHHBIX
Ha Tepputopun Poccuiickoii ®enepauuu). 3asBiI€HHE O BHECEHUM W3MEHEHHH B JOKYMEHTHI,
CoJIepKalIuecss B PErucTPalliOHHOM JOChE Ha 3aperdCTPUPOBAHHBIA JIEKAPCTBEHHBIN Mpemapar ajis
BETEPUHAPHOTO NMPUMEHEHHUS, U MIpUJIaraéMble K HEeMY JOKYMEHTBI HAIlPaBJIsSIOTCS MOCPEICTBOM €IMHOTO
nmopraja B YIOJHOMOYEHHBIN (elepanbHblii OpraH HCIOJHUTEIBHON BJIACTU HE TMO3JIHEE YeM depe3
TpUALIATH PaboYMX THEH cO JAHS BHECEHHUs COOTBETCTBYIOIIMX M3MEHEHMI B EAMHBIN rocyaapcTBEHHBIH
peecTp HOPUANYECKHX ULl (UIsI OpraHH3allii, 3aperMCTPUPOBAHHBIX Ha TeppuTopun Poccuiickoii
denepanyu) UK CO JHS NPUHATHS COOTBETCTBYIOIIETO JIOKYMEHTA, OITBEPK/IAIOIIET0 PEOPTraHU3alHIo
IOPUAMYECKOTO JHma (A7 OpraHu3aluii, He 3aperUCTPUPOBAHHBIX Ha Tepputopun Poccuiickoii
@enepanun). B cinydae peopranuzanuu aepkaTess WIK BIaJeNblia PETUCTPAIIMIOHHOTO YIOCTOBEPEHHUS
JIEKApCTBEHHOT0 Tpenapara i BETEPUHAPHOTO NPUMEHEHHsS 3asBJI€HHE O BHECEHUM W3MEHEHUU B
JOKYMEHTBI, COJEp)Kalecs] B PETUCTPALlMOHHOM JOChE Ha 3apEerMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

npenapar g BCTCPUHAPHOIO0 MNPUMCHCHUSA, NOMACTCA HOPUIUYCCKUM JIMIOOM, KOTOPOMY B XOJC
peopranru3anv Ne€pcaaHo npaBo BJIAJACHUA TAKUM PETUCTPALMOHHBIM YIOCTOBECPCHUECM.

(uactp 1.2 BBeneHa @enepanbHbiM 3akoHOM OT 02.08.2019 N 297-®3; B pen. denepanbHOro 3aKkoHa OT
30.01.2024 N 1-®3)

2. B ciydae BHeCEHUS W3MEHEHUW B JOKYMEHTBI, COJACPIAIIUECS B PETUCTPAIMOHHOM JIOChE Ha
3apEeTUCTPUPOBAHHBIA JIEKAPCTBEHHBIA Ipenapar i BETEPUHAPHOTO IPUMEHEHMs, B OTHOILICHUU
CBEJIEHWH, yKa3aHHBIX B moamynkrax "e", "x", "k", "a", "H", "c", "x" nynkrta 7 wactu 3 crarbu 17
HacTosiero denepanbHOro 3akoHa, MU3MEHEHUS M (WJIM) JOMOJHEHHUS MPOU3BOJICTBEHHOW IUIOIMIAIKU
JIEKApCTBEHHOTO CPEJICTBA, a TaKXe B Cllydae HW3MEHEHHS IIOKa3aTelie KayecTBa JIEKAPCTBEHHOTO
npenapara JJis BETEPUHAPHOTO MPUMEHEHHS W (WJIM) METOJOB KOHTPOJIA KadecTBa JIEKAPCTBEHHOTO
npenapara i BETEpUHAPHOTO MPUMEHEHHUS IMPOBOJUTCS SKCIIEPTH3a JIEKAPCTBEHHOTO CPEACTBA A
BETEpUHAPHOTO TpUMEHEeHus. B ciydae HEOOXOAMMOCTH BHECEHHUS WHBIX W3MEHEHUW B JIOKYMEHTHI,
COJIEpXKAIUECss B PErUCTPAIlMOHHOM JI0OCh€ Ha 3apeTMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpemapar i
BETEPUHAPHOTO MIPUMEHEHUS, IKCIIEPTU3a JIEKAPCTBEHHOTO CPEJCTBA IS BETEPUHAPHOTO MTPUMEHEHUS HE
MIPOBOJIUTCA.

(B pen. denepanbubix 3akoHOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. 3asBHTENH BIIPaBE NMPEICTABUTH 10 COOCTBEHHOW MHHUIIMATHBE BMECTE C 3asBJICHUEM O BHECCHHH
W3MCHCHHI B JIOKYMEHTBI, COJEpXKalluecss B PETHCTPAIlMOHHOM JI0OChe Ha 3aperduCTPUPOBAHHBIN
JICKapCTBEHHBIH Mperapar i BETEPUHAPHOTO TIPUMEHEHUS!, PEKBU3HUTHI JJOKYMEHTOB, TIOITBEPIKIAIOIIHX
yILIaTy TOCYJapCTBEHHOH TMOILIMHBI 32 BHECEHHWE B JOKYMEHTHI, COJCPIKAIIUECS B PETUCTPAIIOHHOM
J0Che Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mperapar Uik BETEpUHAPHOTO MPUMEHEHHS, N3MEHEHHUH,
TpeOYIONINX TPOBEACHHUS SKCIEPTH3bI JICKAPCTBEHHOTO CPENCTBA, WM W3MEHEHWH, HE TPeOYIOMIMX
MIPOBEICHUS SKCIEPTU3HI JICKAPCTBEHHOTO CpelncTBa. B cirydyae HEOOXOIMMOCTH M3MEHEHUS! CBEICHUH,
COJZICPKAIUXCS B PETUCTPAIMIOHHOM YIOCTOBEPEHHH JIEKAPCTBEHHOTO Iperapara Ui BETEPHHAPHOTO
MPUMEHEHHMsI, C 3asBJICHUEM, YKa3aHHBIM B YacTU | HACTOSIIEH CTAaThH, 3assBHTENb BIIPABE MPEICTABUTH
0 COOCTBEHHOW WHHIIMATHBE PEKBHU3UTHI JOKYMEHTA, MOJTBEPKIAIONICTO YIUIATY TOCYIapCTBEHHOMN
MOIIUTMHBI 32 BBIJAYy PETUCTPAIIMOHHOTO YIOCTOBEPEHUS JICKAPCTBECHHOTO TpenapaTa. 3assBUTENb BIIPABE
MPEJCTaBUTh MO0 COOCTBEHHOW MHUIIMATUBE CBEACHUS O JIMIICH3UAX, YKa3aHHbIC B TyHKTax 1 u 2 vactu 1
HACTOSIIEH CTaTbM, a TaKKe BbIJaBaeMble YIIOJIHOMOYCHHBIMH  (efiepaibHBIMA  OpraHaMu
WCTIOJTHUTEIBHOW BIIACTH JIOKYMEHTBI, YKa3aHHbIE B IyHKTe 3 4acTtu | Hacrosimeid crathu. B ciydae
HETPE/ICTABJICHUST YKa3aHHBIX JIOKYMEHTOB (CBEJCHMI) YIIOJIHOMOYCHHBIM (enepaibHblii  OpraH
WCTIOJIHUTEIBHOW  BJIACTH  3alpallliBacT  yKa3aHHbIE  JIOKYMCHThI  (CBEICHHS) B  TOPSIKE
MEKBEJIOMCTBEHHOTO HH(POPMAIIMOHHOTO B3aMMOICHCTBHSI.

(B pen. denepanbubix 3aKkoHOB 0T 27.12.2019 N 478-D3, ot 30.01.2024 N 1-D3)

4. B CpPOK, HC HpeBHH_IaI-OH_IHﬁ JCCATHU pa6oqnx JHEeW co JHS MOCTYIUICHUS YKAa3aHHOT'O B 4aCTU 1
HACTOSIIEH CTaThHU 3asABJICHUS U HCO6XOI[I/IMI>IX JAOKYMCHTOB, YHOHHOMOquHLIﬁ (l)eﬂepaJ'ILHHﬁ opraH
HCIIOJIHUTEILHOM BIACTH:

1) MMPpOBOAUT MPOBEPKY IOJHOTBI U JOCTOBEPHOCTH CBCHCHHﬁ, COACPpKAMNXCA B IIPEACTABIICHHBIX
3asABUTCIIEM NOKYMCHTAX;

2) MPUHHUMACT PCIICHUEC O MPOBCACHHUUN 3KCIICPTU3BI JICKAPCTBECHHOI'O CPCACTBA JISI BETCPUHAPHOT'O
MPUMCHCHUS NI 00 OTKa3e B ee IMPOBCACHUHU,

3) HampasJIACT TMOCPEACTBOM  CAUMHOTO IMOpTaJla 3asdBUTCIIO MOAIHMCAHHOC YCHHCHHOﬁ
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

KBaJTM(HUIIMPOBAHHOW DSJIEKTPOHHOM MOINUCHIO YBEJIOMJICHHE O TNPHUHATOM pPEIICHWH WM B Cllydae
MIPUHATHUS PEHICHUs 00 0TKa3€ B MPOBEJCHUN YKCIIEPTH3BI JIEKAPCTBEHHOTO CPEACTBA ISl BETEPUHAPHOTO
IIPUMEHEHHN ¢ YKa3aHUEM IIPUYMH TaKOTO OTKa3a.

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-®3)

4.1. B cnydae BbIsIBJIEHUSI HEJOCTOBEPHOCTH U (WJIM) HEOCTATOYHOCTU CBEACHUMN, COJIEPIKALINXCS B
MPEJCTAaBICHHBIX 3asBUTEIIEM MaTepHaiax, YIIOJHOMOYECHHBIH (eaepalbHblii OpraH HMCIOJHUTEIHHON
BJIACTH HAIIpaBJISIET IMOCPEACTBOM €AMHOTO TOpTaja 3asBUTENI0 3arlpoc 00 YTOUYHEHUHU YKa3aHHBIX
CBEJICHUH, MTOAMMUCAHHBIN YCUJIEHHON KBaTU(UIIMPOBAHHOM AJIEKTPOHHOM MOIMUCHIO.

(uactsb 4.1 B pea. @eaepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4.2. 3asButenp 00s3aH HaNpaBUTh [OCPEACTBOM €AMHOTO IMopTaja B YHOJHOMOYEHHBIN
(denepanbHbIl  OpraH MCIOJHUTENbHONW BJIACTH MOJANUCAHHBIA YCHJIEHHON KBalU(QUIMPOBAHHON
AJIEKTPOHHOW MOJIHUCHI0 OTBET Ha 3aIllpoC YIMOJHOMOYEHHOTO (perepaibHOro OpraHa MCHOJHUTEIbHOM
BJIaCTH B CpPOK, HE MPEBBIIIAIOMUN JI€BIHOCTa padOYMX ITHEW cO JHS MOJIydYeHUS YHNOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM HCTIOTHUTEIBHON BIACTH 3JIEKTPOHHOTO YBEIOMIIEHHUS O MOJyYEHUH 3asiBUTEIEM
naHHoro 3ampoca. Cpoku, ykazaHHble B 4dacTh 1.l Hacrosmieil cratbu, MPUOCTAHABIMBAIOTCS CO JHS
HaIpaBJIEHUs TMOCPEACTBOM E€IMHOI0 MopTajia 3asBUTENI0 3ampoca YMIOJHOMOYEHHOro (deaepaibHOro
OpraHa MCIOJIHUTEIBbHOM BJIACTHM 1O [JHSA HANpaBl€HUS TOCPEACTBOM €IMHOrO IopTajia B
YIOJHOMOYEHHBIN (eepalibHblil OpraH MCIOJHUTENBHON BJIACTH OTBETAa HA JAaHHBINM 3alpoc U HE
YUHTBHIBAIOTCSL IIPU HMCYMCIICHUU CpPOKa IHPHUHATHA PELICHUS O BHECEHWM W3MCHEHMH B JIOKYMEHTHI,
COJZIEpKalIuecs] B PErHCTPAllMOHHOM JIOChE Ha 3apeTUCTPUPOBAHHBIN JICKAPCTBEHHBIM IIpernapar st
BETEPUHAPHOTO NPUMEHEHHUS.

(dactp 4.2 B pen. @enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

5. OcHoBaHMeM JJIsI OTKa3a B TPOBEACHUHM OKCIEPTH3BI JICKAPCTBEHHOTO CPEICTBA VIS
BETEPUHAPHOTO TIPUMEHEHUS SIBJSICTCS IPEICTABICHHE JIOKYMEHTOB, YKa3aHHBIX B 4YacTsiax | um 3
HACTOSIIIEH CTAaThH, B HEMOJIHOM 00BEME HITM OTCYTCTBUE B MPEACTABICHHBIX JOKYMEHTAX JOCTATOYHBIX
CBEJICHUH, TOITBEPKIAIOIMIUX HEOOXOJUMOCTh BHECEHUS W3MEHEHHMU, JHMOO HeNpeICTaBICHUE
3asBHTEIEM B YCTAHOBJICHHBIM CPOK OTBETa Ha YKa3aHHBIH B 4acTu 4.1 HacTOsIIed CTaThu 3arpoc
YIIOJTHOMOYEHHOTO (pe/IepaIbHOTO OpraHa UCIIOJIHUTEIILHOW BIAaCTH.

(B pen. @enepansHoro 3akoHa ot 04.06.2018 N 140-D3)

6. BKCHepTI/ISa JICKAPCTBCHHOI'O CPCACTBA I BCTCPHMHAPHOI'O IIPHUMCHCHUA B LECJIAX BHCCCHHUA
U3MEHEHUU B JAOKYMCHTBI, COACpXKAIIUCCA B PEruCcTpailiOHHOM JOCbE HaA 3apeFHCTpHpOBaHHBIﬁ
J'IeKapCTBeHHHﬁ nperapar ajs1  BCTCPUHAPHOTO  IIPHUMCHCHUA, OCYIICCTBJIAICTCA B IOPAOKE,
YCTAHOBJICHHOM craTbel 24 HaCTOAIICIO CDeI[epaJ'ILHOFO 3aKOHa.

6.1. B cpok, He IpeBBIIIAIOIIMIA IeCATH pad0YMX JHEH CO JIHS HAMpaBJICHHS MOCPEICTBOM EIMHOIO
nopTaja B YIOJIHOMOYEHHBIH (pefepanbHblii OpraH MCIOJTHUTEIBHON BJIACTH MOAMUCAHHOTO YCHIICHHOM
KBTU(UIIUPOBAHHON AIEKTPOHHON MOAMUCHIO 3aKIIOYEHHUS KOMHCCHHM OJKCIEPTOB MO pe3ylibTaraM
yKa3aHHOM B 4YacTu 2 HACTOSALIEH CTaThbH OHKCHEPTU3BI, YIMOTHOMOYEHHBIN (enepanbHblii Opran
HCIIOJHUTEILHON BIACTH:

(B pen. DenepanbHbix 3akoHOB 0T 02.08.2019 N 297-D3, ot 30.01.2024 N 1-D3)

1) MNPUHHUMACT PCIICHUC O BHCCCHUN U3MEHEHMI B HAOKYMCHTBI, COACPIKAINUECCA B pPCTUCTPALIMOHHOM
J0ChEC Ha 3apeFI/ICTpI/Ip0BaHHBII71 HCKapCTBCHHBIﬁ npenapar il BETCPUHAPHOI'O IMPUMCHCHUA, WUJIA 00
OTKa3€ BO BHCCCHHUH TaKHUX HSMCHGHHﬁ;
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

2) BHOCUT B TOCYJApCTBEHHBIN peEECTp JEKAapCTBEHHBIX CPEACTB HAa OCHOBAHUU PELICHUS O
BHECEHMHM W3MEHEHHA B  JIOKyMEHTHI, COJEp)Kallhecss B  PETUCTPAlMOHHOM  JOChe  Ha
3aperuCTpUPOBAaHHBIM JIEKAPCTBEHHBIM Mpenapar Juisi BETEPUHAPHOTO NPUMEHEHUs, HEO0OXOJIUMBbIe
M3MEHEHHS,

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

3) BBLAACT 3asABUTEII0 HOBOE PErMCTPAIMOHHOE YAOCTOBEPEHME JIEKApPCTBEHHOIO Iperapara Juisi
BETEPUHAPHOTO MPUMEHEHHS B CIydae HEOOXOIUMOCTH M3MEHEHUS CBEICHHM, COJCPIKALINXCS B HEM, C
COXpaHEHHEM HOMepa paHee BBIAAHHOTO PErMCTPALMOHHOTO YAOCTOBEPEHHUS JEKapCTBEHHOTO Mpenapara
IUTsl BETEPUHAPHOTO TIPUMEHEHUSI.

(. 3 BBeaeH ®PenepanbHbM 3akoHOM OT 02.08.2019 N 297-D3)
(uacts 6.1 BBenena ®@exnepanbHbIM 3akoHOM OT 22.10.2014 N 313-D3)

6.2. B cimyuae BHeCcEeHUS! UBMEHEHUN B JOKYMEHTBI, COJAEPKAIMECS] B PETUCTPALIMOHHOM J0ChE Ha
3aperuCTPUPOBAHHBIM  JIGKAPCTBEHHBI Tpenapar ajisi BETEepUHAPHOTO TPUMEHEHHs, B YacTH,
Kacarolleicss W3MEHEeHHs W (WIu) JIOTNOJHEHHUsS MPOU3BOJCTBEHHOM IJIOIIAAKM JIEKAPCTBEHHOTO
npernapaTa, Ipy MPeACTaBICHUH 3asBUTEIEM B COOTBETCTBUH C IMYHKTOM 3 yacTu | HacTosied cTaTbu
KOIMUU PEIICHUs YHNOJHOMOYEHHOTO (eepalbHOr0 OpraHa HCIOJHUTEIbHOW BIIACTH O MPOBEIECHUU
WHCIIEKTUPOBAHUS TPOU3BOJUTENS JEKAPCTBEHHBIX CPEJICTB CPOK, YKa3aHHbIA B yacTh 6.1 Hacroseu
CTaTbH, IPUOCTAHABIMBAETCS CO JIHS MOJYYEHHs 3aKIIOUYEHHS KOMHUCCHH SKCHEPTOB A0 JTHS MPUHATHS
YIOJHOMOYEHHBIM (heZiepabHbIM OpPraHOM HMCHOJHUTENBHOM BIACTH PEUICHHS O Bblaye Wik 00 OTKa3e B
BbIJjaue 3aKJIIOYEHHUS O COOTBETCTBUM IPOU3BOAMTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSAM IMpaBUII
HaJIe)KaIel MPOU3BOJICTBEHHON MTPAKTHUKH, HO HE 00JIee YeM Ha CTO BOCEMBJIECAT pabovmx JHEH.

(dactp 6.2 BBeneHna denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

7. OcHoBaHMEM Uil OTKa3a BO BHECEHMHM M3MEHEHHMH B JOKYMEHTHI, COJEpKalluecs B
PErUCTPAIIMOHHOM JIOCh€ Ha 3aperHCTPUPOBAHHBIA JIEKAPCTBEHHBINM IIpemapar sl BETEPUHAPHOTO
MIPUMEHEHHUSI, B CIIydasX, HE TPEOYIOIIUX MPOBEICHUS SKCIIEPTU3BI JIEKAPCTBEHHOTO CPEJICTBA, SBIISETCS
MPEACTABICHUE JOKYMEHTOB, YKa3aHHBIX B YacTaX | u 3 HACTOSIICH CTaThH, B HEMOJHOM OObEME WIIH
OTCYTCTBHE B MPEJCTABICHHBIX JOKYMEHTaX CBEJICHHM, KOTOPBIC JIOJDKHBI OBITh B HUX OTPaKCHbI, JINOO
HETIPEICTaBJICHUE 3asSBUTEIIEM B YCTAHOBJICHHBI CPOK OTBETa Ha yKa3aHHBIH B vacTtu 4.1 Hacrosmiei
CTaThH 3aMpPOC YIOJTHOMOUYEHHOTO (eZIepaIbHOI0 OpPraHa UCTIOJTHUTEIHHOM BJIACTH.

(dactp 7 B pen. @enepansHoro 3akoHa oT 04.06.2018 N 140-D3)

7.1. OcHOoBaHMeM JJs OTKa3a BO BHECEHHHM MW3MEHEHHM B JIOKYMEHTBI, coJepxaluecs B
PETUCTPAlMOHHOM J0Ch€ Ha 3aperMCTPUPOBAHHBINA JICKApPCTBEHHBIN mpenapaTr Ais BETCPHHAPHOTO
NPUMEHEHHs, B CIIy4asx, TpeOYyIOIIMX NPOBEACHUS SKCIEPTU3bI JIEKAPCTBEHHOTO CPEICTBA, SBIIACTCS
3aKJIIOYCHHE YMOJHOMOYEHHOTO (eepaJbHOTO OpraHa HCIOJHHUTENIBHOM BIIACTH O BO3MOXKHOCTH
CHIDKEHMs 0e3011acHOCTH, KayecTBa, 3(h(heKTUBHOCTH JIEKApCTBEHHOI'O Mpernapara BCIIEACTBUE BHECEHUS
M3MEHEHHH B yKa3aHHBIE JOKYMEHTBI, 0TKa3 YIIOJHOMOYEHHOTO (elepalbHOr0 OpraHa UCHOIHUTEIbHOM
BJIACTU B BBIJIau€ 3aKJIFOYEHUS O COOTBETCTBUHU IPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUSAM
NpaBUI HajAjekalleld MPOU3BOJCTBEHHON NpPAaKTUKUM B ciydae M3MEHEHUS U (WIM) JOMOJHEHUS
MIPOU3BOJICTBEHHON IUIOLIA/IKK JIEKApPCTBEHHOIO IIpernapara, €cid IPOU3BOJACTBO JIEKApPCTBEHHOTO
npernapara Juis BeTepUHApHOI0 NMPUMEHEHHs OCYyILECTBIsAeTCs 3a npeaenamu Poccuiickoit denepannu,
WA OTCYTCTBHE 3TOTO 3aKIHOUYEHUS.

(vactp 7.1 BBenena @enepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

8. I[OHyCKaCTCﬂ 06pameHHe JICKAPCTBCHHBIX MPCHIapaToB IJid BCTCPUHAPHOI'O IMPUMCHCHUSA [0
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

HUCTCUYCHUA CpOKa roOJHOCTH, ITPOU3BCACHHLIX B TCUCHUC CTa BOCBMHUACCATU I[H€I>'I MOCJIC JaThl NPUHATHA
YIIOJIHOMOYCHHBIM @enepaﬂmeM OpraHom HMCIIOTHUTEILHOM BJIACTH peuicHud O BHCCCHUN H3MEHEHUH B
JOKYMEHTBI, COJICPIKaIINecs] B PErHCTPAIMOHHOM JIOChE Ha JICKAPCTBEHHBIH Mpemnapar, B COOTBETCTBUH C
nHpOpManueH, coepKaericss B JOKyMEHTaX PerucTPalMOHHOTO JI0ChE Ha JIGKAPCTBEHHBIH Mperapar 10
AAaTbl IPHUHATHA TaKOI'O pCHICHUS.

(uactp 8 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Koncynbrantlntoc: npumeyanue.
O Bo3MoOkHOCTH OOpaiieHusi B PO sekapcTBEHHBIX MpenapaToB MOCie MPUHATHS peleHus: 00 OTMEHe

TOCPEruCTpallil M HCKIIOYEHHBIX M3 peecTpa (apMaleBTUYECKuX cyOcTtaHuuil cM. cT. 4 @3 ot
30.01.2024 N 1-®3.

Cratbsa 32. OTMeHa rocyfapCcTBEHHOW perucrpauum fieKapcTBEHHOro npenapara

Pemenune 06 oTMeHe TOCYAapCTBEHHOM pEerucTpalyy JeKapCTBEHHOTO IMpenapara U HUCKIOYeHHH
JIEKapCTBEHHOI'O IIpernapara M3 TOCyJapCTBEHHOIO peecTpa JEKAPCTBEHHBIX CPEJACTB IPUHUMAETCS
YIOJHOMOYEHHBIM (heZiepaibHbIM OPraHOM MCTIOJHUTEIBHON BJIACTH B CiIyvae:

1) npeacTaBaeHUs] COOTBETCTBYIOLIUM YITOJTHOMOUYEHHBIM (pe/iepaJIbHbIM OPraHOM HCIIOIHUTEIbHON
BJIACTH 3aKJIIOUYEHUS O pPHUCKE WM 00 yrpo3e 3J0pOBbIO, >KM3HM YEJIOBEKa WM KUBOTHOTO IPH
MPUMEHEHUH JIEKapCTBEHHOTO IMpernapara, MPeBBIANMX ero 3(pQeKTUBHOCTh, MO pe3ylbTaTaM
OCYILIECTBIISIEMOTO UM MOHUTOPUHIa OE301IaCHOCTH JIEKaPCTBEHHOTO IIperapara;

Koncynbrantlntoc: mpumeuanue.

[Tonoxenus ct. 32 (B pea. @3 ot 30.01.2024 N 1-d3), kacarouuecsi IpeI0CTaBIECHUS FOC. YCIYT MpU
0OpaleHUH JIEKAPCTBEHHBIX CPEJICTB /ISl MEJUIIMHCKOTO U BETEPUHAPHOIO IPUMEHEHNUS TIOCPEICTBOM
€IMHOM CHCTEMBI U (WJIH) eIuHOTro TopTaia, mpuMeHstoTcs ¢ 01.01.2026.

2) mojauyM JepyKareieM MM BIQJENbIEM PErHCTPAIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO
mperapara WM YIIOJHOMOYCHHBIM KM JPYIMM FOPUAWYECKHM JIUIIOM 3asBJICHUS 00 OTMCEHE
rOCyJapCTBEHHON  perucTpanud  JIGKAPCTBEHHOTo  Tpernapara,  MOJAIMUCAHHOTO  YCHJICHHOMN
KBaJTU(UIIMPOBAHHOW AJIEKTPOHHOW TOJIKUCHIO, ITyTEM €r0 HAIPAaBJICHUS MMOCPEICTBOM €IUHOTO MOpTaja
B YIOJHOMOYCHHBIH (eIepalbHbIii OpraH HCIOJHUTCIBHON BIIACTH WJIM JIMYHBIA  KaOWHET
YIIOJIHOMOYEHHOTO (hefiepaibHOTO OpraHa MUCIIOJHUTEIBHOMN BIIACTH B €MHOM CUCTEME;

(B pen. DenepanbHbiX 3aK0HOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

Koncynprantllntoc: mpumedanue.
C 01.01.2026 m. 3 - 6 cr. 32 He pacmpoCTPaHSAIOTCS Ha MPABOOTHOIICHHUS, BO3HHUKAIOIIWE MPHU
oOpallleHnH JIEKapCTBEHHBIX CpeACTB A MeaunuHckoro npumeHeHus (O3 ot 30.01.2024 N 1-03).

3) HECMIOATBCPKACHU A FOCYHapCTBeHHOﬁ perucTtpanuu JCKApCTBCHHOI'O Ipfriapara 1o UCTCYCHUU
CpOKa JIeNCTBUSA PETUCTPAUOHHOTO YIOCTOBCPCHN A, BBIAAHHOT'O HaA IIATh JICT,

4) HCMPCACTABJICHUSA 3asABUTCIICM I/IH(l)OpMaI_[I/II/I, KOTOpPAas MOXCT IMMOBJICYDL 34 coboii HCO6XOJII/IMOCTL
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

BHECCHUS U3MEHEHUH B JJOKYMEHTHI, COIEPKAIIUECS B PETUCTPALIMOHHOM J0ChE HA 3apETUCTPUPOBAHHBIN
JIEKapCTBEHHbIN Ipenapar, B TeYeHUE TPUALUATH padouMX JHEN CO JHS HACTYIUIEHUS ATUX U3MEHEHUIl;

5) ocCyliecTBIIEHUSI TOCYAapCTBEHHOM perucTpanuy JIEKAPCTBEHHOIO Ipenapara IoJj TOProBbIM
HAaMMCHOBAHUCM 3apCruCTpUpoOBAHHOIO0 paHEC IOA 3TUM TOProOBbIM HAMMCHOBAHUCM JICKAPCTBCHHOT'O
npenapara, OTJIMYAIOUIEr0Csl KAU€CTBEHHBIM COCTaBOM JEHCTBYIOIINX BELIECTB;

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

6) OCyIIECTBICHHS TOCYJAPCTBEHHON PEruCTPaIliK OJHOTO M TOTO )K€ JIEKapCTBEHHOTO Iperapara B
OTHONIICHWH OJIHOTO W TOTO JK€ Jep)KaTels WM BIAJENIbIIa PETUCTPANMOHHOTO YIAOCTOBEPECHUS
JIEKapCTBCHHOTO TMIperapaTa B BHUJIC JBYX M OoJiee JIGKAPCTBEHHBIX TNPENapaTroB IMOJ Pa3THYHBIMH
TOProBbIMU HAMMCHOBAHUSIMU
(. 6 B pea. @enepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

7) BbIHECEHUS CYJIOM PEILIEHHUS O HApYLIEHUH IpaB MpaBooOiIaiaTens 00bEeKTOB HHTEIIEKTyalbHON
cOOCTBEHHOCTHU IPH 00paIlleHNH JIEKApCTBEHHBIX CPE/ICTB;

Koncynbrantlntoc: mpumeuanue.
C 01.01.2026 1. 8 cT. 32 He pacpocTpaHsAETCsS Ha MPABOOTHOIICHUSI, BOZHUKAIOIINE MPU 0OpaIeHUH
JIEKApCTBEHHBIX CPeICTB st MeauiuHckoro npuMenenus (O3 ot 30.01.2024 N 1-D3).

8) oTcyTcTBHS JIeKapCTBEHHOTO Tpemapara B oOpamieHun B Poccuiickoit denepanuu B TeUEHUE
Tpex u 0oJee JIeT;
(n. 8 BBeen denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

9) HCBBINOJHEHHS JepKaTeleM WM  BIAJCNbIEM  PETHCTPAMOHHOTO  YIOCTOBEPCHUS
JICKApCTBEHHOTO Tpernapara JM00 YIIOJHOMOYCHHBIM MU JIPYTUM FOPHIUYECKUM JIMIIOM MEPOIIPHATHI
mo oOecrneYeHn0 0e30NacHOCTH JICKApPCTBEHHBIX IPENapaToB, YCTAHOBJICHHBIX YINOJHOMOYEHHBIM
denepaabHBIM OPraHOM HCIIOJIHUTEILHOW BIIACTH B COOTBETCTBHM C 4YacTsMu 3 W 4 crathu 64
Hacrosiero denepanrbHOro 3aKOHA, B paMKax OCyIIeCTBICHHS (hapMaKoOHAI30Pa;

(. 9 BBeien denepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

10) oTkaza [nepkaTensi WIM BIAJENblla PETrUCTPAIIMOHHOTO YIOCTOBEPEHUS JIEKApPCTBEHHOTO
npemnapaTta Ju0OO YMOJHOMOUYEHHOTO MMM APYroro IOPUAMYECKOTO JIMIA OT BHECEHUS W3MEHEHUN B
WHCTPYKIHMIO IO MPUMEHEHHUIO0 JIEKapCTBEHHOTO IIperapaTa, KacalolIUXCs HOBBIX IMOATBEPKIACHHBIX
JAHHBIX O TOM, YTO PUCK MPHUUYMHEHUS Bpeaa 3/I0pPOBBIO UEIOBEKAa HIIM )KHUBOTHOTO BCIIEJICTBUE MpHUEMa
JIEKapCTBEHHOTO IperapaTa MpeBbiaeT 3PPEeKTUBHOCTD €r0 MPUMEHEHUS.

(m. 10 BBennen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

Cratba 33. locyaapcTBEHHbIN peecTp NIeKapCTBEeHHbIX CPeAcTB
1. FOC}’I[&pCTBeHHBII\/’I peecTp JICKApCTBCHHBIX CPEACTB COACPIKUT NCPECUCHL JICKAPCTBCHHBIX
npenaparoB, MPOMICAIINX TOCYAAPCTBCHHYIO PECTUCTPALUIO, IIEPCUCHD (l)apMaI_[eBTI/I‘{eCKI/IX Cy6CTaHI_II/II71,

BXOIAIHUX B COCTAB JICKAPCTBCHHBIX NPCIIAPATOB, U CIICAYIOUIYIO I/IH(l)OpMaI_[I/II-OZ

1) B OTHOUICHUU JICKAPCTBCHHBIX IPCIIAPATOB:
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

a) HAUMEHOBAaHUE JIEKAPCTBEHHOIO IIpemapata (MEXAYHapOJHOE HENAaTEeHTOBAHHOE, WM
IPYNIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMUS);
(B pen. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

0) nexkapcTBeHHas (hopMa ¢ yKa3aHHUEM JIO3MPOBKHU JIEKaPCTBEHHOTO MpENapaTa U ero KOJN4ecTBa B
MOTPEOUTENLCKOM yITaKOBKE;

B) HAUMEHOBAHUE JEpXKATeJIsl WIM BJIJIeNIblla PETUCTPALMOHHOTO YJOCTOBEPEHMSI JIEKAPCTBEHHOIO
npenapaTa U CBEACHMSI O PErHCTpaldy AeprKaTessl WU BIIaJeNiblla PErUCTPALMOHHOTO YAO0CTOBEPEHUs
JICKApCTBCHHOT'O IIpfriaparta AjJd MCIUIUHCKOTO NPUMEHCHHA B KaYCCTBC HAJIOTOILIATC/IbIIMKA B CTPAHE
perucTpanuu (Il POCCUMCKUX IOPUANYECKUX JUIl - UACHTU(PUKAIIMOHHBIA HOMEDP HAJIOTOIIATENbIINKA
(MHH), nns uHOCTpaHHBIX IOPUIMYECKHUX JIUI] - CTpaHa PErucTpalui, HANMEHOBAHUE PETUCTPUPYIOIIETO
OopraHa, perucTpalMoOHHBIH HOMEp, KOJI HaJOroIulaTelbllliKa B CTpaHe PErucTpaluuu (MHKOPHOPAIMH)
WJTU €0 aHaJor);

(nm. "B" B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

I') HAUMEHOBAHKE U aJ[pec MPOU3BOAUTENS JIEKaPCTBEHHOTO Mpenapara U CBEJCHHs O PErucTpaluu
MIPOM3BOJIUTENS  JIKAPCTBEHHOTO  Ipemapara Juis MEAMIMHCKOIO TNPUMEHEHHS B  KadyecTBe
HaJOroIjaTeNblUIMKa B  CTpaHe  perucrpauuu (i POCCHMCKUX  IOPUIMYECKHX  JIUI[ -
UIeHTU(PUKAIIMOHHBIN HoMmep Hanoromuiatensiiuka (MHH), mis uHOCTpaHHBIX IOPUAMYECKHUX JIUI| -
CTpaHa pEerucTpanuy, HAaWUMEHOBAHHE PETUCTPUPYIOUIETO OpraHa, pPETUCTPALMOHHBIA HOMEpP, KOJ
HaJIOTOIUIATEINIbIIIMKA B CTPAHE PEruCcTpanuu (MHKOPIOPAIIMN) UITH €T0 aHaJIoT);

(. "r" B pen. ®enepanbHOro 3akona oT 28.12.2017 N 425-D3)

n) ¢apMakoTepaneBTHUeCKas Trpynmna, KoJ JIEKapCTBEHHOTO Mperapara IO  aHaTOMO-
TEepPaneBTHUYECKO-XUMUYECKOW  KIacCU(UKAIMK, pPEKOMEHIO0BaHHOW  BcemupHoOil  opraHuzanmeit
3/IpaBOOXPaHEHUS;

(mm. "n" B pen. ®enepanpHOro 3akoHa ot 22.12.2014 N 429-D3)

€) MOKa3aHUsI ¥ MPOTUBOMOKA3aHUs K MPUMEHEHUIO JIEKAPCTBEHHOTO Mpernapara;
) MOOOYHbIE AEWCTBUS JIEKAPCTBEHHOTO IIperapara;

3) CPOK FOJTHOCTHU JICKAPCTBEHHOTO pernapara;

1) YCIIOBUS XpaHEHUSs JIEKapCTBEHHOTO Mpernapara;

K) yCIIOBUS OTITyCKa JIEKAPCTBEHHOTO IMpernapara;

J) HoMep (apMakomeWHOW CTaTbM WM B CiIydae €€ OTCYTCTBMS HOMEpP HOpPMaTHBHOM
JOKYMEHTAIMH JT100 HOPMAaTUBHOTO IOKYMEHTA;

M) JaTa TOCYJapCTBEHHOW PErucTpaluH JIEKApCTBEHHOTO Tperapara M €ro perucTparoHHBINA
HOMEp, JlaTa 3aMEHbl PEruCTPAIlIOHHOTO YIOCTOBEPEHHS JEKapCTBEHHOIO TMpernapara Ha OeccpouyHoe
PErUCTPAallMOHHOE  yAOCTOBEPEHUE JIEKApCTBEHHOIO Ipemnapara, JaTa [oJauyd 3adBJICHHUS O
MOATBEPXKJIEHUH TOCYJapCTBEHHOW  pETUCTpallMy  JIEKApCTBEHHOrO  Mpernapara, Jara OTMEHbI
roCyJapCTBEHHOM pEerucTpaliu JIEKapCTBEHHOTO Mpernapara;

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

H) KaueCTBEHHBIH COCTaB M KOJWYECTBEHHBINM COCTaB JIEHCTBYIOIIUX BEIIECTB M KAau€CTBEHHBIN
COCTaB BCIIOMOTaTEIbHbBIX BEUIECTB JIEKAPCTBEHHOTO MpEnapara;
(nn. "H" BBeneH denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

0) nnpopmanus 000 BCeX pa3pelICHHBIX BHIaX BTOPUIHOH (MOTPEOUTEIHCKOMN) YITAKOBKY;
(nm. "o" BBeaeH PenepasnbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

1) Jara MPUHATHS PELIEHHs O BO3MOXHOCTU paccMaTpuUBaTh JIEKAPCTBEHHBIM mpenapar Npu
TOCY/IapCTBEHHOW PETUCTPAIMH B Ka4eCcTBE OP(PaHHOTO JICKApCTBEHHOTO TIpernapara (I JIeKapCTBEHHBIX
[IpenapaToB JUIsl MEIULUHCKOTO PUMEHEHMS);

(mn. "n" BBenmen denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-®3; B pen. denepanbHOTO 3aKOHA OT
27.12.2019 N 475-®3)

p) HaJW4yMe JIEKapCTBEHHOIO Ipenapara B IEpeYyHe MXU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX
JICKApCTBCHHBIX NPCIIapaToB (}IJ'ISI JICKAPCTBCHHBIX IMPETIapaToB I MCAUITUHCKOT'O HpI/IMeHCHI/ISI);
(mm. "p" BBenmeH denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-@3; B pea. PeaepanbHOro 3aKoHa OT
27.12.2019 N 475-®3)

C) HaJIN4Ynec B J'IeKapCTBCHHOM npenapaTe HapKOTI/I‘—IeCKI/IX Cpe)ICTB, HCI/IXOTpOHHLIX BCIIIECTB U UX
MPEKypCoOpoOB, TMOJISKAIMX KOHTpoJto B  Poccuiickoir ~ @enepanuv, B  COOTBETCTBUHU  C
3aKkoHoJ1aTenbcTBOM Poccuiickoit denepannu, MeXayHapoaIHbIMU qoroBopamu Poccuiickoit denepanuu,
B TOM uuciie EauHON KOHBEHIMENW O HapKoThueckux cpeactBax 1961 roma m KonBeHumeir o
MCUXOTPONHBIX BenlecTBax 1971 roxa;

(. "c¢" BBenmeHn deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

T) wuHbOpMAIMS O TOM, SBISETCS JIM JaHHBIA JIEKAPCTBEHHBIH TMpenapar pedepeHTHBIM
JICKApCTBEHHBIM IIPEIapaToM;
(. "1" BBenmeHn deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

y) CBCIACHUS O II0Jay€ 3asaBJICHHSA O BHCCCHHU H3MCHCHMI B JOKYMCHTBI, COICPKAIIUECA B
PETUCTPALITMOHHOM OOCHC Ha J'ICK&pCTBCHHI:IfI mpemnapar,

nen

(. "y" BBenen denepanpHbiM 3akoHOM OT 22.12.2014 N 429-03)
&) yrpatun cuny ¢ 1 mapta 2020 roaa. - ®enepanbHbiii 3akoH oT 27.12.2019 N 475-03;

X) CPOK BBEJICHUS JICKQPCTBEHHOTO Ipernapara Jjisi BETCPHHAPHOTO NMPUMEHEHHS B TPaXIAHCKHUN
006oporT;

nen

(mm. "x" BBemeH denepanbHbIM 3akoHOM OT 22.12.2014 N 429-®3; B pen. deaepanbHOTO 3aKOHA OT
30.01.2024 N 1-®3)

11) “HGOPMAIHS O TOM, SBIISETCS JIM JAHHBIN JIEKapCTBEHHBIN MpenapaT oppaHHbIM JEKapCTBEHHBIM
mpemapaToM, HWMMYHOOHOJOTHYECKHM  JIEKAPCTBEHHBIM  MpemnapaTtoM, paauodapMareBTHIeCKUM
JIEKapCTBEHHBIM IpENapaToM, TOMEONAaTHUYECKUM JIEKapCTBEHHBIM IMpemapaToM, OHOJOTHYECKUM
JIEKapCTBEHHBIM  TIPErapaTroM, BBICOKOTEXHOJOTHYHBIM JIEKAPCTBEHHBIM TpENnapaTtoM, BIEPBbIC
3aperucTpupoBaHHbIM B Poccuiickoit denepannu B COOTBETCTBUU ¢ HacTosmuM DenepaibHbIM 3aKOHOM
WJIM aKTaMH, COCTaBIsoIMMU mpaBo Coro3a;

(. "u" BBenen PenepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

2) B OTHOILICHUH (hapMaIeBTHUECKUX CYOCTAHIIHIA:

a) HaMMEHOBaHHE (HapMalleBTUUECKOW CyOCTaHIMU (MEXIyHapOAHOE HEMaTEHTOBAHHOE, WJIU
TPYNIUPOBOYHOE, WIM XHMHUYECKOE€ W TOProBO€ HAMMEHOBaHHUA), (opMa BBIMYCKAa (C YyKa3aHUEM
JO3UPOBKH (TIPY HAJIMYWH), (HACOBKH U YIIAKOBKH);

(B pen. DenepanbHbiX 3aK0HOB 0T 22.12.2014 N 429-@3, ot 30.01.2024 N 1-D3)

0) HaMMCHOBaHWE W aJpec MPOU3BOAMTENS (DapMareBTHUCCKOH cyOcTaHIMM (11 POCCHHACKHX
IOPUAMYECKUX JUI - WAECHTU(UKAIMOHHBIA HOMep Hajoromiarensiiuka (MHH), mis mHOCTpaHHBIX
IOPUAMYECKUX JIUIL - CTPaHA PErUCTpalii, HAMMEHOBAHUE PErUCTPUPYIOLIEr0 OpraHa, perucTpalOHHbIHN
HOMeEp, KOJi HaJIOTOIlJIaTebIINKa B CTPAHE PEerucTpalvy (MHKOPIIOPALIMN) WK €ro aHaJlor);

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-®3)

B) CPOK TOJTHOCTH (hapMarieBTUIECKON CyOCTaHITUY;
T') YCJIOBHS XpaHEeHUs (papMarieBTUIECKON CyOCTaHIINN;

n) Homep ¢apMakomeWHol cTaTbu WM B CclOydae €€ OTCYTCTBHSI HOMEpP HOPMAaTHUBHOM
JOKYMEHTAIMH JIN00 HOPMAaTUBHOTO JIOKYMEHTA;

€) Hamuuue (papMareBTUYECKON CyOCTAHIIMHM B TEepeYHE HAPKOTHUYECKHX CPEICTB, TICUXOTPOITHBIX
BEIIECTB W MX MPEKYpPCOPOB, MOJyIeKANMX KOHTpoJito B Poccuiickoit ®enepanuu, B COOTBETCTBUU C
3aKoHoJ1aTenbcTBOM Poccuiickoit denepannu, MexayHapoaIHbIMu qoroBopamu Poccuiickoit @enepanuu,
B TOM uuciie EauHON KOHBEHIMENW O HapkKoThueckux cpeactBax 1961 roma m KonBeHumeir o
MCUXOTPONHBIX BenlecTBax 1971 rona.
(. "e" BBenmeHn deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

2. dapmaneBTHYECKas CyOCTaHLMA, MPOU3BEICHHAS IS peaju3allii, MOXET OBITh BKJIIOYECHA B
rOCy/IapCTBEHHBI pEecTp JIEKAPCTBEHHBIX CPEJICTB HAa OCHOBAaHUHU 3asBIICHUS pPa3pabOTUYMKa WIH
MIPOU3BOJIUTENS JIEKAPCTBEHHOTO CpEACTBAa MO0 YHNOJHOMOYEHHOTO UMH IOPUIUYECKOro JIHLA MpH
YCIIOBUU TMPOBEJICHUS B OTHOIIECHHWU TakoW (apManeBTUYECKOM CYyOCTaHIIMM SKCIEPTHU3bl KayecTBa
(dapmalieBTHUECKON CyOCTaHIIMM B MOPSAKE, YCTaHOBIEHHOM cratheil 34 nHacrosimero denepambHOro
3akoHa. B oTHomeHuu (¢dapManeBTUYECKUX CYOCTaHUUN, NPOU3BEIEHHBIX i1 pealu3alud, B
roCyIapCTBEHHOM PEeCTpE JIEKAPCTBEHHBIX CPEACTB COACPKUTCS CleAyIoIIas HHPOpMAaIHs:

1) HamMeHOBaHue (apMaIeBTUYECKONW CyOcTaHIMKM (MEKIYHAPOIHOEC HENAaTeHTOBAaHHOE, WU
IPYINIUPOBOYHOE, WM XMMHUYECKOE M TOProBO€ HaWMEHOBaHUs), (GopMma BhIycka (C yKa3zaHUEM
JO3UPOBKH (IIPU HATUYUH), (PACOBKU U YIIAKOBKH);

(B pen. enepanpHoro 3akona oT 30.01.2024 N 1-D3)

2) HaUMEHOBaHHUE, aJpec MPOU3BOIUTENS (apMalleBTUUECKON CyOCTaHIIMHU, a TaKXkKe B OTHOLIECHUH
JIEKapCTBEHHBIX CPEACTB [UIsl MEIULUHCKOTO NPUMEHEHUS CBEACHHUS O PErucTpalud IPOU3BOJUTEIS
(bapMarieBTHUECKOW CyOCTaHIIMM B KayecTBE HAJIOTOIUIATENbIIMKAa B CTpaHe perucrpauuu (s
POCCHUICKMX IOPUANYECKUX JHIl - HACHTU(PHUKAIMOHHBbIM HoMep Hanoromiarensiuka (MHH), ans
WHOCTPaHHBIX FOPUIUMYECKHUX JIMI - CTpaHa PETUCTPALMM, HAaMMEHOBAHUE PErMCTPUPYIOIIErO OpraHa,
pPETUCTPALlMOHHBIM HOMEP, KOJ HaJOroIUIaTelblIMKa B CTPAHE pErucTpanyy (MHKOPIOPALMU) WM €ro
aHasor);

(n. 2 B pen. @eaepanbHoro 3akoHa ot 28.12.2017 N 425-03)
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

3) cpok rogHOCTH (hapMaIeBTHUECKON CyOCTaHIINN;
4) ycioBus XpaHeHus GpapMarieBTUIECKON CyOCTaHIINN;

5) HOMep (QapmakoneidHON cTaThu JMOO B Cllydae €€ OTCYTCTBUSI HOMEpP HOPMAaTHBHOMN
AOKYMCHTAIIMXU UJIKM HOPMATHBHOT'O JOKYMCHTA,

6) Hamuuue (apMaleBTUYECKOM CYOCTaHLIMM B ME€pPEYHE HAPKOTHUUECKUX CPEJICTB, MCUXOTPOIHBIX
BEIIECTB W MX MPEKYPCOPOB, MOJUIeKANMX KOHTpoJIt0 B Poccuiickoit denepannu, B COOTBETCTBUU C
3aKoHOaTenbCcTBOM Poccuiickon denepanuu, MeXyHapoAHBIMU JoroBopamu Poccuiickoit @enepannu,
B ToM uuciae EnuHoil koHBeHIMell o HapkoTthyeckux cpeactBax 1961 roma m KonBenuumein o
MICUXOTPONHBIX BemecTBax 1971 roxa;

7) nata BKJIIOYEHHS (hapMalleBTHUECKON CyOCTaHIIMM B TOCYJapCTBEHHBIN PeecTp JIeKapCTBEHHBIX
CPEICTB, JaTa BHECEHMs] U3MEHEHUM B JOKYMEHTHI (papMaleBTUYECKOW CyOCTaHIMH, AaTa UCKIIOYEHUS
(bapManeBTHUECKON CyOCTaHIIMM U3 TOCYIAPCTBEHHOIO peecTpa JIEKapCTBEHHBIX CPECTB.

(dactsb 2 B pea. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. Topsmok BemeHHs] TOCYIapCTBEHHOTO peecTpa JIEKApCTBEHHBIX CPEICTB JUISI METUIIMHCKOTO
MPUMEHEHUs] M TOPSAJOK BEACHHUS TOCYAAPCTBEHHOTO pEecTpa JIEKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO TMPUMEHEHHUS YTBEP)KIAIOTCS COOTBETCTBYIOUIMM YIOJHOMOUYEHHBIM (peepaabHbIM
OpPraHOM MCHOJIHUTEIbHOM BIACTH.

Koncynprantlntoc: npumevanue.

[Tonoxenus ct. 34 (B pea. @3 o1 30.01.2024 N 1-d3), kacaroumecst IpeI0CTaBIECHUS FOC. YCIYT MpU
oOpallleHNH JIEeKapCTBEHHBIX CPEJCTB JJIsi MEAUIIMHCKOTO U BETEPUHAPHOTO TPUMEHEHHUS TOCPEACTBOM
€IMHOM CHCTEMBI U (MJIH) eIuHOTro TopTaia, mpuMeHstoTcs ¢ 01.01.2026.

Cratba 34. BknroyeHne B rocyfapCTBeHHbIN pPeecTp NeKapCTBeHHbIX CpeacTB U
UCKIoYeHune u3 rocynapcTtBeHHOro peecTtpa neKapcTBEeHHbIX cpencTs
c¢hapmaLieBTMHECKOMN cybCTaHLMK, Npou3BeAeHHOW ANA peanu3auumn
(B pen. @enepanbHoro 3aKkoHa o1 22.12.2014 N 429-D3)

1. Jlns BkarodeHUs ¢apMaleBTHUSCKOW CyOCTaHIIMKM, TPOU3BEACHHOW Ui peaju3aliu, B
rOCYJapCTBEHHBIN peecTp JICKApCTBEHHBIX CPEJCTB, IPOBOIUTCS IKCIIEPTH3A €€ KaueCTBa.
(B pen. denepanbHOro 3akona ot 22.12.2014 N 429-03)

2. DKcnepTH3a KauecTBa YKa3aHHOM B yacTH 1 HacTosIel cTaTbu (papMaleBTHUECKONW cyOCTaHIuH,
COCTaBJICHUE KOMHUCCHEH SKCHEPTOB 3aKIIOUEHHH MO pe3yabTaTaM 3TON AKCHEePTHU3bl, MOIMHMCAHHE HUX
YCUJIEHHBIMU KBaJM(PUIHUPOBAHHBIMH 3JIEKTPOHHBIMU MOANUCAMHE, HAlpaBJICHUE JTaHHBIX 3aKIIOUEHUH B
JIMYHBIA KaOMHET YIOJHOMOUYEHHOTO (pefiepaibHOro OpraHa MCHOJHUTENBHONW BIACTH B €IMHOM cUCTEME
OCYIIECTBISIOTCS B CPOK, HE MPEBBIMIAIONINNA TpUALATH pabOUuX JHEW CO JIHS HalpaBlIEHUs B JIMYHBIN
KaOMHET HKCIEPTHOTO YUYPEXJEHHUS B €IMHOM CHCTEME COOTBETCTBYIOILEIO 3aJlaHHsl YIOJIHOMOYEHHOTO
(benepa’abHOrO0 OpraHa MCHOJHHUTENIBHON BIIACTH, MOANHUCAHHOTO YCHWJIEHHOW KBaJU(UIIMPOBAHHOMN
AJIEKTPOHHOU TOJMUCHIO, U CIETYIOUINX TOKYMEHTOB (CBEACHUI):

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-P3)
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

1) CBCACHUA O HAaTC IMPEAOCTABJIICHHUA U PCTUCTPALMOHHOM HOMCPC JIMIOCH3HMU Ha IPOU3BOJACTBO
JICKApCTBCHHBIX CPCACTB WM CBCACHHUA O JAaTcC MNPCAOCTaBJICHUA W PETHCTPAIMOHHOM HOMEPC
3aKJIFOUEHUST O COOTBETCTBUM IPOU3BOJUTENS JIGKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM  TIPABHII
Hazmemameﬁ HpOI/I?,BOIICTBeHHOﬁ IMPAKTHUKK, BbIAAHHBIX (HpCIIOCTaBJICHHI)IX) YIIOJITHOMOYCHHBIM
(benepaabHBIM OpPraHOM HCIIOJHUTEIHHON BJACTH, B CiIydae, €CIM IPOHM3BOJCTBO JICKAPCTBEHHOTO
cpeacTBa ocyuiecTBisgieTcs: B Poccuiickoit @enepanuu;

(B pen. ®enepanbubix 3akoHOB OT 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

2) KOImUug AJOKYMCHTA, BBIJJAHHOTO YIIOJJHOMOYCHHBIM OpPraHoM CTpaHbl HPOU3BOJUTEIIA
JIEKapCTBEHHOI'O CPE/ICTBA U MOJATBEPXKIAIOIIEr0 pa3pellieHne MpOU3BOACTBA JIEKAPCTBEHHOIO CPEICTBA,
" €To IICpeBOa HA pYCCKI/Iﬁ A3BIK, 3aBEPCHHBIC B YCTAHOBJICHHOM IHOPAAKE, a TAKKC KOIMUA 3aKIIIOUCHUA O
COOTBETCTBUHN MMPONU3BOANTECIIA JICKAPCTBCHHBIX CpCaAcCTB Tpe60BaHI/IflM paBUJI Hazmemameﬁ
HpOPI?;BO}ICTBCHHOfI IMMPAKTHUKHU, BBIJAHHOTO YIIOJJHOMOYCHHBIM q)eﬂepaﬂmeM OpraHom HCITOJTHUTEILHOM
BJIACTH, JHOO KOMHUS pPEUICHUS YIOJHOMOYEHHOTO (elepalbHOTO OpraHa MCIOJHUTENbHON BJIAcTH O
IMPOBCACHNUHN Q)apMaueBTqucxoﬁ HHCIICKIIUU ITPOMU3BOJACTBA JICKAPCTBECHHBIX CPECACTB I MEAUIWMHCKOT'O
INPUMCHCHUA Ha COOTBETCTBUC Tpe6OBaHI/I${M ImpaBuI Hazmen(ameﬁ HpOI/I3B0)ICTBeHHOI\/’I IMPAKTHUKHU
EBpa3uiickoro 5KOHOMHYECKOTO COI03a. YKa3aHHbIE JOKYMEHTBHI MpPEACTaBISIOTCA B Cilydae, €clid
MPOU3BOJICTBO JIEKAPCTBEHHOTO CPEICTBA OCYILECTBISAECTCS 3a npenenaMu Poccuiickoit @enepanuu;

(B pen. DenepanbHbix 3aKk0oHOB 0T 04.06.2018 N 140-D3, ot 30.01.2024 N 1-D3)

3) TOKYMEHT, COJIEpKAIIUKA CISAYIOMNE CBEACHHS O (papMarieBTUUYECKON CyOCTaHITUH:
a) HauMeHOBaHue (papMaleBTHUECKOM CyOCTaHIINH, €€ CTPYKTYypa, 00IIe CBONCTBA,
0) HAMMEHOBAHUE U a/IpeC TPOU3BOAUTEIIS,

B) TEXHOJIOTHA ITPOU3BOACTBA C OIMMCAHHUEM CTa,Z[I/Iﬁ IIPOU3BOACTBA U MCTOAOB KOHTPOJIA Ha BCEX
CTaluAX IMMPOU3BOACTBA,

I') onucanue pa3paboTKu Mmpoiiecca MPoru3BOJICTBA;

J) OINHCAHWE KOHTPOJS KPUTUYCCKUX CTaJUA MpoIllecca MPOU3BOACTBA M TPOMEKYTOUYHOM
MIPOAYKIINH;

€) TIOKyMEHTaIbHOE MOATBEPKICHUE (BaUAAIINs) IPOIECCOB U (MJIM) UX OLICHKA,
) CBOMCTBA M CTPYKTYpa JACHCTBYIOLIUX BEIICCTB;

3) XapaKTePUCTHUKA IPUMECEH;

1) criequdukanys Ha GpapMaleBTHIECKyI0 CyOCTaHIMIO U ee 000CHOBaHME;

K) QHAJIUTHYECKHE METOAUKH, UCMOIb3yeMble NpPU OCYIIECTBIEHHMH KOHTPOJS KayecTBa
(bapMareBTHUECKON CyOCTaHIINH;

J'I) AOKYMCHTAJIbHOC TTOATBCPIKIACHUC (BaJ'II/I,Z[aI_[I/ISI) AHAIIMTUYICCKUX MCETOAUK, HUCIIOJIb3YCMBIX IIpHU
OCYIICCTBJICHUU KOHTPOJI Ka4€CTBa (I)apMaHCBTquCKOﬁ CY6CTaHLII/II/I;

M) pe3yJbTaThl aHAIN3a cepuil (papMalleBTUIECKOM cyOCTaHIIuY;
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

H) MEpeUYeHb CTaHAAPTHBIX 00pa3llOB WM BEIIECTB, UCIOJIb3YEMbIX MPU OCYIIECTBICHUN KOHTPOJIS
KayecTBa;

0) ONKMCAHMUE XaPaKTEPUCTUK U CBOMCTB YIIAKOBOUHBIX MAaTEPUAJIOB U YKYIIOPOUYHBIX CPEJICTB;
1) TaHHBIE O CTA0MIBHOCTH (papManeBTUUECKOH CyOCTaHIINY;
P) CPOK TOAHOCTH;

4) NOKyMEHT, COJEep KAl CBEICHUS O PErucTpali IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB AJIs
MEJUIIMHCKOTO MPUMEHEHHUsI B Ka4eCTBE HAJIOTOIUIATENbIIMKA B CTPAHE PErucTpanuu (s pOCCUHCKUX
IOPUANYECKUX JIUI - WAECHTU(UKAIMOHHBIK HoMep Hajnoromarensimka (MHH), mis mHOcTpaHHBIX
IOPUAMYECKUX JIUIL - CTPAHA PErUCTpalii, HAMMEHOBAHUE PErUCTPUPYIOLIEr0 OpraHa, perucTpaloOHHbIHN
HOMeEp, KOJi HaJOTOIIJIaTeNbIINKA B CTPAHE PErucTpaluy (MHKOPIIOPALMK) WK €ro aHajor).

(1. 4 BBeaeHn PenepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)
(gactp 2 B pea. @enepanbHoro 3akoHa oT 22.12.2014 N 429-03 (pen. 13.07.2015))

3. Jlma mnpoBeneHMsT OKCHEPTU3bl KadyecTBAa YKa3aHHOW B 4YacTh | HAcTosAlmEd CTAaThbU
(apmareBTHUeCKOW CyOCTaHIIMM  3asBUTENh HAMpaBIsE€T IMOCPEICTBOM EIWHOTO TopTrajga B
YIOJITHOMOYEHHBIM  (efiepaibHBIA  OpraH  WCIOJHUTENIHHOW  BIACTH WM  JIMYHBIA  KaOWHET
YIOJHOMOYEHHOTO (heZiepabHOrO OpraHa UCIOJIHUTEILHOM BIACTH B €IMHOM CHCTEME:

(B pen. ®enepanbroro 3akoHa ot 30.01.2024 N 1-D3)

1) 3asBiIeHME O BKJIIOYEHWH B TOCYAApCTBEHHBIM pEECTp JIEKAPCTBEHHBIX CPEICTB JaHHOU
(dhapmareBTHUEeCKON CyOCTAaHIIMH, TIOJAMHWCAHHOE YCHUJICHHOW KBAIU(DHUITMPOBAHHOW AJICKTPOHHOU
MOATHKCHIO;

(B pen. DenepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

2) PEeKBH3UTHI JOKYMEHTA, IMOATBEPKIAIOIIETO YILIATy rOCYIapCTBEHHOM IMOIIIMHBI 32 BKIFOUCHUE
B TOCYJIApPCTBEHHBIH PEECTp JICKAPCTBEHHBIX CPEIACTB (hapMaIeBTHUECKOW CYOCTaHIIUH, MPOU3BEICHHOMN
U peanu3alu, JH00 10 COOCTBEHHOH WHHIIMATHBE YKa3aHHBIA JTOKYMEHT. YTOJHOMOYCHHBIN
denepanabHBI OpraH HWCIIOJHUTEIBLHOW BIIACTH TPOBEpsieT (aKT yIIaThl TOCYJApCTBEHHOW IOIIIAHBI
3asBHTEJIEM C HUCIOJIb30BaHUEM HMH(GOpPMAIUU 00 yIiaTe rOCYAapCTBEHHOW MOUUIMHBI, COICPIKAIICHCS B
l'ocynapcTBeHHON MH(POPMAIMOHHOW CHUCTEME O TOCYAAPCTBEHHBIX U MYHUIUNAIBHBIX IUIATEkKaX, Ha
OCHOBAaHMHU TIPEJICTABJICHHBIX 3asABUTEICM PEKBU3UTOB JOKYMEHTA, IOATBEPXKIAMOMIEIO YIUIATY
rOCyJapCTBEHHOM IOIILIHHBI,
(B pen. denepanbubix 3akoHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

3) TOKyMEHTBI, YKa3aHHBIC B YaCTH 2 HACTOSIIEH CTaThU;
(B pen. denepanpHOro 3aK0oHa OT 22.12.2014 N 429-D3)

4) 3asBICHHE O BbIJaue paspelieHus Ha BBO3 B Poccuiickyro deaepannio KOHKPETHON MapTHH
HE3apEeTrUCTPUPOBAHHOTO JIEKAPCTBEHHOTO CPEJCTBA, MPEIHA3HAUYEHHOIO JI1 NPOBEIEHUS YKa3aHHOU
JKCIIEPTHU3BI.

(1. 4 BBeaen PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

31. B CJIydqa€ HCIIPCACTABJIICHHUA C 3as4ABJICHUCM O BKIIOYCHUU B FOCY}I&pCTBCHHLIﬁ peecTp
JICKApCTBCHHBIX CpCACTB (papMaueBTqucxoﬁ CY6CT8.HI_II/II/I BbIJJaBaCMbIX (Hpe,[[OCTaBJI}ICMBIX)
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

YIIOJIHOMOYEHHBIMU  (pefiepaibHBIMA  OpraHaMH  UCIIOJIHUTENBHOW BIACTH JOKYMEHTOB (CBEICHHMIA),
YKa3aHHbIX B IyHKTax | W 2 yactu 2 HacTosIEd CTaTbH, YNOJHOMOYEHHbIN (eaepanbHbIii opraH
UCIOJIHUTENIBHOM  BJIACTH  3allpalllUBaeT  yYKa3aHHbIE  JIOKYyMEHThl  (CBelEHHsA) B  MOpSAIKE
MEXBEJJOMCTBEHHOT0 MH(POPMAIIMOHHOTO B3aUMO/IEHCTBUS.

(uactp 3.1 BBeneHa DenepanibHbIM 3ak0HOM OT 27.12.2019 N 478-®3; B pen. denepanbHOro 3aKkoHa OT
30.01.2024 N 1-®3)

4. B teuenue nsaTH pabouux JHEN CO JHS MPHUHSITHS 3asBJICHUS O BKIIOYEHUM yYKa3aHHOM B yacTu |
HaCTOSIIEH cTaThu (hapMaleBTUUECKON CyOCTaHIIMK B TOCYIaPCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEIICTB
U JOKYMEHTOB, MEPEUYUCICHHBIX B YaCTH | M MyHKTE 2 4acTU 3 HACTOSIIEH CTaThbH, YIOJHOMOYEHHBIN

(dbenepanbHBI OpraH UCMIOJTHUTEIIBHON BIACTH:
(B pen. DenepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-@3, ot 30.01.2024 N 1-D3)

1) mpOBOIUT MPOBEPKY MOJHOTHI M JOCTOBEPHOCTH JIaHHBIX, COJIEPKAIIMXCS B IPEICTaBICHHBIX
3asBHTENIEM JOKyMEHTAX;
(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

2) mpUHUMAET pEeUIeHHWE O HAMPAaBICHUH B JKCIEPTHOE YUPEKICHUE 3aJaHus Ha TMPOBEIACHUE
IKCIIEPTU3hI KAUYeCTBA YKa3aHHOW B 4acTH | HACTOSIIEN cTaThu (apMarieBTUYECKON CyOCTaHITUU WK 00
OTKa3€ B TAKOM HANpPaBJICHUU;

3) HampaBisIeT B JIMYHBIM KaOWHET 3asBHUTENS B €IWHON CHCTEME TOJIMHMCAHHOE YCUICHHOM
KBIM(ULIIUPOBAHHOM AJIEKTPOHHOM MOJIMUCKHIO YBEIOMJICHHE O MPUHATOM PELICHUH UJTU B CiIydae OTKa3a
C YKa3aHHEM MPUYHH TaKOTO OTKa3a.

(B pen. denepanbubix 3akoHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

4.1. B cnydae BbISBIICHUSI HEOCTOBEPHOCTH U (WJIM) HEOCTATOYHOCTH CBEACHUM, COJIEPIKALINXCS B
MIPEJICTABJICHHBIX 3asBUTEIEM MaTepHalaxX, yIMOJHOMOUYEHHBIN ¢enepalbHblii OpraH UCHOJHUTEIBHOM
BJIACTH HAMpaBJIseT 3asBUTENI0 MOCPEACTBOM EIUHOIO MOpTaia WM B JUYHBIM KaOMHET 3asBUTENS B
€IMHOM cucTeMe 3ampoc 00 YTOYHEHUM YKa3aHHBIX CBEICHMM, TOIMHCAHHBIN  YCHUJICHHON
KBIM(ULIUPOBAHHOM 3JIEKTPOHHOM MOANUCHIO.

(dactb 4.1 B pen. Peaepanproro 3akoHa ot 30.01.2024 N 1-D3)

4.2. 3asgButens 00s3aH HANpPaBUTh IOCPEACTBOM €IUMHOIO IOpTaja B  YIOJHOMOYEHHBIN
(enepanbHbII OpraH UCIOJHUTEILHON BIACTH WM JIMYHBIM KaOMHET yIOJIHOMOYEHHOTro (heaepanbHOro
OpraHa HCHOJHUTEJIBHOM BJIACTH B €IUHON CUCTEME IOANUCAHHBIM YCHJIEHHONW KBalU(UIUPOBAHHON
3JIEKTPOHHON MOJMUCHIO OTBET HA 3alPOC YINOJIHOMOYEHHOTrO (heepajJbHOr0 OpraHa MCHOJHUTEIbHON
BJIACTU B CPOK, HE MPEBBIIAIOMIMN JIEBSHOCTA PabOYMX JHEW CO JTHS MOJY4YEHUS YIOJIHOMOYEHHBIM
(benepanabHbBIM OPraHOM MCIIOJHUTEIBHOMN BJIACTH 3JEKTPOHHOTO YBEJAOMIICHUS O MOIyYEHUH 3asiBUTEIIEM
naHHoro 3ampoca. Cpok, yka3aHHBIM B 4YacTM 4 HAcCTOAILUEH CTaTbU, IPUOCTAHABIMBAETCS CO JHA
HaNpaBJICHUs 3agBUTENIO MOCPEACTBOM €IMHOI0 MOpTajia WM B JUYHBIA KaOMHET 3asBUTENS B €IMHOMN
CHCTEME 3alpoca YIMOJHOMOYEHHOIro (elepaabHOr0 OpraHa MCIOJHUTENBHONM BIACTH JIO JHS
HampaBJIeHUsl 3asBUTENIEM IOCPEACTBOM E€IMHOTO IMOpTaja B YINOJIHOMOYEHHBIM (eaepanbHBI OpraH
UCTIOJIHUTENBHOW  BJIACTH MM  JIMYHBIH  KaOWMHET  yIOJHOMOYEHHOro  (elepajbHOro  OopraHa
UCIIOJIHUTENIBHON BJIAacTH B €IMHOM CHCTEME OTBETAa HA JAHHBIM 3alIpoC M HE YYHUTHIBAETCS IIPH
WCUHCIIEHUU CPOKa OHKCIEPTHU3bl KauecTBa (DapMaleBTUUYECKOM CyOCTaHLMM, MPOU3BEICHHOM s
pean3anui.

(uactsp 4.2 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

5. OcHoBaHMeEM Ui OTKa3a B HAlpPAaBICHUM B AKCIEPTHOE YUPEKJECHHUE 3a/laHusl Ha NPOBEACHUE
OKCTIEPTH3bl KAuyecTBa YyKa3aHHOW B dacTh | HacTosAmed craThbd (apMareBTHUECKONW CyOCTaHIIUU
SBJIIETCS HENPEJCTABJICHUE JOKYMEHTOB, YKa3aHHbIX B 4YacTH 2 HACTOSIIEH CTaTbU, OTCYTCTBHUE
uHbOpMaNKY, TOATBEpXKAAOUme (akT ymIaTel TOCYJapCTBEHHOM TMONIIIMHBI 32 BKIIOYCHHE
(bapMareBTHUECKOW CyOCTaHIIMK, TPOW3BEICHHON JUIS pealu3allii, B TOCYAApCTBEHHBIH pPEecTp
JIEKAPCTBEHHBIX CPEJACTB, HENPEACTABICHUE 3asBUTEIIEM B YCTAHOBJICHHBIN CPOK OTBETA HA YKa3aHHBIN B
gyacTu 4.1 HacTOSIIEH CTaThU 3aMPOC YIOJTHOMOYEHHOTO (heepaIbHOTO OpraHa HCIOTHUTEIBHOMN BIACTH
WM MpEeACTaBIEHUE TIOKYMEHTOB, HE COAEp KAIMX UCUEPITBIBAIOLIETO MepeUHsI HEOOXOUMBIX CBEIECHUH.
(dacthb 5 B pea. enepanbHoro 3akoHa oT 22.12.2014 N 429-03)

6. B TteueHue mnsATHamUATH pabOUYMX JTHEH CO JHS TOJYYCHHS PEIICHUs] YIOJIHOMOYEHHOTO
(dhenepanbHOrO OpraHa MCIOJTHUTEIHHON BJIACTH O HAMPABIICHUH B SKCIEPTHOE YUPEKJICHUE 3a/JaHUS Ha
MPOBEJCHUE SKCIEPTU3bl KadyecTBa YKa3aHHOW B uacTh | HacTosimiedl cratbu (papManeBTHUECKON
CcyOCTaHIIMM 3asBUTENb MPEJCTABISET B OKCIEPTHOE YUPEKIACHHUE I MPOBEICHUS TaHHOW SKCIIEPTU3BI
00pas1pl hapMareBTUUeCKOW CyOCTaHIIMK B KOJMYECTBE, HEOOXOAMMOM JIJIsl BOCTIPOU3BEICHHS METOJIOB
KOHTPOJISI KadecTBa. OJKCIEPTHOE YYPEXKJEHWE TMPH TOJydeHUH OOpa3IoB yKa3aHHOW B dacTtu |
HACTOSIIEH CTaThM (hpapMarleBTUUECKON CYOCTaHIIMM B TOT JK€ JIEHb HAINpaBIA€T B JIMYHBIA KaOWMHET
3asiBUTENI B €IMHOM CHCTEME yBeJIOMJIEHHE, MMOATBEPKAA0IIee MOJIydeHHEe ITUX 00pa3LoB. DTU CPOKU
HE BKJIIOYAIOTCS B CPOK MPOBEACHUS JAHHOU IKCIIEPTH3HI.

(B pen. denepanbHbix 3akoHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

7. YTpatun cuiy. - @enepanbubii 3akoH oT 30.01.2024 N 1-D3.

8. B cpok, He mpeBBINAIOMNNA AT padOYUX JHEW CO JHS HAMpaBIICHUs MMOCPEACTBOM €IMHOTO
mopTajia B YINOJHOMOYEHHBIM (heepabHbI OpraH HWCIOJHHUTEIIBHON BJIACTH WM JUYHBIA KaOWMHET
YIOJHOMOYEHHOTO (e/lepaJbHOr0 OpraHa HCIOJHUTEIbHONW BIACTH B €AMHOM CHUCTEME 3aKIIOYCHHS
KOMHUCCHUU SKCIIEPTOB MO pe3ysibTaTaM 3KCIEPTH3bl KauecTBa YKa3aHHOW B yacTu | HacTosiel craTbu
(dapmaleBTHUECKOM CyOCTaHIIMH, YIIOJIHOMOUYEHHBIN (hefiepanibHbIi OpraH UCIOJHUTEIBHOM BIACTH:

(B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

1) OCYIICCTBJIAACT OLICHKY TAKOI'O 3aKIOYCHHUA JIA ONPCACICHHA €ro COOTBETCTBHUA 3aJaHHIO Ha
IIPpOBCACHUC HaHHOfI SKCIICPTUSEI;

2) IpUHUMAET pelleHre O BKIIOUCHHH YKa3aHHOW B yacTu | HacTosulel crathu hapMaleBTHUECKOM
CyOCTaHIIMM B TOCYIApCTBEHHBIN peecTp JNEKapCTBEHHBIX CPEICTB WM pelIeHHe 00 OTKaze B TaKOM
BKJIIOUEHUU;

3) BHOCHT MpH TPUHSATHH PEIICHUS O BKIFOUCHHHM YKAa3aHHOW B 4YacTH | HACTOSNICH CTaThH
dapMareBTHUECKOW  CyOCTaHIIMM B TOCYAApPCTBEHHBIH  peecTp  JIGKAPCTBEHHBIX  CPEJICTB
MPeIyCMOTPEHHYIO YacThio 2 cTaTthu 33 Hactosmero denepanbHOro 3akoHa WHGOOPMAIIMIO U HAMIPABIISET
3asiBUTENII0 TIOCPEJICTBOM EIAMHOTO MopTaja WIM B JIMYHBIA KaOWHET 3asBUTENs B €AMHON CUCTEMe
BBITIUCKY U3 TOCYIAPCTBEHHOTO PeecTpa JeKapCTBEHHBIX CPEICTB.

(B pen. @enepanbHbix 3ak0HOB OT 22.12.2014 N 429-03, ot 27.12.2019 N 462-®3, ot 30.01.2024 N 1-
D3)

9. OcnHoBanuem 1 OTKasa BO BKIKOYCHHH YKaSaHHOﬁ B yactu 1 HACTOMAIEH CTaThHu
(bapMaHeBTquCKOﬁ Cy6CTaHI_II/II/I B T OCYI[apCTBeHHLIfI peecTp JICKApCTBCHHBIX CPCACTB SBJIACTCA
3aKIIIOYCHUC COOTBETCTBYIOLICTO YIMOJHOMOUYCHHOT'O d)ez[epanLHoro opraHa HUCIIOJIHUTEILHOM BIIACTH O
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

TOM, YTO Ka4€CTBO q)apMaL[eBTI/I'-IeCKOI\/'I CY6CTaHI_II/II/I HC NOATBCPIKACHO IMOJIYYCHHBIMU JaHHBIMHU.
(uactp 9 BBeneHa denepanbHbiM 3akoHOM OT 22.10.2014 N 313-®3; B pen. PenepaibHOro 3akoHa OT
04.06.2018 N 140-®3)

10. He momyckaercsi BKJIIOYEHHE B TOCYIAPCTBEHHBIM pPEECTp JIEKAPCTBEHHBIX CPEJICTB OJHOMU
(dapMaIreBTHUECKON CyOCTaHIIMY, MPOU3BEACHHOM /I peallu3alliid U BBIITYCKAEMOW OJHHM H TEM XKe
IIPOU3BOJIUTENIEM, B BUJE IBYX U 00JI€€ PEECTPOBBIX 3aIHUCEH.

(uactp 10 BBenena @enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

11. Buecenue u3MeHeHU! B JOKYMEHTHI Ha (papMaIrieBTUYECKYIO0 CYOCTaHIMIO, TIPOU3BEACHHYIO IS
peayiv3allii U BKIIIOUEHHYIO B TOCYJAPCTBEHHBIM pEeecTp JIEKapCTBEHHBIX CPEICTB, OCYLIECTBIISIETCS B
nopsiike, ycraHoBiieHHOM ctathsiMu 30 m 31 Hacrosmero ®enepanbHOro 3akoHa, C YIUIATOM
roCyAapCTBEHHOM MOLINHBI, IPEAYCMOTPEHHOM 3aKOHOAATENbCTBOM Poccuiickoit denepanuu o Hajorax
1 cOopax.

(uacth 11 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Koncynbrantlntoc: mpumeuanue.
O BO3MOXXHOCTH OOpaieHus ¢apMaleBTUUECKOM CyOCTaHIIMM, HCKJIIOYEHHOM M3 TOoCpeecTpa, CM.
takxke O3 ot 30.01.2024 N 1-O3.

12. Jlomyckaetcsi oOpamieHne (apManeBTHYECKOW CYOCTaHIIMU 10 HCTEYCHHS CpOKa TOJHOCTH,
MPOU3BEICHHOW [UIS pealu3allii B TEYCHHWE CTa BOCBMHJCCATH THEHW IIOCIE JaThl TPHHSATHUS
VIIOJTHOMOYEHHBIM (pe/lepaibHbBIM OPTaHOM HCIIOJTHUTEIHHON BJIACTH PEIICHHSI O BHECEHHUH H3MEHEHHUH B
JOKYMEHTHI Ha (hapMaIeBTHUECKYIO CyOCTaHIMIO, B COOTBETCTBHM C MH(OpMAaImen, coaepikamieics B
JTOKYMEHTaX Ha (apMameBTHIECKYI0 CYOCTAaHIIMIO IO JAaThl IPUHSTUS TAKOTO PEIICHUSI.

(gactp 12 B pen. @eaepanpuoro 3axkoHa ot 30.01.2024 N 1-D3)

13. Pemenue 00 HCKIIOYEHUH M3 TOCYAAPCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPENCTB
(bapmalleBTUUECKON CyOCTaHIIMM, MPOU3BEACHHON Ui peanu3aliy, NPUHUMAETCS YHIOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM HMCHOJHUTENBHOM BJIACTH B CITy4ae:

1) MpeaACTaBJICHUA COOTBECTCTBYIOIINUM YITOJTHOMOYCHHBIM (I)G,Z[epaJ'ILHbIM OpraHom HCITOJIHUTEIILHOM
BJIACTH 3aKIIIOYCHHA O PHUCKC HJIU 00 yYrpo3e XKU3HU WM 3J0POBBIHO UYCIIOBCKA 100 >KHBOTHOI'O IIpu
HCITIOJIb30BAHHUU JICKAPCTBCHHOI'O CPCACTBA,

2) HampaBJieHUs pa3pabOTYMKOM JICKAPCTBEHHOTO CPEACTBA WIIM ITPOU3BOJIUTEIIEM JICKAPCTBEHHOTO
CpeacTBa MO0 YIMOJIHOMOUYEHHBIM UMH JIPYTHM IOPUAMYECKUM JIMIIOM MOCPEICTBOM €IHMHOIO MopTaia B
YIIOJTHOMOYEHHBIN  (efepalbHbIi  OpraH  HUCHOJHUTENbHOM  BJIACTH WMIU  JIMYHBIM ~ KaOWHET
YIIOJTHOMOYEHHOTO (hefiepalbHOrO OpraHa HCIMOJHUTENBHON BJIACTH B €AMHON CHCTEME MOJAMHUCAHHOTO
YCUJICHHOW  KBaJU(HUIMPOBAHHOW OJIEKTPOHHOW TMOAMUCHIO 3asBICHHS 00 HCKIIOUEHUU U3
rOCyIapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEACTB (apMalleBTUUECKON CyOCTaHIIMH, MPOU3BEICHHOM
JUISl peanu3allii;

(. 2 B pen. @eaepanbHoro 3akona ot 30.01.2024 N 1-03)

Koncynprantlntoc: mpumedanue.
C 01.01.2026 n. 3 4. 13 cr. 34 He pacnpocTpaHs€TCs Ha MPABOOTHOLIEHUS, BO3HHUKAIOUIUE IIPU
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

oOpalleHnH JICKApCTBEHHBIX CPeACTB s MeauuuHckoro npumeHeHus (O3 ot 30.01.2024 N 1-D3).

3) orcyrcTBUs (papMalleBTUYECKON CYOCTaHIIMH, MPOU3BEACHHOM ISl peain3allud, B 0OpalleHnH B
Poccuiickoit deneparuu B TeUeHUE Tpex U Oosee JeT.
(dacte 13 BBenena @enepanbabiM 3ak0HOM OT 22.12.2014 N 429-D3)

Cratba 35. YTpatuna cuny ¢ 1 vions 2015 roaa. - PeagepanbHbIM 3aKoH oT 22.12.2014
N 429-®3.

Ctatba 36. OO6xanoBaHue peweHUss o6 oOTKase B BblAaye paspelleHUs Ha
npoBeAeHWe KIIMHMYECKOro uccrnenoBaHUsl FNeKapCTBEHHOro npenapara, peleHuss o6
OTKaze B rocyfapCTBEHHOM perucTpauum nekapcTBEHHOro mnpenapara, 3aKil4YeHus
KOMMCCUM IKCNEPTOB IKCMEPTHOIO yUYpEeXAeHUsA UNK1 3aKnYeHUs coBeTa No 3aTuke

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

Pemrenne cOOTBETCTBYIOMIETO YIMOJTHOMOYEHHOTO (peIepaibHOTO OpraHa WCIOJTHUTEIBHONW BIACTH
00 OTKa3e B BBIJAY€ pa3pelieHUs] Ha MPOBEACHHE KIMHUYECKOTO WCCIEIOBAHUS JICKAPCTBEHHOTO
mpenapara, pelmieHre yKa3aHHOTO ¢eAepadbHOTO OpraHa HCIOJHUTEIHPHOW BIAcCTH 00 OTKase B
rOCYJapCTBEHHON pPErucTpaldy JIGKApCTBEHHOTO TIperapara, 3akiIIoueHHe KOMHUCCHU OSKCIEPTOB
AKCIIEPTHOTO YUYPEKJICHUS WU 3aKIIOUYCHHE COBETa IO JTHKE MOXKET OBbITh 00KAJIOBAaHO B TOPSIKE,
YCTAHOBJIEHHOM 3akoHOAaTeNnbCTBOM Poccuiickoit ®enepanuu. 3akiIIO4EeHUE KOMHCCHUU HKCIEPTOB
AKCIIEPTHOTO YUYPEKJCHUS O B3aMMO3aMEHSEMOCTH JIEKAPCTBEHHBIX MPEMapaToB I METUITUTHCKOTO
MIPUMEHEHHsI JIMOO O TOM, YTO JIEKAPCTBEHHBIM Mpenapar Jjis MEIUIMHCKOTO MTPUMEHEHHUS HE SBISETCS
B3aMMO3aMCHIEMBIM, MOJXKET OBITh OOKaJOBaHO Jep)KaTelieM WM BIAJCIBIEM PETUCTPAIMOHHOTO
yIOCTOBEPEHHUS JIEKAPCTBEHHOTO Tpernapara B YIOJTHOMOYCHHBIN (penepabHbIi OpraH UCIIOTHUTEIbHON
BJIACTH, KOTOPBIA MPHUBJICKAET K PACCMOTPEHUIO YKa3aHHOMW JKaJloObI IMOJBEIOMCTBEHHBIC €My Hay4HbIC
OpraHu3alMi ©W O00pa30BaTe/IbHBIC OpPraHW3allMM  BBICIIETO  OOpa30BaHUsS, OCYIIECTBIISIONINE
NEATENBPHOCT, B cdepe oOpaleHus JIGKapCTBEHHBIX CPEACTB. 3aKIIOYECHHUE KOMHMCCHH DKCIIEPTOB
AKCIIEPTHOTO YYPEKJCHUS, O(GOpMIECHHOE IO HTOraM TIepecMOoTpa OO0KaJOBAHHOTO 3aKIIOUYCHUS
JKCIIEpTa, MOKET OBITh OCHOPEHO JeprKaTejaeM WM BIQJCIbIIEM PETrHCTPAIIMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO TpermapaTa Ju00 YHNOJIHOMOYEHHBIM HMMH JIUIOM B TOPSAIKE, YCTAaHOBIEHHOM
3akoHOAaTenbCcTBOM Poccuiickoit @enmepaumu. Ilpu oOxanoBaHUM pElICHUS YIOJIHOMOYEHHOTO
(dbenepaTbHOrO0 OpraHa HWCIIOJIHUTEIBHON BIIACTH, 3aKIIOUYEHHUS SKCIEpTa WJIM KOMHCCHUU DKCIIEPTOB
AKCIEPTHOTO YUPEKICHHUS, 3aKIIOYCHHSI COBETA MO 3TUKE JEP>KaTeNb WM BIAJENel] PErUuCTPAllMOHHOTO
yIIOCTOBEpPEHUs JICKAPCTBEHHOTO Mpernapara b0 YHNOJIHOMOYEHHOE MMU JIMIIO BIpPaBE IMPEACTABUTH
pe3yNnbTaThl SKCIEPTHU3bl JICKAPCTBEHHOTO IIpenapara, MPOTOKOJBI MOJYYEHHBIX aKKPEAUTOBAHHBIMU
UCIBITaTEIbHBIMU JTA00PAaTOPUAMU (LIEHTPAMH) PE3yAbTAaTOB UCCIIEI0OBAHUMN, UCTIHITAHUA.
(B pen. denepanpHOro 3aKoHa oT 27.12.2019 N 475-D3)

Cratba 37. WHdopmauusa, cBA3aHHaAA C OCYLECTBJIEHUEM TOCyAapCTBEHHOW
perucTpauMm wWnNuM  perucTpauum nekapcTBeHHbIX npenapaTtoB, WHcdopmauma o
3aperucTpupoBaHHbIX JIeKapCTBEHHbIX MNpenapatax W JeKapCTBEeHHbIX npenaparax,
MCKITIOYEHHbIX U3 rocyAapCTBEHHOro peecTpa NeKkapCTBEHHbIX CPeaAcTB
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-P3)
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

1. CooTBETCTBYIOIINI yIOJIHOMOYEHHBIN (eiepaibHbIil OpraH UCIOJHUTEIBHOM BIACTH pa3MeIaeT
Ha cBOoeM o¢uiuampHOM caiite B cetu "MHTepHeT" WH(pOpMAaNuMIo, CBSI3aHHYIO C OCYIIECTBICHHEM
rOCy/lapCTBEHHOW pErucTpallid WM PErucTpaliy JIEKAPCTBEHHBIX IIpernaparoB, B TOM 4YHCIIE
IIPOBEJICHUEM BKCIIEPTH3bl JIEKAPCTBEHHBIX CPEIACTB (BKJIOYAs pE3yabTaTbl €€ IPOBEIEHHUS),
MHPOpPMALMIO O 3apErHCTPUPOBAHHBIX JICKAPCTBEHHBIX IMperaparax M JIEKAPCTBEHHBIX IIperaparax,
UCKIIIOYEHHBIX U3 TOCYJAapCTBEHHOI'O PEECTpa JIEKAPCTBEHHBIX CPEJICTB, HE IO3/JHEE YeM 4epe3 ISTh
pabouux THEH co JHS MOyYeHHs YIMOJHOMOYEHHBIM (hefepabHbIM OPraHOM HCIIOJHUTEIBHOW BIACTH
COOTBETCTBYIOIIEH MH(OPMaLIUU.
(B pen. @enepanibHbIX 3akOHOB OT 22.12.2014 N 429-®3, ot 02.08.2019 N 297-®3, ot 30.01.2024 N 1-
®3)

2. Cpoku W TOPSJIOK pa3MElIeHHs YKa3aHHOW B yacTH | HacTosmied crtatbu HHQOpMAIUU
YCTaHABJIMBAIOTCSA YIOJHOMOYEHHBIM (e/iepaibHbIM OpPraHoM MCIIOJIHUTENbHON Biactu. MHpopmarus,
yKa3aHHas B 4acTH | HacTOsIIEH CTaTbU, SBISETCS OTKPHITONM M OOIIENOCTYMHOW M HPENOCTaBISAETCS
3aMHTEPECOBAHHBIM JIMIIaM B COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccuiickoit denepanun.

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

Mnaea 7. KNMMHWYECKUE UCCIIEAOBAHUA JIEKAPCTBEHHbIX
NMPEMAPATOB AnA MEAULUMWHCKOIO NPUMEHEHUA, AOTOBOP
Ob UX NMPOBEAOEHUN, NPABA NALUMUEHTOB, YYHACTBYIOLLUX
B 3TUX UCCIIEOOBAHUAX

Cratbs 38. KnuHuuyeckne wuccnenoBaHUA neKapCTBEHHbIX MpenapatoB AnA
MeAULIMHCKOro NpUMEHeHuUsA

1. Knuanueckue ucciieoBaHusl JEKapCTBEHHBIX MPEMapaToB ISl MEIUIIMHCKOTO MPHUMEHEHHUS, B
TOM YHCIIE MEXTyHAPOIHBIE MHOTOIICHTPOBBIC, MHOTOIICHTPOBBIE, IOCTPETUCTPAIIMOHHBIE, TPOBOJISATCS B
OJTHOW WJIM HECKOJIBKMX MEIUIIMHCKUAX OPTaHU3alHUsIX B CICAYIOIINX MEJISIX:
(B pen. denepanbubix 3aKk0HOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

1) ycranoBneHue 6€30MacHOCTH JIEKAPCTBEHHBIX MPENapaToB AJIs 3I0POBBIX JOOPOBOJIBIIEB U (HIIH)
MIEPEHOCUMOCTHU UX 370POBBIMU JOOPOBOJIbLIAMH, 32 UCKIIOYEHUEM TaKUX MCCIIECAOBAHUN JIEKapCTBEHHBIX
MpernapaToB, MPOU3BEACHHBIX 3a npenenamu Poccuiickoit denepanuu;

2) HO,Z[60p ONTUMAJIBHBIX JO3UPOBOK JICKAPCTBCHHOTI'O IIpCIlapaTa U KypcCa JICUCHUA IJId IMAUCHTOB
C OonpCacCICHHbBIM 38.60J'I€B8.HI/IGM, OIITUMAJIBHBIX J03 H CXCM BaKIIMHALINK I/IMMYHO6I/IOJ'IOFI/I‘16CKI/IMI/I
JICKAPCTBCHHLIMHU IIpC€IIapaTaMu 310POBbLIX ,Z[O6p0BOJ'ILI_[eB;

3) ycraHoBIIeHHE 06€30I1aCHOCTH JIEKApCTBEHHOTO IpenapaTta U ero 3pQeKTUBHOCTH /s NallUEHTOB
C OIpeleNeHHbIM 3a0o0JieBaHUEM, NPOPHIAKTHUECKOH APPEKTUBHOCTH HMMMYHOOMOJOTHYECKHX
JIEKapCTBEHHBIX IPENapaToB Ui 3I0POBBIX 100POBOJIBLEB;

4) HU3YUYCHHUEC BO3MOKHOCTU pACHINPCHUSA MOKa3aHUM IJISI MEIUIIMHCKOIO IMPUMCHCHU U BBIABJICHUSA
paHeC€ HECU3BCCTHBIX MOOOYHBIX JeCcTBUI 3apCTUCTPHUPOBAHHBIX JICKAPCTBCHHBIX MIPCIIAPATOB.

1.1. KnuHndeckue uccienoBaHUs JEKApCTBEHHBIX MPENaparoB s MEIUIUHCKOIO NPUMEHEHHUS
IIPOBOJATCS B COOTBETCTBUU C IPAaBUJIAMU HAJUICKALEH KIMHUYECKOM IPAKTUKH, YTBEPKICHHBIMU
EBpa3uiickoii 5KOHOMUYECKON KOMUCCUEH.
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

(uactsp 1.1 BBenena ®@enepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

2. B oTHOIIEHUHT BOCIIPOMU3BCACHHBIX JICKAPCTBCHHLIX MTPCIIapaTOB AJId MEAUIUMHCKOTO MPUMCHCHUA
IMPOBOAATCA HCCICAOBAHUA OMOSKBUBAJIEHTHOCTH U (I/IJII/I) TepaHeBTquCKOﬁ SKBUBAJICHTHOCTU B
HOPsIZIKE, YCTAHOBJIEHHOM aKTaMHM, COCTaBJIsIonmMu rpaBo Corosa.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

3. OpFaHI/I3aHI/IIO MPOBCACHHA KIIMHUYCCKUX I/ICCJIGI[OBaHI/Iﬁ JICKApCTBCHHOI'0 mpcrapara IJId
MCIUIHUHCKOI0 NpUMCHCHHA BIIPABC OCYIICCTBJIATD:

1) pa3zpaOoTuuk Je€KapCTBEHHOTO Iperapara Wik yIOoJHOMOYEHHOE UM JIUIIO;

2) oOpa3oBarenbHblE OpraHU3alMH BBICIIETO OOpa30BaHUs, OPTraHU3AIMU JOTOJHUTEIHHOTO
npodecCuoHaAIBHOTO 00pa30BaHuUs;
(. 2 B pen. ®exaepanbHoro 3akoHa ot 02.07.2013 N 185-03)

3) Hay4HBIE OpTaHU3AIUH.
(B pen. ®enepanbpHoro 3akona oT 30.01.2024 N 1-03)

4. KinuHUYecKHe WCCIEIOBAHUS JICKAPCTBEHHOTO TMpernapaTta Uisi MEAUIIMHCKOTO MPUMEHEHHS
MIPOBOJISITCSI HA OCHOBAHUU Pa3pelIeHUs] Ha MPOBEACHUE KIMHUYECKOTO UCCIIEOBAHUS JIEKAPCTBEHHOTO
mpemnapaTta, BBIJAHHOTO  YIOJHOMOYEHHBIM (efepaibHbIM OPraHoM HCHOJIHHUTEIBHOW  BIACTH.
Y1orHOMOYEHHBIN (peepalibHbINA OpraH MCTIOJHUTEIIPHOW BJIACTH BEIET PEECTP BBIAAHHBIX pa3perieHui
Ha TMPOBEJCHNE KIMHUYECKUX HCCIIeI0BAaHUMN JIEKAPCTBEHHOTO Iperapara, CoJAepKalluii yka3aHhe Ha UX
L[eJIb WM 1IeJIH, B YCTAHOBJIEHHOM 3TUM OPT'aHOM TOPSI/IKE.

(B pen. denepanbubix 3akoHOB OT 22.12.2014 N 429-D3, ot 13.07.2015 N 241-D3)

5. Yrparun cuiy ¢ 1 urons 2015 roga. - @enepanbubliii 3akoH ot 22.12.2014 N 429-D3.

6. K opranuzanuu mnpoBeleHUs KIMHUYECKUX HCCIIETOBAHUN JIEKAPCTBEHHOIO IMperapara s
MEJHUIIMHCKOTO TMPUMEHEHHUs] pa3pabOTUYMKOM JIEKApCTBEHHOTO TMpemapara MOTYT IPHUBIIEKATHCA
IOpUAMYECKUE JIMIA JII000M  OpraHM3alMOHHO-TIPaBOBOM (GOpPMBI  TMPU  YCIOBUU 0OECIEYEHHUS
COOTBETCTBUS ATUX HCCIEA0BaHUN TpeOoBaHUSIM HacTosiero denepanbHOro 3aK0Ha.

7. Ytpatun cuiy. - @enepanbubiii 3akoH ot 30.01.2024 N 1-03.

8. IlepedyeHb MEIUIMHCKUX OpraHu3aluid, MPOBOIAIIMX  KIMHUYECKHE  HCCIEI0BaHUS
JIEKapCTBEHHBIX MPEnapaToB A MEIUIMHCKOTO NMPUMEHEHUS, U PEeCTp BBIJAHHBIX pa3pelleHudl Ha
MPOBEJICHUE KJIMHUYECKUX UCCIEJOBAaHUM JICKApPCTBEHHBIX MPENapaToB OMYOJMKOBBIBAIOTCS H
pa3MeniaroTcs yIOJIHOMOUYEHHBIM (pefiepaabHbIM OPraHOM MCHIOTHUTENBHON BJIACTH B YCTAHOBIEHHOM UM
MOPsIJIKEe Ha CBOeM O(UITMAILHOM caiite B ceTH "MHTepHeT".

(B pen. ®enepanpHoro 3akona oT 30.01.2024 N 1-D3)

Koncynprantllntoc: nmpumedanue.
[Tonoxenus cr. 39 (B pen. @3 ot 30.01.2024 N 1-®3), kacarommuecsi MpeAOCTABIECHUS TOC. YCIyT
IIOCPEJCTBOM €JMHON CUCTEMBI U (WJIM) €AUHOTO nopTana, npuMenstores ¢ 01.01.2026.
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

Crtatbsa 39. PeweHue o npoBeAeHUU KNMHUYECKOro UCcriefoBaHUA NTeKapCTBEHHOro
npenapara Ansa MeauMUMHCKOro NnpMMmeHeHus

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

1. KnuHuueckoe wucciiejoBaHUE JIEKAPCTBEHHOI'O Ipemnapara Uil MEIULUHCKOTO NPUMEHEHUs
IIPOBOJIUTCS. HA OCHOBAHUM PA3pELICHMs Ha IIPOBEJICHUE KIMHUYECKOTO HCCIEA0BAHUS JIEKAPCTBEHHOIO
npenapaTa, BBIJIAHHOTO YIOJHOMOYEHHBIM (pelepaabHbIM OPraHoM MCIOJIHUTENbHOM BIIACTH IO
pe3yibTaTaM SKCHEpTHU3bl JIOKYMEHTOB, HEOOXOIMMBIX AJIsi IMOJYYEHUs pa3pelieHHs] Ha IPOBEACHUE
KJIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOIO IpenapaTa U 3THYECKOU dKCIIEPTU3BI.

2. JIns mosyueHus pa3peuieHus Ha MPOBEICHHE KIMHUYECKOTO HCCIIEOBaHUS JIEKAPCTBEHHOIO
rpenapara il MEIULIHUHCKOTO IPUMEHEHUs 3asBUTEIb HAIPaBJIsAET MOCPEACTBOM E€IUHOIO Ioprajna B
YIOJIHOMOYEHHBIM  (efepaibHbId  OpraH  WCIOJHUTENBHOW  BJIACTH  WJIM  JIMYHBIA ~ KaOWMHET
YIOJHOMOYEHHOTO (heZiepaibHOrO OpraHa UCIOJHUTEIbHOMN BIACTH B €IMHOM CHCTEME:

(B pen. ®enepanbpHoro 3akona oT 30.01.2024 N 1-03)

1) 3asBneHHE O BBIAAYE pa3pelieHHs Ha TPOBEICHHE KITMHINYECKOTO UCCIIE0BAHMS JIEKAPCTBEHHOTO
npemapara mid MEAUIMUHCKOI'O IMPUMCHCHUA, IIOAITMCAHHOC YCI/IJ'IGHHOI\/'I KBHJ'IPI(I)PIHHpOB&HHOfI
ANEKTPOHHOU MOANMNCHIO;

(B pen. ®enepansroro 3akoHa ot 30.01.2024 N 1-D3)

2) yrpatui cuny. - @enepanbubiii 3akoH oT 30.01.2024 N 1-D3;

3) NOpOTOKON KIMHUYECKOTO MCCIEIOBaHUs JIEKAPCTBEHHOTO Ipemnapara sl MEIUIMHCKOTO
MIPUMEHEHHS;

4) Opourropy ucciemoBaTens (Ui 3aperUCTPUPOBAHHOTO JIGKAPCTBEHHOTO Tpernaparta JOMyCTHMO
3aMEHUTh OJIOOpPEHHOW OOIIeld XapaKTEePUCTHUKOW JICKAPCTBEHHOTO  Mperapara, eclid  TaKo
JICKApCTBEHHBIH IMperapar 3aperucCTPUPOBaH B COOTBETCTBUH C aKTaMH, COCTaBJISIOIIMME mpaBo Coro3a,
M ero TMpUMEHEHHEe B KIMHUYECKOM HCCIICIOBaHUM HE TPOTUBOPEYUT OJOOPEHHOH OOmIei
XapaKTePUCTHUKE JICKAPCTBECHHOTO Mpernapara il METUIIMHCKOTO TIPUMECHEHUS);

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5) uHGOPMAIIMOHHBIH JTMCTOK MAIIUEHTA;

6) CBCACHUA 00 OIbBITE pa6OTBI I/ICCHG,Z[OBaTeHeﬁ 10 COOTBCTCTBYIOIIUM CIICHUAIIBHOCTAIM MU HUX
OIIBITC pa6OTBI I10 IMPOBCACHUIO KIIMHUYCCKUX HCCHCHOB&HHﬁ;

7) - 8) yrpatunu cuny. - @exepanbhsiii 3akoH ot 30.01.2024 N 1-D3;

9) KOIIMIKO OOTOBOpa 00s13aTEIILHOTO CTpaxOBaHUA, 3aKIHOYCHHOI'0O B COOTBETCTBUU C TUIIOBBIMU
IIpaBUJIaMH 00513aTEIHLHOTO CTpaxoBaHUusl, € YKa3aHUCM npenenLHoﬁ YUCJICHHOCTU MallMCHTOB,
Y4aCTBYIOIIIUX B KIMHHUYCCKOM HCCICAOBAHUHN JICKAPCTBCHHOI'O IHpfnapara AjId MCIUIHUHCKOTO
IIPUMCHCHUS

10) I/IH(I)OpMaI_[I/IIO O COCTaBC JICKAPCTBCHHOTO IIpCliapaTa A4 MCAUIHUHCKOIO NPUMCHCHUA (33
HCKJIIOYECHHEM OMOJIOTHYECKUX JICKAPCTBCHHBIX npenapaTOB);
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-®3)

11) noxyMeHT, cOoCTaBJ€HHBI MPOU3BOAUTENEM JIEKAPCTBEHHOIO IMpernapara s MEAUIMHCKOIO
NPUMEHEHUSI U COJEpKaIlMi IoKa3aTeau (XapaKTepUCTUKH), a TaKXKe CBEICHHUS O JIEKapCTBEHHOM
npernapaTe a8 MEAMLIMHCKOIO IPUMEHEHMs, IPOU3BEIEHHOM JUIsl MPOBEACHUS KIMHUYECKHX
UCCIIEI0BAaHUH (3a UCKIIIOUEHHEM OMOJIOTUYECKUX JIEKAPCTBEHHBIX IIPENapaToB);

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-®3)

11.1) noxyMeHTBl W CBEIEHHS, NPEIYCMOTPEHHBIE NPaBHJIAMU IPOBEJIECHUS HCCIEI0BAaHUI
OMOJIOTMYECKUX JIEKAPCTBEHHBIX CPEJICTB EBpa3uiickoro »KOHOMHUYECKOTO COI03a, YTBEPXKACHHBIMU
EBpa3uiickoit 3KOHOMUYECKO KOMUCCUEH;

(n. 11.1 BBeaen @enepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

12) cBenmeHus o nare MPENOCTaBIEHUS W PETUCTPAIMOHHOM HOMEpPE JIMIIEH3UU Ha MPOU3BOJICTBO
JIEKApCTBEHHBIX CPEACTB B Cydae, €CIM MPOU3BOJICTBO JIEKAPCTBEHHOTO TMpemnapara OCYIISCTBIISETCS B
Poccuiickoit ®enepanuu, WA JOKYMEHT, COJAEpKAIMA CBEACHUS O JaTe MpPeIOCTaBICHUS U
PErUCTPAIIMIOHHOM HOMEpPE 3aKIIOYEHHs O COOTBETCTBHH IMPOW3BOJUTENS JICKAPCTBEHHOTO TMperapara
TpeOOBaHUIM TIpaBUI HaJIeXKaIen MIPOU3BOJICTBEHHOMN MPaKTUKH, MPEI0CTaBICHHOTO
YIOJTHOMOYEHHBIM OPTaHOM CTPaHBI TPOU3BOIUTENS JIEKAPCTBEHHOTO Tperapara.

(B pen. @enepanbubix 3akoHOB OT 04.06.2018 N 140-®3, ot 27.12.2019 N 478-®3, ot 30.01.2024 N 1-
D®3)

2.1. Cgepgenusi, moarBepxaaroniue (akT YIUIaThl TOCYAApCTBEHHOW TIONIIMHBI 3a TMPOBEICHUE
ATUYECKON DKCHEPTHU3bI, IKCIEPTH3bl JTOKYMEHTOB Ha JIEKAPCTBEHHBIH MperapaTr Uisl IOJTydeHUs
paspenieHuss Ha TPOBEICHHUE KIMHUYECKOTO HCCIEAOBaHUS JICKAPCTBEHHOTO TMperapara s
MEIUIIMHCKOTO TPUMEHEHHUs, 3a BBbIJAdy pPa3pelIeHHs Ha MPOBEICHHUE KIMHUYECKOTO HCCIEIOBAHUS
JIEKApCTBEHHOTO TIpenapara Jisd MEAUIIMHCKOTO NMPUMEHEHHS, 32 MPOBEJACHUE SKCIIEPTU3BI JOKYMEHTOB
Ha JIEKAPCTBEHHBIM TMperapar Juisi TOJIyYeHHUsl pa3pelieHHss Ha MPOBEACHUE MEXIYHAPOIHOTO
MHOTOIICHTPOBOTO KJIMHHUYECKOTO HMCCICIOBAaHUS JIGKAPCTBEHHOTO Ipenapara i METUIIHHCKOTO
NMPUMEHEHHMsI, 3a BbIJIaYy pa3pelIieHuss Ha TMPOBEICHHE MEKIYHApPOJHOTO MHOTOIICHTPOBOTO
KJIIMHAYECKOTO MCCIICIOBAHMS JIGKAPCTBEHHOTO Tperapara JUisi MEAMIIMHCKOTO TPUMEHEHHUs, 3a
MPOBEJACHUE JTHYECKOW SKCIEPTHU3bI, SKCIEPTHU3bl JOKYMEHTOB Ha JICKQPCTBEHHBIM MperapaTr s
MOJIyUYeHUsl pa3pelleHus] Ha TMPOBEACHHE MOCTPETUCTPALMOHHOTO KIMHUYECKOTO UCCIIEOBAHUS
JIEKapCTBEHHOTO Tpernapara JUisi MEIUIIMHCKOTO0 MPUMEHEHHMs, 32 BblJady pa3pelieHHs] Ha MPOBEICHHE
MMOCTPETUCTPAIMOHHOTO KIMHUYECKOTO HCCIEAOBAaHUS JIEKAPCTBEHHOIO Tperaparta il MEAUITUHCKOTO
MIPUMEHEHHUS], & TAKXKE CBEICHUS O BBIABAeMbIX (IIPEIOCTABIIIEMbIX) YIIOJIHOMOUEHHBIMU (heqiepaabHbIMU
OpraHaMH MCHOJHUTENbHON BIACTH JOKYMEHTaX (CBENCHHSX), YKa3aHHbIX B TyHKTe 12 wyactu 2
HACTOSIIIEN CTaThH, YHOJHOMOYEHHBIH (pellepanbHblii OpraH HCIOJHUTENBHON BIACTH 3allpallluBacT B
MOPSAKE MEXKBEIOMCTBEHHOTO 3JIEKTPOHHOTO B3aUMOJCHCTBUSI.

(dacts 2.1 B pen. @eaepanbHoro 3akoHa ot 30.01.2024 N 1-03)

3. B cpok, He mpeBbIIAIOIIUNA TpeX pabouyMX AHEH co JHSA HamnpaBleHUS B JIMYHBIA KaOWHET
YIIOJIHOMOYEHHOTO (pe/IepalbHOr0 OpraHa HUCIOJHHUTEIbHON BJIACTH B €IMHOM CHCTEME YKa3aHHOI'O B
nyHkTe | yacTu 2 HacTosIied cTaTbM 3asBJICHHS M HEOOXOIMMBIX JOKYMEHTOB, YHNOJHOMOYEHHBIN
(benepanbHbIN OpraH UCIIOJTHUTEIBHOMN BIIACTH:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-P3)

1) MMPOBOAUT MPOBEPKY IMOJHOTHI U JOCTOBECPHOCTH CBCﬂCHHﬁ, COACPIKAIINXCA B IPECACTABIICHHBIX
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

3asABUTCIIEM NOKYMCHTAX,

2) NpUHUMAET PELIEHUE O MPOBEACHUU 3KCIEPTU3bI JOKYMEHTOB Ui MOJIYYEHUsl pa3pellieHus Ha
IIPOBEACHUE KIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOIO Iperapara Uil MEAULMHCKOTO ITPUMEHEHUS
Y ATUYECKOM 3KCIEPTU3bI UM 00 OTKA3€ B IPOBEACHUN YKa3aHHbBIX SKCIIEPTHU3;

3) HampaBIISET 3asIBUTEIIO TOCPEACTBOM CIMHOTO MOPTAJla WM B JIMYHBIA KAOWHET 3asBUTEIS B
€IMHON CHCTEMEe TIOIMCAaHHOE YCUIICHHON KBaMM(PUIMPOBAaHHON JIEKTPOHHON MOAIMCHIO YBEIOMIICHHE
O TIPUHATOM pELIEeHUH 100 B ciydyae MPUHATUS pelieHHs] 00 0TKa3e TaKKe C yKa3aHHUEM IMPUYUH TaKOTro
0TKa3a;

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

4) HampaBJIsIeT B IMYHBIN KaOWHET AKCIEPTHOTO YUPEXKACHUS B €IMHON cucTeMe U IMYHbIN KaOMHET
COBETa IO ATHKE 3aJaHUsl Ha NPOBEJACHHE COOTBETCTBYIOIIMX HKCIEPTU3, MOJINUCAHHBIE YCHUIECHHBIMU
KBJIM(DUIIMPOBAHHBIMU 3JIEKTPOHHBIMH MOMHUCSIMU.

(1. 4 B pen. ®exnepanbHoro 3akona ot 30.01.2024 N 1-03)

4. B ciyuae BBISBICHUS HEMOJIHOTHI W (WJIM) HEIOCTOBEPHOCTH HH(POPMAIIMH, COJEpKAIIEHCs B
MIPEACTABICHHBIX 3asgBUTEIEM JOKYMEHTAaX, YMOJHOMOYECHHBIN (enepanbHBIi OpraH HCIOTHUTEILHON
BJIACTH HAIPaBJISET B JIMYHBIA KaOWHET 3asABUTENS B €MHOW CHCTEME 3ampoc 00 YTOYHEHWU yKa3aHHOU
nHpOpManuK, MOAMUCAHHBIA YCHWJICHHOW KBaTW(UIIMPOBAHHOW SJICKTPOHHOW TMOAMKUCHIO. 3asBUTEIh
00s3aH HaMpaBUTh B JUYHBI KAaOMHET YMOJHOMOYEHHOTO (enepaabHOro OpraHa HCIOJIHUTEIbHON
BJIACTH B €IUHON CHCTEME TMOJMWCAHHBIA YCUJICHHOW KBATH(UIIMPOBAHHOW SJICKTPOHHOU MOIMHCHIO
OTBET Ha 3alpoc YIOJHOMOYEHHOro ¢elepallbHOrO OpraHa HCIOJHUTEIbHONW BIIACTH B CpPOK, HE
MIPEBBIIAIONINH IeBSIHOCTA paboUnX AHEW CO JHS MOJIyYEHHS YIIOJHOMOYEHHBIM (efepalbHbBIM OpraHOM
WCIIOJIHUTENBHON BJIACTU JJIEKTPOHHOTO YBEIOMJIEHHMS O TOJY4YeHHM 3asBuTesneM 3ampoca. Cpok,
YKa3aHHBII B 4acTH 3 HACTOSAUICH CTaTbU, IPUOCTAHABIMBACTCS CO JHS HANpPaBJICHUs B JUYHBIN KaOMHET
3asiBUTENII B EAUHON CHCTEME 3alpoca YIOJIHOMOUYEHHOro (enepaabHOro OpraHa HCIOIHUTEIbHON
BJIACTH [0 [JHS HaIlpaBJIeHUs B JIMYHBIM KaOWHET YIMOJHOMOYEHHOTO (QelepalbHOro OpraHa
WCIIOJIHUTENBHOM BJIACTH B €IMHON CHCTEME OTBETA Ha 3alPOC U HE YUUTHIBACTCS IIPU UCUUCIIEHUHU CPOKa
MPUHSATHS YIIOJHOMOYEHHBIM (eiepalIbHbIM OPraHOM HCIIOJIHUTEIBHON BJIACTU PEUICHUS O MPOBEACHUU
AKCHEPTU3Bl JOKYMEHTOB JUIsl MOJIyYEHHUs pa3pelleHHs Ha MpPOBEICHHE KIMHUYECKOrO HCCIIEIOBAHUS
JIEKapCTBEHHOTO IpernapaTa Jjsl MeIUIIUHCKOTO MPUMEHEHUSI.

(dacth 4 B pen. @enepanproro 3akoHa ot 30.01.2024 N 1-D3)

5. OcHOBaHMeM JUIsl OTKa3a B MPOBEACHUU HKCIEPTU3bl JOKYMEHTOB IS MOJIYUYEHUS pa3pelieHus
Ha I[pOBEIEHHE KIMHUYECKOTO MCCIEeOBaHUs JIEKapCTBEHHOTO IpenapaTta Uil MEIUIIMHCKOTO
IPUMEHEHHUsI M STHYECKOW SKCIEpTU3bl SBISETCA NPEACTaBICHHE TOKYMEHTOB, IPEIyCMOTPEHHBIX
YacThIO0 2 HACTOALICH CTaTbM, B HEMOJHOM OOBEME, HENpeACTaBICHUE 3asBUTEIEM B YCTAHOBJIEHHBIH
CpPOK OTBETa Ha yKa3aHHbI B YacTH 4 HACTOSIIEH CTaThU 3alpocC YMOJHOMOYEHHOIO (eepantbHOro
OpraHa HCIOJHHUTENbHOHN BIacTu MO0 OTCYTCTBHE B IPEJICTABICHHBIX JOKYMEHTAaX MCUYEPIBIBAIOLIETO
nepeyHs HeoOxoauMmol uHpopManuu WM HH(OpPMAlMK, KOTOpas JOJDKHA ObITh OTpakeHa B HHUX, a
TaKK€ OTCYTCTBHE  CBEJEHUH, KOTOpPbIE B  JaJbHEWIIEM MOATBEPKIAAKOTCS  IOCPENCTBOM
MEXBEJIOMCTBEHHOI'0 3JIEKTPOHHOT'O B3aWMOJIEHCTBHUSA, O (paKkTe yIiaThl TOCYAapCTBEHHOM MOLUIMHBI 32
IIPOBEJIEHUE DTUYECKOM OKCIEPTHU3Bl, DKCIEPTU3bl JTOKYMEHTOB Ha JIEKapCTBEHHBIM Ipenapar s
MIOJIyUYEHUS pa3pellieHUs] Ha MPOBEIECHUE KIMHUYECKOIO MCCIIEN0BaHUs JIEKapCTBEHHOTO IpenapaTa A
MEUIMHCKOTO NPHUMEHEHUs, 3a BbIJAuy pa3pellieHUs Ha IPOBEACHUE KIMHUYECKOTO MCCIIEI0BaHUS
JIEKapCTBEHHOI'O Ipenapara Julsl MEAULHUHCKOIO IPUMEHEHHUs, 3a IPOBEACHNUE DKCIIEPTU3bl JOKYMEHTOB
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

Ha JIEKapCTBEHHBIH TMpemapar [uis NOJY4eHHUs pas3pelieHds Ha TMPOBEICHHE MEXKIyHapOIHOTO
MHOTOILIGHTPOBOTO KJIMHAYECKOTO HCCIIEAOBAaHMS JIEKApPCTBEHHOTO TMperapara JUisi METUIMHCKOTO
NpPUMEHEHHs, 3a BbIIa4y pa3peuieHus Ha MPOBEACHUE MEXAYHAPOJHOTO  MHOTOLIEHTPOBOTO
KJIMHAYECKOTO HCCIIEOBAaHMUS JIEKAPCTBEHHOTO TIpernapara s MEJUIIMHCKOTO TPHUMEHEHHs, 3a
IMPOBCACHUC STHYECKOH OKCIICPTU3BI, ISKCIICPTU3BI JOKYMCHTOB Ha HeKapCTBeHHBIﬁ npemnapar i
IMOJYYCHHA pa3pClICHUA Ha MMPOBCACHUC MOCTPECTUCTPAIMOHHOTO KIIMHUYCCKOI0 HCCICAOBAHUA
JICKApCTBCHHOI'O Ipfcrapara A MCAULNUHCKOTO IMPUMCEHCHUS, 3a BbiAady paspClICHHA Ha HPOBCACHUC
MOCTPETUCTPAIMOHHOTO KIIMHUYCCKOI0 HCCICAOBAHHA JICKAPCTBCHHOI'O ITperiapara st MCAUIHHCKOI'O
IMPUMCHCHU.

(B pen. ®enepanbHoro 3akona oT 30.01.2024 N 1-®3)

6. IlpoBenmeHme OKCIEPTHU3Bl JOKYMEHTOB [UIsi TIOJIyYEHHs] pa3pelIeHdss Ha TPOBEICHUE
KIIMHAYECKOTO MCCIIEIOBAHMUS JIEKAPCTBEHHOTO Tpernapara JUlsi MeIUIIMHCKOTO MTPUMEHEHHSI 1 STHIECKOH
OKCTIEPTHU3BI, COCTABIICHHE KOMHUCCHEH IKCIIEPTOB U COBETOM IO 3THKE 3aKIIFOYCHUN O BO3MOKHOCTH HITH
HEBO3MOXXHOCTH TIPOBEJCHUS TaKOTO KIMHUYECKOTO WCCIENIOBAHMS, TIOANMCAHUE 3aKIIIOYCHUN
YCHUJICHHBIMH KBJTM(UIIMPOBAHHBIMU DJIEKTPOHHBIMH ITOAMTUCSIME U HalpaBJICHUE TAHHBIX 3aKIFOYCHUH B
JUYHBINA KaOMHET YIMOJHOMOYEHHOTO (elepalbHOTO OpraHa UCIOJHUTENBHOM BIACTH B €IMHOM CUCTEME
OCYIIECTBIISIIOTCSL B CPOK, HE TPEBBIMIAIONINNA JBAANATH TATH pabovuX IHEW cO IHS HANpaBIICHHUS B
JUYHBIA KaOWHET OKCIEPTHOTO YUPEXKJACHUS B EIMHOW CHCTeME 3aJaHusi YHNOJHOMOYEHHOTO
(benepaabHOTO OpraHa UCTIOJTHUTEIBHOW BIACTH C MPHIIOKEHUEM JOKYMEHTOB, YKa3aHHBIX B TYHKTax 3,
4, 10, 11 n 11.1 gactu 2 HACTOSIIEH CTAThHU, W HAMPABJICHHUS B JIMYHBI KaOMHET COBETA IO ITHKE B
€IMHOM cucTeMe 3aJaHusl YIMOJIHOMOUYEHHOro (hefepanbHOr0 oOpraHa HCIHOJHUTENBHOM BIAcTH ¢
MPUJIOKEHUEM IOKYMEHTOB, YKa3aHHBIX B TyHKTaxX 3 - 6 1 9 yacTu 2 HACTOSIIIEH CTaThH.

(dactpb 6 B pen. @enepanbHoro 3akoHa oT 30.01.2024 N 1-D3)

7. B cpok, He TPEBBINIAIIUA TpeX paboumx THEH CO JHS HANpaBICHUS B JIMYHBIA KaOWHET
YIOJHOMOYEHHOTO (hefepaibHOr0 OpraHa HCHOJHUTEIBHOM BIACTH B €AMHON CHCTEME 3aKIIOYeHH,
YKa3aHHBIX B 4acTu 6 HACTOSIEH CTaTbH, YIOJIHOMOYEHHBIM (enepanbHbId OpraH HCHOJHUTEIBLHOM
BIIACTH:

(B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

1) OCYIIECTBJIAACT OLUCHKY IMOCTYIIHMBIINX 3aKJIFOYCHUH I OIMPEACTICHUA NX COOTBETCTBHUA 3aJaHHUAM
Ha ITPOBEACHHUEC COOTBCTCTBYIOIIUX SKCIICPTU3;

2) mpUHUMAaET pEIICHHWE O BBIJAYe pPa3peIICHHs Ha IMPOBEJACHUE KIMHHYECKOTO HCCIICIOBAHMS
JIEKApCTBEHHOTO TIperapara JJisi MEIUIIMHCKOTO PUMEHEHUS, BHOCUT B PEECTP BBIJAHHBIX Pa3peIICHUMA
Ha TPOBENCHHE KIMHUYECKUX HCCIEIOBAHUN JIEKApCTBEHHOTO TMpenapara COOTBETCTBYIOIIYIO
MH(POpPMAIIMIO W HaIpaBISET IOCPEJACTBOM E€IWHOTO IOpTaja 3asABUTEII0 WJIW B JIMYHBIM KaOWMHET
3asIBUTENIS B €IMHOM CUCTEME BBIIIMCKY U3 peecTpa BbIAAHHBIX PA3PEIICHHI Ha MPOBEIECHUE KIIMHUYECKUX
WCCIIEIOBAaHUN  JICKQpCTBEHHOTO  TMpemapaTa, TMOJNHCAHHYI0  YCHJIEHHOW  KBalU(UIIUPOBAHHOM
ANEKTPOHHOU MOANKCHIO;

(. 2 B pen. ®eaepanbHoro 3akona ot 30.01.2024 N 1-03)

3) mpuHHMMaeT pemieHne o0 OTKa3e B BbIJaue pa3pelieHus Ha MPOBEACHHE KIMHUYECKOTO
WCCIEeIOBAHUS JIEKAPCTBEHHOTO Mpemnapara Ui MeIUIIMHCKOTO MPUMEHEHHS U HAIPaBJIsieT OCPEICTBOM
€IMHOTO MOpTajia 3assBUTENIO WM B JIMYHBIA KaOWHET 3asBUTENS B €IUHOU CHCTEME JJAHHOE pEIICHHE,
MOANMKMCAHHOE YCUTICHHOW KBATU(DUIIMPOBAHHOMN 3JIEKTPOHHOU MOAMKUCHIO, C YKa3aHUEM MPUYHH OTKa3a.
(. 3 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

8. OcHOoBaHHEM AJId 0TKa3a B BbIAAYC PaspClICHUA Ha HNPOBCACHUC KIIMHUYCCKOTO HCCIICAOBAHUA
JICKApCTBCHHOT'O IMpfrapara M MEAUIHUHCKOIO0 NMPpUMCHCHHUA SABJIACTCA HAJIMYNEC 3aKIHOYCHUSA KOMHUCCHUU
OKCIICPTOB HMJIM 3aKIOYCHHA COBCTAa II0 I3THKE O HCBO3MOKHOCTH IPOBCACHUA KIMHHUYCCKOIO
HCCIICA0OBaHUA JICKAPCTBCHHOI'O IIpfriapata A4 MCEAWLIMUHCKOr0O IPHUMCHCHUA 110 PE3yiibTaTaM
MMPOBCACHHBIX DKCIICPTU3, NPCAYCMOTPCHHBLIX YaCTbIO 6 HaCTOSIIIICf/'I CTaTbu.

9. Pemenne 006 oTKaze B IPOBEACHUM 3KCIIEPTU3bl JOKYMEHTOB JJIsl NOJYYEHMsI pa3pelieHUs Ha
MPOBEACHUE KIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOTO IMpernapara il MEAUIIUHCKOTO MTPUMEHEHUS
158 3TI/I‘-I€CKOI\/'I BKCHepTI/ISI)I U B BbIgA4c pa3pemeHH51 Ha HpOBe)IeHI/IC KIIMHUYECKOT'O HCCIICOA0OBAHUA
J'IeKapCTBeHHOFO npenapaTa JIsT MEOUIITUHCKOT'O HpI/IMeHCHI/Iﬂ MOXET 6BITI) O6)KaJ'IOBaHO B HOpHI[Ke,
YCTaHOBJIEHHOM 3aKOHOJATENLCTBOM Poccuiickon denepanuu.

Koncynsrantlnroc: npumeyanue.
[Tonoxenus ct. 39.1 (B pen. @3 ot 30.01.2024 N 1-®3), kacarommecs: MPeAOCTABICHUS TOC. YCIYT
IIOCPEACTBOM €IMHOM cucTeMsl, npuMenstores ¢ 01.01.2026.

Ctatbs 39.1. 9TM4eckasn akcnepTmusa
(BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

1. OTraeckas SKCIIEpTHU3a MPOBOAUTCA COBETOM II0 3TUKE, CO3AAHHBIM B IMOPAAKE, YCTAHOBJIICHHOM
YIIOJIHOMOYCHHBIM (beﬂepaJ'IBHBIM opraHomM HCITOJTHUTEILHOMN BJIaCTH, B LECJIAX BblAa4M 3aKIIFOYCHUA 00
ITHYECKOH 00OCHOBAHHOCTH BO3MOYKHOCTH IMPOBEACHUA KIIMHUYCCKOr0 MCCJICIOBAHUSA JICKAPCTBCHHOIO
npemnapara Jjid MEAUIUHCKOTI'O IIPUMCHCHHU .

2. DKcnepTaMy COBETA IO 3TUKE MOTYT OBITh NMPEACTABUTENN MEAULIMHCKUX OPraHU3ali, HAaydYHbIX
opraHusaiuii, o0pa3oBaTeJIbHBIX OpraHU3alMid BBICHIET0 OOpa30BaHMs, a TaKKe NPEICTaBUTEIN
OOLIECTBEHHBIX OpPraHU3alMN, PEIUTHO3HBIX OpPraHU3alMi U CpeAcTB MaccoBod MHpopmanuu. [lanHbie
AKCHEPTHl HE JOJDKHBI HAXOAUTHCA B KaKOW-THMOO 3aBUCHUMOCTH OT Pa3pabOTUMKOB JIEKaPCTBEHHBIX
MpernapaToB U JPYTUX JIUL, 3aMHTEPECOBAHHBIX B pe3yJabTaTaX ATHUECKON IKCIEPTHUHI.

3. Omnnara YCIYTr OSKCHEPTOB COBETA 110 I3THKE OCYHICCTBIIICTCA HA OCHOBAHWU OOTOBOpA,
3aKIIFOYCHHOI'0 MCXKAY YIIOJIHOMOYCHHBIM (I)eﬂepaHLHLIM OopraHomM HCITOJIHUTEJIFHON BJIaCTH, KOTOPbLIM
CO3JaH COBCT II0O OTHKE, MU OKCICPTOM COBCTAa II0 OJ3THKE, 3a CUCT 6IO,Z[)KCTHBIX aCCHFHOBaHHﬁ,
MNpeaAYyCMOTPCHHBIX YIIOJIHOMOYCHHOMY Q)eﬂepaHLHOMy oprany HCITOJIHUTEILHON BJIaCTH, KOTOPBIM
CO34aH COBCT IIO J3THKEC, B Q)eﬂepaHBHOM 6IO,Z[)I(€T€ Ha COOTBCTCTBYIOH_II/Iﬁ rog Ha oOecreyeHHne €ro
ACATCIIBHOCTH, B pa3MEpax, YCTAHOBJIICHHBIX HpaBHTeHBCTBOM Poccuiickoi CDez[epauI/H/I.

4. DkcnepThl COBETa MO 3TUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJIATEIbCTBOM
Poccuiickoit denepanun.

4.1. HpI/I MMpOBEACHNUU 3TUYECKOH OKCHICPTU3BI HE MOOITYCKACTCA I/ICTpe60BaHI/IC OKCIICPTOM Y
3asBUTEISA JTUOO HMHBIX Jial, MaTcpualios, HeO6XOI[I/IMLIX UL IPOBEACHUA ATHUYECKOU OKCIICPTU3LI. B
cJIyda€ HCAOCTATOYHOCTU HNPCACTABJICHHBIX 3KCIICPTY MATCPUAIIOB B JINYHBIA KaOWHET 3asBUTCIS B
€IMHOM CHCTEME YIIOJIHOMOYCHHBIM JIMIIOM COBCTA IIO 3THUKE HAIPABJIACTCA 3alpOoC O NPCACTABICHUHN
HCO6XO,Z[I/IMBIX MaTcepuajiosn, MOATICaHHBIN PYKOBOJUTECIICM (yHOJ'IHOMO‘-ICHHBIM J'II/II_IOM) COBE€Ta I10 3TUKEC
C HUCIOJb30BaAHHEM yCPIJ'ICHHOfI KBaHH(I)HHHpOBaHHOﬁ 3HCKTp0HHOf/'I MOANUCH, a TaKKC HAIPABIIACTCA
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

yBeZIoMJIeHHE 00 yKa3aHHOM 3alpoce B JIMYHbIM KaOWHET YIOJIHOMOYEHHOIo (henepanbHOro opraHa
WCTIOJIHUTEJIBHOW BJIACTH B €AMHOMN CHCTEME.
(uactsp 4.1 BBenena @exnepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

4.2. 3asBurenb 00s3aH HANPABUThL B JMYHBIH KaOWHET COBETa 1O AITHKE B CIUHOW CHCTEME
MOJMUCAHHBIA yYCWJIGHHOW KBaJM(UIMPOBAHHOW JIIEKTPOHHOW TOJMHMCHIO OTBET HAa 3ampoc O
MIPE/ICTaBICHUH HEOOXOJUMBIX MaTEepHajlOB COBETY MO ATHKE B CPOK, HE IPEBBIIIAIOUIUN JEBSHOCTA
pabounx JHEW cO JHS TOJYYCHHS COBETOM II0 3THUKE DIIEKTPOHHOTO YBEJAOMIICHHS O TMOJYyYCHUU
3asiBUTENIEM YKa3aHHOIO 3ampoca. Bpems co 1Hs HampaBieHHUs COBETOM IO 3THUKE B JIMYHBIK KaOMHET
3asBUTENII B €IMHOM cucTeMe 3ampoca O TPEACTaBIEHUM HEOOXOJUMBIX MaTepuanoB N0 JHSA
HaIpaBJICHUs 3asBUTEJIEM B JIMYHBIN KAOMHET COBETA MO ATUKE B €IMHOM CUCTEME OTBETa Ha YKa3aHHBIN
3aMpoc He YYUTHIBAETCS MPU UCUUCIEHUHU CPOKA MPOBEACHUS STUUECKON IKCIIEPTU3BI.

(uactsp 4.2 BBeaeHa @enepanbHbM 3akoHOM 0T 30.01.2024 N 1-D3)

5. CocTtaB coBeTa MO 3TUKE, TIOJIOKEHHE 00 3TOM COBETE, MOPSIOK €ro NeATeTbHOCTH, TPeOOBAHUS K
KBATM(UKAIIMKN U OTIBITY PaOOTHI MO SKCIIEPTHOM OIIEHKE HAYIHBIX, METUITMHCKUX U dTUUYECKHX ACTIEKTOB
KIMHUYECKUX  HUCCIEIOBAHUM  JICKAPCTBEHHBIX MpEenapaTtoB Ui MEIUIMHCKOTO MPUMEHEHUS,
NpEIbSABISIEMbIE K JKCIEpPTaM COBETa MO ATUKE, TMOPSIOK OPTraHU3alMd W TMPOBEACHUS STHUYECKOM
AKCIIEPTHU3BI, (popMa 3aKITIOUEHUS COBETA MO THUKE YCTAHABJIMBAIOTCS YIMOJTHOMOYEHHBIM (eaeparbHbIM
OpPraHOM HCIIOJTHUTENIbHOM BJacTU. YMCIIO MpeacTaBUTENEH METUIMHCKUX OpraHu3aluid HE MOXKET
MPEBBIIIATH TIOJOBUHY OT OOIIIEr0 Yncia 3KCIIEPTOB COBETA MO ATHKE.

6. NUndopmamus o cocraBe coBeTa MO 3THUKE, IUIAHAX €ro padoThl M TEKYIIEH IesATEIHbHOCTH
pa3Meniaercss Ha OQUIMAIBHOM CalTe YIOJIHOMOYEHHOTO (QelepaJbHOTO OpraHa HCIOJHUTEIbHOU
BJacTH B ceT "MHTEpHET" B yCTAHOBIEHHOM MM TOPSIIKE.

Koncynprantllntoc: mpumedanue.
[Tonoxenus cr. 40 (B pen. @3 ot 30.01.2024 N 1-d3), kacarommecss MPEAOCTABICHUS TOC. YCIyT
MOCPENICTBOM €MHOM cuctembl, mpuMmeHsaroTesa ¢ 01.01.2026.

Cratba 40. NpoBeaeHMe KIMHUYECKOro UccnenoBaHUA feKapCTBEHHOro npenapara
Ans MeAULMHCKOro NpuMeHeHus

1. PykoBoauTE)Ib MEIMIMHCKOW OPraHW3allik, KOTOpas MPOBOJHUT KIMHHYECKOE HCCIICIOBAHHE
JICKapCTBCHHOI'O  Ipemapara JJIi  MEIUIIMHCKOrO0  NPUMEHEHHWsS, Ha3HavyaeT  HCCIIeJoBarels,
OTBETCTBCHHOTO 3a TIPOBEJICHHE TAKOTO WCCICIOBAHUS W HWMEIOIIEro JICYeOHYI0 CIEIHaIbHOCTh,
COOTBETCTBYIOIIYIO TPOBOJUMOMY KIMHHUYECKOMY WCCICIOBAaHUIO JICKAPCTBEHHOTO TIpenapara, co
CTa)keM paboThl MO MporpaMmaM KIMHHYECKUX HMCCIEeIOBAaHUN JEKapCTBEHHBIX IMpenapaToB HE MeHee
4yeM TpU TrojJa U MO €ro MpeAjoKEHUI0 Ha3HAauyaeT COMCCIeloBarelel W3 dYucia Bpaded dTou
MEJUIIMHCKOW OpraHu3aIiH.

(B pen. denepanpHOrO 3aK0oHa OT 22.12.2014 N 429-D3)

2. HccnengoBarenp OCYHICCTBJIACT BBI60p MNanueHTOB, KOTOPBIC IO MCIUIHWHCKUM IIOKA3aHUAM
MOT'YT OBITh MMPUBJICYCHBI K YYAaCTHIO B KIIMHUYCCKOM HCCICIOBAHUU JICKAPCTBCHHOTO IIpriapara IJIs

MCIUITUHCKOI'O IMPUMCHCHHA.

3. HccnegoBaTenr HM  COMCCIEHOBATENIM JIOJDKHEI ObITh O3HAKOMJICHBI C pe3yibTaTaMn
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

JOKJIIMHUYCCKOI'O HUCCICI0BaHUA JICKAPCTBCHHOT'O CpCacTna, COACPIKAINNMHUCA B 6p0m10pe
HCCIICO0BATECIA, IMPOCKTOM IIPOTOKOJIA KIIMHUYCCKOI'O0 HCCICAOBAHHA JICKAPCTBCHHOI'O IIplriapara Ijid
MCIUIHUHCKOI0 MNPHUMCHCHUA, paBpa6OTaHHI>IM pa3pa60Tq1/H<0M JICKApCTBCHHOT'O IIpfliapaTa WJIW HWHBIM
IOPUIUYCCKUM JIMIOM, IIPHUBJICKACMBIM K OpraHu3alyvyd IMPOBCACHUA KIMHUYCCKOTO HCCICA0BaHUA
JICKApCTBCHHOI'O Ipfcliapara miA MCEAULIUHCKOTO MNPHUMCHCHUA, W OPYTUMH MaTcpualaMu TaKOIro
HUCCICIOBAaHU.

3.1. PykoBoauTeNh MEJUIIMHCKOM OpraHU3allu B CPOK, HE MPEBBIIIAOIINN TPEeX pabo4YnX THEH co
JIHSI HadaJjla MPOBEJIEHUs KIMHUYECKOTO MCCIEA0BaHUS JIEKAPCTBEHHOTO Mpernapara JUisi MeAUIIMHCKOTO
MpUMEHEHHsI, coo0IaeT 00 3TOM B YNOJHOMOYEHHBIN (hefepanbHbIi OpraH MCIOJHUTEIbHON BIACTH,
BBIJABIINI pa3pelleHre Ha IPOBEICHNE TAKOTO UCCIIEI0BaHMsI, [0 YCTAHOBIEHHON UM (opMe.
(uactp 3.1 BBeena @exepanbHbiM 3ak0HOM OT 29.11.2010 N 313-03)

4. OpraHuzanuy, OCYIIECTBIISIOIIME OPraHU3ALUI0 IPOBENCHHUS KIMHUYECKOIO HCCIIEI0BaHMS
JIEKAPCTBEHHOI'0 IIpernapara Uil MEIUIUHCKOrO NPHMEHEHHMS W yKa3aHHble B 4acTH 3 crarbu 38
Hacrosmero @denepanbHOrO 3aKOHA, B ClIydyae HEOOXOJUMOCTH BHECEHHUS M3MEHEHUIl B IMPOTOKOI
KIIMHUYECKOTO HCCIIEOBAHMS JIEKAPCTBEHHOT'O Mpemnapara Jisi MEIUIUHCKOTO NMPUMEHEHHs COOOIIatoT
00 3TOM B yIIOJIHOMOUYEHHBIN (hefiepabHbIN OpraH WCIOJIHUTEIBHON BIIACTH, BBIIABLINI pa3pelleHue Ha
IIPOBEICHUE TaKOTO UCCIIEOBAHNUS, 110 YCTAHOBIEHHON UM (hopMe.

(B pen. ®enepanbHoro 3akona ot 11.10.2010 N 271-D3)

4.1. ®opma cooOIIeHUST O BHECCHHMH HW3MEHEHHH B IMPOTOKOJ KIWHUYECKOTO HCCIICIOBAHMS
JIEKapCTBEHHOTO TIperapara st MEIUIIMHCKOTO PUMEHEHUS JOJDKHA COJIEPIKATh CIICIYIOIINE CBEACHUS:

1) HanMeHOBaHUE, WICHTU(PUKAIIMOHHBIA HOMED U JaTa MPOTOKOJIA KIIMHUYECKOTO MCCIICIOBAHNS,
2) nara BHECEHHUS M3MEHECHHI B MPOTOKOJI KIIMHUYECKOTO UCCIEA0OBAHUS;
3) HAaMMEHOBAHUE M MECTO HAXOXKJCHUS 3asBUTEIIS;

4) HaMMEHOBaHME OpraHU3alMH, MPUBICYCHHON pPa3pabOTYMKOM JIEKapCTBEHHOTO IIpernapara K
OpraHu3aIuy MPOBEICHUS KIMHUYECKOTO UCCIIeOBaHUs (IIPHU HAJIHYUN);

5) HAaMMCHOBAHHUA KM MCECTAa HAXOXACHUA MCIHMIHMHCKHX OpFaHI/I3aI_II/II71, B KOTOPBIX IIPOBOJUTCA
KIIMHUYCCKOC UCCIICAOBAHUC,

6) nmata BbIIaYM pa3pelIeHUs Ha MTPOBEACHHE KIMHUYECKOTO HCCIEIOBAHHS M HOMEp ATOro
paspelieHus;

7) U3MEHEHUs, BHOCUMBIE B IIPOTOKOJ KIIMHUYECKOTO UCCIIeIOBAHUSL.
(uacts 4.1 BBeaena ®@enepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

5.B CpPOK, HE HpeBBIIJ_IaIOH_IHﬁ ABaJlaTu BOCbMHU pa60‘-II/IX JHEH CcO ITHSI MOJIYy4YCHHA YKA3aHHOTI'O B
yactu 4 HaCTOAIIEH CTaThbu COOGH_ICHI/IH, YHOHHOMO‘ICHHLIP’I (l)eﬂepaHLHLIﬁ opraH HCIIOJIHUTENbHOM
BJIACTU PACCMATPUBACT I3TO COO6IJ.I€HI/IC B YCTAHOBJICHHOM HM IIOPAAKEC U MNPUHUMACT PCHICHHUC O
BHECEHHHU H3MEHECHUM B MMPOTOKOJ KIMHHUYCCKOTIO HCCICAOBAHUSA JICKAPCTBCHHOI'O IIpCriapara IJid
MCIUIIUHCKOI'O0 MPUMCHCHUSA WA 00 OTKa3e BO BHECCHHUM TaKUX PI3MCH€HPII>1, noAIIMCaHHOC YCI/IJICHHOﬁ
KBaHH(bHHHPOBaHHOﬁ 3J'ICI(Tp0HHOI>i MoANUCBIO, TMOCPCACTBOM  HAIIPABJICHUSA COOTBCTCTBYIOIICTO
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

pelieHuss B JIMYHBIA KaOWMHET 3asBUTENS B enuHOM cucteme. llpu paccmorpeHun cooOuieHust o
HEOOXOJIMMOCTH BHECCHUS M3MCHCHHU B MPOTOKOJ KIMHUYECKOTO WCCIEIOBAHUS JIEKAPCTBEHHOTO
npenapara Juisi MEIUIMHCKOTO TPUMEHEHMs] B IENSIX OIEHKH OOOCHOBAaHHOCTH IpeJiaraeMbIX
W3MEHEHUW W ONPENENICHUS! CTENEHUW PUCKA Ui MAaUMEHTOB, NPUHUMAIOIIUX Y4acCTHUE B KIMHUYECKHX
HCCIICIOBAHUSAX, YIOJHOMOYEHHBIM (enepaibHbIM OpPraHOM  HUCHOJHHUTEIBHOW  BIACTH  MOTYT
MIPUBJIEKATHCS IKCIIEPTHI COBETA MO 3TUKE U (UJIN) SKCIIEPTHI IKCIIEPTHOTO YUPEHKACHHUSL.

(B pen. denepanbHbix 3ak0HOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

6. KnmnHuueckoe wucciefoBaHue JIEKapCTBEHHOIO IpernapaTta Uil MEIUIUHCKOTO MPHUMEHEHUs
MOXXET OBITh MPHOCTAHOBJIEHO WM NPEKpAIIeHO, €CIM B IpOllecce €ro IpoBeNeHUs OOHapyk eHa
OMACHOCTb JJIS )KU3HH, 3/10pOBbsI MALMEHTOB. B cilyyae BOZHUKHOBEHUS OMAaCHOCTH JUISl )KU3HHU, 3/I0POBBS
MalUeHTa, YJYacTBYIOLIEro B KJIMHUYECKOM HCCIIEJJOBAaHMM JIEKApCTBEHHOrO Ipernapara s
MEJUIIMHCKOTO MPUMEHEHUsI, UCCIEeNoBaTeNn 00s3aHbl NMPOMH(POPMHUPOBATH 00 ATOM PYKOBOJUTEINS
MEIUIIMHCKOM OpraHu3alMl M  OpraHU3alyio, MOJYYMBIIYIO pa3peuieHHe YHIOJHOMOYEHHOI'O
(denepanbHOrO OpraHa MCIHOJHUTENPHOM BIAaCTW HA OPraHU3alMI0 TMPOBEACHUS KIMHUYECKOTO
HCCIIeIOBaHUS JIEKapCTBEHHOTO npenapara. PemeHre o mprocTaHOBIEHUH KIMHUYECKOTO HUCCIIeI0BaHUS
JIEKapCTBEHHOT'O IpernapaTa A MEAUIMHCKOTO MPUMEHEHUS MPUHUMAIOT PYKOBOJUTENb MEIUIIMHCKOM
OpraHu3auy 1 (W) OpraHu3alusi, Moy4HBIlas pa3pelieHne YIoJIHOMOYEHHOTo (peaepaibHOro oprana
WCIIOJIHUTENBHOM BJIACTH HA OPraHMU3ALMIO MPOBENCHHS KIMHUYECKOTO HMCCIEAO0BAaHHUS JIEKAPCTBEHHOTO
mnpernapata Juis MEAMIIMHCKOTO TPUMEHEHUs, pEeIIeHHe O TMPEeKpalleHUd TaKoro MCCIIEJOBAHUS
MPUHUMAET YIOJHOMOYEHHBIN (eiepalibHbIi OpraH UCIOIHUTEIHHOM BIACTH HA OCHOBAaHUU COOOIEHUS
B IMHUCBMEHHOM (QopMme pYyKOBOIUTENS MEIUIIMHCKOW OpraHW3aliy WM OpraHu3alus, MOJy4YHBIIAs
paspelleHre YInoJHOMOYEHHOro (hefepalbHOr0 OpraHa HCIOJHUTENBHON BIACTH Ha OPraHU3aLUIo
MPOBEJICHUS KJIMHUYECKOTO MCCIeA0BaHNs JIEKapCTBEHHOTO IIpernapara sk MeJUIIMHCKOTO TPUMEHEHHS.

7. B cpok, He TpEBBIMIAIONINN TATH PabOYMX THEH CO JHS 3aBEPIICHHUS, MPUOCTAHOBICHUS WIIU
MpPEeKpaleHus] KIMHUYECKOTO0 HCCIENOBAaHMs JIGKQPCTBEHHOTO Ipemapara Ui MEAMIIMHCKOIO
MIPUMEHEHHUs], coO0IIeHne 00 ITOM HampaBiseTCsl OpraHu3alysIMU, YKa3aHHBIMA B 4acTu 3 craTh 38
HacTosiero denepaibHOTO 3aKOHA, B YIIOJHOMOYEHHBIN (eiepalibHbIil OpraH UCIOIHUTEILHONW BIACTH
10 YCTaHOBJIIEHHOU UM (opme.

8. CDopMa COO6HI€HI/I$I O 3aBCpUHICHHH, IPHUOCTAHOBJIICHHUH HWIIM INPCKPAIICHHU KIMHUYCCKOI'O
HUCCIICAOBAHUA JICKAPCTBCHHOI'O IIpCIiapara J1JIs1 MCAUIIUHCKOI'O ITIPUMCHCHUA JOJDKHA COACPIKATD:

1) uadopMaIrio 0 METUIIMHCKOW OpraHU3allMd WJIM MEIUIIMHCKUX OpraHU3alMsIX, MPOBOIUBIINX
JAHHOE HCCIIEI0BAHNE;

2) OIMMCAHUEC JAaHHOI'O MCCIICAOBAaHMA,

3) nmanHble uccrnenosarens (paMumus, UMs, OTYECTBO, MECTO PabOTHI, 3aHUMaeMasi JTOJKHOCTD,
CHEIHANbHOCTh, CT@X paboThl MO TMporpaMmaM KIMHHUYECKUX HCCIEAOBAHUN JIEKapCTBEHHBIX
MpenaparoB, MEPeYeHb KIMHUYECKUX HWCCIEAOBAaHUN JEKAPCTBEHHBIX IpPENnapaToB, B KOTOPBIX OH
MpUHUMAI yyacTue (IEpUOAbl y9acTHs) B KaUeCTBE MCCIEA0BATENs HIIM COUCCIIEI0BATENS);

(B pen. ®enepanpHoro 3akona oT 11.10.2010 N 271-D3)

4) PE3YJIbTAT JAHHOTO HUCCICAOBAHUA (SaBCpH_ICHI/IC, IMPHUOCTAHOBJICHHUEC UJIKM NPCKPALICHHUEC JAHHOTO
HUCCIICAO0BAHUS C YKA3aHUCM UX MPUYUH U BJIUAHHA Ha OLCHKY €ro pe3yJjIbTATOB, O6H_[y10 OIICHKY PpUCKa "
0XXKMIAeMOM MOJB3bI  OT MNPUMCHCHUA  HCCICAYCMOI'O JICKAPCTBCHHOTO IIpCIllapaTra, a TaKXke

www.consultant.ru CrpaHnua 99 n3 163
HafAe)XHafA npaBoBas noaaepxXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=10.04.2025&dst=100643&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&date=10.04.2025&dst=100318&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=499491&date=10.04.2025&dst=100013&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470027&date=10.04.2025&dst=100050&field=134

depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

npeAnoJiaraeMple IaabHENIINe ACUCTBUA).

8.1. Ilpu BbIsBIEHUU (DeaepabHBIM OpPraHOM HCIOJHUTEIBHON BJIACTH, OCYIIECTBISIONIUM
(GYHKIMU 10 KOHTPOJNIO W Ham3opy B cdepe 3apaBOOXpaHEHHUs, HAPYIICHUH NpaBWII HaJuIexaei
KJIMHUYECKOW MPaKTUKW MNpU IPOBEACHUM KIMHUYECKOIO HCCIEIOBaHUS JIEKAPCTBEHHOI'O IIperapara,
BIUSIOIIMX HA TOJHOTY W (WJIM) JOCTOBEPHOCTh JAHHOIO KIMHUYECKOTO MCCIEAOBAHUS, yKa3aHHBIN
(benepanbHBI OpraH MCIOJHUTEIBHON BIACTH NMPUOCTAHABIMBACT MPOBEICHHE TAHHOTO KIMHUYECKOTO
HCCIIEIOBAHUS M BBIHOCUT MEAMLIMHCKON OpraHu3aliy, B KOTOPOH IMPOBOAMTCSA JTAaHHOE KIMHHUYECKOE
UCCIIeIOBAaHUE, TpeanucaHue o0 yCTpaHEeHMHM BbISBICHHbIX HapymieHud. [lpu HeycTpaHeHuH
MEJIMIUHCKOM OpraHu3alyedl BbIABICHHBIX HAPYIIEHWH B YCTAHOBIICHHBIM B IPEANHACAHUM CPOK
YKa3aHHbI (QenepabHblil OpraH HCIOJIHUTEIbHOM BIACTH TNPUHUMAET pELIEHHWE O MPEeKpalleHuH
MIPOBEJICHUS] KIMHUYECKOTO HCCIIEOBaHMs JIEKAPCTBEHHOIO IpernapaTa W HampaBisieT B (enepaabHbIi
OpraH HCIIOJIHUTEIbHONW BJIACTH, OCYILECTBISIOUIMN (YHKIMM 10 BBIPAaOOTKE U peanu3aluu
roCy/lapCTBEHHOW MOJUTUKA U HOPMATHBHO-IIPABOBOMY PETYIHPOBAHUIO B cdepe 31paBOOXpPaHEHMUS,
3aKJIIOUEHUE O BBISIBIICHUU MPU MPOBEACHUU AAHHOTO KIMHUYECKOTO HUCCIIEeI0OBAHUS HAPYIICHUH MpaBuil
HaJuIexaled KIMHUYECKON MPaKTUKU JUIsl IPUHATHUS PElIeHHUs] 00 OTMEHE pa3pelieHus] Ha OpraHu3aluio
MIPOBEJIEHUS] JTaHHOTO KJIMHUYECKOI0 MCCIEI0BAaHUS C JAThl MPUHATUS PELICHHs O MPHUOCTAaHOBICHHUU
MIPOBEJIEHUS KJIMHUYECKOTO HCCIIeIOBaHUs JIEKAPCTBEHHOTO IIpernapara.

(dactp 8.1 B pen. denepanpHoro 3akoHa ot 13.07.2015 N 241-D3)

8.2. Ilpu mnpoBeaeHUMM KIMHUYECKOTO HCCIEHOBAHMS JIEKAPCTBEHHOrO Mpemnapara IS
MEJUIIMHCKOTO NMPUMEHEHHSI B Cllyyae yTOUHEHUs (M3MEHEHUs) JaHHBIX, COJEpKAIIUXCS B pa3pelieHUN
Ha MpPOBEJEHUE JAHHOTO KIMHUYECKOrO HCCIIEOBaHMs, Ha OCHOBAHWU HAMpPABIEHHOTO B JIMYHBIN
KaOMHET YINOJHOMOYEHHOTO (QelepaJbHOTO oOpraHa HCHOJHUTENbHOM BJIacTM B €IWHOW CHCTEME
oOpallleHusl 3asBUTEJNS, MOJANKWCAHHOTO YCHJICHHON KBaJM(UIMPOBAHHON AIIEKTPOHHON MOJIKUCKHIO, C
MPUJIO)KEHUEM MOTHUBHUPOBAHHOTO OOOCHOBAHUSA U JOKYMEHTOB, MOJATBEPXKIAIOIINX HEO0OXOIUMOCTb
YTOYHEHHUS] JAHHBIX, YIIOJTHOMOYEHHBIM (QenepalbHblii OpraH HCHOJHUTENIBHON BJIAcTH B CPOK, HE
MPEBBIIAIONINI J1BaIlaTH BOCBMHU pabOuyuX AHEW €O JHS TOCTYIJICHHS TaKOro OOpalieHHs, BHOCHUT
M3MEHEHHUS B pa3pelieHre Ha MpoBeACHNE KIMHUYECKOTO UCCIIEI0BaHUs JIEKAPCTBEHHOTO Mpenapara Jyis
MEIUIIMHCKOTO TPUMEHEHUS M PEeecTp BbIAAHHBIX pa3pelieHui Ha MpPOBEACHHE KIMHUYECKHX
UCCIIEIOBAaHUI JIEKapCTBEHHBIX IpENaparoB, a TaKXKE HaIpaBisieT B JIMYHBIM KaOMHET 3asBUTENS B
€IMHOM CHUCTEME BBIINMCKY M3 peecTpa BbIAAHHBIX pa3pelleHuid Ha MPOBEIEeHUE KIMHUYECKHX
UCCIIEIOBAaHUIN  JICKAPCTBEHHBIX  MPEMapaToB, TMOANUCAHHYI0 YCHJICHHONW  KBadU(HUIIMPOBAHHON
AIIEKTPOHHOW MOJIMUCKIO, TMO0 MPUHUMAET pelieHne 00 0TKa3ze BO BHECEHUU MU3MEHEHHU B Pa3pelleHHe
Ha TMPOBEJIEHUE KIMHUYECKOTO UCCIECOBAHMS JIGKAPCTBEHHOTO TIpermapara JAis METUIIMHCKOTO
MIPUMEHEHUSI U HAMIPABJISICT B JIMYHBIM KAOMHET 3asSBUTENS B €IMHOM CHCTEME 3TO pelIeHHE, MOANUCAHHOE
YCUJICHHOU KBATH(PUIIMPOBAHHOMN AIIEKTPOHHOM MOANKCHIO, C YKa3aHUEM MPUYNH OTKa3a.

(uactsp 8.2 BBegena ®enepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

9. VYnonHoMOYeHHbIH (QenepasbHBIi OpraH HCHOJHHUTEIBHON BJIACTH OMYOJUKOBBIBAET U
pa3MmermiaeT Ha cBoeM oduuuanbHOM caiite B cetu "HMHTepHer" cooOlieHue o 3aBepIIeHMH,
IIPUOCTAHOBIIEHUN WJIN IPEKPALICHUH KIMHUYECKOTO MCCIENO0BaHUS JIEKApCTBEHHOTO Ipenapara s
MEIULMHCKOTO MPUMEHEHHsI B CPOK, HE MPEBBIIAIOMUN NATH pabouux THEW o JHS €ro MoIydeHus, B
YCTaHOBJICHHOM MM HOPSIJIKE.

10. YnonmHoMOueHHBIH (efepaibHblii OpraH MCIOJHUTEIBHON BJIACTH OCYILIECTBISET BEICHHE
peecTpa uccier0BaTeNel, IPOBOJAIIMX UIH TPOBOAUBIINX KIMHUYECKHE MCCIEA0BAHUS JIEKAPCTBEHHBIX
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

npenaparoB Ajid MCAUIHUHCKOI'O IMPUMCHCHHUSA, B COOTBCTCTBUH C YTBCPXKIACHHBIMHW HM IIpaBUJIaMU U
pa3MeliaeT ero Ha cBoeM o¢uuuanbHOM caiite B cetu "VIHTepHET" B YCTAHOBIEHHOM UM IOPSJIKE.
VYKazaHHBIN peecTp COAECPKUT HH(POPMAIIUIO, TPEAYCMOTPEHHYIO ITYHKTOM 3 4acTH 8 HACTOSAIICH CTaThH.

11. Ortuer o pe3yapTaTax KIMHUYECKOTO MCCIEIOBAaHUS JIEKAPCTBEHHOIO Ipernapara s
MEUIIMHCKOTO MPUMEHEHMS COCTABIISIETCS OpraHM3alMel, YKa3aHHOW B 4acTH 3 cTaTbu 38 HACTOSAIIETO
denepanbHOTO 3aKOHA, W NPEACTABISIETCS B YIOJIHOMOYEHHBIH (hefepalbHbIi OpraH MCIOJHUTEIbHOM
BJIACTH, BBIJABIIUI pa3pellieHue Ha IPOBEACHUE STOTO0 HCCIENOBaHMS, B CpPOK, HE IPEBBILIAOIINM
JIBEHA/ILIaTH MECSLEB CO JIHA €ro 3aBepIICHUs, NPHUOCTAHOBJIEHUS WJIM MPEKpallleHUs, B TMOPSJIKE,
YCTaHOBJIEHHOM YIIOJTHOMOYEHHBIM (pe/iepalbHbIM OPraHOM HCIIOJIHUTEIBHOMN BIACTH.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-®3)

12. Hapymienue mnpaBuil HaJuIeKalled KIMHUYECKOW MpakTUKY, (ambcuukanus pe3yabTaToB
KIIMHUYECKOTO MCCIIEI0BaHUs JIEKApCTBEHHOr0 IMpemnapara i MEIUIMHCKOTO NPUMEHEHHs BJIEKYT 3a
c000¥ OTBETCTBEHHOCTh B COOTBETCTBUH C 3aKOHOAATENIbCTBOM Poccuiickoit denepanuu.

(B pen. ®enepanbHoro 3aK0Ha OT 22.12.2014 N 429-D3)

13. TIpu mpoBeAeHNM KIMHUYECKOTO UCCIEA0BAHMS JIEKAPCTBEHHOTO IIpenapara sl MEIUIUHCKOTO
MPUMEHEHHsI TOTyCKAaeTCsl 3a00p y MAIlMEHTOB OMOJIOTMYECKHX MaTepHaioB (00pasipl OMOJOTHUYECKHUX
KUJKOCTEH, TKaHEW, CEKPETOB W TPOIYKTOB >KU3HEIACATEIHHOCTH 4YEIOBEKa, (PHU3MOIOTHYECKUX H
MATOJIOTUYECKUX BBIJICTICHUN, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPTaHW3MOB, OMOIICUNHBIN MaTepua)
1t ux u3ydeHus B Poccuiickoit deneparuu u (vwim) 3a npeaenamu Poccuiickoit deneparumn.

(B pen. @enepanpHoro 3aKoHa oT 22.12.2014 N 429-D3)

14. Tlopsimok BBo3a B Poccmiickyro dexnepanuio u BbIBO3a 3a mpenensl Poccuiickoit deneparun
OMOJIOTMUECKNX  MAaTepUajoB, TOJYYCHHBIX TPH TPOBEACHHH  KIMHUYECKOTO  HCCIEIOBAHUS
JIEKApCTBEHHOT'O TMperapara JJid MEIUIMHCKOrO TPUMEHEHHs, YycTaHaBiauBaercs IIpaBUTEnbCTBOM
Poccuiickoit ®enepanuu.

(B pen. @enepanbHoro 3aKoHa o1 22.12.2014 N 429-D3)

Crtatba 41. [loroBop O NpoBeAEeHUU KINMHUYECKOro UccrnenoBaHUA NeKapCTBEHHOro
npenaparta Ana MeaULUHCKOro NpuMeHeHus

1. Knuamueckoe HCCIICAOBAHUC JICKAPCTBCHHOI'O IIpfriapara IJsd MCIULHMHCKOI'O ITPHUMCHCHUA
IpOBOAUTCA B COOTBCTCTBUU C JOTOBOPOM O ITPOBCACHUU KIIMHHYCCKOI'O UCCICAOBAHHA JICKAP CTBCHHOI'O
npenapara e MCEAULNUHCKOTO IMPHUMCHCHUS, 3aKIIHOUYACMbIM MCKIAY OpFaHHSaHI/Ieﬁ, HOJ'Iy‘II/IBIJ_Ieﬁ
pa3peicHrue YIOoJIHOMOYCHHOI'O (bez[epanLHoro opraHa HWCIOJHUTEILHOM BJIACTU Ha opraHus3anuro
IIPOBCACHUA TAKOI'O HCCIICAOBAHUA, U MEIUIIMHCKOM OpraHI/ISaI_II/Ieﬁ, OCYHJCCTBHHIOIHGIZ IMPOBCACHHUC
TAaKOT'0 UCCIICAOBaHMA.

2. HOFOBOp O IMPOBCACHUN KIMHUYCCKOTO HUCCICAOBAHUA JICKAPCTBCHHOI'O IIperiapara JIsd
MCIAUIUHCKOI'O MPUMCHCHHUA JOJIZKCH COACPIKATD:

1) YCJIOBUA U CPOKU MPOBCACHUA JAHHOTO UCCICAOBAHUS

2) ONpCACIICHUC 06IJ_I€I\/'I CTOUMOCTH TPpOrpamMmbl JAHHOTO HCCICIOBAHUSA C YKA3dHUCM CYMMEBI,
npe;[Ha3Haqa10meﬁCﬂ JJIA BBITIIAT UCCIICA0BATCIAM, COUCCICIOBATCIIAM,
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

3) onpeneneHue GopMbl MPEACTABICHUS PE3YIHTATOB JAHHOTO HCCIIEIOBAHUS B YIIOJIHOMOUYEHHBIN
(denepabHBIN OpraH UCIOJHUTEIBHOM BJIACTH.

CTtatbs 42, duHaHcoBoe obecnevyeHue KIMMHNYECKOro nccnepnoBaHus
NeKapCTBEHHOro npenapara ansa MeguLMHCKOro NnpuMeHeHus

®unaHcoBoe oOecHeUeHHEe KIMHHYECKOTO HCCICAOBAaHMA JICKAPCTBCHHOI'O IIplriapara JIAd
MCIUIHUHCKOI0 NpUMCHCHHNA OCYHICCTBIIACTCA 3a CUCT:

1) cpencTB (enepanbHOro OrOIKETA;

2) CpeacTB OpraHU3alui, MOJIyYUBLIMX pa3pelleHHe Ha OpraHu3alfio IPOBEIEHUS TaHHOTO
HCCIEA0BaHus, B COOTBETCTBUU C YCIOBUSMH JOTOBOPA O €r0 IIPOBE/ICHUH;

3) UHBIX HE 3alpelIeHHbIX 3aKOHOAaTeIbCcTBOM Poccuiickoit denepanuu MCTOYHUKOB.

Ctatba 43. I'IpaBa nauneHToB, y4yacTBywouwunx B KIIMHUYECKOM wuccrnegoBaHumn
JNNeKapCcTBeHHOro npenaparta gnsa meanumHCKoro npumMmeHeHusA

1. VYyactme manMEHTOB B KIWHUYECKOM HWCCIEAOBAaHUU JIEKAPCTBEHHOTO Tpermapara s
MEUIIMHCKOTO MPUMEHEHHUS SIBISIETCS JOOPOBOJIBHBIM.

Koncynbrantlntoc: mpumeuanue.
C 01.01.2026 B a63. 1 4. 2 cT. 43 BHOCsTCS M3MeHeHHs (D3 ot 30.01.2024 N 1-D3).

2. TlamueHT WM €ro 3aKOHHBIN TNPEICTABUTENb JIOJDKCH OBbITh MHPOPMHUPOBAH B TMHCHhMEHHOMN
dhopwme:

1) 0 JICKapCTBCHHOM IIp€napare ajId MCIUIHUHCKOI'O IPHUMCHCHHUA H CYHIHOCTH KIIMHHUYCCKOI'O
HCCICO0BaHUA 3TOT'O JICKAPCTBCHHOI'O IIpCIiapara,

2) 0 0e30I1acHOCTH JICKAPCTBCHHOT'O ITp€riaparta A1 MEAUIHUHCKOrO IMpUMEHECHUSA, €TI0 O)I(H,Z[aeMOfI
3(1)(1)6KTI/IBHOCTI/I H CTCIICHH PUCKA JJIA IIallMCHTA,

3) 00 YCJIOBUAX YUACTHS IMAOUCHTA B KIIMHUYCCKOM HCCJICIOBAHUU JICKAPCTBECHHOT'O IIpCliapara JIsd
MCAUIHUHCKOI'O IIPUMCHCHUA

4) 0 Ol WMIM »OCJIAX W IIPOAOJIKUTCIBHOCTH KIIMHHYCCKOTO HMCCICAOBAHUA JICKAPCTBCHHOIO
npenapara i MEAUIUHCKOTO ITPUMCHCHU S,

5) 0 JEMCTBUAX IIallU€HTa B CJIyqyac HCEHUPCABUACHHBIX 3(1)(1)6KTOB BJIMAHUA JICKAPCTBEHHOTO
npenapara i MEAUIUHCKOTO IPUMCHCHHA HAa COCTOSAHUC €T0 3J0POBbA;

6) 00 YCIOBHUAX 00513aTEILHOTO CTpaxOBaHUs ) KU3HU, 3J0POBBS IMAIIUCHTA,

7) 0 TapaHTUAX KOH(I)I/IILCHI_II/IaHBHOCTI/I ydqacTud IMaueHTa B KIMHHUYCCKOM HCCICAOBAHUU
JICKApCTBCHHOT'O IMperiaparta it MEAUIUHCKOT'O IPUMCHCHHUA.
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

Koncynbrantlntoc: npumeyanue.
C 01.01.2026 4. 3 crt. 43 uznaraercs B HoBo pemakuuu (P3 ot 30.01.2024 N 1-D3).

3. HO6pOBOJII)HOC corjraCue nmanyMeHTa Ha y4aCTUC B KIMHHUYCCKOM HCCICAOBAHHU JICKAPCTBCHHOI'O
npemnapara i MCIUIHUHCKOIO MPUMCEHCHUA IMOATBCPKAACTCA €T0 IOAINMUCHIO HIIKM IMOANUCBIO €ro
3aKOHHOI'O NpCACTAaBUTCIIA HA HH(l)OpMaHI/IOHHOM JIUCTKC IMalluCHTA.

4, HaIII/IeHT WM €ro 3aKOHHBIM OpeaACTaBUTCIIb HMECT IPaBO OTKA3aTbCd OT Y4YaCTHA B
KIIMHUYCCKOM HCCIICAOBAHUHN JICKAPCTBCHHOT'O Ipfnapara Iy MEAUIMHCKOrO IMPUMCHCHHA Ha 000
CTaguu MPOBCACHUA TaAKOTO UCCICAOBAaHM.

Koncynbrantlntoc: mpumeuanue.
C 01.01.2026 B u. 5 ct. 43 BHOCsATCsA 3MeHeHus (D3 ot 30.01.2024 N 1-D3).

5. TlpoBeneHne KIMHUYECKOTO HCCIEIOBAHUS JICKAPCTBEHHOTO IMpernapara il METUIIMHCKOTO
MIPUMEHEHHSI C YIaCTHEM B KaueCTBE MAIIMEHTOB JIETEH MOMYCKAETCS TOJIBKO C COTJIACHSI B TUCHMEHHOMN
dbopme uX poauTenel, YChIHOBUTENEH. [leTm MoTyT paccMaTpuBaThCsi B KauyeCTBE MOTEHITMATBHBIX
MAIMEHTOB TAKOTO MCCIIEIO0BAHUS, TOJIbKO €CJIH €ro MpoBeAeHHE HEOOXOAUMO Ui YKPEIUIEHUS 3J10POBbSI
neTeit Wi npoduIakTUKH WH(GEKIIMOHHBIX 3a00JIEBaHUIM B IETCKOM BO3PAcTe JTUOO €CIH IEJIbI0 TAaKOTO
UCCIIEIOBAHUS SBJISIETCS MOJyYeHHE JaHHBIX O HAWIydlled JO3MPOBKE JIEKAPCTBEHHOIO MpemnapaTa Julst
nedyeHus paered. B aTHX choyyasx TakoMy HCCIEIOBAaHUIO JOJDKHO MPENIIecTBOBATh KIMHUYECKOE
UCCIIEIOBAaHUE JIEKapCTBEHHOTO IMpemnapara Uisi MEAWLHUHCKOTO MPUMEHEHHS Ha COBEPILIEHHOJETHHX
rpaXJaHax, 3a UCKIIOYEHHEM CIIy4yaeB, €Clld HCCIeAyeMbld JIEKapCTBEHHBIM Tmpemapar s
MEHUIIMHCKOTO MPUMEHEHUs npeaHa3HaYeH UCKITIOYUTENEHO JUIs MCIOJIb30BaHUS
HECOBEPUICHHOJETHUMHU IPAXKIaHAMH.

(B pen. @enepanbHoro 3akoHa ot 22.10.2014 N 313-D3)

6. 3anpemaeTc;I IMPOBCACHNUEC KIMHHUYECKOIO HMCCICAOBAaHUA JICKAPCTBECHHOI'O IIp€riapara i
MCIUIHUHCKOI'O IPUMECHCHHA C Y4aCTHUEM B KaYCCTBE INalUCHTOB!

1) neTeii-cupoT U ACTEH, OCTABIINXCS 0€3 TOTNCUCeHUsI POAUTEIICH;

2) SKEHIIMH B IepuojJ OepeMEHHOCTH, JKCHUIMH B IEpHOJ TIPYAHOrO BCKapMJIMBAaHHUA, 3a
UCKJIIOUEHHEM CIIy4aeB, €CJIM IPOBOIMTCSA KIMHMYECKOE MCCIIEJOBAHME JIEKApCTBEHHOTO Ipernapata,
IPEJHA3HAYCHHOTO JUIsl YKa3aHHbBIX JKEHLIUH, IPU YCIOBUU HEOOXOAMMOCTH HOJIy4eHUs MH(OopMaruu
TOJILKO BO BpEMsl NPOBEIEHHsS] COOTBETCTBYIOIIMX KIMHUYECKUX MCCICJOBAaHUA W HPUHATHS BCEX
HEOOXOJMMBIX Mep MO HCKIIOUEHUIO0 PHCKAa HAHECEHMs Bpela SKEHIIUMHE B Mepuos OepeMEeHHOCTH,
KEHIIMHE B IEPUO/]] TPYIHOTO BCKApMIIMBAHUS, IJIOAY WU PEOCHKY;

3) BOEHHOCHYXAIllUX, 3a HCKJIIOYEHHEM CJIy4aeB IPOBEJCHUS KIMHUYECKOTO HCCIeI0BaHUs
JIEKapCTBEHHOT0 IpenapaTa, CHelMaIbHO pPa3pabOTaHHOIO Uil MPUMEHEHHsS B YCIOBHSIX BOEHHBIX
JNEeUCTBUM, 4Ype3BbIYAHHBIX CUTyalMH, NPOQUIAKTUKM W JIe4eHUs 3a00JIeBaHUM U MOpaXKeHHUH,
MOJIydEHHBIX B  pe3yiabTaTe BO3ACUCTBUS  HEONArompusATHBIX  XUMHUYECKHUX, OMOJIOIMYECKHUX,
panuanoHHbIX (akTopoB. KiMHHMYeckoe HccieoBaHHWE TaKOro JIEKApCTBEHHOTO Iperapara MOXKeT
IIPOBOJUTHCS C YY4ACTHUEM B KaU€CTBE MAL[UEHTOB BOCHHOCIYKAILKX, 32 HCKIFOYEHUEM BOCHHOCITYXKAILKX,
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

MPOXOASAIINX BOCHHYIO CIIY)KOy 110 MPHU3BIBY, C COONIOJICHNEM TPEOOBAHHM, YCTAHOBIEHHBIX HACTOSIIUM
@enepanbHbIM 3aKOHOM B OTHOILIEHUH I'PaKIaHCKUX JIULL;

4) coOTpyITHUKOB ITPaBOOXPAHUTEIbHBIX OPraHOB;

5) JIMII, OT6I)IBaIOHII/IX HaKa3aHUC B MCCTaxX JIHMIICHUA CBO6OIII)I, a TarKKEe JIML, HaXOoAAOINXCA 110
CTpa)KGI\/JI B CJICACTBCHHBIX U30JIITOpPAX.

Koncynbrantlntoc: npumeyanue.
C 01.01.2026 B u. 7 ct. 43 BHOCsATCs n3MeHeHus (D3 ot 30.01.2024 N 1-D3).

7. JlomyckaeTcs TpPOBEACHHE KIMHUYECKOTO WCCIEOBAaHUs JICKAPCTBEHHOTO TMpernapara Jyis
MCOUITUHCKOI'O HpI/IMeHeHI/IH, Hpe)IHa?;Ha‘-IeHHOFO IJIA JICUCHUS IICUXUYCCKUX 3360J’IeBaHI/II\/JI, C y‘IaCTI/ICM B
KAa4eCTBC IMAIIUCHTOB JIUIL C IICUXNYCCKUMHN 3360J’IeBaHI/I5[MI/I, HpI/I3HaHHLIX H€)I€€CHOCO6HBIMI/I B HOpH}IKC,
YCTAHOBJIEHHOM  3akoHojarenbcTBoM  Poccuiickoir  ®depepanuu.  KnuHuueckoe  ucciaeqoBaHUE
JIEKApCTBEHHOTO TIpernapara B 3TOM Clydae MPOBOIUTCS MPU HATWYUHU COTJIACHs B MUCbMEHHOU dopme
3aKOHHBIX HpeﬂCTaBHTeHeﬁ yKaSaHHI)IX JINII.

Ctatba 44. OO6GsAsaTenbHoOe CTPaxoBaHME XU3HU, 300POBbA  NaLMEHTa,
ydyacTBylOLWero B KINMHUYECKOM MUCCrnefoBaHUMM JeKapCTBEHHOro npenapata pAns
MeAUNLMHCKOro NpUMMeHeHuns

(B pen. ®enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

1. OpraHuzanys, MOJy4YUBLIAs pa3pelIeHHEe Ha OPraHu3aluio MNPOBEACHUS KIMHUYECKOTO
UCCIIEIOBAaHUS JIEKAPCTBEHHOIO Tpernapara s MEIUIMHCKOTO TNpUMEHEeHHs, O00sf3aHa B KadecTBe
CTpaxoBaTessi CTpaxoBaTh PHUCK NPUYMHEHHs Bpeda >KU3HH, 3JI0POBBIO TMAalleHTa B pe3yJbTaTe
MIPOBEJICHUS] KIMHUYECKOTO HCCIIE0BaHUs JIGKAPCTBEHHOTO Ipernapara JIjsl MEIUIIUHCKOTO MPUMEHEHUS
3a CBOM CUeT IMyTeM 3aKIIIOUYCHHsI I0TOBOpa 0043aTEIbHOTO CTPAXOBAHUS.

2. OOBeKTOM 003aTEIBLHOTO CTpaxoBaHUsA ABJISACTCA I/IMYIJ_[eCTBeHHBII\/'I HHTEPEC IalluCHTA,
CBSI3aHHBIN C MNPpUIUHCHHUEM BpCJia €T0 KU3HU HJIKM 310POBBIO B PE3YJIbTATC NPOBCACHHUA KINMHUYCCKOTO
HUCCIICOAOBAHUA JICKAPCTBCHHOI'O IIpCIiapara 11 MCAUITUHCKOI'O IIPUMCHCHU .

3. CTanOBHM CJIydacM 110 JOroBOpy 0053aTeNLHOr0 CTpaxOBaHUA ABJIACTCA CMCPTD IMAalMCHTA WA
YXYAUICHUEC €0 30J0POBb, B TOM YUCJIC BJICKYLICC 3a co6oit YCTAHOBJICHHUC HWHBAJIUAHOCTH, IIPU HAJTITMINU
HquHHHO-CHeI[CTBeHHOﬁ CBA3M MCKAY HACTYIIJICHUEM J3TOro COOBITHS H y4qaCTUEM IIallUCHTA B
KIIMHUYCCKOM HMCCIICAOBAHUH JICKAPCTBCHHOI'O IIPCIIapara.

4, Tpe6OBaHI/I5{ O BO3MCHICHHU Bp€aa, IMPUYAHCHHOIO JKHU3HW WU 3J0POBBIO IMALWCHTA,
NMPEABABIAIOTCA B TCUCHHUC CpPOKOB HCKOBOM JaBHOCTH, YCTaHOBJICHHBIX rpaxxJiaHCKUM
3aKOHOJaTCJIbCTBOM.

5. Pa3Mep CTanOBOﬁ BBITUJIATHI 110 IOTOBOPY 00513aTENBHOTO CTpaxoBaHUA COCTABJIACT:

1) B Cliyda€ CMCPTH IAMCHTA [ABa MHJIJIMOHA pY6J'ICI7I Ha KaXA0TOo MaluCHTa, Y4aCTBOBABIICTO B
KIIMHUYCCKOM HUCCJICAOBAHUU JICKAPCTBCHHOT'O IIPCIiapara,
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

2) npy yXyALIEHUH 30POBbS NallMEHTA!

a) MOBJIEKILIEM 32 cO0O0I yCTaHOBJIEHME MHBAIWIHOCTU | rpynmbl, OJUH MUJUIMOH MSTHCOT ThICSY
pyOneii Ha KaXXJOro TMAalWeHTa, y4acTBOBABIIETO B KIMHHUYECKOM HCCICIOBAHUN JIEKAPCTBEHHOTO
npenapara;

0) moBJieKIIeM 3a co0O# yCTaHOBICHHE HWHBATMAHOCTH Il Tpymmbl, OAWMH MWUIMOH pyOiield Ha
KQ)KJIOTO MMallMeHTa, YIaCTBOBABIIETrO B KIIMHUYECKOM HCCIICAOBAHNH JICKAPCTBEHHOTO Mpenapara;

B) MOBJEKIIeM 3a co0oil ycraHoBieHue uHBanugHocTd III rpymmsl, msaTbcOT ThICSY pyOnei Ha
KaQKJIOTO MTallUEeHTa, y4aCTBOBABUIETO B KIIMHUYECKOM HCCIIEA0BAHUH JIEKAPCTBEHHOTO IIpenapara;

I') HE TIOBJIEKIIEM 3a COO0M yCTaHOBJIEHUS WHBAIUIAHOCTH, HE OOJiee YeM TPHCTa ThICSY pyOse Ha
KaXJOro TMalueHTa, y4YaCTBOBABIIET0 B KIMHUYECKOM HCCJIEIOBAaHUHM JIEKAPCTBEHHOI'O IIperapara,
UCXOJsl W3 HOPMAaTHUBOB, OTpPaXAlOIIMX XapaKTep M CTENeHb MOBPEXKICHUS 3/I0POBbS, a TaKKe
(akTUYeCK TMMOHECEHHBIX MAIIeHTOM pacXo/I0B, BBI3BAHHBIX TOBPEXKJIEHUEM 3/I0POBbs, Ha
MEHUIIMHCKYIO TOMOIIb, IPUOOpPETEHHE JIEKaPCTBEHHBIX MTPETapaToB.

(nm. "r" B pen. @eaepanbHoro 3akona ot 22.12.2014 N 429-03)

6. Yrpatun cuiy ¢ 1 urong 2015 roga. - @eaepanbHbiil 3aK0H 0T 22.12.2014 N 429-03.

7. Cpok goroBopa 0053aTeIbHOIO CTPaXOBaHUs HE MOXET ObITh MEHEeEe, YeM CpPOK IMpOBEIEHUs
KIIMHUYECKOTO UCCIeI0BAaHUS JIEKApCTBEHHOTO MperapaTa.

8. VYcmoBust NOroBopa 00s3aTENBHOTO CTPaxXxOBaHUS, B TOM YHCIE CTPaxOBble TapU(bl MO
00s13aTEIIbHOMY CTPaXOBaHHIO, TEPEUCHb HEOOXOMUMBIX JOKYMEHTOB IS OCYIIECTBIICHHUSI CTPaXOBOM
BBITUIATHI, TIOPSIIOK YCTAaHOBJICHUS CTPAaxOBaTelleM WHAWBUIYAILHOTO HACHTH(PHUKAIIMOHHOTO KOJa
MaIKMeHTa, NopsAA0K HHPOPMUPOBAHHSI CTpAaXOBaTEJIEM CTPAXOBIIHMKA O TPUBJICUYCHHBIX K KIMHUYCCKOMY
UCCIICZIOBAaHUIO JICKAPCTBEHHOTO TIpenapara sl MEAWIUHCKOTO IMPUMEHEHHS IallueHTax, MOPSI0K
VILIaThl CTPAXOBOW MPEMHUH, TIOPSIIOK pealn3alliy ONpeIeIEHHBIX HacTosAIM DeepaabHbIM 3aKOHOM U
apyrumu  (penepaibHBIMA 3aKOHAMH TIPaB M O0S3aHHOCTEH CTOPOH TIO JOTOBOPY 00s3aTEIHHOTO
CTpaxOBaHHs, a TaKXe HOPMATHBBI, OTPAKAIONIME XapaKTep M CTEICHb TOBPEKIACHUS 3I0POBBS,
YCTaHABJIMBAKOTCS THIIOBBIMU TPABUIIAMHU 00513aTEILHOTO CTPAXOBAHHUS.

(B pen. denepanbpHOro 3akona ot 22.12.2014 N 429-03)

9.B CJIydac MPpUYIUHCHUS BpCa KU3HU IMAIIUCHTA, YIACTBOBABIICI'O B KIIMHUYECKOM HCCJIICJOBAHUN
JICKAapCTBCHHOI'O IIpfIiapara, BBIFO,I[OHpI/IO6peTaTeJ'I$IMI/I o  a0roBopy 0053aTeNBHOTO CTpaxoBaHUA
SABJIFOTCA  TI'paXAaHC, HMCIOHIHME IIpaBO Ha BO3MCHICHUC BpEla B ClIydac CMCPTH KOpMWIIbLA B
COOTBCTCTBUU C TI'pPpaKJAAHCKUM 3aKOHOAATCIBCTBOM, IHIPH OTCYTCTBUHU TAKUX TIpaXIAaH - POIAUTCIIH,
Cymnpyr, ACTU yMCPpHICTrO IAllMCHTA, Y4aCTBOBABHICI'O B KIIMHHUYECKOM HCCICAOBAHHUU JICKAPCTBECHHOI'O
npemnapara, B ClIy4da€ CMCPTU TMAIMCHTA, YYaCTBOBABUICIO B  KIIMHUYECKOM  HCCICAOBAHHUU
JICKApCTBCHHOT'O IIpfIiapata U HE HMCEBLICTO CAMOCTOSATCIBHOI'O O0XO0Jd, - IpakKAaHC, HAa WKIAUBCHUU
KOTOPpbIX OH HaxoAWJICA, B OTHOHIICHUMH BO3MCHICHUSA PaCcXOodOB Ha HOFpC6CHI/Ie nmanycHTa,
Y49aCTBOBABIICTO B KIIMHUYCCKOM HCCIICAOBAHUHN JICKAPCTBCHHOT'O IIpCIiapara, - JIMIO, MOHCCIICC TAKUC
pacxoasbl.

10. CTanOBaﬂ BbIIJIaT4a B CYCT BO3MCIICHHA BpCld, NPUYUHCHHOI'O JKHU3HU [IAlIUCHTA,
Y4aCTBOBABIICTO B KIIMHUYCCKOM HCCICAOBAHUU JICKAPCTBCHHOTO IIpCliapaTa, pacCHpeACiIACTCA MCKIAY
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

BBIFOZ[OHpI/IO6peTaTeJI$IMI/I MPOMNOPUHUOHAIBLHO UX KOJIMYCCTBY B PaABHBIX HOJIAX.

11. Tlpu HACTYIJIEHMHM CTPAXOBOTO Ciydas TMAlMEeHT, YYacCTBOBABIIMK B KIMHHYECKOM
WCCIIC/IOBAaHUHM  JIGKAPCTBEHHOTO  Tpemapara,  BBITOAONpUOOpeTaTeNlb  BIpaBe  HPEAbSBUTH
HCIIOCPCACTBCHHO CTPaxOBUIUKY Tpe60BaHI/IC O BO3MCHICHUH MMPUIWHCHHOI'O BpCaa. CTanOBaSI BhIIIJIATa
OCYIICCTBIIACTCA CTPAaXOBHIMKOM B TCUCHUC TpUALATU I[Heﬁ CO OHA MOpCACTAaBJICHUA HCO6XOI{I/IMBIX
AOKYMCHTOB. HaHI/ICHT, y‘-IaCTBOBaBIHI/If/'I B KIIMHUYCCKOM HCCJIICAJO0OBAaHWHU JICKAPCTBCHHOI'O IIpIiapara, U
BBITOJI0NIpHOOpeTaTenb 00sA3aH COOOLIUTh CTPAxXOBIIMKY JUISl OCYHIECTBJIEHHS CTPAaXOBOM BbIILIATHI
I/IHZ[I/IBI/I)lyaJ'II)HI-Jﬁ I/II[GHTI/I(i)HKaHI/IOHHI)II;'I KO/ ITalItM€HTa, YCTaHOBJIeHHI)IfI CTpaxoBaTeCIcM B COOTBETCTBUU
C TUIIOBBIMH ITpaBUJIaMU 00s13aTeILHOTO CTpaxoOBaHUA.

12. Jlo mOJHOTO OIpeneNeHusl pa3Mepa TOISKAINIEr0 BO3MEIICHUIO BpeAa CTPAXOBIIMK IO
3asBIICHHUIO TIAIIMEHTAa, YYaCTBOBABIIETO B KIMHUYECKOM HCCIIETOBAHUH JIEKAPCTBEHHOTO Tperapara, wiu
3asBIICHHUIO BBITOJONIPHOOpETATENS BIIPaBe OCYIIECTBUTH YaCTh CTPAXOBOM BBIILIATHI, COOTBETCTBYIOIIYIO
(aKTHYECKH OTpeIeIEHHON YacTH MPHYUHEHHOTO BpeIa.

13. CrpaxoBas BbIIUIATA B COOTBETCTBUM C JOTOBOPOM 0O0S3aTENBHOTO  CTPaxOBAaHUS
OCYHIECTBJISETCS HE3aBUCHMO OT BBIILIAT, IPUUYUTAIOLINXCS IO IPYTrUM BUIAM CTPAXOBAHUS.

14. He pomyckaeTcs ywacThe TMalMeHTa B TPOBEACHUM KIMHUYECKOTO HCCIIECIOBAHUS
JIEKApCTBEHHOTO TIperaparta Mpu OTCYTCTBUH JOTOBOPA 00513aTEILHOTO CTPAXOBAHMUSL.

15. KoHTposib 3a HCHOJHEHUEM OpraHu3alyeld, MOJYyYMBIIEH pa3pelieHue Ha OpraHu3aluio
MIPOBEJICHUS] KIIMHUYECKOTO UCCIIEOBaHUS JIEKAPCTBEHHOTO Iperapara A MEAUIIMHCKOTO MPUMEHEHHUS,
YCTaHOBJIEHHOW HACTOSIIEH cTaTbel O0S3aHHOCTH MO 005S3aTeIbHOMY CTPAXOBAHUIO KHU3HU, 370POBbS
ManueHTa, Y4acTBYIOUIEro (y4yaCTBOBABLIEr0) B KIMHUYECKOM HCCIEAOBAHUU  JIEKAPCTBEHHOIO
npenapaTa, OCYLIECTBISIETCS YIMOJHOMOUYEHHBIM (pe/lepaJbHbIM OPraHoOM HCIOJIHUTEIBHOW BIIACTH,
BBIJIABIIMM pa3pelleHrue Ha MPOBEICHUE KIMHUYECKUX HCCIIEIOBAHUN JEKapCTBEHHBIX IMpenapaToB AJIs
MEHUIIMHCKOTO MPUMEHEHHUSL.

naea 8. MPON3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB
CraTtba 45. NMpon3BoAcTBO NeKapCTBEHHbIX CPeAcTB

1. IIpou3BOACTBO JIEKAPCTBEHHBIX CPEACTB JOJDKHO COOTBETCTBOBATh TPEOOBAHUSAM IPABUI
HaJJIexalled Mpou3BOJCTBEHHON MPAKTUKH, YTBEPKACHHBIM YIIOJTHOMOYEHHBIM (eiepallbHbIM OpraHOM
HCIIOJTHUTENbHON BiacTH. OCOOCHHOCTH IMepexo/ia MPOU3BOJICTBA OTACIBHBIX JIEKAPCTBEHHBIX CPEACTB K
WX MPOU3BOJICTBY B COOTBETCTBHHU C TPEOOBAHMUSIMHU IMPABHI HaJJIEXKalIeld MPON3BOJACTBEHHON MPAKTUKU
ycranaBiauBaroTcs IlpaBurensctBoM Poccuiickoit denepanuu. Bplnaya 3akio4eHUNl O COOTBETCTBUU
MIPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBaHUSAM TMpaBHJI HaJUIekKAIIed MPOU3BOACTBEHHOM
MPAKTUKU OCYILECTBISAETCS IO pe3yiabTaTaM MHCIEKTUPOBAHUS IIPOU3BOIAUTEIEH JIEKAPCTBEHHBIX
CpPEeACTB B mopsake, ycraHoBieHHOM IIpaBurensctBom Poccuiickont depepanuu. Pasmep miarsl 3a
BBIZIAUy 3aKIIOYCHHS] O COOTBETCTBUU IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBAaHUSM MPaBUII
HaJUJIeXKalled  MPOM3BOIACTBEHHOM NpakTUKW  ycraHaBiuBaercs lIpasurensctBom  Poccuiickoit
Oenepauuu. [lopsnok opranu3anvu U TPOBEACHUS UHCIIEKTUPOBAHUS IIPOU3BOINUTEINICH JIEKAPCTBEHHBIX
CpPEICTB Ha COOTBETCTBHE TpeOOBAHMSIM TIPaBUJ HAJUIekKAIIeH MPOU3BOJACTBEHHOW TMPAKTUKU
ycra"asnuBaercs [IpasurensctBom Poceniickoit denepanuu.

(B pen. @eaepanbHbix 3akoHOB 0T 25.06.2012 N 93-D3, ot 22.10.2014 N 313-D3, ot 22.12.2014 N 429-
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

@3)

2. Ilpou3BoAcTBO JEKapCTBEHHbIX cpeacTB B Poccuiickoit @enepauuu  OCYyLIECTBIISETCS
IIPOU3BOIUTENSIMUA JIEKAPCTBEHHBIX CPEJCTB, UMEIOUIMMU JIMIIEH3UIO Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX
cpeactB. IlonTBepkaeHHE COOTBETCTBUS JIMLEH3MATa IIpaBWJIaM HaJJlekalleil Mpou3BOJICTBEHHOU
IIPaKTUKU OCYIIECTBISETCS B paMKax JIMLEH3MOHHOTO KOHTPOJIS B COOTBETCTBUU C 3aKOHOJATEILCTBOM
Poccuiickoit deneparuu ¢ yaeToM 0COOCHHOCTEH, YKa3aHHBIX B YaCTH | HACTOSIIEH CTAThU.

(B pen. ®enepanbubix 3akoHOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

2.1. Jlns uenedl JIMUEH3WPOBAHHS MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB I MEIUIIMHCKOIO
MPUMEHEHHUS] U WHCIEKTUPOBAHUS CyOBEKTOB OOpalleHHs JIEKAPCTBEHHBIX CPEJCTB Ha COOTBETCTBUE
TpeOOBaHUSAM IMPaBUJI HAJUIeXkKalled MPOU3BOICTBEHHOM MPAKTUKK (ellepajbHbIM OpraH NCHOJHUTEILHOU
BJIACTH, OCYIIECTBIISIIOIIMNA TOCYAAPCTBEHHYIO PETHUCTPALMIO JIEKAPCTBEHHBIX IIPENapaToB s
MEJUIIMHCKOTO TMPUMEHEHHs, TMpeaocTaBisieT (efepalbHOMy OpraHy MCIOJIHUTEIbHOW BJIAcTH,
OCYIIIECTBISIOMEMY (efepalbHbIi TOCYJapCTBEHHBIN JIMIICH3HOHHBIA KOHTPOJb JIEATEILHOCTH TI0
MIPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB I MEIULMHCKOTO INPHUMEHEHHMs, [0 €ro 3ampocy B paMKax
MEXBEJJOMCTBEHHOT0 HMH(GOPMAIIMOHHOTO B3aUMOJICHCTBUS B IMOPSIJIKE, YCTAHOBIEHHOM (eepalbHbIM
OpPraHOM HCITOJIHUTENIHON BJIACTH, OCYIIECTBIIOIIMM JUIEH3UPOBAHUE MPOU3BOJICTBA JIEKAPCTBEHHBIX
CPEICTB JJIi MEIUIMHCKOTO TpUMEHEHHs, M (enepaqbHbIM OPraHoM HCIOJHUTEIBHON BIACTH,
OCYHIECTBJISIOIIUM TOCYJapCTBEHHYIO PErMCTPALMIO JIEKAPCTBEHHBIX MPENApaToB I MEAMIMHCKOTO
MPUMEHEHMs], CIIeIYIOLINe CBEIECHHUS O JIEKAPCTBEHHBIX CPEACTBAX (B TOM YMCIE B CIIydae, €CIM TakKue
CBEJICHUS COCTABIIAIOT KOMMEPUYECKYIO TalHY):

1) B oTHOMIEHNH (hapMaIeBTHUECKOW CYOCTaHIIMU WK (hapMaIleBTUUECKUX CYOCTAHIINMI, BXOAIINX
B COCTaB JIEKAPCTBEHHOTO TMpenapara (3a UCKIIoueHneM (hapMaleBTHUEeCKUX CyOCTaHIIUN, BKJIIIOUEHHBIX B
FOCYJIapCTBEHHBIM PEECTP JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBUM CO CTaThedl 34 HACTOSIIEro
®denepalibHOTO 3aKOHA):

a) HAaMMEHOBaHHUE (papMalleBTUYECKOM cyOCTaHINM, €€ CTPYKTypa, OOIIKe CBONCTBA;
0) HauMEHOBAaHKE U aAPEC MPOU3BOAUTEIS;

B) TEXHOJIOTHA ITPOU3BOACTBA C OIMMCAHHUEM CTa,Z[I/Iﬁ IMPOU3BOACTBA U MCTOAOB KOHTPOJIA Ha BCEX
CTausX IMMPOU3BOACTBA,

I') OIMCaHKe pa3pabOTKH Mpoliecca MPOr3BO/ICTRA;

1) OIIMCAaHUE KOHTPOJISI KPUTUYESCKUX CTAJUH MPOU3BOJICTBA U MPOMEKYTOYHOM PO TYKIINH;
€) TIOKyMEHTaIbHOE MOATBEPKICHUE (BaTUAAIINS ) IPOIIECCOB U (MJIM) UX OLICHKA,

) CBOMCTBa M CTPYKTypa JEHCTBYIOIINX BEIIECTB;

3) XapaKTepHUCTUKA IPUMECEH;

1) crienuduKanys Ha papMaleBTHIECKyI0 CyOCTaHIIUIO U €ée 000CHOBAHUE;

K) QHAJIUTHYECKUE METOJWKH, UCMOIb3yeMble TpPU OCYIIECTBIEHHUH KOHTPOJS KayecTBa
(bapMmareBTHUECKON CyOCTaHIINH;
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

J) TOKyMEHTaJbHOE IMOATBEPXKACHUE (BaJMJalMsl) aHAIUTUYECKUX METOAMK, HCIOJIb3YEMBIX MpHU
OCYILIECTBJICHUHN KOHTPOJIS KayecTBa (papMalleBTUUECKOM cyOCTaHINY;

M) pe3yJIbTaThl aHATIN3a ceprid (papMarieBTUIECKON CyOCTaHINN;

H) MIepeueHb CTaHAAPTHBIX 00pa3llOB MM BEIIECTB, UCIOJIb3YEMbIX MPU OCYIIECTBICHUH KOHTPOJIS
KayecTBa;

0) OTHMCAHNUE XapaKTEPUCTUK U CBOMCTB YIaKOBOYHBIX MaTEPUaOB U YKYIIOPOYHBIX CPEJICTB;

1) JaHHBIE O CTAOMIIBHOCTHU (hapMalleBTHUECKON CyOCTaHIINH;

P) CpPOK TOAHOCTH;

2) B OTHOIIEHUH (papMalleBTUYECKUX CYOCTaHILMMN, BXOIAUIMX B COCTaB JIEKAPCTBEHHOTO Mpernapara
W BKJIOYEHHBIX B I'OCYAAPCTBEHHBIM PEECTp JEKAPCTBEHHBIX CPEACTB B COOTBETCTBUM CO CTaTbed 34
HacTosiero ®enepanbHOro 3aKOHa!

a) HauMEHOBaHUe (PapMaIeBTHYECKOM CYOCTaHIINH, €€ CTPYKTypa, 0OIIHNe CBONUCTBA;

0) HAaMMEHOBAaHUE U a/IPEC TPOU3BOUTEIIS,

B) PE3YJIbTAThl aHATU3a cepuid (hapMalleBTHUECKOM CyOCTaHIINH;

') CPOK T'OJIHOCTH;

3) B OTHOIIEHUH JIEKAPCTBEHHOTO Mpernapara i MEAUIIMHCKOTO MPUMEHEHHUS:

a) OIMMCAaHHUE U COCTAB JICKAPCTBCHHOT'O IIpCriapara JJisi MCIUIIUHCKOI'O IIPUMCHCHUA

0) omnmcanue QapMareBTUYECKONH pa3paboTku (00OCHOBaHME BBIOOpAa COCTaBa, MEPBUYHOM
YIIAaKOBKH);

B) TEXHOJIOTHA ITPOU3BOACTBA C OIMMCAHHUEM CTa,Z[I/Iﬁ IMPOU3BOACTBA U MCTOAOB KOHTPOJIA Ha BCEX
CTauAX IMMPOU3BOACTBA,

I) ONUCaHWe KOHTPOJS KPUTHUYECKUX CTaguili mpolecca MPOU3BOJICTBA U MPOMEKYTOYHOM
MIPOIyKIINH;

I[) HAaMMCHOBAHUC U aApeC MECTa OCYLICCTBJIICHHA IMPOU3BOACTBA JICKAPCTBCHHOT'O IIpCliapaTa JIsd
MCIOUIIUHCKOI'O0 HNPUMCHCHUA (B CJIydqac HaJIW4YuA HCCKOJIbKUX YYAaCTHHUKOB IIpoHecCa MpPOU3BOACTBA
YKa3bIBACTCA KaXJIbIM U3 HI/IX);

e) (l)apMaI_[eBTI/I‘-IeCKaH COBMECCTHUMOCTD,
)K) MI/IKpO6I/IOJIOFI/I‘leCKI/Ie XapaKTCPUCTUKU
3) MaTCpI/IaJIBHBIf/'I Oaranc JIg TIPOU3BOACTBA CEPHUU I'OTOBOTO ITPOAYKTA,

I/I) OMMMUCAHUC XaPAKTCPUCTUK U CBOMCTB YIIAKOBOYHBIX MATCPHUAJIOB U YKYIIOPOYHBIX CPEACTB;
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

K) JOKYMEHTaJIbHOE NIOATBEPKIACHHE (BalKu1alusl) MPOLECCOB ITPOU3BOJICTBA U (MJIM) UX OLICHKA;
1) TpeOOBaHUS K KAUYECTBY BCIIOMOTATEIHHBIX BEIIECTB;

M) AHAIIUTUYCCKHUE MCTOAUKH, HUCIHOJB3YCMBIC IIPU OCYHICCTBJICHUMU KOHTPOJIA KadeCTBa
BCIIOMOT'aTCJIBHBIX BCIICCTB,

H) JOKYMEHTAJIbHOE MOATBEPXKACHUE (BaTMIAIMs) aHATUTHYECKUX METOJUK, UCIIOJIb3YEMbIX MPHU
OCYILECTBJIEHUH KOHTPOJISI KA4€CTBA BCIIOMOTATEIIbHBIX BEIIIECTB;

O) I/IH(i)OpMaIII/IH 00 HCIIOJIF30BAaHUM BCIIOMOTATCILHBIX BC€IICCTB YCIOBCYCCKOTO MW XHBOTHOTO
IMIPOUCXOKIACHUSA,

1) “HQopMaIHs 00 UCIIOIb30BAaHUM HOBBIX BCIIOMOTATENIbHBIX BEIIECTB;

p) TpeOoBaHUS K KayecTBY JIEKAPCTBEHHOTO IIpermapaTa Uil MEAULHUHCKOTO TNpUMEHEHUS
(cepTudukar, cnenupuKanus Ha JEKapCTBEHHBIN Mpenapar u uX 000CHOBaHUE);

C) AHAIIUTUYCCKUEC MCTOAHUKH, HUCIOJB3YCMbBIC IIPpH OCYIICCTBJICHHUU KOHTPOJII KAa4deCTBaA
JICKApCTBCHHOTO Mperapara i MECAUIUHCKOI'O IPUMEHCHUSA

T) JOKYMEHTaJbHOE TOATBEPXKICHHE (BadUAallls) aHAIUTUYECKHX METOJWK, HUCIOJIb3YeMbIX MpPH
OCYILIECTBJICHMH KOHTPOJISl KayecTBa JIEKApPCTBEHHOTO MpernapaTa Jijisi MEIUIIUHCKOTO PUMEHEHUS;

y) pe3yJbTaThl aHATU30B CEPHIA JICKAPCTBEHHOTO Tperapara sl MeJUIIMHCKOTO TPHUMCHEHHS,
() xapakTepucTrUKa IPUMECEH;

X) NEPCUCHb CTAHIAPTHBIX 06p33HOB, HCIIOJIB3YEMBIX IIPpU OCYHICCTBJICHUH KOHTPOJIA KadeCTBaA
JICKApCTBECHHOT'O IMperiapaTta Ajid MEAUIUHCKOI'O IIPUMECHCHU S ;

1) ITaHHBIE O CTAOMILHOCTH JICKAPCTBEHHOTO TIpernapara Jjisi MEIUIIMHCKOTO IIPUMEHEHUSI.
(dactb 2.1 B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

3. HpOI/ISBOI[CTBO JICKAPCTBCHHBIX CPEACTB OCYHICCTBIIACTCA C CO6JHOI[CHI/ICM Tpe6OBaHI/II>'I
IIPOMBIIIJICHHOI'O PCriIaMCHTA, KOTOpBIﬁ YTBEPKAACTCA PYKOBOAUTCIIEM IIPOU3BOAUTEIIS JICKAPCTBCHHBIX
CpeaACTB MW BKIKOYACT B cebs NEpCUCHb HUCIOJIb3YCMBbIX (bapMaL[eBTI/I‘IeCKI/IX CY6CTaHI_II/II7I n
BCIIOMOT'ATCJIbHBIX BCHICCTB C YKAa3aHHCM KOJMYCCTBA KaXXJAOI'0 M3 HUX, JAHHBIC 00 HCIIOJIB3yEMOM
O60pyI[OBaHI/II/I, OIIMCAHHUEC TCXHOJOIM4YCCKOIo Iipomnecca MW MCTOJOB KOHTPOJII Ha BCCX OJTallaX
IIPpOU3BOACTBA JICKAPCTBCHHBIX CPCIACTB.

4. ITpu npou3BOACTBE JIEKAPCTBEHHBIX MPENapaToB AJI1 MEAUIIMHCKOTO MPUMEHEHHUS UCTIOIb3YIOTCS
(dapmalieBTHUECKHUE CYOCTaHIIMM, CBEIEHUS O KOTOPBIX COJEpXkaTcsi B TOCYAapCTBEHHOM peecTpe
JMEKapCTBEHHBIX  CPEACTB Ui  MEAMIIMHCKOTO  TPUMEHEHUuss u  (WIM) eIWHOM  peecTpe
3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX cpeACTB EBpaznilcKOro SKOHOMHUYECKOTO CO03a, 32 UCKIIOYEHUEM
(bapmalleBTHUECKUX CyOCTaHIUH, TPOU3BOIUMBIX IS TPOBEICHUS KIMHUYECKUX UCCIEAOBaHUMA U (WIIN)
st skcnoprta. [Ipu mpou3BOACTBE JIEKAPCTBEHHBIX CPEACTB JJIsi BETEPUHAPHOTO NPUMEHEHUSs
UCIOJIL3YIOTCS (hapMarieBTHUeCKUe CyOCTaHIIMU, CBEACHUS O KOTOPBIX COJIEPKATCSA B TOCYIapCTBEHHOM
peecTpe JeKapCTBEHHBIX CPEJICTB U BETEPUHAPHOTO MPUMEHEHHUs, U (MJIM) TOCYyIapCTBEHHOM peecTpe
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

JEKapCTBEHHbIX  CPEACTB s  MEAMLUMHCKOIO  INpPUMEHEHMs, U  (WIM) eAUHOM  PEecTpe
3aperuCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX IIpernaparoB EBpa3uiickoro 3KOHOMHYECKOIO
coro3a, M (WIM) €AUHOM pEeCTpe 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeACTB EBpasuiickoro
HSKOHOMHYECKOTO COI03a, 3a HCKIIOYeHHEM (hapMaleBTHUECKUX CYOCTaHIUH, MPOU3BOIUMBIX JUIS
MPOBEACHUS KIMHUYECKUX HcchaeaoBaHuid W (uiam) Ui skcnopra. K mporeccy MpOM3BOICTBA
(bapMareBTHUECKOM CYOCTaHIIMU OTHOCSTCS JIFOObIE CTAAUN TEXHOJIOTUYECKOTO MPOIIeCca, TTO3BOJISIONIHE
MOJIyYUTh TOTOBBIN MPOJYKT, COOTBETCTBYIOIIMKA TpeOOBaHUSAM (PapMaKONEHHON CTaThH, B TOM YHCIE
(dbepMeHTalus, SKCTPAKIUs, OUUCTKA, BbIIETICHUE, IEPEKPUCTAIIIN3AallMs, BEICYIIMBaHUE, U3MenbueHne. B
cllydae HEOOXOJUMOCTH MCHOJb30BaHUS OSTUJIOBOTO CIHMpPTa, B TOM 4Hcie (papManeBTUUECKON
CyOCTaHIIMM CHUpPTa STUJIOBOrO (3TaHONA), MPH IPOU3BOJICTBE JIEKAPCTBEHHBIX CPEJICTB B KauecTBE
JNEeUCTBYIONIETO U (MJIM) BCIIOMOTaTEIbHOTO BEIECTBA, a TAK)KE B MHBIX TEXHOJIOTMUYECKUX LIEJISAX JTOJDKHA
OBITH MCIIOJIB30BAaHA TOJIHKO (hapMarieBTUUECKasi CyOCTaHIIUS CITUPTa STUIIOBOTO (3TAHOM).

(B pen. @enepanbHBIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 27.12.2019 N 462-D3, o1 27.12.2019 N 481-
@3, ot 24.07.2023 N 341-D3)

4.1. TlepeueHb JE€KapCTBEHHBIX IMpeNapaToB i MEIUIUHCKOTO MPUMEHEHHs, B OTHOIIEHUH
KOTOPBIX YCTAHaBIIMBAIOTCS TpeOOBaHUS K OObEMY Tapbl, YINAKOBKE W KOMIUIEKTHOCTH, IE€pEYeHb
JIEKapCTBEHHBIX MPENapaToB JJIs BETEPUHAPHOTO IPUMEHEHHUS, B OTHOILIEHUH KOTOPBIX YCTaHABIUBAIOTCS
TpeOoBaHUsA K 00BeMy Tapbl, a Takxke TpeOoBaHHS K O0ObEMYy Taphl, YNAaKOBKE MU KOMIUIEKTHOCTH
JIEKapCTBEHHBIX IpenaparoB Uil MEIUIIMHCKOTO TMpUMEHEHHUs, TpeOoBaHUs K OO0BEMYy Tapbl
JICKapCTBEHHBIX IpEenapaToB MAjs BETEPUHAPHOIO HPUMEHEHUs OIPENENSAIOTCS COOTBETCTBYIOIUMU
YIIOJIHOMOYEHHBIMH (peiepaTIbHBIMU OpraHaMM HCIIOJHUTENIBHOW BJIACTH B MOPSJIKE, YCTAHOBIEHHOM
[IpaBuTenscTBOM Poccuiickoit denepanuu.

(dactp 4.1 B pen. @eaepanpHoro 3akoHa ot 14.12.2015 N 374-D3)

4.2. OpraHuzaiuy, OCYIIECTBIISIIONINE MPOU3BOJACTBO (PapMareBTUYECKON CyOCTaHIIMM CIUPTa
STHJIOBOTO (3TaHoJIa) JJisi MPOU3BOJICTBA CHUPTOCOJEPKAIINX JICKAPCTBEHHBIX IPENapaToB, OOS3aHBI
OCYILIECTBIISITh YYET B MOPSIKE, YCTAHOBIEHHOM cTaThsiMu § U 14 denepanbHOro 3aKkoHa OT 22 HOAOPA
1995 roga N 171-®3 "O rocynapcTBEHHOM PEryJIUpOBaHUU MTPOU3BOACTBA U 000POTA ATHUIIOBOTO CIIHPTA,
QJIKOTOJIFHOM U CcIUpTOCOJepKalleil MpoayKUMH U 00 OrpaHMYeHUH MOTpediieHuss (paciuTus)
ankoroJibHOM mpoaykiuu". [Ipons3BocTBO PapMareBTHYECKON cyOCTaHIIMN COMPTA STHIIOBOTO (3TaHOJIa)
JIOTYCKAeTCsl TOJIbKO OpraHu3aluei, OCYIIECTBISIONUIEH MPOU3BOJCTBO PEKTU(HUKOBAHHOIO 3TUIIOBOTO
CIUpTa M3 TMHILEBOTO ChIPbS HA OCHOBAaHMM JUIICH3UM Ha MPOU3BOJCTBO H3TUJIOBOTO CIUPTA IS
MPOU3BOJICTBA (hapMalleBTUYECKON CyOCTaHIIMM CHUPTAa JTUIOBOrO (3TaHOJia) B COOTBETCTBUU C
TpeboBanusamMu DenepanbHOT0 3akoHa OT 22 HOsOpa 1995 roma N 171-d3 "O rocymapcTBEHHOM
PETrYIUPOBAaHUM TMPOU3BOJACTBA U 00OpPOTa STHIOBOTO CIUPTA, AIKOTOJIBHOW W CIHMPTOCOAEpIKallen
OPONYyKIMH M 00 OrpaHMYECHUU TMOTpediieHus (pacluThsA) aJKOTOJBHONW MPOAYKUUHU", METOJIOM
pa3BelieHUs] BOJOW OYMILIEHHOW TaKOro ATHIIOBOTO CIHPTA, MPOU3BEIEHHOTO AAHHOW OpraHU3aIUel Mo
MECTY OCYIIECTBIICHHUS TPOU3BOJICTBA (hapMalleBTUIECKON CyOCTaHIIMU CIIUPTA 3TUIIOBOTO (3TaHOIA).
(uactp 4.2 BBeneHa @enepanbHbiM 3akoHOM OT 03.07.2016 N 261-®3; B pen. denepanbHOro 3aKoHa OT
27.12.2019 N 481-D3)

4.3. NnnuBuayanbHble NPEANPUHUMATENN M IOPUAWYECKUE JIMIA, OCYIIECTBIIIONINE 3aKYNKy H
UCMOJb30BaHue (apMaleBTHUECKONH CYOCTAaHIIMM CIIUPTa 3THIJIOBOTO (3TaHOJA), @ TaKKe MPOU3BOJICTBO,
U3roTOBIIEHHE W (Wiau) 000poT (32 MCKIIOYEHHEM pPO3HUYHOM MpOoJaku) CHUPTOCOASpPKAIIUX
JICKapCTBEHHBIX IMpEenaparoB, OOsA3aHbl OCYIIECTBISATH HMX Y4e€T U JEKIapUpOBaHHE B TOPSJIKE,
yCcTaHOBIEHHOM cTathsiMu 8 u 14 denepanpHoro 3akoHa ot 22 HosiOps 1995 roma N 171-®3 "O
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

rOCyJapCTBEHHOM pEryJUPOBAaHUHM IPOU3BOACTBA M 000pPOTa STHJIOBOTO CHUpPTA, AJKOTOJBHOW U
CIUPTOCOIEPIKAIIEH MPOTYKIIUN U 00 OTpaHUYCHUH MTOTPEOICHNUS (PACTIUTHS) aTKOTOIBHOM MPOIYKIUu'".
(dactp 4.3 BBenena denepanbHbiM 3akoHOM OT 29.07.2017 N 278-D3)

4.4. llpm TpOU3BOJACTBE JIEKAPCTBEHHBIX NpENapaToB JUIsi BETEPUHAPHOTO IPUMEHEHHS
JOITyCKAeTCsl HCIOJIb30BaHUE TPOM3BEICHHBIX Ui peanu3aluu  (papManeBTHYECKUX CyOCTaHIINH,
BKJIIOYCHHBIX B TOCYIAPCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEICTB YIIOJIHOMOUYEHHBIM (hereparbHbIM
OpPraHOM  HCIOJIHUTEIbHOW BJIACTH, OCYIIECTBISIIOIIMM BEAEHHE TIOCYIapCTBEHHOIO  peecTpa
JIEKApCTBEHHBIX CPEACTB ISl MEIUITTHCKOTO TIPUMEHEHUSI.

(uactp 4.4 BBenena ®@enepanbHbiM 3akoHOM 0T 02.08.2019 N 297-D3)

5. 3amperniaeTcst MpOU3BOJICTBO:

1) JlekapCTBEHHBIX CPEICTB, CBEICHHUS O KOTOPBIX HE COJEPIKATCS B TOCYIAPCTBEHHOM pEecTpe
JIEKApPCTBEHHBIX CPEACTB JUII MEJMIIMHCKOTO TPUMEHEHHs, W (W) TOCYIJapCTBEHHOM peecTpe
JIEKapCTBEHHBIX  CPEACTB Ul  BETEPUHAPHOTO  MPUMEHEHHs, W  (MJIM) €IUHOM  pPEeecTpe
3apErHCTPUPOBAHHBIX JICKAPCTBEHHBIX CpeicTB EBpa3niickoro 3KOHOMHUYECKOTO CO¥03a, W (WJIH) eITUHOM
peecTpe  3apeTHCTPUPOBAHHBIX  BETEPHHAPHBIX  JICKAPCTBEHHBIX  MpermapaToB  EBpasuiickoro
SKOHOMHYECKOTO COI03a, 32 MCKIIOYCHHEM JICKAPCTBEHHBIX CPEJCTB, MPOU3BOIMMBIX JUIS TPOBEACHHUS
KIIMHUYECKUX I/ICCJ'Ie}IOBaHI/Iﬁ Wi aJid 3KCHOpTa;

(. 1 B pen. @enepanbHoro 3akoHa oT 24.07.2023 N 341-D3)

2) danbcubuIUPOBaHHBIX JEKAPCTBEHHBIX CPEICTB;
3) JNlekapCTBEHHBIX CPENCTB O€3 JIMIIEH3UU Ha TIPOU3BOJICTBO JIEKAPCTBEHHBIX CPEIICTB;

4) nexapCTBEHHBIX CpPEICTB C HapyUIeHHEM IpaBUJ OpPraHu3alliyd MPOU3BOJCTBA M KOHTPOJIS
KauyecTBa JIEKAPCTBEHHBIX CPEICTB;

5) yrpatun cuiy. - ®enepanbHbiii 3akoH ot 27.12.2019 N 481-D3;

6) cnupTOCOJepkKAIIUX JIEKAPCTBEHHBIX MPENapaToB IO MECTY OCYILECTBJICHHS MPOU3BOJICTBA
(hapmareBTHUECKOW CyOCTaHIIMKM CHHMpPTAa STUIOBOTO (dTaHOJa) W (WJIM) TO MECTY OCYIIECTBIICHHS
MIPOM3BOJICTBA ATUIIOBOTO CITUPTA;

(. 6 BBeaeH deaepanbHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

Koncynbrantlntoc: npumeuanue.

®enepanbHbiM 3akOHOM OT 22.12.2020 N 436-®3 ct. 14.1 @3 ot 22.11.1995 N 171-®3 uznoxena B
HOBOM penakiuu, HopMma 1. 1.1 ct. 14.1 crapoit pegakunu @3 cOOTBETCTBYeT HOpMme M. 2 cT. 14.1
HOBOM PEIAKIINU.

7) dapmaneBTHUECKON CYyOCTaHIMHM CHHpPTa ATHIOBOTO (dTaHona) W (WJIHM) CIUPTOCOEpIKAIIUX
JIEKapCTBEHHBIX IMPenapaToB Ha OCHOBHOM TEXHOJOTMYECKOM OOOpYJOBAaHMU JJsl TPOU3BOJACTBA
STUIIOBOTO CHMPTA, YKa3aHHOM B nyHKTe 1.1 ctateu 14.1 ®@enepanbHoro 3akoHa ot 22 Hos6ps 1995 roxa
N 171-®3 "O rocymapCTBEHHOM peryJIHMpOBaHMU MPOU3BOJACTBA M 00OpOTa ATUIIOBOTO CHHPTA,
QJIKOTOJIBHOM M CHMPTOCOJEpXKalllell MpOAyKIMM M 00 OrpaHHYEeHUH NOTpeOsieHus (pachuTus)
QJIKOTOJIBHOM MPOTyKINH'".
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

(n. 7 BBeneH denepanbHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

6. Ilpm BBOJE JIEKAPCTBEHHBIX CPEJACTB B TPAXAAHCKUH O0OOpPOT YIIOJTHOMOYEHHOE JIUIIO
MPOU3BOAUTCIIA JICKAPCTBCHHBIX CPCACTB OCYHICCTBIIACT NOATBCPIKACHHUC COOTBCTCTBHA JICKAPCTBCHHBIX
CpeAcTB TpeOOBAaHUSM, YCTAaHOBJICHHBIM MpPH WX TOCYJAPCTBEHHON PETHCTpalvU, W TapaHTHPYET, YTO
JICKApCTBCHHBIC CpCACTBA INPOU3IBCACHLBI B COOTBCTCTBUU C Tpe6OBaHI/I$[MI/I mpaBuHJI HaHHC)KaHICﬁ
HpOH?;BOIICTBCHHOfI IMPAKTHUKH.

(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7. YTHOTHOMOYEHHBIM JIMIIOM TPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJCTB SIBISETCS €ro pabOTHUK,
aTTECTOBAHHBIM B YCTAaHOBJIICHHOM YIIOJIHOMOUYEHHBIM (e/iepalibHbIM OpraHOM HCIIOJIHUTEIBHOM BlAacTU
MOPSIIKE M UMEIOILIUI cTaX paboThl HE MEHEe YeM IIATh JIET B 00JacTU MPOU3BOJCTBA U (UJIM) KOHTPOJIS
KauyecTBa JIEKApCTBEHHBIX CPEJICTB, BhICIIEE 00pa30BaHNE COOTBETCTBEHHO IO OJIHOM M3 cHelalbHOCTEN
1 (W) OTHOMY M3 HANpaBJICHUN MOATOTOBKHU: OHOJIOTHSI, OMOTEXHOJIOTHSI, BETEpUHAPHS], BETEPUHAPHO -
CaHWTapHas »JKCIEepTHU3a, KIMHWYECKas MEIUIIMHA, paJuallMOHHAs, XUMHYecKas M Ouosiornyeckas
3amuTa, Gpapmanus, pyHaaMeHTaIbHas MeIULMHA, XUMUYecKasi TEXHOJIOTUsI, XUMUS.

(B pen. DenepanbHbix 3akoHOB 0T 22.10.2014 N 313-D3, ot 02.08.2019 N 297-D3)

8. IlpowsBoamTENN JIEKAPCTBEHHBIX CPENCTB (3a HCKIIOYeHHEM (apMaIleBTUUECKOW CyOCTaHIIUU
CIUpTa ATUJIOBOTO (3TaHOJA) MOTYT OCYIIECTBJISITh MPOJAXKY JEKAPCTBEHHBIX CPEJICTB WJIU IepeaBaTh
HX B YCTAHOBJIEHHOM 3aKOHOJATeNbCTBOM Poccuiickoit Denepannu Nopsiake:

(B pen. ®enepanbHoro 3aKkoHa oT 29.07.2017 N 278-D3)

1) Ipyrum Mmpou3BOIUTENSIM JIEKAPCTBEHHBIX CPENICTB IS IPOU3BO/ICTBA JIEKAPCTBEHHBIX CPE/CTB;
2) opraHu3aiusM ONTOBOM TOPTOBIIU JIEKAPCTBEHHBIMU CPEJICTBAMU;

3) AllTCYHBIM OpraHu3anusaM, BCTCPHHAPHBIM aIllTCYHBIM OpraHu3aluiaM, HWHAUBUAYAJIbHBIM
npeaArpruHUMATEIAM, UMCIOIIMM JIMIOCH3HUIO Ha (bapMaL[eBTI/I‘IeCKYIO JACATCIIBHOCTh HWJIM JIMIICH3HMIKO Ha
MCIUIHNHCKYIO JCATCIbHOCTD,

4) HAyYHBIM OPraHHU3ANUSAM JUTSI HAYYHO-UCCIIEI0BATEIBCKOM PadOTHI;
(B pen. @enepanbroro 3akoHa ot 30.01.2024 N 1-D3)

5) MCAUIUHCKHUM OpraHu3alusaM U BETCPUHAPHBIM OpraHHU3aluaM;

6) opraHM3anMsAM W WHIAMBHIYAIbHBIM NPEANPUHUMATEISM, OCYIISCTBISIONIMM pa3Be/ICHUE,
BBIPAIIMBAHUE M COJCP)KAHHWE JKUBOTHBIX (32 HCKIIOYCHHEM IPOJKH UM  (PapMaleBTHYCCKHX
CyOCTaHIIMI UK UX TIepeiayun);

(. 6 B pen. ®eaepanbHoro 3akona ot 02.08.2019 N 297-03)

7) WCHOBITATeNBHBIM JIAOOpaTOpusiM (ILIEHTpaM), MPOBOJISAIINM HCHBITAHUS B 00JACTH KOHTPOIS
KauyeCcTBa JIEKaPCTBEHHBIX CPEICTB, AaKKPEAMTOBAHHBIM B COOTBETCTBUM C 3aKOHOJATEIbCTBOM
Poccuiickoit @eneparuu 00 akkpeAUTAIIMN B HAIIHOHATBHON CUCTEME aKKPEIUTAIIUH.

(. 7 BBeneH PenepanbHbIM 3akoHOM OT 04.08.2023 N 428-D3)

9. IlpoumsBomutenu QapManeBTUIECKON CYOCTaHIIMM CHOUpPTa JTUIOBOTO (dTaHONA) OOs3aHbBI
OCYILIECTBIISTh peau3aluio (1mepenady B yCTAaHOBIEHHOM 3aKOHOAATeNbCTBOM Poccuiickoit denepanuu
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

nopsiike)  apMaieBTUYECKOW  CyOCTAaHIIMM  COHpPTAa  OTWIOBOTO  (3TaHONA)  MPOU3BOJUTEINISM
JIEKApCTBEHHBIX CPEJICTB JUIS MPOU3BOACTBA JIEKAPCTBEHHBIX CPEJICTB, IIPOU3BOAUTEISIM (M3TOTOBUTEIISIM )
MEJIUIMHCKUX U3JENUH sl POU3BOACTBA U M3TOTOBICHHUS MEAUIIMHCKUX U3JIENIUI B eMKOCTSIX 00BEMOM
He Oonee 1 nmurpa u (wm) He Menee 1000 nUTPOB, a OpraHu3ansaM, YKa3aHHBIM B MyHKTax 3 - 5 u 7
4acTH 8 HACTOSAIIEH CTaThH, B Tape 00beMoM He Oosiee 1 iuTpa.

(dactp 9 BBeneHa PenepasbHbIM 3ak0oHOM OT 29.07.2017 N 278-®3; B pen. denepanbHbIX 3aKOHOB OT
27.12.2019 N 481-@3, ot 22.12.2020 N 444-D3, ot 04.08.2023 N 428-D3)

10. Peanuzanusi (mepemaya B YCTaHOBJICHHOM 3aKOHOJATENHCTBOM Poccuiickoit ®deneparuu
nopsizike) (QpapMareBTUYECKON CYOCTaHIIMM CHHpPTAa HTHJIOBOTO (3TaHOJA) OpPraHM3aIUsM OINTOBOM
TOProOBJIM JIEKAPCTBEHHBIMU CPEACTBAMM HE JOMYCKAETCS.

(uactp 10 BBenena @enepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

11. IlepeBo3ku (apmaneBTHUECKONH CyOCTaHIIMM CHUPTA 3TUJIOBOTO (3TaHOJA) OCYIIECTBISIOTCS C
coOnrofieHneM TpeOOBaHMM, YCTAaHOBJIEHHBIX a03alleM 4YeTBEpThIM MyHKTa 3 craThu 9 denepanbHOro
3akoHa oT 22 HosaA0ps 1995 roma N 171-®@3 "O rocynapCTBEHHOM pErylMpOBAaHUU IPOU3BOJICTBA U
o0opoTa ATUJIOBOIO CHHPTA, AJIKOTOJBHOM M CHUpPTOCOJEpKalled MNpPOAYKIUMU U 00 OrpaHHYEHUH
noTpebsieHus (pacuTHsl) aJKOTOJIBHOMN MPOTyKIuu'".

(uactpb 11 BBenena denepanbHbiM 3aKkoHOM 0T 27.12.2019 N 481-D3)

CtaTtbs 46. MapkupoBKa NeKapCTBeHHbIX CpeacTB

1. JlexapcTBeHHBIE Tpemaparbl, MPOUISANINe TOCYAAPCTBEHHYIO PETHCTPAIAI0 B COOTBETCTBHH C
TpeOoBaHMAMU HacTosmero denepaabHOrO 3aKOHA, 33 HCKIIOUYEHUEM JICKApCTBEHHBIX MpPENnapaTosB,
W3TOTOBIICHHBIX ~ ANTEYHBIMH  OPraHM3AlWsSMH, BETCPHUHAPHBIMH  aNTEYHBIMH  OpraHH3alHsIMHU,
WHIMBUYTbHBIMH TTPEINPUHUMATEISIME, UMCIOITUMH JIMIICH3UIO Ha ()apMarleBTUIECKYIO I TeITbHOCTB,
JIOJDKHBI TIOCTYTATh B 0OpalieHue, eciu:

(B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

1) Ha WX NEPBUYHON yNaKkoBKE (3a HCKIIOYEHUEM IEPBUYHON YITAKOBKH JICKAPCTBEHHBIX
PaCTUTENILHBIX TPENapaToB) XOPOIIO YHTAEMBIM IIPHUPTOM HAa PYCCKOM SI3bIKE yKa3aHbl HAMMEHOBAaHUE
JICKApCTBEHHOTO  Mpemnapara (MEXIyHapoJHOE HEMaTeHTOBAaHHOE, WM TPYNIUPOBOYHOE, WIJIH
XHUMHUYECKOE, UM TOProBO€ HAaMMEHOBAaHHUE), HOMEP CEpPHH, JaTa BBITYCKa (ISl IMMYHOOUOJIOTHYECKUX
JICKApCTBEHHBIX IPENapaToB), CPOK TOJHOCTH, JAO3UPOBKA HIIM KOHIICHTpalusi, 00beM, aKTHMBHOCTb B
eIMHUIIAX JICHCTBUS WM KOJIMYECTBO JI03;

(B pen. ®enepanbubix 3akoHOB 0T 11.10.2010 N 271-D3, o1 22.12.2014 N 429-D3)

2) Ha UX BTOPUYHOHN (MOTPEOUTETHCKOI) YMAKOBKE XOPOIIO YUTAEMbIM IIPUPTOM HA PYCCKOM
S3bIKE YKa3aHbl HaWMEHOBAHHWE JIEKAPCTBEHHOTO Mpernapara (MeXAyHapOJHOE HENMaTeHTOBAHHOE, WU
TPYNIIUPOBOYHOE, WIM XHMHUYECKOE U TOProBO€ HAUMEHOBAHWSA), HAUMEHOBAHHE MPOU3BOIUTENS
JIEKapCTBEHHOTO TperapaTa, HOMep CepuH, J1aTa BBIMycKa (IS IMMYHOOHOJIOTUYECKUX JIEKapCTBEHHBIX
MpernapaToB), HOMEP PETHUCTPAIMOHHOTO YIOCTOBEPEHHS, CPOK TOAHOCTH, CHOCOO MpHUMEHEHUS,
JO3UPOBKA WM KOHIIEHTpalus, 00bEM, aKTHBHOCTh B €IMHHIIAX JAEHCTBUS JHOO KOIWYECTBO 103 B
yIaKoOBKe, JIeKapcTBEHHAs (opMa, YCIOBHUS OTITYCKa, YCIOBHS XpaHEHUs, IPEeaypeIUTeIbHbIE HAAMNUCH.
(B pen. DenepanbHbix 3akoHOB 0T 11.10.2010 N 271-D3, ot 22.12.2014 N 429-D3)

2. (DapMaI_[eBTI/I‘{CCKI/IC Cy'6CTaHI_II/II/I AOJIKHBI TIOCTYIIATh B 06paIJ_IeHI/IC, €CJIM Ha HuXx HepBH‘-IHDﬁ
YIIAKOBKE XOPOIIO YUTACMbIM H_IpI/I(I)TOM Ha PYCCKOM A3bIKC YKa3aHbl HAUMCHOBAHUC (I)apMaHGBTquCKOﬁ
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

CYGCTaHI_[I/II/I (MC)KIIyH&pOIIHOe HCIMMATCHTOBAHHOC, WJIM TPYIIIUPOBOYHOC, WIIM XUMHUUYCCKOC U TOProBOC
HAaMEHOBAHMs), HAUMEHOBAHUE MPOU3BOANTENS (apManeBTHUECKO CyOCTaHIIMM, HOMEpP CEepUu U JaTa
HU3TOTOBJICHUSA, KOJIMYCCTBO B YIIAKOBKE W CAWMHUIBI U3MCPCHUA KOJIMYCCTBA, CPOK IT'OJHOCTH U YCJIOBUSA
XpaHEHU.

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

3. JlexapcTBEHHbIE CPECTBA B KAYECTBE CHIBOPOTOK JOJKHBI IOCTYNATh B 00OpallleHUE ¢ yKa3aHUEM
KUBOTHOTO, U3 KPOBH, IJIa3Mbl KDOBH, OPraHOB U TKAHEH KOTOPOI'O OHM IOJIy4EHBI.

4. Ha BTOpHuHYIO (IOTPEOUTEIHCKYIO) YIIAaKOBKY JIEKAPCTBEHHBIX CPE/ICTB, NOJYYEHHBIX U3 KPOBH,
TJ1a3Mbl KPOBH, OPTaHOB M TKAHEW YeJIOBEKa, OJHKHA HAHOCUThCS Haanuck: "Anturena k BUY-1, BUY-
2, k Bupycy renatuta C U IOBEpXHOCTHBIN aHTUTEH BUpYyca renatuta B oTtcyTcTByIoT".

5. Ha  nepBuunyro YIAKOBKY  H BTOPUYHYIO (moTpeduTeNnbCKyI) YIIaKOBKY
paanodapMaleBTHUYECKUX JIEKAPCTBEHHBIX CPEACTB JI0JKEH HAHOCUTHCS 3HAK PaIMAl[MOHHON OAaCHOCTH.

6. Ha BTOpHYHYIO (OTPEOUTENHCKYIO) YIIAKOBKY TOMEONATHYECKUX JIEKAPCTBEHHBIX MpEnapaTroB
JOJKHA HAHOCUTBCA Haanuck: "['oMeonaTnieckui'.

7. Ha BTOpHuHYyIO (NMOTPEOUTENHCKYIO) YIMAKOBKY JIEKAPCTBEHHBIX PACTUTENbHBIX MpENnapaToB
JIOJ>KHA HAHOCUTHCS HAaanuch: "[Ipoaykius mponuia paguaiiiOHHbIA KOHTPOJIb'.

8. Ha mnepBuuHyr0 ymakoBKy (€ciy [UIsi ATOTO CYIIECTBYET TEXHHYECKass BO3MOXXHOCTh) H
BTOPUYHYIO (MTOTPEOUTENHCKYIO) YIMAKOBKY JICKAPCTBEHHBIX TMpEnapaToB, NpPEIHA3HAYCHHBIX IS
KIMHUYCCKUX MCCIIeIOBaHUM, JOHKHA HAHOCUTHCS HAIMKUCh: " J{JI KITMHUYSCKUX UCCIIeA0BaHUN".

(B pen. ®enepanbHoro 3aKoHa oT 22.12.2014 N 429-D3)

9. VYmakoBKa JE€KapCTBEHHBIX CpPEICTB, MpPEIHA3HAYCHHBIX HWCKIIOYUTENBHO MJI OJKCIOpPTa,
MapKUpPYeTCsl B COOTBETCTBUH C TPEOOBAHUSIMU CTPAHBI-UMIIOPTEPA.

10. Ha tpancmopTtHyio Tapy, KOTOpas He IMpelHa3HadeHa s MOTpeOuTeneid U B KOTOPYIO
MOMEILIEHO JICKApCTBEHHOE CPEICTBO, AOJDKHA HAHOCUTHCS HHGOpMalus O HAUMEHOBAaHUH, CEpUU
JIEKapCTBEHHOTO CPEJCTBA, JaTe BbBIMYCKA, KOJUYECTBE BTOPUYHBIX (MOTPEOUTENHCKUX) YIAKOBOK
JIEKapCTBEHHOTO CPEACTBa, MPOU3BOAMUTENE JEKAPCTBEHHOTO CPEICTBA C YKa3aHMEM HaWMEHOBAHHS U
MECTOHAXOXKJICHHSI IIPOU3BOAUTENS JIEKAPCTBEHHOT'O CPe/ICTBA (a/ipec, B TOM YHCIIE cTpaHa U (MJIH) MECTO
MIPOM3BOJICTBA JIEKAPCTBEHHOT'O CPEJCTBA), a TAKXKE O CPOKE T'OJHOCTU JIEKAPCTBEHHOIO CPEACTBA U 00
YCIOBUSX €r0 XpaHEHUS U MEPEBO3KHU, HEOOXOIMMBIE MPEIyNPEAUTEIbHbIC HAMTUCH U MaHUITYISTOPHBIE
3HAKH.

11. Ha mnepBHYHYI YyMakOoBKY M BTOPHUYHYIO (TIOTPEOUTENIBCKYIO) YMAKOBKY JIEKaPCTBEHHBIX
CPEICTB JJsi BETEPUHAPHOTO IPUMEHEHMsI [OJDKHA HAHOCUTHCA Haanuch: "J[ns BeTepuHapHOTO
MIPUMEHEHMS "

12. Ha BropuuHyto (NMOTPEOMTENIBCKYIO) VIAKOBKY JIEKAPCTBEHHOTO IIpernapara HaHOCUTCS
LITPUXOBOH KO.

_ I'maea 9. BBO3 JIEKAPCTBEHHbIX CPE[ICTB
B POCCUUCKYIO PEAEPALIUIO U BbIBO3 JIEKAPCTBEHHbLIX CPEACTB
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

U3 POCCUUCKON ®EQEPALUMN
(B pen. denepanbHoro 3akona ot 06.12.2011 N 409-D3)

Cratba 47. Nopsaok BBO3a feKapcTBeHHbIX cpeacTB B Poccumnckyro deagepauumio n
BbIBO3a JfieKapCTBEHHbIX cpeAcTB 3 Poccumnckon ®epepauum
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

1. BB03 u1nekapcTBeHHBIX cpeactB B Pocculickyro denepanuio OCYIIECTBISETCS B TMOPSJIKE,
ycraHoBieHHOM [IpaBurensctBoM Poccuiickoit denepannu, B COOTBETCTBUU C AKTAMH, COCTABIISIFOIIAMU
npaBo Coro3a, 1 (W1n) 3akoHo1aTesibeTBOM Poccuiickoit denepanyy 0 TaMOKEHHOM PEryITMpPOBaHUH.

(B pen. ®enepanbubix 3akoHOB 0T 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

Koncynbrantlntoc: npumeyanue.

Jo 31.12.2025 poccUICKAM NMPOU3BOIUTENSAM PA3PEIICHO B YBEAOMHUTEIBHOM IMOPSIKE BBO3UTH HE
BHECEHHbIE B peecTp (apMaleBTHUECKUe CYOCTaHIMM JUIsi BETEPUHAPHOTO MPUMEHEHUs s
MIPOM3BOJICTBA 3aPETUCTPUPOBAHHBIX JieKapcTBeHHbIX cpencTB (IloctanoBnenue IlpaBurenscrBa PD
ot 12.03.2022 N 353).

2. BBo3umbie B Poccuiickyto ®enepannio JEKapCTBEHHBIE CPENICTBA JOJDKHBI COACPKATHCA B
TrOCYJApCTBEHHOM pEECTpE JIEKAPCTBEHHBIX CPEIACTB, WIM €AMHOM PEECTPE 3aperuCTPUPOBAHHBIX
JIEKAPCTBEHHBIX  CpeACTB  EBpa3miicKOro  SKOHOMHYECKOIO  COK03a, WM €IMHOM  peecTpe
3apETUCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX NpenaparoB EBpa3uiicKoro 3KOHOMHUYECKOTO
CO103a.

(B pen. denepanpHbix 3ak0HOB OT 06.12.2011 N 409-®3, ot 27.12.2019 N 462-D3, ot 30.01.2024 N 1-
®3)

3. Jomyckaercs BBo3 B Poccuiickyro ®Denepannito KOHKPETHOM MapTUU 3apEerUCTPUPOBAHHBIX U
(un) He3aperuCTPUPOBAHHBIX  JIEKAPCTBEHHBIX CPEJACTB, IMpeIHA3HAYEHHBIX Uil  pa3paboTKu
JIEKapCTBEHHBIX CPEJCTB, MPOBEACHUS HAYYHBIX M HHBIX MCCJIEIOBAaHUN, MPOBEICHUS KIMHUYECKHX
UCCIIEIOBAaHUI JIEKapCTBEHHBIX MPENapaToB, MPOBEICHUS SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB IS
OCYILIECTBIICHUS TOCYIaPCTBEHHON PErucTpaliyl WIK PEerucTpalliy JeKapCTBEHHBIX NMPENapaToB WM s
OKa3aHUs MEIUIIMHCKOW MOMOIIM IO >KU3HEHHBIM MOKa3aHHUSIM KOHKPETHOTO MAallMeHTa Ha OCHOBaHUU
paspellieHns, BbIJIAHHOTO YIOJHOMOYEHHBIM (efepanbHbIM OpPraHOM HCIOJHUTENBHONW BJIACTU IIO
3asiBJICHUSAM JUI, YKa3aHHBIX B cTaThe 48 Hacrosimero denepanbHOro 3akoHa. PaccMoTpeHue Takoro
3asBJICHUS M TPUHATHE pEIIeHHs O BbIJAa4€ pa3pelieHds Ha BBO3 KOHKPETHOM MapTHH
3aperucTPUPOBAHHBIX U (WJIM) HE3aPETrHCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB, MPEIHA3ZHAYCHHBIX IS
pa3paboOTKU JIEKAPCTBEHHBIX CPEJACTB, NPOBEACHUS HAYYHBIX W HMHBIX HCCIEIOBAHUM, MPOBEICHUS
KJIIMHUYECKUX MCCIEIOBAHUM JIEKAPCTBEHHBIX MPENapaToB, MPOBEICHUS SKCIEPTU3bl JIEKAPCTBEHHBIX
CPEICTB JJisi OCYILIECTBIEHUS TOCYJApCTBEHHOM pETUCTpaluy WM PETUCTPAIMU JIEKapCTBEHHBIX
npenaparoB WM JUisl OKa3aHUS MEIUMUMUHCKOM IMOMOIIM IO >KU3HEHHBIM MOKa3aHUSIM KOHKPETHOTO
nanueHTa Jubo 06 oTka3e B BblJaue YKAa3aHHOTO pa3pellieHus MPOU3BOIATCS B CPOK, HE MPEBIIIAIONIUI
ATy padounx qHeil. [lnaTa 3a BeIqauy yKa3aHHOTO pa3pelieHus He B3UMaeTCsl.

(B pen. ®enepanbHbix 3aKkoHOB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

3.1. Yrpatun cuny c 1 ssaBaps 2024 roga. - @enepanbHblii 3akoH oT 27.12.2019 N 475-03.
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

3.2. 1o 31 nmexabps 2025 roma momyckaroTcst BBO3 Ha Teppuropuio Poccuiickoit deneparyu u
obpamenue B Poccmiickoit denepanuu ¢ ydeToM OCOOEHHOCTEH, YCTaHOBJICHHBIX [IpaBUTEIHCTBOM
Poccuiickoit ®enepauuu, 3aperuCTpUPOBAHHBIX JIEKAPCTBEHHBIX IIPENaparoB IS MEIUIMHCKOTO
MPUMEHEHHsI B yIAaKOBKaX, MPEJIHA3HAYCHHBIX Ul 0OpaleHnsi B HHOCTPAHHBIX TOCY/IapCTBax, B cliydae
neeKkTypsl JIEKapCTBEHHBIX IPEnapaToB WM pPUCKA €€ BO3HHUKHOBEHUS B CBS3M C BBEICHHEM B
oTHowmeHnu Poccuiickoit denepanuy OrpaHUYUTENBHBIX MEP 3KOHOMHUYECKOIO XapakTepa MpH YCIOBUHU
COOTBETCTBUSI BBO3UMBIX JIEKAPCTBEHHBIX IIpenapaToB TpeOOBaHMSAM, YCTAHOBJICHHBIM TIpU UX
perucTpanuy, 3a UCKIOYEHHUEM TpeOOBaHMM K MEPBUYHOM YIIAKOBKE, BTOPUYHOU (MOTPEOUTENHCKOM)
yIaKoBKE, a TaKKe IpU HAIWYUM Ha BTOPUYHON (HOTPEOUTENHCKOW) YIAaKOBKE JIEKApPCTBEHHBIX
MIpernapaToB, HAXOJALIMXCA B OOpaIleHMM, CaMOKJIESIIEHCS STHUKETKH, cojlepkalieil MHpopMaiuio o
JIEKapCTBEHHOM IIpernapaTe Ha PYCCKOM SI3bIKE.

(uactp 3.2 BBeneHa denepanbHbiM 3aKk0HOM OT 26.03.2022 N 64-D3; B pen. denepanbHbIX 3aKOHOB OT
19.12.2022 N 519-®3, ot 26.12.2024 N 494-D3)

3.3. Homyckarotcs BBo3 B Poccmiickyro denepanmio u obpamenue B Poccuiickoit deneparuu ¢
Y4ETOM 0ocoOeHHOCTEH, YCTaHOBJICHHBIX [IpaBuTenscTBOM Poccuiickon denepanny,
3apETUCTPUPOBAHHBIX  OPUTUHAIBHBIX  OpQaHHBIX  JIGKAPCTBEHHBIX  MpermapatoB ©u  (WIH)
BBICOKOTEXHOJIOTUYHBIX JIEKAPCTBEHHBIX TMpEnapaToB JUisi MEIUIMHCKOTO TMPUMEHEHHS B TEUCHUE
JIBEHAAIaTH MECAIleB Tocie JaThl WX peructpauun B Poccuiickoii dexepanum B ymaKOBKax,
MpeAHa3HAYEHHBIX IS OOpamieHusi B HWHOCTPAHHBIX TOCYAapcTBaxX, MPH YCIOBHU COOTBETCTBUS
BBO3HMMBIX JIEKAPCTBEHHBIX MPENapaToB Uil MEIUIUHCKOTO MPUMEHEHUS TPeOOBaHUIM, YCTAHOBIIEHHBIM
MpU HMX PETUCTpAIlMM, 3a WCKIIOYCHHEM TpeOOBaHWII K TEPBUYHOM YITAKOBKE, BTOPUYHOU
(moTpebuTeNnbCKOM) yMaKOBKE, W TIPU HAJIMYMKM Ha BTOPUYHOM (MOTPEOUTENHCKOM) YIaKOBKE
JIEKapCTBEHHBIX MpPENapaToB Ui MEAULIMHCKOTO TPUMEHEHHUS, HaxoJIIIUXcsi B  OOpalieHuH,
CaMOKJIESIIENCs] STUKETKHU, cojepskalieil nHOpMaIUIo 0 JIEKapCTBEHHOM IpernapaTe Ui MeIULUHCKOTO
IIPUMEHEHHSI HA PYCCKOM s3bIKe. B OTHOIIEHMM NAHHBIX JIEKAPCTBEHHBIX MPENapaTOB HE NMPUMEHSIOTCS
MOJIOKEHU YyacTu 7 ctatb 9 u yacreil 1 u 2 crarbu 52.1 Hacrosiero deaepabHOrO 3aKOHA.

(uactp 3.3 BBenena denepanbabiM 3akoHOM OT 30.01.2024 N 1-D3)

4. B Poccuiickyto ®enepanio MOKHO BBO3HUTH JIGKAPCTBEHHBIC CPEICTBA, KAYECTBO KOTOPBIX
MOJTBEPXKACHO  CEepTU(PUKATOM  TPOM3BOJMTENS  JICKAPCTBEHHBIX  CPEJACTB,  YAOCTOBEPSIOIIUM
COOTBETCTBUE BBO3HMBIX JICKAPCTBEHHBIX CPEJICTB TPEOOBAHUSIM, YCTAHOBICHHBIM IPH UX PETUCTPAIUH
WM TIPOBEJICHUH MPOLEAYP, CBSI3aHHBIX C PETUCTPAIHCH.

(B pen. denepanbubix 3akoHOB 0T 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

5. 3anpemaetcs BBo3 B Poccuiickyto @enepanuio danbcuuinpoBaHHBIX JIEKAPCTBEHHBIX CPEICTB,
HEI0OPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, KOHTPA(paKTHBIX JICKAPCTBEHHBIX CPEIICTB.
(B pen. denepanbHoro 3akona ot 06.12.2011 N 409-D3)

6. @anbcuUUUPOBAHHBIE JIEKAPCTBEHHBIE CPEJCTBA, HEIOOPOKAUECTBEHHBIE JIEKAPCTBEHHBIE
CPEICTBA MOAJIEKAT U3BATHUIO U MOCIEAYIONIEMY YHUUTOKEHHUIO WK BbIBO3Yy U3 Pocculickoit denepannu,
KOHTpa(aKTHBIE JIEKAPCTBEHHBIE CPEACTBA - U3BATUIO U MOCIEAYIOIIEMY YHUUTOXKEHUIO. YHUUTOXKEHUE
wii  BbIBO3 u3 Poccuiickoit ®enepanuu  panbCUPUIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJCTB,
HE0OpOKAUECTBEHHBIX  JIEKAPCTBEHHBIX  CPEACTB,  KOHTpaakTHBIX  JIEKAPCTBEHHBIX  CPEICTB
OCYILECTBIISIETCS. 3a CYET JIMLA, OCYIIECTBUBLIETO MX BBO3. [lOpsAnoK yHUYTOXKEHHS W3BATHIX
(banbCcupUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, HEIOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPE/CTB,
KOHTpa(aKTHBIX JEKapCTBEHHBIX CpeICTB ycTaHaBnuBaercs [IpaBurensctBoM Poccuiickoit deneparui.
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

7. Jluma, ocymectBisiomme BBO3 B Poccmiickyto  @enepanuio  anbcuUIMpoBaHHBIX
JICKapCTBEHHBIX  CPEJICTB, HEJOOPOKAYECTBEHHBIX  JIEKAPCTBEHHBIX  CPEACTB, KOHTPa(aKTHBIX
JICKApPCTBCHHBIX CPEACTB, HCCYT OTBCTCTBCHHOCTH B COOTBCTCTBUU C 3aKOHOAATCIHLCTBOM Poccwuiickoit
denepanuu.

(B pen. denepanbhbix 3akoHOB 0T 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

8. BrIB03 nekapcTBeHHbIX cpeAcTB U3 Poccuiickoit @enepaiiii OCyIIecTBISETCS B COOTBETCTBUU C
aKTamH, cocTaBistomumMu npaBo Coroza, u (Win) 3akoHOJaTeNbCcTBOM Poccuiickoit denepanuu o
roCcy/lapCTBEHHOM PEryJIUPOBAHUM BHELITHETOPTrOBOM €A TEIBHOCTH.

(uacth 8 B pea. @enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

9. BBox B rpakIaHCKHIl 000pOT JIEKAPCTBEHHBIX MPENapaToB AJsi MEAUIIMHCKOTO MPUMEHEHHS,
BBe3eHHBIX B Poccuiickyro denepaiuio, OCYIIECTBISETCS C COONIOICHHEM TpeOOBaHUHM, YCTAaHOBICHHBIX
cratbeil 52.1 Hacrosero @eaepaibHOTO 3aKOHA.

(qactp 9 BBennena denepanbHbIM 3ak0HOM OT 28.11.2018 N 449-D3)

Koncynbrantlntoc: mpumeuanue.

Y. 10 ct. 47 He pacnpocTpaHseTCsl Ha CEpUU JIEKapCTB Ul BETEPUHAPHOTO IPUMEHEHNs], BBEJICHHBIE B
rpaxknanckuii o6opor g0 01.09.2023, koTopwie MOIEKAT MPUMEHEHHIO 10 HMCTEUCHHUS CpPOKa HX
rogHoctu (O3 ot 02.07.2021 N 317-03).

10. BBox B rpakaaHCcKuii 00OpOT JICKAPCTBEHHBIX IMPENapaToB Il BETEPUHAPHOTO MPUMEHEHUS,
BBE3CHHBIX (TepemenieHHbIX) B Poccuiickyto ®Denepanuro, OCYIIECTBISETCA C  COOMIOACHUEM
TpeOOBaHUM, YCTAHOBJICHHBIX cTaThel 52.2 HacTosmero denaepaibHOTO 3aKOHA.

(gactp 10 BBenena denepanbubiM 3akoHOM OT 02.07.2021 N 317-D3)

CtaTbA 48. lOpuanyeckue nuua, KOTOpbIM pa3peLleH BBO3 NleKapCTBEHHbIX CPeaCcTB
B Poccumnckyro ®epepauuto
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

JlekapctBeHHBIC cpencTBa B Poccuiickyro denepainio MOTYT BBO3HUTD:
(B pen. denepanbHoro 3akona ot 06.12.2011 N 409-D3)

1 ) MNPOU3BOAUTCIIM  JICKAPCTBCHHLIX  CPCIACTB  JIA ueneﬁ COOCTBEHHOTO IIPOMU3BOACTBA
JICKAPCTBCHHLIX CPCACTB;

2) WHOCTpaHHble pa3paOOTYMKH JIEKAPCTBEHHBIX CPEACTB M MHOCTPAHHbBIE IPOU3BOAUTENN
JIEKapCTBEHHBIX CPEJICTB WM JPYyrue IpUIUYECKUe JIMIA M0 MOPYUYEHHUIO pa3padoTYHKa JIEKapCTBEHHOTO
cpeacTBa Uil pa3pabOTKM JIEKAPCTBEHHBIX CPEICTB, NMPOBEICHMS HAyYHBIX M HHBIX MCCIEIOBAHUH,
NPOBEACHUS  KJIMHUYECKUX  HCCIEIOBAaHMM  JIEKAPCTBEHHOTO  Mperapara,  OCYILECTBIICHHS
rOCyJapCTBEHHON  perucTpallid WIM  PEruCTpalliM  JIEKApCTBEHHOIO  Iperapara, BKIIOYEHUS
(bapMmaneBTHUECKOW CyOCTaHIIMM B TOCYAApPCTBEHHBIH pEecTp JIEKapCTBEHHBIX CPEACTB, KOHTPOJIS
Ka4yecTBa JIGKAPCTBEHHBIX CPEJCTB MPU HAIWYMU pa3pelIeHus] YIIOJIHOMOYEHHOTO (hefiepajbHOrO OpraHa
WCTIOJTHUTEJIBHOM BJIACTH Ha BBO3 KOHKPETHOM MAapPTUHU JIEKAPCTBEHHBIX CPEJICTB;

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-P3)
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

3) opraHu3anuy ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMU CPEJCTBAMU;

4) Hay4HBIC OpraHU3aIlK, 00pa30BaTEIbHbIC OPraHU3allUK BBICIIETO 00pa30BaHUs, IPOU3BOAUTEIN
JICKapCTBEHHBIX CPEICTB IS pa3pabOTKH, WCCIEAOBAaHUM, KOHTpOJII OE30MacHOCTH, KadyecTBa,
3¢ dEKTUBHOCTH JICKAPCTBEHHBIX CPEJICTB MPU HAIMYUU Pa3peIleHUs] YIIOJTHOMOYCHHOTO (efepaibHOro
OpraHa UCIOJHUTEIbHOM BIIACTH;

(B pen. denepanbhbix 3akoHoB oT 02.07.2013 N 185-D3, ot 30.01.2024 N 1-D3)

5) MEeTUIIMHCKUE OpraHU3alluy, UHbIE YKa3aHHbIE B MyHKTaX | - 4 HacToAIIEeH CTaTbu OpraHu3aluu
JUIS OKa3aHUs MEJIULMHCKON OMOIIHM M0 KU3HEHHBIM MMOKA3aHUAM KOHKPETHOTO MallMEeHTa MIPU HAJTMYUU
paspellieHns ynoJIHOMOYEHHOTO (efepalbHOrO OopraHa HCIIOJHUTEIbHON BIACTH HAa BBO3 KOHKPETHOM
MapTUM JIEKApCTBEHHOTO IpernapaTa, BbIJIAHHOTO B YCTAaHOBJIEHHOM MOpsijike B (OpMe 3JIEKTPOHHOTO
JOKYMEHTA, MOJIMCAHHOTO YCUJIIEHHON KBaJM(UIMPOBAHHOM IMEKTPOHHON MOIHUCHIO;
(B pen. ®enepanbHoro 3akona ot 12.03.2014 N 33-D3)

6) yrpatun cuity ¢ 1 saBapst 2024 rona. - @enepanbHbiil 3akoH oT 27.12.2019 N 475-03.

7) MPOU3BOIUTENN MEUIIMHCKUAX U3IEITHI JIJIs 1IEJIe MPOU3BOJICTBA MEIUIIMHCKUX U3ICITHM.
(n. 7 BBenen denepanbabiM 3akoHOM OT 30.01.2024 N 1-D3)

Crtatba 49. [IoKyMeHTbl, NpeacTtaBnsieMble B TaMOXeHHble opraHbl Poccunckon
Pepepaumm npu BBO3e NieKapCTBeHHbIX cpeacTB B Poccumnckyro ®eagepauymio
(B pen. ®enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

1. Tlpu BBO3e JeKapCTBEHHBIX cpenctB B Poccuiickyro denepanuto B TaMOKEHHBIE OpraHbI
Poccuiickoit denepanuu Hapsay ¢ JOKYMEHTaMH, MPEACTABICHUE KOTOPBIX MPEAYCMOTPEHO aKTaMH,
coctapisitomumu npaBo Corosza, U (UiM) 3akoHoJaTeNnbcTBOM Poccuiickoit denepanuu 0 TaMOKEHHOM
PErylupoBaHUM, IPEACTABISAIOTCS CIEAYIONINE JOKYMEHTHI B AJIEKTPOHHOHU opme:

(B pen. denepanbubix 3akoHOB 0T 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

1) ceprudukar mnpous3BOAMTENS JIEKAPCTBEHHOTO CPEJACTBA U BETEPHUHAPHOTO TPUMCHEHUS,
yIOCTOBEPSIONINI COOTBETCTBHE BBO3UMOTO JICKAPCTBEHHOTO CPEACTBA Ul BETEPUHAPHOTO MPHUMEHEHHSI
TpeOoBaHMAM (hapMaKOIEWHOW CTaThU JINOO B CITydae €€ OTCYTCTBUS HOPMATHBHOTO TOKYMEHTA,;

(B pen. @enepanpHoro 3akona oT 30.01.2024 N 1-D3)

2) pa3speliCHUC YIIOJHOMOYCHHOTO (I)ez[epanLHoro OpraHa HWCIOJHUTEILHOM BJIACTH Ha BBO3
KOHerTHOﬁ napTun JICKAPCTBCHHOI'O0 CpCACTBA B ClIydadaX, YCTAHOBJICHHBIX YaCTbIO 3 craren 47
HaCToAIECTro CDe,uepaJleoro 3aKOHa.

2. JlokyMeHTBl, yKa3aHHble B NyHKTax | M 2 yvactu | HacTosILEH CTAaTbH, NPEIACTABIIAIOTCS B
TaMOXeHHble opranbl Poccuiickoit denepanuu npu npuOBITUN JIEKAPCTBEHHBIX cpeAcTB B Poccuiickyto
Oenepanuro.

(B pen. denepanpHoro 3akona ot 06.12.2011 N 409-D3)

Cratba 50. BBOo3 nekapcTBeHHbIX npenapatoB B Poccuuckyro ®Pepepaumro ans
JINYHOrO UCMONb30BaHUSA U UHbIX HEKOMMEPUYECKUX Lenen, a TaKkke Ans Ucnosib3oBaHus
Ha TeppUTOPUN MeXAyHapoaAHOro MeAMLMHCKOro Knacrepa
(B pen. ®enepanbhbix 3akoHOB OT 06.12.2011 N 409-D3, ot 29.06.2015 N 160-D3)
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

1. JlexapcTBeHHbIE Hpernaparbl MOryT ObITh BBe3eHbl B Poccuiickyto @enepanuio 6e3 ydera
TpeOOBaHUM, IPEYCMOTPEHHBIX YacTsiMu | - 4 crateu 47, ctathsimu 48 u 49 HacTosimiero deepaibHOTO
3aKOHA, €CJIM OHM IPEeJAHa3HAUEHBI JUIS:

(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) nuyHOrO MCHOJIB30BaHUs (U3MYECKUMH JuLaMmu, npuObBIIMMU B Poccuiickytro ®exnepanuto.
IIpuy >toM BBO3 B Poccuiickyto @Denepanuio JIEKAPCTBEHHBIX IIPENAapaToB,  COACPIKAIIMX
CIWJIBHOACWCTBYIOIIME W (WJIM) SJIOBUTHIE BEILECTBA, BKJIIOUEHHBIE COOTBETCTBEHHO B CIIMCOK
CUJIBHOJICHCTBYIOIIMX BEMIECTB JUIA LEJEH YroJIOBHOTO 3akoHoJaTenbcTBa Poccuiickonn denepauu u B
CIIMCOK SIJOBUTBIX BEIIECTB I I€JIeW YroJIOBHOTO 3akoHozarenbcTBa Poccuiickonn ®enepanuu,
yrBepkacHHbIe [IpaBuTenscTBoM Poccuiickont denepanuu, OCyIIECTBIAETCS MPU HAIWYUU JOKYMEHTOB
(3aBEpeHHBIX KOMHUN JOKYMEHTOB HJIM 3aBEPEHHBIX BBIMHCOK W3 HUX), MOATBEPKJAIOIIUX HAa3HauYCHUE
¢uznueckoMy JMIy YKa3aHHBIX JIEKAPCTBEHHBIX MpENnaparoB (3a HCKIIOYEHUEM JIEKapCTBEHHBIX
MpenapaToB, 3apeTrUCTPUPOBAaHHBIX B Poccuiickoit ®enepanmuu 7TuO0 3aperUCTPUPOBAHHBIX B
COOTBETCTBUH C aKTaMH, cocTaBisitomumu paBo Cotro3a, u oTimyckaemMbix B Poccuiickoit @eneparnun 6e3
perienTa Ha JieKapcTBeHHbIN mpemnapar). [loaTBepiknaroniue TOKYMEHTHI (MX 3aBepEHHbIE KOMHH WU
3aBepeHHbI€ BBIMUCKH W3 HHUX) JOJDKHBI COJAEP)KAaTh CBEACHHS O HANMEHOBAHWUM U KOJIMYECTBE
Ha3HAYEHHOTrO JIEKapCTBEHHOTO Tpemnapara. B ciydae, ecnu NOATBEp)KIArOMIME JOKYMEHTHI (UX
3aBepeHHbIe KOMHUHM WM 3aBEPEHHbIE BBINHCKU W3 HUX) COCTAaBJIEHbl HA MHOCTPAHHOM SI3bIKE, K HHUM
IIpUJIaracTcs HOTApUAIbHO 3aBEPEHHBIN NIEPEBOJ] HA PYCCKUH SI3BIK;
(B pen. denepanbubix 3akoHOB 0T 02.06.2016 N 163-D3, ot 30.01.2024 N 1-D3)

2) uCcHoJb30BaHHWS  PAOOTHUKAMH  JUIUIOMATHYECKOTO  KOpIMyca WJIM  MPEACTaBUTEISAMU
MEXIYHApOJHBIX OpraHu3aluid, akKpeauToBaHHbIX B Poccuiickoi Denepannu;

3) Je4YeHHs MACCAKUPOB M UWICHOB OSKHUIIAKEH TPAaHCIOPTHBIX CPEJACTB, TMOE3IHBIX Opuram u
BOJMTENICH TPAHCIIOPTHBIX CPEICTB, MpHOBIBIINX B Poccuiickyro denepanuro;
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

4) nevyeHUs y4aCTHUKOB MEXIyHAPOJIHBIX KYJIbTYPHBIX, CHOPTUBHBIX MEPONPUATUN U YUaCTHUKOB
MEXAYHAPOIHBIX SKCIICAUIIMIA;

5) TnedeHHs KOHKPETHBIX JKMBOTHBIX B 300MapKax, 300cajgaxX, LHUPKax, OKeaHapuyMax,
nenb(UHAPHUAX, JICUCHUS JUKUX JKHUBOTHBIX, IOCTOSHHO WJIM BPEMEHHO HACEISIONIUX TEPPUTOPHIO
Poccuiickoit deneparnuu, HaXOIANIUXCS B COCTOSHUM €CTECTBEHHOW CBOOOJBI M TMPUHALICKAINUX K
BHUJIaM, 3aHeceHHbIM B KpacHyro kuury Poccuiickoit @enepanuu U (Uiu) KpacHble KHUTH CYOBEKTOB
Poccuiickoit denepanuu, a Takke >KMBOTHBIX, BBO3UMBIX B Poccuiickyto ®denepanuio s ydacTus B
CIIOPTUBHBIX U 3PEIIUIIHBIX MEPOTIPUATUSIX;

(B pen. DenepanbHbix 3akoHOB 0T 06.12.2011 N 409-D3, ot 02.08.2019 N 297-D3)

6) UCMOJIb30BaHUS HAa TEPPUTOPHH MEXKYHAPOAHOTO MEJUIIMHCKOTO KJIacTepa.
(. 6 BBeneH PenepanbHbIM 3aKOHOM OT 29.06.2015 N 160-D3)

2. B cmyyasx, npeaycMOTpPEHHBIX YacThio | HacTosiiel cTaThH, JOIMyckaeTcs BBO3 B Poccuiickyro
denepanuio JIEKApCTBEHHBIX MpPENapaToB, HE 3aperucTpUpoBaHHbIX B Poccuiickoit @eaeparuu 1mbo He
3apEruCTPUPOBAHHBIX B COOTBETCTBUH C aKTaMHU, COCTaBISIONIMMHE rpaBo Coro3a.

(B pen. ®enepanbhbix 3akoHOB OT 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

3. JlexapcTBeHHbIE Mpenaparhl, MpeAHa3HAUYEHHBIE /U1 T'YMAaHUTApHON NOMOIIM (COIEHCTBUS) WK
IIOMOIIM IIPYM 4YPE3BBIYAMHBIX CHUTyalusiX, BBO3ATCA B Poccuiickyro Penepanuio B IOPSIKE,
ycranoBieHHoOM [IpaButensctBoM Poccuiickoii ®enepanuu. 3amnpemaercs BBo3 B Poccuiickyro
@denepallio  HE3aPETMCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  IMPENapaTroB,  IpeJHA3HAYEHHBIX IS
r'yMaHUTapHON NOMOIIH (COASHCTBUS) WM TOMOILM IIPU YPE3BbIYANHBIX CUTYALUAX.

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

Cratba 51. CotpyaHuyecTBO peaepanbHOro opraHa WCMOSIHUTENIbLHOW BRacTy,
ocyuecTBnAWEro (oyHKLUM No KOHTPOSIO U HaA30py B obnactu TaMOXeHHOro aena, u
APYrMx ynosiHOMoO4YeHHbIX heaepanbHbIX OpraHOB UCMNOSTHUTENbLHOW BIacTm
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1. YHOJ'IHOMO‘-IGHHI)IC q)eI[epaIH)HI)IG OpFaHI)I I/ICHOJ'IHI/ITCJ'ILHOﬁ BJIACTHU HpC}lOCTaBJ'ISIIOT B
pacniopsbkeHue (eaepalbHOrO0 OpraHa HWCIOJHUTEIFHON BIIACTH, OCYHIECTBISIONMETO0 (YHKIHUUA TIO
KOHTPOJTIO U HAJ30PY B 00JaCTH TaMOKEHHOTO JieJia, TOCY/IapCTBEHHBIM PeeCTp JIEKaPCTBEHHBIX CPEJICTB,
a TaKXKe I/IH(i)OpMaIII/IIO O BBIJAHHBIX pa3pemeH1/I${x Ha BBO3 KOHKpCTHOfI HapTI/II/I J'IeKapCTBeHHI)IX Cpe)ICTB
B CJIy4asiX, yCTAHOBJICHHBIX 4acThi0 3 cTaThu 47 HacTosiero deaepabHOroO 3aKOHA.

(B pen. ®enepanbpHoro 3akona oT 30.01.2024 N 1-03)

2. denepanbHBI OpraH HUCIOJHUTEIHHOW BJIACTH, OCYIMIECTBISIONINN (QYHKIIMH TO KOHTPOJIO H
HaJ30py B O0JIACTH TaMOKEHHOTO jeja, MH(QOpMHpYeT yKa3aHHblE B 4YacTH | HacToslled craTbu
YIOJHOMOYEHHbIE (eiepalibHbIe OpraHbl MCHOJHUTENIBbHOM BJIACTH O BBO3€ JIEKAPCTBEHHBIX CPEICTB B
Poccuiickyro denepaliiio U BHIBO3€ JICKAPCTBEHHBIX cpencTB U3 Poccuiickoit deneparnuu no Gopme u B
MopsJIKe, KOTOpble ycTaHOBJIEHBI [IpaButenscTBOM Poccuiickoit denepannm.

(B pen. denepanbubix 3akoHOB 0T 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

Maea 10. PAPMALEBTUYECKAA OEATENNbHOCTDb
CraTtba 52. OcyuwecTBneHue papmaLeBTUYECKON AEATENIbHOCTHU

1. dapmarneBTHYecKas JICATEIBHOCTh OCYIIECTBIIICTCS OpPraHU3alUsSMHU ONTOBOW TOPTOBIIU
JICKApCTBEHHBIMH  CPEICTBAMH,  ANTCYHBIMH  OPraHM3ALMUSMH,  BETCPHHAPHBIMH  AITCYHBIMH
OpraHu3alsIMM,  HHIUBUAYaIbHBIMH  NPCIIPUHUMATEISIMH,  WMCIOIIMMHU  JIMIICH3UIO  Ha
(bapMareBTHUECKYI0 JCATEIBHOCTh, MEJUIUHCKMMH OPraHU3allUsMK, HWMCIONUMH JIMIICH3UIO Ha
(bapMaIeBTHUECKYIO JESITEIbHOCTh, U WX OOOCOOJCHHBIMH IOJIPA3JICIICHUSIMH, PACIOJIO0XKCHHBIMU B
CEIIbCKUX HACEJIICHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT alTEUHbIC OpPraHU3allMH, U BETCPUHAPHBIMU
OpraHu3aIUsIMK, UMCIOIIUMHU JIUIICH3UIO Ha (apMaleBTUYECKYIO IS TeIbHOCTb.

(B pen. denepanbubix 3akoHOB OT 25.11.2013 N 317-D3, ot 08.08.2024 N 323-D3)

Koncynprantllntoc: npumedanue.

Y. 2 cr. 52 (B pen. @3 ot 28.04.2023 N 149-D3) B yacTu akKpeAUTAIIMU CHEIIAATIMCTOB C BBICIIUM WJTH
CpPEeTHUM BETEpUHAPHBIM 00pa30BaHUEM, OCYIIECTBISIOMUX (HapMalleBTHUECKYIO JIeSTEIbHOCTD,
npumensiercst ¢ 01.03.2026. Ceprudukarsl TakuMm aumaM BbigatoTces mo 28.02.2026 u neHCTBYIOT HE
bonee 5 mer.

2. dusuueckue Jiia MOTYT OCYHICCTBJIATH (bapMaL[eBTI/I‘-ICCKyIO ACATCIBHOCTDL IIPU HaJIUYUH
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

BBICIIETO MM CpEIHEro (apMareBTUYeCKOro oOpa3oBaHUs U cepTU(UKaTa Crenuanucra Juodo
MPONIEHHON AaKKPEIUTAllMU CIICIUAIICTA, BBICIIEr0 WM CPETHEr0 BETEPHHAPHOTO OOpa30BaHUS H
cepru(UKaTa CICIHUATUCTA JIMOO MPOMICHHOW AaKKPEAWUTAIIMU CIICIUAIKNCTA, a TaKKe BBICIICTO WU
CpeIHEro MEIUIIMHCKOTO O0pa3oBaHUs, CepTH(HKATa CHEIHaINcTa JTUOO0 MPONIECHHON aKKpeAUTaINH
CTIEIUANNCTA M JIOTIOJHUTEIBHOTO MPO(PECCHOHATHHOTO 00pa30BaHUSI B YaCTH PO3HUYHON TOPTOBIM
JICKApCTBCHHBIMHA  IIpCliapataMu JjId MCAUIMUHCKOTO IMPUMCHCHHA HOpU YCIOBHUH HX pa6OTI>I B
000COO0JICHHBIX TIOIPA3/ICIICHUSX METUITMHCKUX OpPraHu3allii, YKa3aHHbBIX B 4acTH | HACTOSIIEH CTaThU.
(uactsp 2 B pen. @enepanbHoro 3akoHa ot 28.04.2023 N 149-D3)

Koncynbrantlntoc: npumeyanue.

JlexapcTBEHHbIE MpenapaThl Al MEAULUHCKOTO NPUMEHEHHS], BBE/IEHHBIE B IPaKJaHCKUII 000pOT /10
29.11.2019, moanexaT XpaHEHHWIO, MEPEBO3KE, OTIYCKY, pean3allvu, Iepeaaye, MPUMEHEHUIO 10
ucreveHust cpoka ux rogHoctr (O3 ot 28.11.2018 N 449-03).

Ctatba 52.1. BBoa B rpaxaaHCKMM OOOpPOT neKapCTBEeHHbIX CpeacTB AnA
MeaULIMHCKOro NpUMeHeHUs
(B pen. ®enepanbHoro 3akona oT 30.01.2024 N 1-03)

(BBenena denepanbHbIM 3aKOHOM OT 28.11.2018 N 449-D3)

1. Ilepen BBOJIOM B TrpakJIaHCKHI 000POT KaXKIOH CEPUHU WM Ka)XJOW MapTHUW MPOU3BEICHHOTO B
Poccuiickoit @enepanun Je€KapCTBEHHOTO Mpenapara il MEIUIMHCKOTO MMPUMEHEHUS, 38 UCKIIIOUCHUEM
MMMYHOOHOJIOTUYECKUX JIEKAPCTBEHHBIX MPENapaToB, MPOU3BOAMUTENh TaKOTO JIEKAPCTBEHHOTO
npenapaTa MpeACTaBiseT B 3JEKTPOHHOU (opme B (denepanbHbIE OpraH HCIOJHUTEIBHON BIACTH,
OCYILECTBISIONINN (QYHKIIMM 1O KOHTPOJIO U Haa3opy B cdepe 3IpaBOOXpaHEHUS, IOKYMEHT
MIPOU3BOIUTEINS JIEKAPCTBEHHOTO CPEACTBA, MOATBEPKIAIOLINI KauyeCTBO JIEKAPCTBEHHOIO IMpemnapara, u
MOATBEPK/ICHUE YIMOJHOMOYEHHOTO JIUIa TMPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB COOTBETCTBUS
JIEKapCTBEHHOTO IpernapaTa TpeOOBaHUSM, YCTAHOBICHHBIM IIPH €0 PErHUCTPALH.

(B pen. DenepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

1.1. Ilepen BBOJIOM B TpakJIaHCKUK 000POT KaXKJIOW CEpUU WM KKJIOW MapTHH MPOU3BEICHHON B
Poccuiickoit ®exepanuu QpapManeBTUYECKOW CYOCTaHIIMM IPOU3BOJUTENb TAaKOTO JIEKAPCTBEHHOTO
CpelncTBa TMpEACTABISAET B JJICKTpOHHOM (opme B QenepanbHbIi OpraH HMCHOJHUTEIBLHON BJIACTH,
OCYILIECTBISIONINN (QYHKIIMM 1O KOHTPOJI U Ham30opy B cdepe 3IpaBOOXpAHEHUS, JTOKYMEHT
MPOM3BOJUTENS  JICKAPDCTBEHHOTO  CPEACTBA, IMMOATBEPXKIAIOMIMA  Ka4ecTBO  (apMaleBTHYECKON
CyOCTaHIIMM, M JOKYMEHT, MOJATBEPXKIAIOIINNA COOTBETCTBHE JIEKAPCTBEHHOI'O CPEACTBA TPEOOBAHUSAM,
YCTAHOBJICHHBIM TMPU €r0 TOCYAApCTBEHHON pPETUCTpallMd WM perucTpauuu, u oQGOpPMIICHHBIN
YIOJIHOMOYEHHBIM JIUIIOM MPOU3BOIUTENS JIEKAPCTBEHHBIX CPE/CTB.

(uacts 1.1 BBegena ®@enepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

2. Hepezl BBOJIOM B Fpa)K,I[aHCKI/Iﬁ O60pOT Kaaoi cCCpun UJIH KaXXa0u napTuu BBO3UMOI'O B
POCCHﬁCKyIO q)enepaumo JICKAPCTBCHHOTO  IIpfliapaTa A MCIUIOUHCKOroO IIPUMCHCHUA, 3a
HUCKIIIOYCHHUEM I/IMMYH06I/IOJ'IOI‘I/IIICCKI/IX JICKAPCTBCHHBIX MPCIapaToB, OpraHU3alusd, OCYHICCTBIIAIONIAA
BBO3 JICKApCTBCHHOI'O IIpCIiapaTa B POCCHﬁCKym d)eﬂepaumo, OpCACTaBJISICT B BHCKTpOHHOﬁ (I)OpMC B
q)ellepaHLHHﬁ opraH HCIIOJIHUTEILHOM BJIaCTH, OCYH_[CCTBJBIIOH_[I/II‘/JI (byHKHHH IO KOHTPOJIIO U HAA30pY B
C(bepe 3ApaBOOXpaHCHHUA, JAOKYMCHT IIPOU3BOJUTCIIA JICKAPCTBCHHOI'O0 CPCACTBA, HOI[TBCp)KI[aIOH_II/Iﬁ
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

KauecTBO  JIGKAPCTBEHHOIO  Ipenapara, M  IMOATBEPXKACHHUE  IPEACTABUTENS  OpraHHU3allUM,
OCYILECTBJISIONIEN BBO3 JICKAPCTBEHHOrO mpenapara B Poccuiickyro denepanuio U YIOJIHOMOYEHHOU
HHOCTPAHHBIM HPOU3BOJUTCIICM JICKAPCTBCHHBIX CPCIACTB, COOTBCTCTBUSA BBO3HMMOI'O JICKAPCTBCHHOI'O
npernapara TpeOOBaHHUAM, YCTAHOBJICHHBIM IIPU €T0 PETUCTPALIHH.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

2.1. Tlepen BBOJOM B TPaKIAHCKUN OOOPOT KaXKIOW CEpUU WM KaXJIOW MApTUU BBO3UMOU B
Poccuiickyro ®@enepannio hapmManeBTHUECKON CyOCTaHIIMM OPraHU3alus, OCYIECTBIISAIONIAs BBO3 TAKOTO
JeKapcTBeHHOro cpeacrtsa B Poccuiickyto ®enepannio, npeacTaBiseT B 3JIEKTPOHHOM ¢opme B
(enepanbHbIN OpraH UCIOJHUTEIBHON BJIACTH, OCYLIECTBISIONINI (YHKINU [0 KOHTPOJIO U HA/I30py B
chepe 3ApaBOOXpPaHEHMsSI, JOKYMEHT INPOU3BOJUTENS JIEKAPCTBEHHOIO CPEACTBA, IMOITBEPKAAIONIINN
KayecTBO (papMalleBTUYECKON CyOCTaHIINU.

(uactsp 2.1 BBegena ®@enepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

3. Tlopsgok mpencraBiaeHUss B COOTBETCTBUU ¢ dacTamu 1, 1.1, 2 m 2.1 nHacTosmied craThu
JOKYMEHTOB U CBEJIEHUI O JIEKapCTBEHHBIX CpEACTBAaX, BBOJUMBIX B TPaXKIaHCKUI 000pOT,
ycranaBinuBaercs [IpasutensctBom Poccniickoit denepanun.

(uactp 3 B pea. @enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

4. B oOTHOmIEHMH MEpBBIX TPEX CEPUM WIM MAPTUHA JIEKAPCTBEHHOIO IIperapara, BIIEPBbIE
npou3BeneHHoro B Poccuiickoii denepanuu uinm BriepBbie BBO3UMOro B Poccuiickyro ®denepanmio (6e3
ydera JO3MpPOBKH) B paMKax OJHOIO PErucTpPalliOHHOTO YIOCTOBEepeHHus, B (eaepaiabHbI Opran
WCIOJIHUTENBHON BJAcTH, OCYIIECTBISAIOMUNA (QYyHKIUMU 1O KOHTPOJIO M Ham3opy B cdepe
31paBOOXPAHEHHUs, JOMOJIHUTEIBHO MPEICTABIAECTCS MPOTOKOJ MCIBITAHUA O COOTBETCTBUU CEPUH WIIH
MapTUU JIEKapCTBEHHOTO Ipemnapara Juisi MEAMIIMHCKOIO IPUMEHEHHs II0Ka3aTelsiM KadecTBa,
MPEIyCMOTPEHHBIM HOPMATHBHOW JOKyMEHTalMeW, WM TpeOOBAHUSAM, YCTAaHOBIEHHBIM IIpH
perucTpaiyy B COOTBETCTBUH C aKTaMU, COCTaBIsOIMME IpaBo Coro3a (J1anee - IpOTOKOJ UCTBITaHH),
MIPOBOJMMBIX aKKPEAUTOBAHHBIMU B COOTBETCTBMU C 3aKoHOJartenbcTBOM Poccuiickoit denepanuu 06
aKKpeMTallMd B HAIMOHAJIbHOM CHUCTEME aKKpeauTanuu (deaepalbHbIMU  TOCYAapCTBEHHBIMU
OIOKETHBIMU YUPEXKACHUSIMH, TOJIBEJOMCTBEHHBIMH (hesiepaibHOMy OpraHy MCIOJIHUTEIbHON BIJIACTH,
OCYILIECTBIISONIEMY (QYHKIIMH N0 BHIPAOOTKE U peain3aluy rocy1apCTBEHHON MOJUTUKU U HOPMaTUBHO -
MIPAaBOBOMY PETyJIMPOBAaHUIO B cdepe 3ApaBoOXpaHeHUs, U (eAepallbHOMY OpraHy HCIOIHUTEIbHOM
BIIACTH, OCYIIECTBISAIONIEMY (YHKIIMH 0 KOHTPOJIIO U HaJa30py B cdepe 3apaBooxpanenus. Jlomyckaercs
MPEACTABICHUE MPOTOKOJIA HCHBITAHUM, MPOBEICHHBIX C HCIOJIb30BAHUEM CPEJCTB JWCTAHLIMOHHOTO
B3aumojieiicTBus. [lopsmok BbIIauu yKa3aHHBIMHU (penepaabHBIMH TOCYJApCTBEHHBIMH OOIKETHBIMU
YUPEXKACHUSIMU JAaHHOTO MMPOTOKOJIA U pa3Mep IUIaThl 3a €ro Bblavy ycTaHaBiuBaroTcs [IpaBuTenbcTBOM
Poccuiickon @enepanun.

(B pen. ®enepanpHoro 3akona oT 30.01.2024 N 1-D3)

4.1. Hpe,Z[CTaBJ'IeHI/Ie IIpOTOKOJIa HUCIIBITaHUH AOITYCKACTCA TOJIBKO B OTHOIICHHUN nepBoﬁ Cepuun Ui
nepBoﬁ mapTun JCKAPCTBCHHOI'O IIpEliapaTa, BIICPBBIC IIPOU3BCACHHOI'O B Poccutickoit d)ez[epauml NI
BIICPBLIC BBO3UMMOI'O B POCCHﬁCKym <Denepau14}0 (321 HUCKIIFOYCHUCM JICKAPCTBCHHBIX IIPCIIapaTos,
YKa3aHHBIX B HaCTAX 42un4.3 HaCTOSIIEH CTaTBI/I), B CJIydac MpeaoCTaBJICHUSA CBEJICHUI O J1aTe BHIJAYU U
PEruUCTpalMOHHOM HOMEPE 3aKIIOYCHHUA COOTBCTCTBHA MPOU3BOJACTBA JICKAPCTBECHHBIX CPCACTB
Tpe6OBaHI/I$IM IIpaBujI HayIexKaIen HpOPI3BO,[[CTBCHHOI>i MMPAKTHUKHU, BBIJJAHHOTO YIIOJITHOMOYCHHBIM
q)ellepaHLHLIM OopraHoM HCIIOJIHUTEIbLHOMN BJIaCTH, HJIH CCpTI/I(bI/IKaTa COOTBCTCTBHUA IPOU3BOACTBA
JICKApCTBCHHBIX CpCACTB TpCGOBaHI/IHM ImpaBuJI HaJyIexaIiem HpOPI3BO,Z[CTBCHHOﬁ MMPAKTUKN
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

EBpa3uiickoro 5KOHOMHUYECKOTO COX03a, BBIAAHHOIO YIOJIHOMOYEHHBIM OPraHOM IOCYJapcTBa - 4ieHa
EBpa3uiickoro = 5KOHOMHYECKOIO  COK03a, B OTHOIIEHUMM  IPOU3BOJACTBEHHOM  ILIOLIAJKU
(TIpOM3BOACTBEHHBIX IIJIOMIAI0K), OCYIIECTBIISIIOIIEH MPOU3BOJCTBO TOTOBOW JIEKAPCTBEHHOU (OPMBI H
BBIITYCKAIOIIMKM KOHTPOJb KadecTBa JICKAPCTBEHHOI'O IIperapara, IpH YCIOBUM OTCYTCTBHSI B TEUCHUE
Tpex JIET, IPEALIECTBYIOINX 1aTe BbIJAAYM IPOTOKOJIA UCIIBITAHUM, CIIy4acB BBISBIICHUS HECOOTBETCTBUSA
YCTQHOBJICHHBIM ~TpeOOBAaHMSAM KadecTBa JICKAPCTBEHHBIX CPEICTB, HHGpOpMAmHUs O KOTOPBIX
oIyOJIMKOBaHa Ha caiTe (pefepanbHOro OpraHa MCHOJIHUTEIBHOM BIACTH, OCYIIECTBIAIOIIErO (QYHKIUN
10 KOHTPOJIIO U HAaJ30py B cepe 31paBOOXPAHEHNUs, B OTHOIIEHUH BCEX MPOU3BOJCTBEHHBIX IIIOIMIA/IOK,
OCYUIIECTBJISIOIINX IPOU3BOJICTBO JIEKAPCTBEHHOI'O IIperapara M BBITYCKAIOIIMN KOHTPOJIb KadecTBa
JIEKapCTBEHHOIO IIpernapara.

(uactsp 4.1 BBegena ®@enepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

4.2. He TtpeOyercss TpencTaBieHHE MPOTOKOJA HUCHBITAaHUM, ykazaHHOro B uyactu 4 wiu 4.1
HACTOSIIIEH CTaThd, B OTHOIICHWH Op(aHHBIX JICKAPCTBCHHBIX IPEMApaTOB, BBICOKOTEXHOJOTHYHBIX
JICKApCTBEHHBIX IPEIapaToB, NOJYIEHHBIX M3 OMOJIOTMYECKOTO MaTepHalia OTPEICICHHOTO YelOBeKa U
MpeTHA3HAYCHHBIX JUTSI IPUMEHEHUS 3TOMY K€ UEIIOBEKY.

(dactp 4.2 BBeneHa OenepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

4.3. B OTHOIIEHWH OJHOW CEPUU WM OJHOM MAPTHU BBICOKOTEXHOJOTHYHOIO JIEKAPCTBEHHOTO
npenapara (3a HCKIIOUYEHHEM BBICOKOTEXHOJOTUYHBIX JIEKAPCTBEHHBIX IPENapaToB, IMOJTYYECHHBIX W3
OMOJIOTMYECKOr0 MaTepuaia ONpeesIEHHOTO YeloBeKa U MpeAHAa3HAUYCHHBIX 7S IPUMEHEHHS STOMY Ke
YEJIOBEKYy), BIIEPBbIE Mpou3BeneHHOro B Poccuiickoir deneparuyu Wik BIEpPBbIE BBO3MMOIO B
Poccuiickyro @enepannio, MpeaCcTaBIsSETCS MPOTOKOJ HMCHBITAHUN, MPOBEACHHBIX C HMCIOJIb30BaHUEM
CPEICTB JUCTAaHLMOHHOTO B3aMMOJICHCTBUS B TEYEHHE MEPBBIX TPEX JIET MOCJIE BBOJIA TAKOTO Ipernapara
B TPaKJIaHCKHI 000POT.

(dactp 4.3 BBeneHa denepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

5. Exeromno He mo3aHee 1 ampenst MpOM3BOAMUTEIHN JICKAPCTBEHHBIX CPEACTB WM OpraHU3allNH,
OCYIIIECTBJISIIONINE BBO3 JICKAPCTBEHHBIX IpemnapatoB B Poccuiickyro deneparuto, NpeACTaBISAIOT B
(dbenepanbHBI OpPraH UCIIOJIHUTEIIBHON BIIACTH, OCYIIECTBIISIONMN (PYHKIIMH IO KOHTPOJIIO M HA/I30pY B
chepe 3apaBOOXpAHEHHS, IPOTOKOJ HMCIBITAHUNA IIOCTYIUBIIETO B TEUYCHHE MPEIIICCTBYIOIIETO
KaJICHIAPHOTO Tojia B TPAKIAHCKUA 000POT JIEKAPCTBEHHOIO IpernapaTa COTJIACHO PErHCTPAIlMOHHOMY
yIIOCTOBEPEHUIO (Ha OJHY CEpUI0 TOPrOBOIO HAaUMEHOBAHHS C YYETOM JIEKapCTBEHHOW (POpPMBI OJHOM
JIO3UPOBKH), TPOBOJUMBIX aKKPEAMUTOBAaHHBIMM B COOTBETCTBHH C 3aKOHOJATEIBCTBOM Poccuiickoi
Odenepanun 00 aKKpEAWTAIIMM B HAIIMOHAJIBLHOW  CHCTEME AaKKpPEJIUTAllUM  HCIBITATCIIBHBIMU
naboparopusimu (uientpamu). [IpencraBieHre NpoTOKoJa HCHBITAHUHM, MPEIyCMOTPEHHOTO HACTOSIICH
4acTbl0, B OTHOIICHUM JICKAPCTBEHHBIX IpENapaToB, YKa3aHHbIX B yacTu 4.2 HACTOSIIEH CTaThHy,
JOTyCKaeTCsl OMH pa3 B TPU ToJia IPU YCIOBUM MX BBOJA B rpakaaHckuii 00opot. [Ipu npencraBienun
MIPOTOKOJIa UCTIBITAHUM, TpeaycMoTpeHHoro yacTsiMu 4 u 4.1 HacTosieit ctaTeu, B deepalbHblil opran
WCIMIOJIHUTENBHON BIAcTH, OCYHIECTBISAIOMMNA (QYHKIIMU 1O KOHTPOJIO H Ham3opy B cdepe
31paBOOXPAHEHHUs, TPOTOKOJ MCIBITAaHUM, MPEAYCMOTPEHHBIM HACTOSIIEH 4acThlO, B YKa3aHHBIM OopraH
HE MPEACTABIISIETCS.

(dacts 5 B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

5.1. HpOI/I3BOI[I/ITCJII/I JICKAPCTBCHHLBIX CPEACTB MWJIM OpPraHu3alun, OCYHICCTBIIAIOMNIUC BBO3 B
POCCHﬁCKyIO @enepaumo BBICOKOTCXHOJIOTHUYHBIX JICKAPCTBCHHBIX IpEmapaTtoB, BMECTO MPOTOKOJIA
HCHLITaHHﬁ, npeaAyCMOTPCHHOI'0 YaCTbIO 5 HacToseH CTaTbu, BIIpaBC NPCACTABUTHL B (I)CI[Cp&JIBHBIﬁ
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

OpraH HCHOJHHUTEIBHOW BIIACTH, OCYIIECTBIAIOMMN (YHKIMH IO KOHTPOJI W HAA30py B chepe
3IpaBOOXPAHEHHUsA, CBEACHUS O JaTe W PErucTPallMOHHOM HOMEpE 3aKIIYEHUS O COOTBETCTBUU
IIPOM3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUAM IpaBWJl HaJUIeKallell MpPOU3BOACTBEHHOMN
MPAKTUKA WM cepTU(UKATa COOTBETCTBUS MPOM3BO/ICTBA JICKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM TIPABHIT
HAJUIe)KAIEH IMPOU3BOJCTBEHHONM IPaKTUKU EBpa3MiiCKOr0 3SKOHOMHYECKOIO COX03a, BBIJIAHHOIO
YIOJIHOMOYEHHBIM OpPraHOM TIOCYAAapCTBa - 4ieHa EBPasuiCKOro HSKOHOMMYECKOTO COX03a, I
IIPOM3BOJICTBEHHONW IJIOHIaJKK (IIPOM3BOJICTBEHHBIX IUIOIIAJO0K), OCYIIECTBIISAIOIIEH IPOU3BOJICTBO
rOTOBOM JIEKapCTBEHHOM (POPMBI U BBIMYCKAIOLIUN KOHTPOJIb KaueCTBa JIEKAPCTBEHHOTO Mpernapara.
(dactp 5.1 BBenena denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

6. IlpousBoguTenu JEKapCTBEHHBIX CPEACTB WM OpraHM3allM, OCYILECTBISIOUINE BBO3
JIEKapCTBEHHBIX NpenaparoB B Poccuiickyto denepaiuro, He MEHEE YEM 3a OJMH TOJ JI0 TIAHUPYEMBIX
IMPHUOCTAHOBJICHUA WM MNPCKPAIICHUA HPOU3BOJACTBA JICKAPCTBCHHBIX IIPCIapaToB HJIIM WX BBO3a B
Poccuiickyio @enepanuio yBeAOMISIOT 00 3TOM B JJIEKTpOHHON (opme ¢enepalbHblil opran
UCTIOJIHUTEIBHOM  BJIACTH, OCYLIECTBISAIOMMM (YyHKIMM 10 KOHTPOJIIO M Haa3opy B cdepe
3paBOOXpaHeHus W QeaepaabHblii OpraH HCHOJHUTEIHLHON BIACTH, OCYIIECTBILIIONIUN (QYHKIUHA TIO
JUIEH3UPOBAHUIO MPOU3BOJICTBA JIEKAPCTBEHHBIX CPECTB.

(B pen. ®enepanbHoro 3akona oT 30.01.2024 N 1-03)

7. BBog B rpaxkaaHCKUi O0OOpOT KaXKJIOW CEpUM WM KaXI0M MapTMM UMMYHOOHOJIOTMYECKOTO
JIEKapCTBEHHOTO Mpenapara, npou3BeieHHOro B Poccuiickoit @enepannn win BBo3umoro B Poccuiickyro
@denepannio, OCYIIECTBISETCS Ha OCHOBAaHUHU pa3pellieHus, BBIJAHHOTO (eAepalbHbIM OPraHoM
WCIOJIHUTENBHON BJACTH, OCYIIECTBISAIOMMM (YHKIMM TI0 KOHTPOJIO U Haa30py B cdepe
3/IpaBOOXpAaHEHUS, HAa OCHOBAaHUHU BBIJIAHHOTO (elepaTbHbBIMU TOCYJApPCTBEHHBIMU OIOIKETHBIMU
YUPEXKICHUSAMH, YKa3aHHBIMU B 4acTH 4 HACTOSIIEH CTaThH, 3aKIIOUEHHS O COOTBETCTBUHU CEPUM WU
NapTUl UMMYHOOHOJIOTHYECKOTO JIEKApCTBEHHOTO Tpernapara TpeOOBaHUSM, YCTAHOBJIEHHBIM IPU €ro
rocyapcTBeHHOU peructpanuu. [lopsmok Bbaun pa3pelieHus: Ha BBOJ B IPaXKIAHCKUI 000poT cepuu
WM TAPTUH UIMMYHOOHOJIOTMYECKOTO JIEKApCTBEHHOTO Mpenapara, a Takke MOpsI0K BbIIa4l YKa3aHHOTO
3aKI0YEHUsT W pa3Mep IUIaThl 3a €ro Bblgady ycraHaBiuBarorcs [IpaButensctBom Poccuiickoit
denepanuu.

7.1. ®opma U TOPSIIOK MPOBEICHUS MCIBITAHUM, YKa3aHHBIX B dacTsax 4, 4.1, 4.3 u 5 Hacrosmen
CTaThH, B TOM YHUCJIE C UCHOJIH30BAHUEM CPEACTB JUCTAHIIMOHHOTO B3aUMOJCUCTBUSA, YCTAaHABIMBAIOTCS
[IpaBuTenscTBOM Poccuiickoit denepanuu.

(uactp 7.1 BBegena ®@enepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

8. 3a HemnpeaCTaBIEHUE WM HECBOEBPEMEHHOE IMPEACTABICHUE JOKYMEHTOB U CBEJICHHUIA,
npenycMoTpeHHblx yactsamu 1, 2, 4, 41, 43, 5 5.1 u 6 HacTtosmedl craTtbu, MPOU3BOAUTEIH
JIEKAPCTBEHHBIX CPEJICTB M OpraHU3allH, OCYIIECTBISIOIIME BBO3 JIEKAPCTBEHHBIX MPENApaTOB B
Poccuiickyro denepanuro, HeCyT OTBETCTBEHHOCTh B COOTBETCTBUM € 3aKOHOAATENBLCTBOM Poccuitickoi
denepanuu.

(B pen. ®enepanpHoro 3akona oT 30.01.2024 N 1-D3)

9. IlpencraBieHue AOKYMEHTOB U CBEAEHUH, MPEAyCMOTPEHHBIX yacTaMu 1, 2 u 4 HacTosmeH
CTaTbM, W TMOJYYEHHE TPEJYCMOTPEHHOTO 4YacTbl0 7 HACTOSILEH CTaTbU pA3pELIEHUs] Ha BBOJ
MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO TMpernapaTa B TpakJaHCKUA 00OpoT He TpedyroTcs B
OTHOIIEHUM JIEKAPCTBEHHBIX IpEnapaToB, MpeIHa3HAUYEHHBIX JJIs MPOBEJCHUS  KIMHUYECKUX
UCCIIEIOBAaHUI JIEKapCTBEHHBIX IPENApaTOB, MPOBEIEHUS 3KCIIEPTU3bl JIEKAPCTBEHHBIX CPEACTB IS
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

OCYILIECTBJIEHUS] OCYapCTBEHHOM pPErMCTpallMi JIEKApCTBEHHBIX IPENapaToB, a TAKK€ B OTHOLIECHUU
HE3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX INpPENapaToB, MPEJHA3HAYECHHBIX U1 OKa3aHUS MEIUIIMHCKOU
IIOMOIIY IO KU3HEHHBIM IOKa3aHUSIM KOHKPETHOIO MalMeHTa WIM TPYNIbl NAllMEHTOB, BBO3UMBIX B
Poccuiickyro @enepannio B cooTBeTcTBUM ¢ dacTsasmMu 3 u 3.1 ctateu 47 nHacrosmero denepalibHOTO
3aKOHA.

(B pen. ®enepanbHOro 3akoHa ot 27.12.2019 N 475-03)

10. Ilpu BBISBICHHH B TPAKIAHCKOM 0O0OpOTE CEPHM WM IMMAPTUU JICKAPCTBEHHOTO Iperapara,
JOKYMEHTBI U CBEJICHUS O KOTOPBIX, MPeaycMOTpeHHbIe dacTsmu 1, 2, 4, 4.1, 4.3, 5 u 5.1 nacrosmei
CTaTbH, HE MPEJCTABIIEHBI B (peiepalibHbII OpraH MCIOIHUTEIbHON BJIACTH, OCYILECTBISIOMUNA QYHKIINH
10 KOHTPOJIIO U HAJ30PY B cepe 3apaBOOXpaHEHUs], MO0 CepUr WM NapTUU UMMYHOOMOJIOTMYECKOTO
JIEKapCTBEHHOI'O Ipenapara, HE UMEIONIMX pa3pelieHuss Ha BBOJ B TIpakIaHCKUH 000poT,
MPEyCMOTPEHHOTO 4YacThi0 7 HacTosAlled cTaThM, (efepanbHbIi OpraH MCIOJHUTENBHON BIIACTH,
OCYILECTBISIONIMN (PYHKIIMM 1O KOHTPOJIIO M HaA30py B cdepe 31paBOOXpaHEHMs, B TOPSJIKE,
ycraHoBieHHOM [IpaBurensctBoM Poccuiickoit denepanuy, NPUHUMAET pPEMIEHHWE O NPEKPAIlECHUH
IpaXXIaHCKOTO 000pOoTa TAaKMX CEPUH WIM MapTHUU 10 TPEeACTaBIEHUS YyKa3aHHBIX JOKYMEHTOB H
CBEICHMI OO0 TOJTYYEHHs YKa3aHHOTO pa3peleHHs..

(B pen. ®enepanbHoro 3akona oT 30.01.2024 N 1-03)

Koncynbrantlntoc: npumeuanue.

Cr. 52.2 He pacnpocCTpaHSAETCs Ha CEpHUU JIEKAPCTB Il BETEPUHAPHOTO MPUMEHEHUS, BBEJACHHBIE B
rpaknanckuii o6opor g0 01.09.2023, koTopwle MOIEKAT MPUMEHEHHIO 10 HMCTEUCHHUS CPOKa HX
rogHoctu (O3 ot 02.07.2021 N 317-D3).

Ctatba 52.2. BBoA B rpaxpaHCKMM OOOpPOT reKapCTBEHHbIX npenapaTtoB AnA
BeTePUHAPHOro NpuMeHeHus

(BBenena denepababiM 3ak0oHOM OT 02.07.2021 N 317-D3)

1. Tlepen BBOIOM B TPaKIAHCKHA OOOPOT KaXIOW Cepud MPOM3BEIECHHOTO B Poccuiickoit
denepanuu  JEKapCTBEHHOTO Tpemapara JUis BETEPUHAPHOTO IMPUMEHEHHUs, 3a HCKIOYCHUEM
MMMYHOOHOJIOTHYECKOTO JICKAPCTBEHHOTO Tperapara i BETePUHAPHOTO MPUMEHEHUSs!, POU3BOIUTEND
TaKoro JICKApCTBEHHOTO IperapaTa MPEACTaBIsSeT B YBEJOMHUTEIHLHOM MOPANIKE B (enepalbHblil opran
WCIOJIHUTENBHON BIACTH, OCYIIECTBIAIOMIMNA (QYHKUIMU MO KOHTPOJIO (Haa3opy) B cdepe obOpaieHus
JIEKAPCTBEHHBIX CPEJICTB ISl BETEPUHAPHOTO MPUMCHCHHUS:

1) AOKYMCHT IPOU3BOAUTCIIA JICKAPCTBCHHBIX CPCACTB, HO,Z[TBCp)K,HaIOH_II/Iﬁ COOTBCTCTBHUEC Ka4€CTBa
JICKApCTBCHHOT'O IIpeliapaTra IS BETCPUHAPHOIO NPUMCHCHHSA, BBOAWMOI'O B Fpa)KI[aHCKI/Iﬁ O60pOT,
Tpe6OBaHI/I$IM, YCTAHOBJICHHBIM IIPpH €0 FOCYZ[apCTBeHHOﬁ pEerucTpanuvu;

2) MNOATBCPIKACHUC  YIHOJIHOMOYEHHOI'O Jimia  IpoOU3BOAUTEIIA  JICKAPCTBCHHBIX CpCACTB
COOTBETCTBHA JICKApCTBCHHOT'O npemnapara  Jisd BCTCPUHAPHOT'O MMPUMCHCHUA Tpe60BaHI/I5{M,
YCTAHOBJICHHBIM IIPH €TI0 T' OCYHapCTBeHHOﬁ perucTpanunu.

2. Ilepen BBOAOM B TpPaXTAaHCKUA OOOpPOT KaKJOW CepUM BBO3UMOTO (TEepeMeniaeMoro) B
Poccuiickyto ®enepannio J€KapCTBEHHOIO IIpemapaTta Jjsi BETEPUHAPHOIO IMPUMEHEHHS, 3a
UCKJTIOUEHHEM MMMYHOOHOJOIHYECKOTO JIEKAPCTBEHHOTO IMpernapara JUlsl BETEpUHAPHOTO MPUMEHEHHs,
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

OpraHu3zanusi, OCyLUIeCTBIAIOIAs BBO3 (IIE€pEMELICHUE) JIEKAPCTBEHHOIO Ipenapara Uil BETEPHHAPHOIO
npuMeHeHust B Poccuiickyro ®eznepanuio, MpeiCTaBiIsieT B YBEIOMHTEIBHOM MOpPSAKE B (enepaabHbIi
OpraH HCIIOJIHUTEIbHONW BIIACTH, OCYIIECTBILIIOMMN (YHKIIMM 10 KOHTpONIO (Haa3opy) B chepe
oOpamieHns JTeKapCTBEHHBIX CPEJICTB ISl BETEPHHAPHOTO MPHUMEHEHUS:

1) JOKYMEHT MpOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB, MOATBEPKAAIOIINN COOTBETCTBUE KauecTBa
JIEKapCTBEHHOI'0 IIperapara Uil BETEpPUHAPHOIO NPHUMEHEHHUS, BBOJMMOIO B TPa)JaHCKUH 00O0pOT,
TpeOOBaHUSAM, YCTAHOBJIEHHBIM TIPU €TO TOCYJApPCTBEHHON PETUCTPAIUH;

2) NOATBEpXKJEHHE JIHILA, YIOJIHOMOUYEHHOTO Jep)KaTeleM MM BIAJENbLEM PErHCTPalMOHHOTO
YAOCTOBEPEHHsI JIEKAPCTBEHHOI'O Ipernapara s BETEPUHAPHOIO IIPUMEHEHUs, COOTBETCTBHS
JIEKapCTBEHHOI'O IpenapaTa JUisi BETEpUHAPHOTO NMPUMEHEHUsS] TPEOOBAHMSIM, YCTAaHOBJIEHHBIM IPU €ro
rOCyJAapCTBEHHOM pEerucTparuu.

3. Broa B rpaxmaHckuii 0060poT BBO3uUMOTO (mepemeniaemoro) B Poccuiickyro deneparuio
JIEKapCTBEHHOI'0 IMperapara g BETEPUHAPHOIO TPUMEHEHUs] OCYIIECTBISIETCA IPU  HAIUYUU
3aKJIFOUEHUST O COOTBETCTBUM IPOM3BOJMTENS JICKAPCTBEHHBIX CPEJICTB TPEOOBAHWSAM  TIPABHII
Haﬂnemameifl HpOI/ISBO}ICTBeHHOﬁ IMPAKTHUKH, BBIAAHHOTO YIIOJTHOMOYCHHBIM q)ellepaJ'IBHI:IM OopranomMm
WCIIOJIHUTEIBHON  BJIACTH  JIJIT  IPOWM3BOJICTBEHHOM IUIOMIAJKK JICKAPCTBEHHOTO TIpermapara  JyIs
BETEPUHAPHOTO MPUMEHEHHS], BBOJUMOTO B IPaXKIaHCKHI 000pOT.

4. Jluo, ymoJHOMOYEHHOE JepiKaTelieM WM BJAJENbIEM PErHCTPAMOHHOTO YIOCTOBEPEHHUS
JICKApCTBEHHOTO TMperapara Uil BETEPUHAPHOTO IPUMEHEHHs, JOJDKHO OBITh aTTECTOBAHO B
YCTAHOBJIEHHOM YITOJITHOMOYEHHBIM (peZiepalibHbIM OPraHOM HCIIOJHUTEIHHON BIACTH MOPSAKE U UMETh
CTak pabOThl HE MEHEe 4YeM TMATh JEeT B 00JacTH NPOU3BOACTBA W (WMJIM) KOHTPOJS KadecTBa
JIEKApCTBEHHBIX CpeACcTB JHOO B oOmacth MoHUTOpMHTa dS(OPEKTUBHOCTH ©  OE30MACHOCTH
JICKApCTBEHHBIX TMPEMapaToB Ui BETEPHUHAPHOTO IPHUMEHEHHS, IPOBOJUMOIO JIepyKaTeIeM WU
BJIQJICNIBIIEM PETHCTPAIMOHHOTO YIOCTOBEPEHUs JIEKApCTBEHHOTO TMperapara Juisi BETCPUHAPHOTO
MPUMEHEHHSI THOO YIIOJTHOMOUYSHHBIM HMHU IOPHIUYECKUM JIUIIOM, BhICIIee 00pa30BaHNE COOTBETCTBEHHO
0 OJTHOM W3 CHEIMATBHOCTEH U (MJIM) OJTHOMY M3 HANPaBJICHUN MOITOTOBKU: OHOJIOTHS, OMOTEXHOJIOTHS,
BETEpUHApUsS, BETCPUHAPHO-CAHWTAPHAs OKCIEPTH3a, KIMHUYECKAas MEIWIMHA, paJualloOHHas,
XAMUYeCKass ¥ Ouojormdyeckas 3amurta, (apmanus, QyHIaMEHTalIbHAs MEIUIMHA, XHUMHYCCKas
TEXHOJIOTHUSI, XUMHSI.

5. Topsgok mpencTaBieHHs] B COOTBETCTBUM C YacTsIMH | W 2 HacTosied CTaTbu TOKYMEHTOB H
CBEICHMI O JICKAPCTBEHHBIX MperapaTax JUisi BETEPUHAPHOTO MPUMEHEHUS, BBOAUMBIX B TPaKIaHCKUI
o0opoT, ycranaBnuBaetcs [IpaBurensctBoM Poccuiickoit deneparuu.

6. B oTHOmEHMM I@IEpBBIX [JBYX CEpUH JIEKApCTBEHHOIO Ipenapara i BETEpPUHAPHOIO
IIPUMEHEHHUs, BIEpBbIE MpOU3BeNeHHOro B Poccuiickonn @enepauvu WIM BIEPBbIE BBO3UMOIO
(mepementaemoro) B Poccuiickyto ®enepanuio, B QelepaibHblii OpraH HCHOJHHUTENBHOM BIlacTH,
OCYIIECTBISIOMNNA (PYHKIIUHU [0 KOHTPOJIO (Haa30py) B chepe oOpalieHus JeKapCTBEHHBIX CPEICTB JUIs
BETEPUHAPHOTO NMPUMEHEHUs, Hapsaay ¢ JOKYMEHTaMH, MPeIyCMOTPEHHBIMHU YacTsMU 1 U 2 HacTosmien
CTaTbU, IPEACTABIIAKOTCA IIPOTOKOJBI HCIBITAHMM O COOTBETCTBUU JTHUX CEPUH JIEKAPCTBEHHOIO
rpenapara Jjs BETEpUHAPHOIO IIPUMEHEHUs MOKa3aTelIIM KayeCTBa, MPEAYCMOTPEHHBIM HOPMATUBHBIM
JOKYMEHTOM (Jajiee - MPOTOKOJ HCHBITAHWH), MPOBOJAUMBIX AKKPEIUTOBAHHBIMU B COOTBETCTBUHU C
3akoHosaTenbcTBOM  Poccuiickoit  ®enepanuu 00 akKpeIuTallMd B HALMOHAJIBHOM  cHcTeMe
aKKpeIUTALUU UCTIBITATEIbHBIMU J1a00paTOpUsIMH (LICHTPaMH).
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

7. ExxerogHo He mo3anee 1 ¢eBpaisi Mpon3BOAUTENH JIEKAPCTBEHHBIX CPEACTB MM OpraHU3aIHH,
OCYILIECTBIISIOUINE BBO3 (II€PEMELLEHNUE) JIEKAPCTBEHHBIX IIPENapaToB JUlsl BETEPUHAPHOIO PUMEHEHUSI B
Poccuiickyro ®enepanuio, TPEACTABISAIOT B (eACPAIbHBIA OpraH HCIOJHHUTEIHHONW  BIIACTH,
OCYIIECTBIISIOMUN (DYHKIIMH 110 KOHTPOJIIO (HaI30py) B chepe oOpaliieHus JeKapCTBEHHBIX CPEACTB s
BETEPUHAPHOTO TPUMEHEHHUS, MPOTOKOJ HCIBITAHUI MOCTYMUBIIETO B TEYEHUE TOJa B T'Pa)KITAHCKHMA
000pOT JIEKAPCTBEHHOTO Mpernapara Jjisl BETEPHHAPHOTO MPUMEHEHHUSI KOHKPETHOTO MPOU3BOAMTENS (Ha
OJIHy CEpHUI0 KaXJIOr0 TOProBOIO HAMMEHOBAaHUSA C Y4E€TOM JIEKapCTBEHHON (opMbl, a s
JIEKapCTBEHHOI'O npernapara Ui BETEPUHAPHOTO IPUMEHEHUS, HE SBJISFOLLETOCS
UMMYHOOHOJIOTHYECKUM, TaKXKe C YUeTOM JIO3UPOBKH), MPOBOJUMBIX aKKPEIUTOBAHHBIMH B
COOTBETCTBUHU C 3aKOHOJaTenbcTBOM Poccuiickoil ®denepaunu 00 akkpeAUTallMd B HAIMOHAIbHOMN
CUCTEME aKKpEIUTAIMK UCTIBITATeIbHBIMU JJa00paTOpUsIMU (LIEHTPaMHu).

8. BBox B rpaxkaaHckuili 000pOT HMMMYHOOHMOJOTMYECKOTO JIEKAPCTBEHHOTO IIpernapara s
BETEPUHAPHOTO NPUMEHEHUs, MnpousBeacHHoro B Poccmiickonn denepanuu Wi BBO3UMOIO
(mepemermraemoro) B Poccutickyro deneparuio, OCymecTBISIETCS HA OCHOBAaHUH Pa3peIIeHHs], BEIIAHHOTO
(dhenepaTbHBIM OPTaHOM HCIIOJTHUTEIBHON BIACTH, OCYIIECTBIISIONMM (DYHKIIMH 1O KOHTPOJIIO (HAI30PY)
B cepe oOpaleHHst JIEKApCTBEHHBIX CPEJICTB JUIsl BETEPUHAPHOTO MPUMEHEHHS. YKa3aHHOE pa3pelieHue
BBIJIAETCS HA OCHOBAHHMH IMPOTOKOJA MCHBITAHUMA, TTPOBOJUMBIX aKKPEIUTOBAHHBIMU B COOTBETCTBUH C
3aKOHOMaTeNnbCTBOM  Poccuiickoit  ®Denepanmuui 00 akKpeauTallid B HAIMOHAIBHOW  CHUCTEME
AKKpeIUTAllud OPTaHU3aIMSIMH, TTOBEIOMCTBEHHBIMH (efepaTbHOMY OpraHy WCIOJTHUTEIHHONU BIIACTH,
OCYILECTBISONIEMY (GYHKIIMM IO BBIPAOOTKE TOCYNApPCTBEHHON IMOJMTUKM M HOPMATHUBHO-IIPABOBOMY
pEerynupoBaHuio B cdepe arpornpoMbIILIEHHOTO KOMIUIEKCa, BKJIIOYas oOpalleHue JIeKapCTBEHHBIX
CPEICTB HJsl BETEpPUHAPHOIO NPUMEHEHUs, WM (enepaJbHOMY OpraHy HCIOJIHUTEIbLHONW BIACTH,
OCYIIECTBIISIOMEMY (DYHKIIMH TI0 KOHTPOJIIO (Haa30py) B chepe oOpaleHus JeKapCTBEHHBIX CPEIICTB IS
BETEPUHAPHOTO TMPUMEHEHMsI, a TaKXe JOKYMEHTOB M CBEIEHHUH, MPEAYCMOTPEHHBIX dYacTbio 1 (Juist
npenaparoB, Mpou3BeneHHBIX B Poccuiickoit deneparnnn) uim 4acteio 2 (I MpemapaToB, BBOZHUMBIX
(mepemernraembix) B Poccuiickyro denepalinio) HaCTOSIIEH CTaThU.

9. Cpok BblIauu pa3pelieHus, yKa3aHHOTO B YaCTH 8 HACTOSIIEH CTaThU, COCTABJISET MATh pabounx
OHEHM €O [JHS TMPEACTaBICHUS IPOU3BOJIUTENIEM JIEKAPCTBEHHBIX CPEACTB WM OpraHu3aluei,
OCYILIECTBIISIONICH BBO3 (IIEpeMelIeHIE) JIEKAPCTBEHHOTO MpernapaTa Jisi BETepUHAPHOTO MPUMEHEHHUS B
Poccuiickyro deaepanuro, B GpenepanbHbIi OpraH UCIOJHUTEILHON BJIACTH, OCYIICCTBISIONUNA ()YHKIIUH
0 KOHTPOJIIO (Haa30py) B chepe oOpalieHus JIeKapCTBEHHBIX CPENICTB ISl BETEPUHAPHOTO MPUMEHEHUS,
JOKYMEHTOB, MPEAYCMOTPEHHBIX YaCThIO § HACTOSIIEH CTaThH.

10. Pa3peuienue, yka3aHHOE€ B 4acTH 8 HACTOALLEH CTAaTbH, BBIJACTCS B OTHOLICHMH KaXKJAOW U3
MEPBBIX JBYX CEpHUl HMMMYHOOMOJIOTMYECKOTO JIEKAPCTBEHHOTO TMpemnapara Ajas BeTEPUHAPHOIO
MpUMEHEHHUs, BIIEpBbIE Tpou3BeaeHHOTO B Poccuiickoit dPenepanuu Wik BIEPBbIE BBO3UMOIO
(mepemerraemoro) B Poccuiickyto @eneparuto. Takoe paspeleHne BbIAAETCS HAa BECh CPOK OOpaIieHus
Cepud HMMMYHOOMOJIOTHYECKOTO JIEKAPCTBEHHOTO TIperapaTra Uil BETEPHUHAPHOTO MPHUMEHEHHUs, B
OTHOIIEHUH KOTOPOM OHO BbIAAHO. B OTHOWIEHMM MOCIEAYIOIUX CEPUM OJHOIO TOPrOBOTO
HAaUMEHOBaHHUS UMMYHOOMOJIOTHYECKOTO JIEKAapCTBEHHOTO Tperapara JAjs BETepHHAPHOTO MPUMEHEHUS,
npousBeeHHOTO B Poccuiickoit denepanu wiam BBo3uMOro (mepemermiaeMoro) B Poccuiickyro
denepanuio, TaKoe pa3pelieHre BbIIaeTCsl CPOKOM Ha Tpu roja. [lopsaok Beigaun paspeiieHus Ha BBOJ B
TPaXIAHCKUH 000pOT HMMYHOOHMOJOTHYECKOTO JIEKAPCTBEHHOTO Tperapara JUisi BETePUHAPHOTO
MIPUMEHEHHUs], TIOPSIIOK BbIJA4YMd MPOTOKOJA WCIBITAaHUM, YKa3aHHBIX B YacTH § HACTOSIIEH CTAaTbH, a
TaKKe METOJMKA OIPENEICHHUs] Pa3MepoB IUIAThl 3a BbIJAYy YKAa3aHHOIO IIPOTOKOJIA HCHBITAHUHI
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

ycra"asinuBaercs [IpasurensctBom Poceniickoit denepanuu.

11. HMmmyHOOMONIOrMYeCKUEe JIEKAPCTBEHHBIE Ipenaparbl s BETEPUHAPHOTO IMPUMEHEHMUS,
BBEJICHHbIE B TIpaXJaHCKUH OOOpPOT B COOTBETCTBHMM C YAacThl0 8 HACTOAIIEW CTaTbM, MOJJIEKAT
XpaHEHUIO, IEPEeBO3KE, OTIYCKYy, pealu3alluy, Iepenadye, MNPUMEHEHUI0 10 HCTEYEHMsI CpoKa UX
T'OJIHOCTH.

12. 3a HempeaCTaBlI€HHE WJIM HECBOEBPEMEHHOE IIPEJICTaBICHUE JOKYMEHTOB M CBEICHU,
MPEIyCMOTPEHHBIX YacTssMu | - 3, 6 U 7 HacTosIIe! cTaThH, MPOU3BOJUTEIH JIEKAPCTBEHHBIX CPEICTB U
OpraHM3aliy, OCYILECTBISIONINE BBO3 (IIEpEMEIEHHUE) JIEKapCTBEHHBIX IPENapaToB AJisi BETEPUHAPHOTO
npuMeHeHus B Pocculickyro denepanuio, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU € 3aKOHOIATEIBCTBOM
Poccuiickoit ®enepanuu.

13. IIpencraBneHne JOKyMEHTOB M CBEIEHHH, MPETYCMOTPEHHBIX YacTsMu 1 - 3, 6 u 7 HacTosmei
CTaThbH, WU TOJyYEHUE pa3pelieHus, YKa3aHHOTO B 4YacTH 8§ HACTOSIIEH CTaThbH, HE TPEOYIOTCS B
OTHOIIIEHWH JIEKAPCTBEHHBIX MPEMapaToB i BETEPUHAPHOTO MPUMEHEHHUs, MpeJHA3HAYEHHBIX IS
BbIBO3a M3 Poccuiickoil denepanuu, MNpPOBENCHUS TOKIMHUYECKUX MCCIEIOBAaHUN JIEKAPCTBEHHBIX
CPENCTB, KIMHUYECKUX HCCIEAOBAaHUMN JIEKAPCTBEHHBIX MPEMapaToB /i BETEPHUHAPHOTO MPUMEHEHHS U
BBO3a IS 1EJI€H, yKa3aHHbIX B TyHKTE 5 yactu 1 ctatbu 50 HacTosmero deaepaibHOTO 3aKOHA, 8 TAKKE
00pa3roB JIEKAPCTBEHHBIX TMPENapaToB MJs BETEPHUHAPHOTO TPUMEHEHHUS, NpeIHa3HAYCHHBIX IS
MPOBEICHUSI HKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB B IENSAX OCYIIECTBICHUS TOCYIapCTBEHHOMN
pEerucTpalyu JEKaApCTBEHHBIX MPENapaToB Il BETEPUHAPHOTO MPUMEHEHUS WJIM BHECEHUSI U3MEHEHHI B
PETUCTPALIMOHHOE I0ChE Ha JICKAPCTBEHHBIN ITpenapar AJisi BETEPUHAPHOTO TPUMEHEHUSI.

Crtatbsa 53. Mpoaaxa, nepepava nekapCTBeHHbIX CPeACTB OpraHu3aumsiMm onNnToBOMU
TOProBfM fieKapCTBEHHbIMU CpeaAcTBaMU

1. Opranuzanuy ONTOBOM TOPrOBIIM JEKAPCTBEHHBIMHU CPEICTBAMU MOTYT OCYIIECTBIISATH MPOJAAKY
JIEKapCTBEHHBIX CPEJICTB WJIM I[epelaBaTh MX B YCTAaHOBJIIEHHOM 3aKOHOJATenbCcTBOM Poccuiickoii
Oenepanuu nopsike (3a UCKIIOUYEHUEM (papMaleBTUYECKOM CyOCTaHIIMM CITUPTA 3TUIIOBOTO (3TAHOJA) C
y4eToOM TpeOOBaHUI YacTH 3 HACTOSIICH CTaThH:

(B pen. denepanbubix 3akoHOB OT 27.12.2019 N 481-D3, ot 04.08.2023 N 428-D3)

1) APYTUM OpraHu3anusaim ONTOBOM TOPTOBJIM JICKAPCTBCHHBIMUA CPCACTBAMU,
2) IPOU3BOJUTCIIAM JICKAPCTBCHHLIX CPCACTB IAJIA ueneﬁ IIPpOU3BOJACTBA JICKAPCTBCHHBIX CPCACTB,
3) AIlITCUYHbIM OPraHru3anuAM U BETCPHUHAPHBIM AlITCUYHBIM OPraHU3alsaM;

4) HayYyHBIM OpraHU3aLMUsAM JJIs HAyYHO-UCCIIeI0BATENIbCKON paboThI;
(B pen. ®enepanpHoro 3akona oT 30.01.2024 N 1-D3)

5) WHAUBUAYAJIIbHBIM  HOPCAIPUHUMATEIIAM, HWMCHOIIHUM JIMOCH3UWIO Ha q)apMaI_IeBTI/I‘leCKYIO
ACATCIIBHOCTD WJIN JIMICH3UIO HAa MCAUIIUHCKYIO ACATCIIbHOCTD,

6) MCIUIHUHCKUM OpraHu3alusaM, B TOM YHUCJIC CO3AAHHBIM U 3apCrUCTPUPOBAHHBIM B COOTBETCTBUU
C 3aKOHOAATCIILCTBOM  HHOCTPAHHOI'O TOCydapCTBa - 4WICHA OpF aHu3allMi  3KOHOMHYCCKOTO
COTPYAHHUYCCTBA u pPa3BUTHUA HWHOCTPAaHHBIM HOPUINYICCKUM JIUam, HHAWBUAYAJIbHBIM
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

IIpEAIIPUHUMATENSAM, SBIISIOIIMMCS Y4aCTHUKAMHU MIPOEKTa B COOTBETCTBUM ¢ DenepaabHbIM 3aKOHOM OT
29 wurons 2015 roga N 160-®3 "O mexayHapoIHOM MEAMIIMHCKOM KJIACTEPE U BHECEHWU W3MEHEHUH B
OTJIeNIbHBIE 3aKOHOIaTeNIbHbIE aKThl Poccuiickoit denepaunn", 1 BeTepuHApHBIM OpraHU3aLUsaM;

(B pen. ®enepanbhbix 3akoHOB OT 26.07.2019 N 240-D3, ot 04.08.2023 N 428-D3)

7) opramu3auysM HW HWHIAMBUAYAJIbHBIM [MPCANPUHUMATCIIAM, OCYIICCTBJIAIOIIMM Pa3BCACHUC,
BbIpallMBAHUC MW COACPIKAHUC IKHUBOTHBLIX (3a HUCKIIIOYCHUCM IIPOJAXKU UM q)apMaHeBTI/I‘-ICCKI/IX
CyOCTaHIMI WM UX TIEpeaayn).

(n. 7 B pen. @exaepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. Opl"aHI/ISaHI/II/I ONITOBOM TOProBJX JICKAPCTBCHHBIMU CPCACTBAMU HE BIIPABE€ OCYLICCTBIIATH
npojiaxy (mepenadyy B YCTAaHOBJIEHHOM 3aKOHOJATeNbcTBOM Poccuiickoit ®enepanuu  Mopsiike)
(hapmareBTHUECKOM CyOCTaHIIMM CIUPTA TUIIOBOTO (3TAHOA).

(uactsp 2 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 481-D3)

3. Opranuzanuy ONTOBOM TOPrOBJIM JIEKAPCTBEHHBIMHU CPEACTBAMHU MOTYT OCYIIECTBIIATH MPOJAKY
(mepengauy B YCTaHOBJIEHHOM 3aKOHOJaTenbcTBOM Poccuiickoit denepannu mopsiike) JeKapCTBEHHOTO
npemnapara A MEAULIMUHCKOTO MPUMCHCHHA C MCEXKAYHAPOJIHBIM HCIIATCHTOBAHHLBIM HAWMMCHOBAHHEM
"Oranon":

1) ropuanyecKuM JUIlaM, UMEIONINM JIMIIEH3UI0 Ha (hapMaleBTHUECKyIO NESTeNIbHOCTh B cdepe
oOpallleHus JIeKapCTBEHHBIX CPEJCTB AJISl MEAUIIMHCKOTO TPUMEHEHNUS;

2) UWHIUBUIYaTbHBIM MPEANPUHUMATEISIM, HWMEIONMM JIMIECH3UI0 Ha (apMaleBTUYECKYIO
NESTENHHOCTH B chepe oOpalieHus JICKapCTBEHHBIX CPEJICTB [T MEAUITUHCKOTO IIPUMEHCHHS;

3) WHIUBUAYAJIIBHBIM IIPEANTPUHUMATEIIAM, UMCIOINHUM JIMOCH3WIO HA MCAUIUHCKYIO JCATCIbHOCTD,
4) OPUIUYCCKUM JTUaM, UMCIOIIMUM JIMICH3WIO HA MEJUINHCKYIO NJCATCIbHOCTD,

5) MHOCTpPaHHBIM IOPUANYECCKUM JIUIAM U WHIAWBUAYATBHBIM MPEANPUHUMATEISAM, CO3JaHHBIM U
3apETUCTPUPOBAHHBIM B COOTBETCTBMM C 3aKOHOJIATEIHCTBOM HMHOCTPAHHOTO TOCYAAapCTBa - UiICHA
Opranu3anud SKOHOMHYECKOTO COTPYIHHUYECTBA M Pa3BUTHS, SBJSIOMIUMCS YYaCTHHUKAMU IIPOEKTa B
coorBercTBUU ¢ DenepanbHbiM 3akoHOM OT 29 wmroHs 2015 roma N 160-®3 "O mexayHapoaHoM
MEIMIIMHCKOM KJacTepe M BHECCHHMM H3MCHCHHMH B OT/IEIbHBIC 3aKOHOJATENIbHBIE aKThl Poccuiickoi
®denepanun";

6) UCIBITAaTEIIbHBIM JIa0OpaTopusM (LIEHTpaM), MPOBOJSAIIAM HCIBITAHHS B OOJACTH KOHTPOJISA
KadyecTBa JICKAPCTBEHHBIX CPEJCTB, AaKKPEAUTOBAHHBIM B COOTBETCTBMHM C 3aKOHOJATEJIbCTBOM
Poccuiickoit @eaeparuu 00 akkpeAUTAIIMN B HAITHOHATBHON CUCTEME aKKPEIUTAIIUH.

(uacts 3 BBeneHna @enepanbHbiM 3ak0HOM OT 04.08.2023 N 428-D3)

Cratbsa 54. NMpaBuna onToBOW TOProBnu1 NeKapCTBEHHbLIMU cpeacTBaMu

1. OnroBasg TOpProBisd JIEKAPCTBEHHBIMU CPEICTBAMHU  OCYIIECTBISAETCS ITPOU3BOIUTEISMHU
JIEKAPCTBEHHBIX CPEICTB M OPraHU3alUsMH ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMU CPEACTBAMM I10
MpaBUIaM HAJJIeKaIIed AUCTPUOBIOTOPCKOM MPAaKTUKU, YTBEp:KJIEHHBbIM EBpazumiickoil 3KOHOMUYECKOM
KOMHMCCHEHN, W IIpaBUIaM XpaHEHUS JIEKAPCTBEHHBIX CPEACTB, YTBEP)KIECHHBIM YIIOJHOMOYEHHBIM
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

(deneparbHBIM OPraHOM HCIOJHUTEIILHOH BIIACTH.
(uacth 1 B pea. @enepanpHoro 3akoHa ot 30.01.2024 N 1-®3)

2. Opra#u3anys ONTOBOKW TOPrOBIM JIEKAPCTBEHHBIMU CpEACTBAMH 00si3aHa  cOOMIONATH
npeJenbHbIe CPOKH OTIPY3KH 3aTPeOOBAaHHBIX allTEYHON OpraHU3alMel JIEKapCTBEHHBIX MpenapaToB JUIs
MEIMIMHCKOTO MPUMEHEHHS W HE BIIPAaBE OTKA3bIBaTh AallTEYHOW OpTaHU3aIlMH, C KOTOpOW y Hee
3aKIIOYEH COOTBETCTBYIOIIMK JIOTOBOP O TOCTAaBKaxX JIEKAPCTBEHHBIX MPENapaToB Ui MEIUIIUHCKOTO
MPUMEHEHHsI, B TOCTABKE JICKAPCTBEHHBIX MPENapaTroB s MEAUIWHCKOTO MPUMEHEHHS NpPU HAJHYUU
3aTpe0OBAHHBIX JIEKAPCTBEHHBIX MPENapaToB IS MEJAUIIMHCKOTO MPUMEHEHHS y OPTraHU3aluy ONTOBOM
TOPrOBJIM JIEKAPCTBEHHBIMU CpelCcTBaMH. lIpesenbHbIe CPOKM OTTPY3KH 3aTpeOOBaHHBIX aNTEYHOM
OpraHu3alieil JIeKapCTBEHHBIX TIpenapaToB Uil MEIUIIMHCKOTO TPUMEHEHHS B 3aBHCHMOCTH OT
pacIoJIOKEHUsT MecTa OTIPY3KH JIEKapCTBEHHBIX IPENapaTroB ISl MEIUIIMHCKOTO TPUMEHEHUS
YCTaHABJIMBAIOTCS YIIOJTHOMOYEHHBIM (e/lepaTbHbBIM OPraHOM HCIIOJHUTEIHHOM BIIACTH.

(uactsh 2 BBeneHa DenepanbHbIM 3aKOHOM OT 26.03.2022 N 64-D3)

Crtatbs 55. Mopsanok po3HUYHOM TOProBsn NlIeKapCTBEHHbIMU NpenapaTtaMu

1. Po3HuyHast TOProBiis JIEKAPCTBEHHBIMU IIperaparaMd B KOJMYECTBAX, HEOOXOJWMBIX MJIsi
BBITIOJIHEHUST BpayeOHbIX ((esnbIIIepckux) Ha3HAaYeHUM WM Ha3HAUYeHUN CHelHaInucToB B oO0iacTu
BETEPUHAPUHU,  OCYLIECTBJSIETCS  aNTeYHbIMM  OpPraHu3alMsIMH, BETEPUHAPHBIMH  ANTEUYHBIMU
OpraHu3ausIMHu, WHAUBUAYaTbHBIMU MpeIIpUHUMATESIMH, UMEIOIIUMH  JIULEH3HUIO Ha
(dbapMaleBTUUECKYIO0 JAESITEeIbHOCTh, MEIUIMHCKUMHU OpraHu3alMsIMH, HMEIOUIUMH JIMIEH3UI0 Ha
(dbapMaleBTUUECKYIO AESTENbHOCTb, U HUX OOOCOOJIEHHBIMM MOAPA3JICICHUSIMH, PACIOJIOKEHHBIMH B
CEJIbCKMX HACEJICHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT allT€YHbIE OpPraHW3alli{, U BETEPUHAPHBIMU
OpraHu3alusaIMi, UMEIONIMMHU JIMLIEH3UI0 Ha (apMaleBTUYECKYIO AeATeNbHOCTh. Pa3peieHa po3HUUHas
TOProBJIsl TOJIBKO JICKAPCTBEHHBIMHU IIpenapaTaMu, 3aperucTpupoBaHHbIMU B Poccuiickoit denepanuu
700 B COOTBETCTBUU C aKTaMH, COCTaBIAOMUMH MpaBo (Coro3a, WM HM3TOTOBIEHHBIMHU aNTEYHBIMU
OpraHu3ausIMH, BETEPUHAPHBIMU anTeYHbIMU OpraHu3aIusIMH, WHAUBUIYaTbHBIMU
MpEeANPUHUMATENS MU, UMEIONIMMH JIMLIEH3UI0 Ha (apMaleBTUUECKyl JesTebHOCTh. Po3HHYHAsS
TOProBJIsL JIEKAPCTBEHHBIMU IperapaTaMi OCYILECTBISETCS MO MpaBUjiaM HaAJexalell anTeyHou
MIPAKTUKHU, YTBEPKICHHBIM YIIOJTHOMOYEHHBIM (e/iepalibHbIM OPraHOM HCIIOTHUTEIHHON BIACTH.

(B pen. denepanbHbIX 3ak0HOB OT 25.11.2013 N 317-®3, ot 22.12.2014 N 429-®3, ot 30.01.2024 N 1-
@3, ot 08.08.2024 N 323-D3)

1.1. Po3HuuHast TOPromisl JEKapCTBEHHbIMM IpenapaTaMy Ajs MEJUIMHCKOTO IMpUMEHEeHHs (3a
UCKJIIOUEHHEM JIEKapCTBEHHBIX IpENapaToB, OTIYCKAEMbIX 10 PELENTy Ha JIEKApCTBEHHBIN Ipernapar,
HapKOTUYECKUX JICKAPCTBEHHBIX IMPENapaToB M INCUXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB, a TaKxkKe
CIHMPTOCOJIEPKAILMX JIEKAPCTBEHHBIX MpPENapaTroB ¢ OObEMHON o€l 3TUIOBOTO CHMpTa CBbIE 25
MPOLIEHTOB) MOJKET OCYILECTBJIATHCS AaNTEYHbBIMM OPraHM3aLUSAMH  JUCTAHIMOHHBIM  CIIOCOOOM.
Po3HMYHYIO  TOproBIIO  JIEKAPCTBEHHBIMM  IIpemnapaTtamMM  JUIsl  MEQUIMHCKOTO  MPUMEHEHUs
JMCTAaHIIMOHHBIM CIIOCOOOM MOTYT OCYHIECTBISATH AalTe4Hble OpPraHM3allMd, WMEIOIIME JIMLEH3UI0 Ha
(bapMareBTUUECKYI0 JAEATENbHOCTh U COOTBETCTBYIOIEE paspelieHue (¢enepaibHOro  opraHa
UCTIOJJTHUTENBHOM BIAcTH, OCYIIECTBIISAIOLIEro (YHKIMH TIO KOHTPOJIO UM Haa3opy B cdepe
3npaBooxpaHeHus. [lopsanok BbeZauM  paspellleHuss Ha OCYIIECTBIEHHUE PO3HUYHOM TOProBIIH
JIEKapCTBEHHBIMH TpernaparaMu JUCTAHLIMOHHBIM CIIOCOOOM, TpeOOBaHMS K aNTeYHBIM OpraHU3aIMsIM,
KOTOpBbIE MOTYT OCYLIECTBIISITh TAaKyl0 TOPIOBIIIO, M TMOPSIOK €€ OCYLIECTBIEHHSA, a TAKXKeE IpaBUIIa
JIOCTaBKM JIEKApCTBEHHBIX IpenapaToB TpakaHaM YycraHaBiuBaioTcs IlpaButensctBoM Poccuiickoit
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

Oenepannn. Mapopmanust 00 orraueHHBIX (OTIMYIIEHHBIX) W MMOJYYEHHBIX JICKAPCTBEHHBIX IpermapaTax
BHOCUTCSI B CHCTEMY MOHHUTOPHHIa JBYIKCHHUS JICKAPCTBEHHBIX TIPENapaTtoB i MEIUIMHCKOTO
MIPUMEHCHHSI B TTOPSJIKE, TIPEIyCMOTPEHHOM YacThio 7 cTaThu 67 HacTosmiero denepaabHOro 3aKoHa.
(uactp 1.1 BBenena ®enepanbubiM 3akoHOM OT 03.04.2020 N 105-D3)

2. Buapl anredHBIX OpraHum3alMii W T[paBuWia OTIYCKA JIGKAPCTBEHHBIX MpPENapaTroB s
MEIUIIMHCKOTO TMPHUMEHECHUS! aNTeYHbIMU OPraHH3alUsAMH, HHAWBUAYaIbHBIMU IPEIIPUHAMATEISMHY,
UMCIOLIMMH JIMICH3UIO Ha (hapMalleBTHUCCKYIO JICSTEIBHOCTD, & TAKXKE MTPABUIIA OTITYCKa JICKAPCTBEHHBIX
npernaparoB Uil MEAUIIMHCKOTO MPUMEHEHUS! MEIUIIMHCKUMH OPraHu3alisIMU, UMEIOIIMMH JTHIICH3HIO
Ha (hapMalleBTUYECKYIO JICSITENBHOCTh, U UX 000COOJICHHBIMHU IOJPA3JCICHUSMH, PACIIOJIOKEHHBIMU B
CETIbCKUX HACEJIEHHBIX ITYHKTaX, B KOTOPBIX OTCYTCTBYIOT AalTEYHbIC OPraHW3aIllH, YTBEPKIAIOTCS
YIIOJIHOMOYCHHBIM (peIepabHBIM OPIaHOM HCIIOJHUTEIBHOM BIACTH.

(B pen. DenepanbHbIx 3ak0oHOB 0T 25.11.2013 N 317-®3, ot 08.08.2024 N 323-D3)

3. [IpaBuna oTmycka HAPKOTHYECKUX CPEACTB W MCHXOTPOITHBIX BEIIECTB, 3aPETUCTPUPOBAHHBIX B
KaueCTBC JICKAPCTBCHHBLIX IIPCHapaToB, JCKAPCTBCHHBIX IIPErapaTroB, COACpKAIUX HAPKOTHYCCKHUC
CpeICTBa U IICUXOTPOIHBbIE BEIIECTBA, YTBEPHKAAIOTCA YIOJHOMOYEHHBIM (henepaibHbIM OpraHoM
WCTIOJTHUTEIPHOW BIIACTH IO COTJIACOBAHWIO C (QelepalbHbBIM OpPraHOM HCIOJTHHUTEIBHOW BIIACTH,
YIOJHOMOYEHHBIM B cepe BHYTPEHHUX Al
(B pen. ®enepanbHoro 3akona ot 03.07.2016 N 305-D3)

4. JlekapCTBEHHbIC TIpemapaThl IS BETEPHUHAPHOTO TPUMEHEHUS TOJIEKAT  OTIIYCKY
BETEpUHAPHBIMU aNTEYHBIMH OPTraHU3ALUSAME, BETCPUHAPHBIMU OPraHW3aIMsIMHU, WHIUBHyaTbHBIMU
NPEINPUHUMATEISIMA, WMEIONIMMHU  JIMIICH3WI0 Ha  (DapMaleBTHYECKYI0 JAeATeNbHOCTh. OTIycK
JICKApCTBEHHBIX MPENapaToB sl BETEPHHAPHOTO TPUMEHEHHUS OCYHIECTBISIETCS B COOTBETCTBUU C
MpaBUJIAMH HaJUISKANIeH anTedYHOW TMPAKTHKH JICKAPCTBEHHBIX IIPEMapaTtoB il BETEPHHAPHOTO
MIPUMEHEHWSI, YyTBEPXKACHHBIMU YIOJTHOMOYEHHBIM (e/IepabHbIM OPTraHOM HCIIOJHUTEIBHOM BIIACTH.

(B pen. @enepansHoro 3akoHa ot 02.08.2019 N 297-D3)

5. llepeyenb MEOUIMHCKUX OpraHM3alldi, MMEIOIIUX JHIEH3UI Ha (apMaleBTUYECKYIO
JesITeNIbHOCTh, U MX 000COOJICHHBIX MMOAPA3IeJIEHUH, PACTIONOKEHHBIX B CEIbCKMX HACEIEHHBIX MYHKTAX,
B KOTOPBIX OTCYTCTBYIOT amlTE€UHbIE€ OpraHU3allid, a TaKKe MepevyeHb JIEKAPCTBEHHBIX IPENapaToB,
MpoJiaXka KOTOPBIX MOXET OCYHIECTBIATHCS YKa3aHHBIMH OpPraHU3alusMH U HUX 000COOIECHHBIMU
MOAPA3JCIICHUsAMH, YCTaHABIMBAIOTCA  HMCIOJHUTEIBHBIMU  OpraHamu  cyOwbekToB  Poccuiickoii
Oenepanuu.

(B pen. @enepanbHbix 3akoHOB OT 25.11.2013 N 317-D3, ot 03.04.2020 N 105-D3, ot 08.08.2024 N 232-
@3, ot 08.08.2024 N 323-D3)

6. AnrteuHble OpraHu3allMM, WHIUBUIYAJIbHBIE IPEANPUHUMATENM, WMEIOUIUE JIMIEH3UI0 Ha
(bapMareBTUUECKYI0  JeSITeIbHOCTh, 00s3aHbl OoOecreunBaTh  yTBEpXKACHHBIM [IpaBuTEnbcTBOM
Poccuiickoit deaepannu u GopMHUpyeMblii B YCTAHOBIEHHOM UM MOPSIKE MUHUMAJIbHBIH aCCOPTUMEHT
JIEKapCTBEHHBIX MPENapaToB, HEOOXOIUMBIX /Ul OKa3aHUs MEAULIMHCKONW IOMOIIH.

(dactp 6 B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

7. Anreunsie OopraHu3anv, HWHAUBHUAYAJIbHBIC MTPCANPUHUMATCIIN, HWMCIOIIHUC JIMOCH3UIO Ha
(bapMaLleBTI/I‘-ICCKyIO ACATCIIbBHOCTh, Hapday C JICKAPCTBCHHBIMU IIpC€liapaTaMu HMCIOT IPaBO
HpI/IO6peTaTL H npoJaaBaTb, B TOM 4YHUCIIC JHUCTAHIITMOHHBIM CHOCOGOM, MCIUIIMHCKHUE H3CJIHA,
,Z[e3I/IH(pI/II_[I/IpyIOIJ_II/IC cpeacrBa, NMpeIMETbl U CPEACTBA JIMYHOM TATUCHBI, TIOCyAYy I MCIUIHUHCKUX
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

LeJIeH, PEeAMETHI M CPECTBA, MPESIHA3HAYCHHBIC /IS yX0/1a 33 O0JIbHBIMH, HOBOPOXK/ICHHBIMU U JIETHMH,
HE JIOCTUTIIMMH BO3pacta TPeX JIET, OYKOBYIO ONTHUKY M CPEICTBA yXOJa 3a Hel, MUHEpaJbHbIC BOJIBI,
HPOJYKTHl JIEYEOHOTO, JETCKOr0 M JUCTUYECKOTO THTaHHs, OWOJIOTUYECKH aKTHBHBIC J00aBKH,
napproMepHbIe ¥ KOCMETHYECKHE CPEICTBA, MEIUIIMHCKHE W CAHMTAPHO-NPOCBETHTEIbHBIC MEYaTHBIC
W3JIaHus, IPeHA3HAYCHHBIC ISl TPOTIaraH/Ibl 3JI0pPOBOr0 00pa3a XKU3HH.

(B pen. ®enepanbubix 3akoHOB 0T 27.07.2010 N 192-®3, ot 25.11.2013 N 317-D3, ot 03.04.2020 N 105-
®3)

8. esartenbHOCTh anTe4yHbIX opranusammii Boopyxennsix Cun Poccuiickoit denepanuu, apyrux
BOMCK, BOMHCKHUX (DOPMHPOBAHHMI M OpPraHoB, B KOTOPBIX 3aKOHOJaTesnbcTBOM Poccuiickoit denepannn
MPEIyCMOTPEHO MPOXOXKIEHHE BOEHHOM CIyXObl WM (enepalbHON TOCYJapCTBEHHON CIIyKOBI,
CBS3aHHOM C IPaBOOXPAHUTENIBHON JESATENbHOCTbIO, pPErIaMEeHTUupyeTcs HactosamuMm PenepaabHbIM
3aKOHOM U YTBEP)KJIEHHBIMH COOTBETCTBYIOUIMMH (heAepalbHBIMU OpraHaMH HCIIOJHUTEIbHONW BIAcTH
nosnioxkeHussMU. KOHTpoab 3a coOunto/ieHueM yKa3aHHBIMHM alTEeYHbIMU OPraHU3alUsIMU TOJI0KEHUN
HacTosiero denepanbHOrO0 3aKOHA OCYIIECTBIISIETCS COOTBETCTBYIOIIMMU (eiepaibHBIMU OpraHamMu
VCIIOJTHUTEIBHON BIIACTH.

(B pen. ®enepanbHoro 3akona ot 13.07.2015 N 262-D3)

9. Yrpatun cuny ¢ 1 suBaps 2021 rona. - @enepanbubiii 3akoH oT 03.04.2020 N 105-D3.

Koncynbrantlntoc: npumeuanue.
C 01.03.2026 cr. 55.1 yrpauuBaet cuiy (D3 ot 20.10.2022 N 405-D3).

Cratba 55.1. MNMopsanok ocywecTBNeHUst PO3HUYHOM TOProBfiUN JleKapCTBEHHbIMU
npenapatamMm AnNA MeAULMUHCKOro TMPUMEHEeHUs, OTnyCcKaeMbiMM NO peuenTy Ha
NeKapCTBEHHbIN nNpenapar, AUCTaHLUMOHHbIM CMOCOOOM

(BBenena denepanbabiM 3ak0oHOM OT 20.10.2022 N 405-D3)

1. B mepuon ¢ 1 mapra 2023 roma no 1 mapra 2026 roma B ropoje (eaepaJbHOTO 3HAYCHHS
Mockse, B benropoackoir 1 MoCKOBCKO 00JIacTsX (1ajiee B HACTOAIIEH CTaThe - CyOBeKThl Poccuiickoit
Odenepanun) mperycMaTpUBaeTCs MPOBEACHNE SKCIEPUMEHTA 0 OCYIIECTBICHUIO PO3HUYHON TOPTOBIH
JIEKapCTBEHHBIMU TpenaparaMy s METUIIMHCKOTO MPHUMEHEHHUS, OTIYCKAeMBIMU IO pelenTy Ha
JIEKApCTBEHHBIN Mpenapar, IMCTaHIIMOHHBIM CIIOCOOOM (J1aiee - SKCIIEPUMEHT).

2. B pamkax sKClepUMMEHTa €ro Y4aCTHUKHU BIpaBe JUCTAHIMOHHBIM CIOCOOOM OCYIIECTBIIATH
PO3HUYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMU IIpenapaTaMy JUIsl MEJUIIMHCKOTO MPUMEHEHUS, OTIIyCKaeMbIMU
[0 pelenTy Ha JIKapCTBEHHBIN mpemnapar (B TOM 4Hcie CPOPMHUPOBAHHOMY B (opMe 3IEKTPOHHOIO
JOKYMEHTa B JJMYHOM KaOHMHETEe TpakJaHWHA Ha €AMHOM MopTajie W (WIKM) Ha PerHOHANbHBIX MOpTanax
rOCYJapCTBEHHBIX U MYHUIUNAJIbHBIX YCIYT) M BKIOUYEHHBIMU B TepeueHb JICKApCTBEHHBIX IpenapaToB
U (hapMaKoTepaneBTHUECKUX I'PYII JEKApCTBEHHBIX MPENapaToB, pa3pelleHHbIX K peaqu3alii B paMKax
HKCTIIEPUMEHTA, YTBEP)KJICHHbII YIIOJHOMOYEHHBIM (eiepaIbHBIM OpPraHoM MCIIOJHUTEIBHON BiacTu (3a
UCKIIIOYEHHEM JIEKapCTBEHHBIX IIPENapaToB, COAEpXKAIUX HAPKOTHUYECKHUE CPEICTBA, ICUXOTPOIHBIE
BEIIECTBA M HX IPEKYypPCOpbl, JEKApPCTBEHHBIX IIPENaparoB, COJEPKALIMX CHIIBHOACHCTBYIOIINE
BEIIECTBA,  paguo(papMaleBTHUECKUX  JICKAPCTBEHHBIX  IpernaparoB,  MMMYHOOHOJIOTHYECKUX
JIEKapCTBEHHBIX IPENapaToB, a TAK)KE JIEKAPCTBEHHBIX IPENapaToB, /Ul KOTOPBIX B COOTBETCTBUU C
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

WHCTPYKIIMEH 10 MPUMEHEHHIO JICKapCTBEHHOTO TMperapaTa YCTAHOBJEH TEMIIEPaTypPHBIM peXUM
xpanenusi Hke 15 rpamycoB llenbeusi, ciupTocoaepKanux JEKapCTBEHHBIX IMpenaparoB ¢ 00beMHOM
JOJIEW STUJIOBOTO CIHMPTA CBBIIMIE 25 MPOIEHTOB M JIEKAPCTBEHHBIX MPENApPaTOB, H3TOTOBIECHHBIX
anTeYHbIMM  opraHuzauusimu).  KpuTepum  BKIIOYEHHS  JICKAPCTBEHHBIX  TMpEMapaToB U
(dhapMakoTepaneBTUICCKUX TPYIII JICKAPCTBEHHBIX MMPENapaToOB B yKa3aHHBIN MEPEYCHb YCTAHABINBAIOTCS
[IpaButensctBoM Poccuiickoit @enepanuu. [losioxkeHnss HacTOALIEH CTaTbU HE PacHpOCTPAHSAIOTCS Ha
JIEKapCTBEHHBIE MPEMapaThl, OTIIYCKaeMble OECIUIATHO WUIIM CO CKUAKOM IpakJaHaM, UMEIOIIIM MIPaBO Ha
obOecrieueHre JIEKAPCTBEHHBIMU TIpemaparaMH 3a CuUeT CpEACTB  OIO/PKETHBIX aCCHUTHOBAHUMN
(dbenepanbHOTO OrO/IKETA U OI0KETOB CyObekTOB Poccuiickoit deneparu.

(B pen. ®enepanpHoro 3akona oT 30.01.2024 N 1-D3)

3.  VYyacTHMKaMHM  DOKCHEpPUMEHTa  SBJSIOTCS  YINOJHOMOYEHHBIH  (efepanbHbIl  Oprax
WCIIOJIHUTENBHON BJIACTH, YIIOJHOMOYEHHBIE HCIHOJIHUTENbHbIE OpraHbl CcyobekToB Poccuiickoit
®denepanyy, METUIIMHCKUE OpPraHM3allid U anTeyHble OpraHU3allid, COOTBETCTBYIOIIME TPEOOBaHUSM,
YCTaHOBJIEHHBIM B COOTBETCTBHMHM C YaCThIO 4 HACTOSIEH CTaThH.

(B pen. ®enepanbroro 3akoHa oT 08.08.2024 N 232-D3)

4. TlonoxxeHue o MoOpsiAKe MPOBEJACHUS IKCIIEPUMEHTa, B TOM UHCJIe TPEOOBAHUS K MEAULIUHCKUM
OpFaHI/ISaHI/IHM U alTCYHbIM OpFaHI/ISaI_[I/IHM, ABIIAOIIINUMCSA y‘-IaCTHI/IKaMI/I BKCHepI/IMeHTa, HOpH)IOK
OCYHICCTBJ'I@HI/ISI pOBHH‘IHOfI TOpFOBJ'H/I J'IeKapCTBeHHI)IMI/I npenapaTaMH 1T MEOAUITUHCKOT' O HpI/IMeHeHI/IS[,
OTIYCKAaEMBIMH TIO PEIENTy Ha JIEKAPCTBEHHBIM Mpemapar, JTUCTAHIIMOHHBIM CIIOCOOOM, TpeOOBaHUS K
JIOCTaBKE TaKWUX JIGKAPCTBEHHBIX IMpenapaToB TpaxkgaHaMm, TMpaBWIa BbIJAYM pPa3peIICHUs] Ha
OCYIIIECTBJICHUE PO3HHUYHON TOPTOBIIM JICKAPCTBEHHBIMH TpEnapaTamMu Il MEAUIIMHCKOTO TIPUMEHEHHUS,
OTIYCKaeMBIMH TIO PEIENTy Ha JICKapCTBEHHBIN Mperapar, AUCTAHIIMOHHBIM CIOCOOOM, YTBEPIKIAaeTCS
[IpaBurensctBoM Poccuiickoit ®eneparuu. TpeboBaHWS K aNTEUHBIM OpTraHU3ANMSIM, SBISIOMAMCS
YYaCTHUKAMH OKCIIEPUMEHTa, HE MOTyT OBbITh HWXKE TpeOOBaHWMN, YCTAaHOBJCHHBIX K AaNTEYHBIM
OpraHu3aIUsIM B COOTBETCTBUU C YacThio 1.1 cTtaThu 55 Hacrosmero deaepaabHOTO 3aKOHA.

5. YomHOMOYEHHBIN (perepanbHbIi OpraH UCTIOTHUTEIIBHON BIIACTH:

1) ocylecTBIsIeT METOJUYECKOe COMPOBOXKICHHE OSKCIIEPUMEHTa, BKIIOYAs METOJUYECKOe
COTMPOBOXKICHHUE JESATEIbHOCTH MEAUIIMHCKUX OpPraHU3alluii U alTeYHbIX OpraHu3aluii, y4acTBYIOIINX B
SKCIIEPUMEHTE, 0 O0(POPMIIEHHUIO, HCTIOIB30BAHHUIO U XPAHEHUIO PEILIETITOB Ha JICKApCTBEHHBIN IMpemnapar,
B TOM uucie chopMUPOBAHHBIX B (POPME IIEKTPOHHBIX TOKYMEHTOB;

2) mnpencrasnser B IIpaButensctBo Poccuiickoit ®Depepanuu mpenBapUTENbHBIH (B HEpUO]
MIPOBEJICHUS] HKCIEPUMEHTa, HO HE MO3/IHEee 4YeM 3a JIBa Mecslla J0 HCTEUEHHUs CpoKa MpPOBEICHUS
AKCIIEPUMEHTA) U UTOTOBBIN (10 OKOHYAHUH SKCIIEPUMEHTA, HO HE TI03/IHEee YeM Yepe3 JBa Mecsla mocie
WCTEUYCHHUS CPOKa MPOBEICHHS SKCIEPUMEHTa) JOKIAAbl O pe3yibTaTax IMPOBEIEHUS SKCIIEPUMEHTa U
MPEI0KEHUsI O BHECEHUU U3MEHEHHH B 3aKOHO IATENIbCTBO 00 0OpaIlleHUH JIEKapCTBEHHBIX CPEJICTB.

6. YIIOJTHOMOYEHHBIN UCTIOJIHUTENbHBIN oprad cyobekTa Poccuiickoit @enepanuu:
(B pen. denepanpHoro 3akona oT 08.08.2024 N 232-D3)

1) BIIpaB€ YCTAHOBUTD 0COOCHHOCTH IMPOBCACHUA SKCIICPUMCHTA,

2) YTBECPKAACT MOPAOOK 0T60pa MCIUIIMHCKHUX OpFaHI/IBaI_[I/Iﬁ H alTCYHBIX Opr aHU3aluN IS
y4aCTusl B ISKCIICPUMCHTC, a TaKKC IMPOBOIAUT Takoi OT60p U YTBCPXKOACT NCPCUYCHL MCIAUIHNHCKUX
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

OpFaHI/ISaI_[I/Iﬁ U NICPCUYCHL allTCYHBIX opraHmauHﬁ, COOTBCTCTBYIOIIUX Tpe6OBaHHHM, YCTaHOBJICHHBIM B
COOTBETCTBHUH C 4acThIo 4 HaCTOﬂHIef/'I CTaTbHU, U ABJIAIOINUXCA YUIACTHUKAMHA SKCIICPUMCEHTA,

3) ocCymiecTBIIIET MOHUTOPHUHI IPOBEJIEHUS SKCIEPUMEHTAa U MPEACTABISET €ro pe3yibTaTbl B
YIOJHOMOYEHHBIN (eiepalibHbII OpraH UCIOJIHUTEIbLHON BIAaCTH;

4) obecnieunBaeT HMH(POPMANMOHHO-TEXHHUYECKOE OOECIEUYCHUE TMPOBEICHUS OJKCIICPUMEHTA
MMOCPEJICTBOM HCIOJIb30BAHUS TOCYAAPCTBEHHON MH(OPMAIIMOHHOW CUCTEMBI B chepe 3apaBOOXpaHEHUs
cyowektra Poccuiickoii denepanuu U (MaM) MEAMIIMHCKUX HWHQMOPMAIMOHHBIX CHCTEM MEIUITMHCKUX
OpraHu3aIfii, SBIAIONIMXCS yYaCTHUKAMHU OKCIEPUMEHTa, W HX B3aWUMOJECUCTBUS C €IUHOU
rocyaapcTBeHHON MHGOPMAIIMOHHON CUCTEMO B cdepe 37paBOOXpAHECHHS.

7. MenmuuMHCKHAE OpraHM3alliyd W aIlTeYHble OPraHW3allMy BIPABE OTKA3aThbCsl OT YYaCTHUS B
SKCIEPUMEHTE, M0/1aB B YIIOJIHOMOYEHHBIN MCIONHUTENbHBIN opran cyobekTa Poccuiickoit deneparun
COOTBETCTBYIOLIEE 0OpallleHle B TUCbMEHHOU (hopMe.

(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

8. AnTeuyHble OpraHM3aIlMH, SBJSIONIMECS YJaCTHHUKAMHU 3KCIIEPUMEHTa, OOS3aHBI MPH IPOIaKe
JTMCTAHIIMOHHBIM CITOCOOOM JIEKaPCTBEHHOTO IMperapaTa Jiisi MEeAUIIHHCKOTO TIPUMEHEHHS, OTITYCKaeMOT O
0 perenTy Ha JICKapCTBEHHBIN MpernapaT, 00eCIeYnTh IPH OCYIIESCTBICHUH JTOCTABKH HICHTH(PHKAITUIO
JUYHOCTH TpaXJaHWHA, ITOJIYYalOMEro TaKOW JIGKAPCTBEHHBIM Mpenapar, B IEJIAX YCTAHOBICHHS
COOTBETCTBHUS €r0 JIMYHOCTH M JIMIA, YKa3aHHOTO B pEIENTe Ha JIGKAPCTBEHHBIM mpemnapar (ero
3aKOHHOTO TIPEJCTABUTEIISA), JIMOO JIMIA, YIIOJHOMOYEHHOTO JIMIIOM, YKa3aHHBIM B pelenTe Ha
JICKapPCTBCHHBIN Mpernapar (ero 3aKOHHBIM MPEACTaBUTEICM), Ha MOJyUYeHHE JICKapCTBEHHOTO Mpernapara
(mayiee B HACTOSIICH CTaThe - JIUIIO, YKA3aHHOE B PEIENTe (3aKOHHBIN MPEICTaBUTENb, YIIOJJHOMOUECHHOE
JIUTIO).

9. Jlumo, ocyuiecTBisdOIIee JOCTAaBKY JIGKAPCTBEHHOrO Mpemapara s MEAUIHMHCKOTO
MPUMEHEHUs], OTIIyCKaeMOTO 10 pEeLEeNTy Ha JIeKapCTBEHHBIA Mpemnapar, 00s3aHO MOTpedoBaTh Yy
rpaXkJaHUHA, MOJyYaIOUIero TaKo# JIeKapCTBEHHBIN Mpenapar, IpeabsBUTh JOKYMEHT, YIO0CTOBEPSIIOIIHMA
€ro JIMYHOCTh, JJS MAECHTU(UKALWN JUYHOCTU ITOTO Tpa)KIaHWHA M YCTAHOBJICHHUS COOTBETCTBHS €O
JUYHOCTH U JIMIA, YKa3aHHOTO B peLenTe (3aKOHHOTO IPEACTaBUTENs, YIIOJIHOMOYEHHOro juna). B
cllydae BBISIBJICHHS HECOBIAICHMS JTUYHOCTU TPaKIaHWHA, MMOIYYalOIIero JIEKapCTBEHHBIN Mpenapar, u
JUIa, YKa3aHHOTO B pelenTe (3aKOHHOTO IMPEACTaBUTEINS, YIOJIHOMOYEHHOIO JIUIA), a TAKKe B CiIydae
OTKa3za TpakJaHWHA, TMOJYy4yaloUlero  JIGKApCTBEHHBIM  mpemapaTr, MNpeIbsSBUTh  JOKYMEHT,
yIIOCTOBEPSIONIUN €ro JTUYHOCTh, JIMIIO, OCYILECTBISIONIEE JOCTaBKY JIEKApCTBEHHOIO Ipemnapara s
MEHUIIMHCKOTO MPUMEHEHHS, OTIIyCKaeMOTro M0 pelenTy Ha JIEKapCTBEHHBIN Mpenapar, 00s3aH0 BEPHYTh
TaKOM JIEKapCTBEHHBIN MpernapaT B aNTeUHYI0 OPraHUu3altIo.

10. TloarBepkaeHueM (Qakrta nepefadd JEKapCTBEHHOTo Ipernapara JUlsi MEAMLUHCKOTO
IIPUMEHEHMS], OTIIYCKaEMOTO II0 PELENTy Ha JIEKApCTBEHHBIM Ipenapar, JHIly, YKa3aHHOMY B peELenTe
(3aKOHHOMY TPEJICTABUTENIO0, YIOJIHOMOUYEHHOMY JIMILY), SBJISIOTCS KacCOBBIM Y€K M IMOJANUCH JIMIIA,
MIOJIYYMBILIErO TaKOM JIEKAPCTBEHHBIM IIpenapar, Ha JOKYMEHTE O IMOJIyYEHHUHM TAKOTO JIEKAPCTBEHHOIO
mnpenapara 1o ¢opme, yTBEpXKAaeMOM YIOJHOMOYEHHBIM (ellepalbHbIM OPraHOM HCIIOJHUTENbHOM
Biractu. [locne mepemaun JIeKapcTBEHHOIO Iperapara JHIly, YKa3aHHOMY B pelente (3aKOHHOMY
IIPEJICTABUTENIO, YIOJHOMOYEHHOMY JIMILy), 3TOT JOKYMEHT I€pEJacTcsl JIMLOM, OCYIIECTBUBIIUM
JOCTaBKy TaKOIO JIEKAPCTBEHHOI'O Ipenapara, B alTE4YHYK OPraHu3alllio, OCYIIECTBHUBIIYK OTIIYCK
JIEKapCTBEHHOI'O IIpernapara. B cilydae BbISIBIEHUS NpU IEpejade JMIY, yKa3aHHOMY B pELENTe
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

(3aKOHHOMY TIPE/ICTABUTENIO, YINOJHOMOUYEHHOMY JIMIlYy), JIEKAPCTBEHHOTO Ipemapara (haKkToB
MEXaHUYECKOTO TMOBPEKICHUS €ro WM €ro YyINaKOBKM TaKOW JIEKapCTBEHHBIN IpernapaT JHIIOM,
YKa3aHHbIM B pELENTEe (3aKOHHBIM NPEJCTABUTEIEM, YIIOJHOMOYEHHBIM JIMLIOM), HE NPUHUMAETCS U
BO3BpallaeTcss 0e3 ero orarhl JIMIy, OCYLIECTBUBLIEMY JIOCTaBKY JEKapCTBEHHOIO Ipenapara Hu
o0ecrieynBaroIeMy ero BO3BpaT B allTEYHYI0 OPTraHU3aIIHUIO.

11. 3a napymenus 3akoHopaarenbcTBa Poccuiickoit denepannu, coBEpILIEHHbIE IIPU MPOBEACHUU
OKCIEPUMEHTa, €ro YYaCTHHKH HECYT OTBETCTBEHHOCTb, YCTAHOBJICHHYIO 3aKOHOJATEIbCTBOM
Poccuiickoit ®enepanuu.

12. KoHTponb 3a UCHOJHEHHEM TpeOOBaHM, CBSI3aHHBIX C IPOBEIEHUEM DSKCIIEPUMEHTA,
ocyiecTBisieTcs: (enepaibHbIM OpPraHOM HCIHOJHUTENBHON BJIACTH, OCYIIECTBISAIOMIUM (YHKUHUU IO
KOHTPOJIIO ¥ Ha/130py B cepe 3IpaBoOXpaHeHMs], B IOPAIKE, yCTaHOBIEHHOM DenepaibHbIM 3aKOHOM OT
31 uronst 2020 roma N 248-D3 "O rocynapcTBEHHOM KOHTPOJIE (HAA30pe) U MYHHUITUTIATFHOM KOHTPOJIE B
Poccuiickoit ®enepanun’.

CrtaTtbsa 56. N3roTtoBneHue um OTNYCK NeKapCTBeHHbIX npenapartoB

1. W3rotoBiieHHE JIEKAPCTBEHHBIX IPENApaTOB AaNTEYHBIMU OPraHU3AlUsAMHU, BETEPUHAPHBIMHU
AIlITCYHBIMHU opranu3anusimMu, NMCHOIIIUMU JIMICH3 U0 Ha q)apMaueBTquCKyro JCATCIIBHOCTD,
OCYILIECTBIISIETCSl MO pelenTaM Ha JIeKapCTBEHHbIE IIpernaparbl, MO TpeOOBaHUSAM MEAMIIMHCKHUX
OpraHu3aIfii, BETePUHAPHBIX OPTaHW3aIllMN WIIM OpraHU3anui (MHAUBUIYaTbHBIX TMPEANPUHAMATENCH),
OCYILIECTBIISIOUINX pa3BeACHUE, BhIpAIIMBAaHUE U COAEPKaHHUE KUBOTHBIX, B COOTBETCTBUU C IIPaBUIAMU
U3TOTOBJICHUS M  OTIYCKAa JIEKAPCTBEHHBIX IMPENapaToB, YTBEPKACHHBIMU  YIMOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM UCHIOJHUTEIBHOM BIIACTH.

(B pen. denepanbubix 3akoHOB OT 05.12.2022 N 502-D3, ot 30.12.2021 N 463-D3)

2. Ilpu M3rOTOBJICHUH JICKAPCTBEHHBIX IMPEIapaToB alTeYHbIMUA OPraHU3allUsAMHU, BEeTCPHHAPHBIMU
anTeUYHbIMM  OPraHU3alUsIMH, HUMCIONIMMH JIMICH3WI0 Ha  (apMaleBTHUYECKYIO JCATCIBHOCTD,
HCIOJIL3YIOTCS JICKAPCTBCHHBIC MpermapaThl W (Win) (apMarieBTHYECKHE CYOCTaHIUU, BKJIIOUCHHBIC
COOTBETCTBEHHO B T'OCYJIAPCTBEHHBINH PEeCTp JCKAPCTBEHHBIX CPEICTB JJI MEIUIIMHCKOTO MPUMCHEHUS,
TOCYJIapCTBCHHBIH PEeCTp JICKAPCTBEHHBIX CPEJCTB JUIS BETCPUHAPHOTO NMPUMCHEHHMS, €IUHBIA peecTp
3apErMCTPUPOBAHHBIX JICKAPCTBEHHBIX cpe/icTB EBpasuiickoro 3KOHOMHYECKOr0 COK03a, CAUHBIA peecTp
3apErMCTPUPOBAHHBIX BETEPUHAPHBIX JICKAPCTBEHHBIX IIpernaparoB EBpa3swiicKOro 3KOHOMHYECKOIO
COI3a B YCTAaHOBJICGHHOM Topsiike. He JomyckaeTcs HM3rOTOBJICHHE aNTEUHBIMU OpraHU3allHsIMHU,
BETEPUHAPHBIMU  alTCUYHBIMH OPraHU3AIUSMH, HMMCIONIMMU JIMIICH3HI0O Ha (DapManeBTHYECKYIO
JESITeILHOCTD, JICKAPCTBECHHBIX IIPEMapaToB, 3aperucTpUpoBaHHBIX B Poccuiickoit denepanuu m1do B
COOTBETCTBUH C aKTaMH, COCTaBJIAomUMU mpaBo Coro3a.

(B pen. DenepanbHbix 3aKk0HOB 0T 05.12.2022 N 502-®3, ot 30.01.2024 N 1-D3)

3. MapkupoBKka JE€KapCTBEHHBIX MpenapaToB, M3TOTOBJICHHBIX alTEYHBIMU OpTraHH3AIHIMH,
BETEPUHAPHBIMU aNTEUYHBIMH OPTaHM3AlMSIMH, WMMEIOIMIMMU JIMIEH3UI0 Ha (apMaleBTHUYECKYIO
NeSITeNbHOCTh, U O(OPMIICHHE TaKUX MPENnaparoB JOLKHBI COOTBETCTBOBATH IMpaBWJIaM, YKa3aHHBIM B
yacTH 1 HACTOSIIEH CTAThH.

(B pen. @enepanpHoro 3akona ot 05.12.2022 N 502-D3)

4. AnteuHble OopraHusanuv, BCTCPUHAPHLBIC aAIllITCHHBIC OpraHu3aly, UMCHOINUC JIMIOCH3UIO Ha
(bapMaLleBTI/I‘-ICCKyIO ACATCIIbBHOCTh, HCCYT OTBCTCTBCHHOCTL 3a HCCOGJIIO,[[CHI/IC MpaBUJI U3rOTOBJICHHUA U
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

OTITyCKa JIEKAPCTBEHHBIX MPEMAPATOB B COOTBETCTBUU C 3aKOHOATENbCTBOM Poccuiickoi denepanuu.
(B pen. ®enepanbHoro 3akona ot 05.12.2022 N 502-03)

CtaTtba 57. 3anpelueHne NpoAaxu oTaerbHbIX NleKapCTBEHHbIX CPeAcTB
(B pen. ®enepanbHoro 3akoHa ot 08.08.2024 N 292-03)

1. 3anpemaercs npoaaxa GaabCuGUIMPOBAHHBIX JIEKAPCTBEHHBIX CPECTB, HEIOOPOKAUYECTBEHHBIX
JICKaPCTBCHHBIX CPEJICTB, KOHTPa(aKTHBIX JICKAPCTBEHHBIX CPEJICTB.

2. 3anpemaeTcs npojaxa:

1) nexapcTBEHHBIX MTPEeNapaToB ISl MEIULIMHCKOTO IPUMEHEHHUS], B OTHOIIIEHUH KOTOPBIX B CUCTEME
MOHHUTOPHHIA JIBUKEHUS JIEKAPCTBEHHBIX IMPENapaToB JUIsl MEIUIIMHCKOIO MPUMEHEHUS OTCYTCTBYIOT
CBECHUS O HAHECEHUHU CPEJCTB UACHTU(UKALIMY U (UJTH) CBEJIEHHUS O BBOJIE B IPa’kJaHCKUI 000pOT;

2) JICKApCTBCHHBIX MperaparoB 194 MCIUIHUHCKOTO IPHUMCHCHUA, B OTHOIICHHHU KOTOPBIX
OCYILIECTBJIEHa OJIOKMPOBKA BHECEHHS] B CUCTEMY MOHHMTOPHHIA JBM)KEHHUS JIEKAPCTBEHHBIX MpEnapaToB
JUTST. MEAWIIMHCKOTO TNPUMEHEHHsI CBEACHHH O BBOJIE B TpaXXJIaHCKUK 000poT, 006 000poTe WK O
MpeKparieHuu 060poTa;

3) J5eKapCTBEHHBIX IMpenapaToB Ui MEAMIMHCKOIO TMPUMEHEHHUS, HPUMEHEHHE KOTOPBIX
MIPUOCTAHOBIICHO T10 PELICHHUIO YIOJHOMOYEHHOTO (heiepabHOrO OpraHa UCIOJHUTEIbHOMN BIIACTH;

4) nexapCTBEHHBIX MPENaparoB s METUIIMHCKOTO MPUMEHEHUs, IPAKIAHCKUI 000pPOT KOTOPBIX
MpeKpalieH;

5) JICKApPCTBCHHBIX MPEIapaToB AJIA MEAUIUHCKOI'O0 IPUMEHCHUS, CPOK I'OJHOCTH KOTOPBIX UCTCK;

6) JICKApCTBCHHBIX IIp€rapaTtoB JIsI MEAHLIMHCKOIO IIPUMCHCHHSA, B OTHOIICHHU KOTOPBIX HE
CO6J'IIOI[€HBI TpC6OBaHI/IH, OIpE€ACIICHHLIC Ha OCHOBAHWHN 4YaCTHU 5 crateu 67 HaCTOsSIICTO d)ez[epanLHoro
3aKOHa.

3. HeﬁCTBHe MOJIOKEHUH YacTh 2 HaCTOHH_[Cﬁ CTaTbU HC PACIIPOCTPAHACTCA Ha JICKAPCTBCHHBLIC
npenaparsl, YKa3aHHbBIC B HaCTHU 7.1 cratbeu 67 HaCTOAIICIO @enepanLHoro 3aKOHa.

4. Tlopsiok MPUMEHEHHsI MOJOKECHHM YacTH 2 HACTOSIICH CTaThbM M CPOKH NMPUMEHEHHS TaKOTO
nopsiika ycranasiuBatorcs [IpasurensctBom Poccuiickoit denepanuu.

CratbAa 58. XpaHeHMe nekapCTBeHHbIX CpeacTB

1. XpaHeHHe JICKAPCTBCHHLIX CPCACTB OCYHICCTBIIACTCA IMPOU3BOAUTCIIAMU JICKAPCTBCHHBIX
CpeacTB, OpraHu3anusaIMu ONTOBOH TOProBJIN JICKApCTBCHHBIMU cpeacTBamMu, alITCYHbIMH
opraHu3anusamu, BCTCPUHAPHBIMU AllITCYHBIMH OpraHu3alnusiamMu, HHIANBUAYAJIbHBIMHA
npeaAlIpUHUMATCIIAMA, UMCHOIIIMUMU JIMIOCH3UIO Ha (l)apMaL[eBTI/I‘-ICCKyIO JACATCIIBHOCTb WM JIMIOCH3UIO HaA
MCIUIHUHCKYIO JOCATCIBbHOCTb, MCIAULOMWHCKHMHU OpraHu3alusMi, BCTCPUHAPHBIMU OpTraHU3alusIMU U
HWHBIMH  OpraHHu3alusaAMH, OCYIICCTBIIAIOUIUMUA O6paIJ_ICHI/IC JICKApCTBCHHBIX CPCIACTB. XpaHeHI/Ie
JICKAPCTBCHHBIX CPEACTB JII BCTCPUHAPHOI'O IMPUMCHCHUSA OpraHu3allUusaIMU W HWHAWBUAYAJIbHBIMU
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

npeaAlpuHuMaTeIiiMi B CliydasaX, ¢C€CJIM OHHU HCIOJBb3YIOTCA HCKIIIOUYUTCIBHO IIPpU Pa3BCACHUMH,
BbIpallMBaHUH, COACPKAHUN U JICUCHUHN JXUBOTHBIX, MOKCT OCYHICCTBJIATHCA oe3 MOJIY4YCHUS JTMICH3UU
Ha (apMareBTUYECKYIO IeSTEIbHOCTb.

(B pen. ®enepanbHoro 3akona ot 22.10.2014 N 313-03)

2. IlpaBuna  XpaHEHHMs  JIEKAPCTBEHHBIX  CPEJICTB  YTBEPXKJAIOTCS  COOTBETCTBYIOILIUM
YIOJHOMOYEHHBIM (heZiepaIbHBIM OPIaHOM HCIOJHUTEIbHON BIACTH.

3. XpaHCHI/IC HAapKOTUYCCKUX JICKAPCTBCHHBLIX CPEACTB, INCUXOTPOITHBIX JICKAPCTBCHHBIX CPCIACTB,
paI[I/IO(bapMaIICBTI/I‘-IeCKI/IX JICKAPCTBCHHBIX CpCaAcTB OCYIICCTBJIACTCA B COOTBETCTBUU (¢
3aKkoHoarenbcTBOM Poccniickoit denepanuu.

Cratba 58.1. lpeaMeTHO-KONMMYECTBEHHbIN Y4yeT JleKapCTBEHHbIX CpeAcTB AnA
MeAULMHCKOro NpuMeHeHus

(BBemena denepanbHbIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. [lepedens TeKapCTBEHHBIX CPENICTB JUISI MEAUIIMHCKOTO TPUMEHEHHS, TOJICKAIINX MPEIMETHO -
KOJIMYECTBEHHOMY YUYE€TYy, YTBEP)KJIAETCs YIMOJTHOMOYCHHBIM (enepaibHbIM OPraHOM HCTIOJHUTEIHHON
BJIACTH.

2. TlopsiioK BKIIFOYCHHS JIEKAPCTBEHHBIX CPEACTB ISl MEAWIIMHCKOTO TPUMEHEHHUS B TIepeYeHb
JICKApCTBEHHBIX CPEICTB ISl METUIIMHCKOTO TPUMEHEHUS, TOIISKAIINX MPEIMETHO-KOJINIECTBEHHOMY
yUYEeTy, YCTaHABIMBACTCS YIOJHOMOUYEHHBIM (elepaibHbIM OpPraHOM HCIIOJHHUTEIBHON BIIACTH TIO
COTJIACOBAHUIO C (hefepalibHBIM OPraHOM HCIIOJHHUTEIBHON BJIACTH, YIIOJHOMOYCHHBIM B cdepe
BHYTPEHHUX JICII.

(B pen. @enepanbroro 3akoHa ot 03.07.2016 N 305-D3)

3. HpeI[MeTHO-KOJ'II/ILIGCTBGHHHﬁ YU€T JICKAPCTBEHHBIX CPCACTB AJId MCAWIUHCKOI'O IIPHUMCHCHUA
BCAYT IMPOU3BOJUTEIN JICKAPCTBCHHBIX CPEACTB, OpraHu3anuu OIITOBOM TOProBJIM JICKAPCTBCHHBIMU
Cpe€acTBaMu, alTCYHBIC OpraHu3aluy, MHAWBUAYAJIBbHBIC IPCANPHUHUMATEIN, HWMCIOIIHUE JIMIOCH3HUIO Ha
(bapMaI_[eBTI/I‘IeCKYIO ACATCIIBHOCTE HJIM JIMICH3UIO Ha MCIUIUHCKYIO ACATCIIBHOCTH, WU MCIAUIMHCKHEC
opraHusalivv, OCYICCTBIISOIINEC 06pameHHe JICKAPCTBCHHLIX CPCACTB AJId MCIULIMHCKOTO IIPHUMCHCHUA,
IIyTeM perucTrpannuu JIOOBIX CBSI3aHHBIX C HX O6paH_[eHI/ICM OHepaI_II/Iﬁ, IIpH KOTOPBIX HU3MCHACTCA HX
KOJIMYCCTBO U (I/IJ'II/I) COCTOSAHHE, B CIICHUAJIBHBIX XKYpHaJlaX y4dcTa onepaunﬁ, CBJ3aHHBIX C O6paH_ICHI/IeM
JICKAPCTBCHHLIX CPCACTB AJIA MCAUIHUHCKOI'O IIPUMCHCHU S (L[anee - CIICHHAJIbHBIC )KypHaJ'ILI).

4. TlpaBuna perucTpalud OMepalui, CBA3aHHBIX C OOpalleHHEeM JIEKapCTBEHHBIX CPEICTB Ui
MEJHUIIMHCKOTO MPUMEHEHHMs], BKIIIOUEHHBIX B TMEpPEUYCHb JIEKAPCTBEHHBIX CPEICTB ISl MEIUIIMHCKOTO
MPUMEHEHHUS], TIOIeKANINX MPEeIMETHO-KOJIMYECTBEHHOMY YUeTy, B CHEIHMAbHBIX JKypHalIaX ¥ MpaBuia
BEJICHUS M XpaHEHUS CHEIHUAIbHBIX >KYPHAJOB YTBEP)KIAIOTCS YIMOJHOMOYEHHBIM (peaepaabHbIM
OpraHoOM MCHOJIHUTEIbHOM BIACTH.

5. KOHTpOJIB 3a CO6J'II-O,I[€HI/ICM ImpaBuJlI perucTpanuu onepaunﬁ, CBA3aHHBIX C 06pameHHeM
JICKApPCTBCHHBIX CPCACTB JISI MCAULIMUHCKOTO IMPUMCHCHUA, BKIIFOUCHHBIX B TICPCUCHL JICKAPCTBCHHBIX
CpCACTB I MCAUIMUHCKOTO TMPUMCHCHHA, IMOMICKAIINUX MNPCIMETHO-KOJIUYCCTBCHHOMY Y4YCTYy, B
CIICHIUAJIBHBIX JKYpHaJIaX, a TaKXE 3a CO6J'IIO,Z[€HI/ICM npaBuJI BCACHHUA U XPAaHCHHUA CIICHUAJIBHBIX
JKYPHAJIOB BO3JIara€TCsd Ha YHOJHOMOYCHHBIC (I)G,I[epaJ'ILHLIC OpraHbl HCIIOJHUTEILHON BJIACTH H
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

WCIIOJHUTENbHBIE Opranbl cyObekToB Poccuiickoir ®denepanuu, OCYIIECTBISIONIME JUIEH3UPOBAHUE
MPOU3BOJICTBA  JICKAPCTBEHHBIX  CPEACTB, (apMaIeBTUYECKOW JEATENPHOCTH W METUIIMHCKON
NEATENBbHOCTH, U OCYLIECTBIICTCA B PAMKaX JIMIEH3UOHHOTO KOHTPOJIA.

(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

Masa 11. YHUMTOXEHUE JIEKAPCTBEHHbLIX CPELACTB
CraTtba 59. OcHOBaHUA 1 NOPSAAOK YHUUTOXEHUS NeKapCTBEHHbIX CPeacTB

1. HenoOpokauecTBeHHbIE JIEKApCTBEHHBbIE CPENCTBA, (anbcU(PUIMPOBAHHBIE JIEKAPCTBEHHbBIE
CpeicTBa MOAJIeKAT U3BATUI0O W3 OOpalleHHss M YHUYTOXKEHUIO B TMOPSJIKE, YCTaHOBIEHHOM
[IpaButensctBoM Poccuiickoit ®@enepanun. OcHOBaHMEM Ul YHUYTOXKEHUS JIEKAPCTBEHHBIX CPEJICTB
ABIIICTCS  pEIEHWE  BIaJeNblla  JEKAPCTBEHHBIX  CPEACTB,  PEIIEHHE  COOTBETCTBYIOILEIO
YIIOJTHOMOYEHHOTO (peIepaIbHOrO OpraHa UCIIOJHUTEIbHON BIACTH UM PELICHHUE CYyAa.

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

2. KontpadaxTHbie TeKapCTBEHHBIE CPEICTBA MOJICKAT U3BATHIO M3 OOpaIICHUS U YHUUYTOKCHHUIO
1o pemeHuro cyna. [lopsiiok yHUYTOXKEeHHUST KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEJCTB YCTAHABIMBACTCS
[TpaBuTenscTBOM Poccuiickoit @enepanuu.
(B pen. ®enepanbHOro 3akoHa oT 22.12.2014 N 429-03)

3. Pacxonpl, cCBsi3aHHbIE C YHUYTOXEHHEM KOHTpa(akTHBIX JIEKAPCTBEHHBIX CPEACTB,
HEZ0OPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, (PalbCU(UIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB,
BO3MEIIAIOTCS UX BIIaJEIbIIEM.

4. Bmanmenern JeKapCTBEHHBIX CPEACTB JIOJDKCH NMPEACTABUTh B YIIOJHOMOYCHHBIN (eaepaabHbIi
OpraH HMCHOJIHUTEIBLHOW BIIACTH JOKYMEHT HWJIM 3aBEPCHHYIO B YCTAaHOBJICHHOM TIOPSIKE €ro KOIHIO,
MOATBEPIKIAI0OMINE (PAKT YHUUTOKCHUS JICKAPCTBEHHBIX CPE/ICTB.

5. CoOTBETCTBYIOIIMN  YIOJHOMOYCHHBIM (eaepalibHblii  OpraH HCIOJIHUTEIBHOW  BJIACTH,
MPUHSABIIMKM perieHne 00 YHMUYTOKEHUU JICKapCTBEHHBIX CPEJICTB, OCYIIECTBISET KOHTPOJb 3a HUX
YHUUYTOKEHHUEM.

6. YHMYTOXKEHHE JICKAPCTBCHHLIX CPCACTB  IIPOU3BOJAUTCA  OpraHu3alusaMu, HWMCIOIIUMHA
COOTBCTCTBYIOIYIO JIMIICH3UIO, Ha CIICIITUAJIBHO O60py,Z[OBaHHbIX Iiomaakax, InoJMroaax u B CIiCHUaJIbHO
O60py,Z[OBaHHBIX IIOMCHIICHUAX C CO6J'IIO,Z[€HI/IGM Tpe60BaHPII>i B o0Oyactu OXpPaHbI Opr>1<a101ueI71 Cpcabl B
COOTBCTCTBHH C 3aKOHOAATCJIILCTBOM Poccuiickoit (Dellepal_[I/II/I.

7. HapkoTuueckue JIEKapCTBEHHBIC CpEJICTBA, IICUXOTPOMHBIE JICKAPCTBEHHBIE CPEJICTBA,
paanodapmalieBTHYeCKUe  JIEKAPCTBEHHBIE  CPEJICTBA ~ YHMUYTOXKAIOTCA B COOTBETCTBUH  C
3akoHoarenbeTBOM Poccuiickoit denepanmu.

Masa 12. TOCYOAPCTBEHHOE PEIYJINPOBAHUE LIEH
HA JIEKAPCTBEHHbDIE NMPEMAPATbI AlnA MEANLUUMHCKOIO NPUMEHEHUA

Cratba 60. NlocynapcTBeHHOe perynupoBaHue LieH Ha NeKapCTBeHHble npenaparbl
ONA MeAULMHCKOro NpUMeHeHus
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

1. TocymapcTBEHHOE pEryIMpOBaHUE IIEH Ha JICKApCTBEHHBIC NpenapaTsl IS MEIUIMHCKOTO
MPUMEHEHHSI OCYIIECTBISIETCS MTOCPEICTBOM:
(B pen. ®enepanbHoro 3akoHa ot 26.03.2020 N 67-D3)

1) yrBepxknenus [IpaButensctBoMm Poccuiickoii ®denepanuu nepeyHs: >KM3HEHHO HEOOXOIUMBIX U
BOXHEHWINNX JICKAPCTBEHHBIX MpPENapaToB, KOTOPHIA (OPMHUpPYETCS W HE pexe OJHOrO pa3a B TOJ
[IEPECMaTPUBACTCA B YCTAaHOBJIICHHOM UM IIOpPsAJIKE Ha OCHOBE KOMIUIEKCHOM OLIEHKH JIEKAPCTBEHHBIX
IpernapaTroB, BKIOYAs AaHAJIN3 CBEJCHUH O CPABHHUTENBHON KIMHUYECKOH S(PQOEKTHBHOCTH U
0€30MaCHOCTH JIEKAPCTBEHHOTO CPEJICTBA, OLEHKY JKOHOMMYECKHUX IMOCIEACTBUM NpPUMEHEHUs
JIEKAPCTBEHHOI'O0 CPEACTBA M W3Y4YEHHE JONOJHMTEIBHBIX IOCIEICTBUM NPUMEHEHHUs JEKAPCTBEHHOIO
CPEICTBA;

(B pen. DenepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3, ot 13.07.2020 N 206-D3)

2) yTBepXKIEHHS METOJMKH pacyeTra TpeAeibHBIX OTIYCKHBIX IIeH NPOM3BOJIUTENCH Ha
JICKApCTBEHHBIE TIIperaparhl, BKIIOUYEHHBIE B TIEpEYCHb JKU3HEHHO HEOOXOIMMBIX M BaXKHEHIIMX
JICKApCTBEHHBIX IPETapaToB, a TAK)KEe BHEIPEHUS MEXaHH3MOB ()OPMHUPOBAHUS CHCTEMBI peepeHTHBIX
[CH,

(B pen. DenepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-@3, ot 06.06.2019 N 134-D3)

3) TOCYHapCTBEHHOW PpErHCTpallii TpPENeIbHBIX OTIMYCKHBIX II€H TMPOW3BOJAWTENEH Ha
JICKApCTBEHHBIE TMperaparhbl, BKJIIOYEHHBIC B TIEPEYCHb JKU3HEHHO HEOOXOIMMBIX M BaKHEHIIMX
JICKapCTBEHHBIX NIPENapaToB;

(B pen. ®enepanpHoro 3akoHa ot 06.06.2019 N 134-D3)

4) BencHUS TOCYAapCTBEHHOTO peecTpa MPEAeabHBIX OTIMYCKHBIX IIEH TMPOU3BOIUTENCH Ha
JIEKapCTBEHHbIEC IIperaparbl, BKJIIOYEHHbIE B IMEpPEYeHb >KU3HEHHO HEOOXOIUMBIX M Ba)KHEHIIMX
JIEKapCTBEHHBIX MIPENapaToB;

5) yTBepKIIeHHsI METOJIMKH YCTaHOBJICHUSI MCIIOJHHUTEIBHBIMH OpraHamMu CcyObeKToB Poccuiickoii
denepanuu mpeieIbHBIX Pa3MEPOB ONTOBBIX HAI0ABOK U MPEICIbHBIX Pa3MEPOB PO3HUYHBIX HAaI0ABOK K
(aKTHYECKUM OTITYCKHBIM II€HaM, YCTAHOBJICHHBIM IMPOU3BOJIUTEIISIMU JICKAPCTBEHHBIX IPENaparoB, Ha
JICKApCTBEHHBIC Iperaparhbl, BKIIOYECHHBIC B TIEPEYCHb JKU3HEHHO HEOOXOIMMBIX M BaKHEHIIUX
JICKapCTBEHHBIX NIPENapaToB;

(B pen. enepanpHoro 3akona ot 08.08.2024 N 232-D3)

6) YCTAHOBJICHUSA ITPCACIBbHBIX Pa3MCPOB OIITOBBIX Ha,I[6aBOK H IIPCACIBbHBIX Pa3MCPOB PO3HHUYHBIX
Ha,[[6aBOK K (I)aKTI/I‘ICCKI/IM OTIYCKHBIM I€HAM, YCTAHOBJICHHBIM IIPOU3BOJUTCIIEIMU JICKAPCTBCHHbBIX
nperiapaToB, Ha JICKAPCTBCHHLIC IIPCIIApaThbl, BKIIOYCHHBLIC B IICPCUYCHbL KU3HCHHO HCO6XO,I[I/IMBIX n
Ba)KHEHUIITUX JICKAPCTBCHHLIX IIPCIIapaTOB;

6.1) ompenenenus IlpaBurensctBom Poccuiickoit @eneparuu mnopsaka LEeHOOOpa3oBaHUS Ha
HE3aperucTpUPOBaHHbIE JIEKAPCTBEHHBIEC IIPENAPAThl Ul MEAULUMHCKOIO IIPUMEHEHHU, KOTOPBIE BBE3ECHBI
B Poccuiickyro denepanuro aind OKazaHUsd MEIMLMHCKOM IOMOIUM II0 >KM3HEHHBIM IIOKa3aHUAM
KOHKPETHOI'O IMALIMEHTA U MEXIYHAapOIHbIE HENATCHTOBAHHBIC, UM IPYNIIUPOBOYHBIC, WIH XUMUYECKUE
HAalMEHOBAHMsI KOTOPBIX COJepXaTcd B IepeyHe JKU3HEHHO HEOOXOIUMBIX M  BaKHEHMIIMX
JIEKApCTBEHHBIX IIPENAPATOB;

(. 6.1 BBenen ®exnepanbHbiM 3akoHOM OT 30.01.2024 N 1-03)
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

7) yTBepXKIEHHS TMOpsAIKa BBIAAYM MPEANHCAHUN HMCHOJHHUTEIBHBIM OpraHaM CyObEeKTOB
Poccuiickoit denepannu 0 NpUBEAECHUH B COOTBETCTBUE C 3aKOHOJATENbCTBOM Poccuiickoit denepanuu
pelieHnid 00 YCTAaHOBJIIEHMM MpPEAEIbHBIX pa3MEpPOB OINTOBBIX HaA0aBOK M MPEIEIbHBIX pa3MepoB
PO3HHUYHBIX HaII6aBOK K q)aKTI/ILIeCKI/IM OTIIYCKHBIM ILCHAaM, YCTAHOBJICHHBIM IIPOHU3BOJUTCIIAMU
JICKApCTBCHHBIX IMPCIaparoB, Ha JICKAPCTBCHHLIC MPCIapaTrbl, BKIIOYCHHBIC B IICPCUYCHL XU3HCHHO
H606XOZII/IMI)IX A BaXHEHIHMX JICKAPCTBCHHLIX IMPCIIapaTOB, €CJIM OHU IPHUHATHBI C HAPYHICHUCM
3aKkoHoaarenscTBa Poccuiickont denepannu, B nopsjke, ycraHoBieHHOM IIpaBurensctBoM Poccuniickoi
denepanuu;

(B pen. ®enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

8) HampaBieHHs  YIOJHOMOYEHHbIM  (elepalibHbIM OpPraHoM HCIOJHMUTEIbHOW  BJIACTH
UCIOJIHUTENBHBIM oOpraHaM cyObekToB Poccuiickoii @enepanuu mNpeanucaHuil O NPUBEICHUU B
COOTBETCTBME C  3aKOHOJATenbCcTBOM  Poccmiickoit @epepanmu NPHUHATBIX C  HapylIEHUEM
3akoHoJarenscTBa Poccuiickoit @enepanuu pereHnii 00 ycTaHOBICHUH NMPEAETbHBIX Pa3MEPOB ONTOBBIX
Ha70aBOK M MpeAeTbHBIX pPa3MEpOB PO3HUYHBIX Ha/l0aBOK K II€HaM Ha JIEKapCTBEHHBIE IpenapaThl,
BKJIFOUEHHBIE B [1€PEUEHb )KM3HEHHO HEOOXOMMBIX U BaKHEHIIIHNX JIEKAPCTBEHHBIX MPENapaToB;

(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

9) ocymectBiieHust GeaepaTbHOTO TOCYIapCTBEHHOTO Haa30pa B chepe oOpaIreHus JeKapCTBEHHBIX
CPEIICTB M PETHOHAIBHOTO TOCYJAPCTBEHHOTO KOHTPOJIS 3a TPUMEHEHHWEM IIeH Ha JICKapCTBEHHBIC
npenapaTbl COOTBETCTBEHHO YIIOJIHOMOYEHHBIMH (eiepaibHbIMU OpraHaMH HCTHOJHUTEIBLHOM BIACTU U
WCTIOJHUTENBHBIMA OpraHamMu cyonektoB Poccuiickoit denepanii COTJIACHO HMX KOMIICTCHIIMH B
nopsuke, ycranosjaeHHoM [IpaButensctBom Poccuiickoit @enepanuu;

(B pen. denepanbubix 3aKk0HOB OT 25.06.2012 N 93-D3, ot 08.08.2024 N 232-D3)

10) npuMmeHeHUsT TPEITYCMOTPEHHBIX 3aKOHOAATeNbCTBOM  Poccuiickoit  ®Denepanmu  Mep
OTBETCTBEHHOCTH 3a HapylIeHHe TOopsiKa [EeHOOOpa30BaHHUA Ha JIEKAPCTBEHHBbIC IpenapaThl,
BKJIIOUEHHBIE B I1€pEUEHb )KU3HEHHO HEOOXOMMBIX U BaKHEHIIIHMX JIEKAPCTBEHHBIX MPENapaToB.

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

2. B ycnoBusAX 4pe3BblUAHON CUTyalMu M (WIM) MIPU BOSHUKHOBEHHH YTPO3bl PaclpOCTPaHEHMS
3a00JI€BaHMsl, MPEACTABIIAIOLIET0 OMACHOCTh Ul OKPYXKAIOLUX, a TaKXkKe B Clydae, €ClIM B TE€YEHHUE
TPUALIATH KaJeHIApHbIX AHeW nocine npuHatus [IpaBurtensctBoM Poccuiickoit denepanuu penieHus o
IIPOBEJICHUY MOHUTOPHHIA PO3HUYHBIX LIEH HA JIEKAPCTBEHHBIE IIPENIapaThl, HE BKJIIOUEHHBIE B IIEPEUECHD
KU3HEHHO HEOOXOJMMBIX M Ba)KHEMIIMX JIEKAPCTBEHHBIX IIPENapaToB, Ha TEPPUTOPHUSIX CYOBEKTOB
Poccuiickoit @enepanyy BBISIBIEH POCT PO3HUYHBIX LIEH HA yKa3aHHbIC JIEKAPCTBEHHBIE Ipenaparsl Ha
TpUILATh MpoLeHTOB U Ooee, [IpaButenscTBo Poccuiickoit denepanyu BripaBe ycTaHOBUTH IpeAeIbHbIE
OTILYCKHBIE ILICHBI IPOU3BOJAUTENICH HAa YKa3aHHbBIE JICKAPCTBEHHBIE IpENapaTsl, NIPEIEIbHbIE pa3Mepbl
ONTOBBIX HAJ0ABOK U IpeJeNIbHbIE pa3Mepbl PO3ZHUYHBIX HAA0aBOK K (PAKTUYECKUM OTIYCKHBIM Li€HaM
IIPOU3BOIUTENCH HA yKa3aHHbIC JICKAPCTBEHHbIE Ipenaparsl. [lepeyeHs JeKapCTBEHHBIX MIpenapaToB, He
BKJIFOYEHHBIX B MEPEYEHb >KU3HEHHO HEOOXOIMMBIX M BaKHEHIINX JIEKAPCTBEHHBIX IpernaparoB, U
nopszok ero popmupoBanus onpezaenstorcs [IpasurenscrBom Poccuiickoit @enepanuu.

(dacts 2 BBeneHa denepanbHbIM 3aKOHOM OT 26.03.2020 N 67-D3)

3. B TedeHne NeBAHOCTA KaJeHJApHBIX IHEN co AHA yrBepkaeHus IIpaButensctBoM Poccuiickoit
@denepauyy NepeyHs, YKa3aHHOTO B YAaCTH 2 HACTOSIIEN CTAaTbU, HE JIOIYCKAIOTCS pean3alns U OTIIYCK
BKJIFOYEHHBIX B HETO JIEKAPCTBEHHBIX IIPENApaTOB IO LIEHAM, MPEBBIIAIOIINM IPEACIIbHbIE OTIIYCKHbIE
LIEHbl MPOU3BOJUTENIECH HAa YKa3aHHBIC JIEKAPCTBEHHBIC IIPENAparhl, MPEAECNIbHBIE Pa3Mepbl ONTOBBIX
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

Han0aBOK ¥ TIPENEeNbHBIE pa3Mepbl PO3HUYHBIX HAA0AaBOK K (PAKTHUECKUM OTIYCKHBIM II€HAM
MPOU3BOIUTEIICH Ha YyKa3aHHbIE JICKAPCTBEHHBIC IIperapaTthl C y4eTOM Hajora Ha JJI00aBICHHYIO
CTOMMOCTb.

(uactp 3 BBeneHa DenepanbHbIM 3aKkOHOM OT 26.03.2020 N 67-D3)

Koncynbrantlntoc: npumeyanue.
[Tonoxenus cr. 61 (B pen. @3 ot 30.01.2024 N 1-®3), kacarommecs: MpeAOCTaBICHUS TOC. YCIyT
MOCPECTBOM €IMHOM CUCTEMBI U (MJIN) €IMHOTO TopTana, mpumenstores ¢ 01.01.2026.

Ctatba 61. FocynapCTBeHHaﬂ perncTpauma mn nepeperucTpauna npegeribHbIX
OTNYCKHbIX LeH npousBop,MTeneﬁ Ha JeKapCcTBeHHble npenapartbl, BKIH4Y€eHHble B
nepeyeHb XU3HEHHO HEeoOXOAUMbIX U BaXXHEWULUNX JIeKapCTBeHHbIX npenapartoB

(B pen. ®enepanbHoro 3akona oT 06.06.2019 N 134-03)

1. IlpenenbHas OTIyCKHAs II€HA TPOW3BOIMTENSI HA JICKAPCTBEHHBIN Tpemapar, BKIIOUYEHHBINH B
MepevYeHb JKU3HEHHO HEOOXOJMMBIX U BAKHEWINIMX JIEKAPCTBEHHBIX IMPENapaTroB, TOJJICKHUT
rOCyJIapCTBEHHOM PErMCTpalMM B MOpPsJKe, ycTaHOBIeHHOM [IpaBurensctBom Poccuiickoit denepanuu,
Ha OCHOBAaHWM HANPABJICHHOTO MOCPEACTBOM €IMHOTO TIOpTajia B YIOJTHOMOYEHHBIN (efiepaabHbIi OpraH
UCIOJIHUTENBHON  BJACTH WM JIMYHBIM KaOWHET  YIOJIHOMOYEHHOro  (QenepaJbHOTO  OpraHa
WCTIOJTHUTEIPHOW BJIACTH B €IWHOW CHUCTEME, IIOJIMUCAHHOTO YCWJICHHOW KBaJIU(DHUIIUPOBAHHOMN
JNIEKTPOHHOW TMOANMCHIO 3asBJICHUS JIepKaTelld WM BIAACNblla PETrUCTPALMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO TIperapara (YIoJHOMOYESHHOTO UM JINIIA).

(B pen. DenepansHoro 3akoHa ot 30.01.2024 N 1-D3)

2. 3aperucTpupoBaHHas Ipele/IbHAs OTIIYCKHAs IleHa TPOW3BOJUTEINS Ha JICKapCTBEHHBIHM
mpernapar, BKIIOYCHHBI B TEPEYCHb JKU3HCHHO HEOOXOIUMBIX M BAKHEUIIUX JIEKAPCTBEHHBIX
MperapaToB, MOKET OBITh MEPEPETUCTPUPOBAHA B CTOPOHY YBEIMUYCHHS OJHMH Pa3 B KaJICHAAPHOM TOJy
Ha OCHOBAaHUHM HANpPAaBICHHOTO 1O | OKTSIOpS KaXJOro roja MOCPEACTBOM €IUHOTO IopTajia B
VIIOJTHOMOYCHHBIH  (pefiepalibHblid  OpraH  WCHOJHHUTENBHOW  BIACTH WM  JIMYHBIA ~ KaOWHET
YIIOJTHOMOYEHHOTO (heIepaIbHOT0 OpraHa MCIOJHUTEIBHON BIACTH B €IMHOW CHCTEME, TOANMUCAHHOTO
YCUJICHHOW KBaIM(UIIMPOBAHHOW AJIGKTPOHHOW TOJIMCHIO 3asBIICHUS JCpXKATeNsi WM BJaJeiblia
PETUCTPAIIMOHHOTO YIOCTOBEPEHHS JICKAPCTBEHHOTO Ipernapara (yIoJIHOMOYSHHOTO UM JIUIIA).

(B pen. enepanpHoro 3akona oT 30.01.2024 N 1-D3)

3. 3apeructpupoBaHHas MpeJeibHass OTIYCKHAas Il€Ha IPOU3BOAUTEN Ha JIEKapCTBEHHbBIN
npenapar, BKIIOYEHHBIH B II€PEYCHb JKM3HEHHO HEOOXOJMMBIX W BaKHEHIINX JIEKapCTBEHHBIX
MIPErapaToB, MOXKET ObITh MEepeperucTpUpoBaHa B CTOPOHY CHIDKEHUS HA OCHOBAaHMM HAIPABICHHOTO
MOCPE/ICTBOM €IMHOTO TOpTaja B YHOJHOMOUYEHHBIN (pefiepaibHblii OpraH UCHOJHUTENbHOM BIaCTU WU
JIMYHBIA KaOMHET YIOJIHOMOYEHHOTO (e/lepalbHOr0 OpraHa UCIOJIHUTENBHON BIacTH B €MHOI cucTeMe,
MOJIMUCAHHOTO YCHJIEHHON KBaJM(UIMPOBAHHON 3JEKTPOHHOM MOAMMUCHIO 3asBICHUS AEpKaTess WU
BJIQJIeNIblla PErHCTPALMOHHOTO YAOCTOBEPEHUs JIEKapCTBEHHOIO Ipernapara (YImoJIHOMOYEHHOTO UM
JIUIIA).

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-P3)

4, I[ep)l(aTeJ]L HWJIN BJIAACICH PCTUCTPALIMOHHOTO YAOCTOBCPCHUA JICKAPCTBCHHOI'O IIpCliapara
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

(YnOJIHOMOUEHHOE MM JIMI0) 00s3aH HANpaBUTh MOCPEICTBOM E€AMHOIO INOpTala B YHOJHOMOUYEHHBIN
(benepanabHBIN OpraH MCIOJIHUTENFHON BIACTH WM JIMYHBIM KaOMHET yIIOJIHOMOYEHHOTO (heaeparbHOro
OpraHa WCIIOJHUTEIHHON BIIACTH B €IWHOW CHUCTEME TOANMCAHHOE YCHUJICHHOH KBAIM(UIMPOBAHHON
JIEKTPOHHOW INOJAINMKCHIO 3asBJIICHUE O NEPEPETrUCTPALMU 3aPETUCTPUPOBAHHON IIPENEIBHON OTIYCKHOM
LIEHbl IPOM3BOJUTENS HA JIEKAPCTBEHHBIN Mpenapar, BKIIOUYEHHBIN B IepeYeHb KU3HEHHO HEOOXO0AUMBbIX
Y BA)KHEWIIINX JICKAPCTBEHHBIX IIPENAPATOB, B CTOPOHY CHM)KEHUS B CIEAYIOIUX CIIy4asx:

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-®3)

1) cHMKeHUE 1IeHbl B MHOCTPAHHOM BaJIIOTE Ha JIEKAPCTBEHHBIHM IpernapaT B CTPAHE MPOU3BOIUTEIS
n (W) B CTpaHax, B KOTOPHIX JIEKAPCTBEHHBIH IIperapaT 3aperucTpupoBaH U (WJIM) B KOTOpHIE
MOCTAaBJISETCS IPOU3BOJUTEIIEM;

2) CHW)KEHHME LIEH Ha peQepeHTHBIC JIEKapCTBEHHBIE IpernapaTbl B COOTBETCTBHM C IYHKTOM |
HacTosed dYacTh (UIs COOTBETCTBYIOIIMX BOCIPOU3BEAEHHBIX, OHOAHAJIOTOBBIX (OMOMOJIOOHBIX)
JIEKapCTBEHHBIX MIPENapaToB);

3) mpeBbIlIEHUE MPEAETbHOM OTIYCKHOM IIeHBbl Ha MEpBbI BOCIPOU3BEAECHHBIN, OMOAHAIOrOBBIN
(6romo0OHBIN) JIEKApCTBEHHBIM TpemnapaT WHOCTPAHHOTO MPOU3BOJICTBA HAJl MPEACIbHONW OTIYCKHOMN
[IEHON MPOU3BOUTENSI HA BTOPOM BOCTIPOU3BEACHHBIN, OMOAHAIOTOBBIN (OMOIO00HBI) JIEKApCTBEHHBIH
rpenapar, pacCUiNTaHHOW B COOTBETCTBHH C METOJIMKOM, yrBepxkaeHHOU [IpaBurensctBoMm Poccuiickoi
denepanuu;

4) mpeBbIIEHNUE TPEACIbHOW OTMYCKHOM II€HBI HA MEPBBIA BOCIPOM3BEICHHBIN, OMOaHAIOTOBBIN
(6uomooOHBIN) JIEKapCTBEHHBIN TMpenapar MPOU3BOAMTENS TOCydapcTBa - wWieHa EBpasuiickoro
SKOHOMHUYECKOTO  COI03a HaJa NpeAe]bHONM  OTIYCKHOM II€EHOM MpPOM3BOIUTENS HA  BTOPOU
BOCTIPOM3BE/ICHHBIN, OWOAHANOTOBBIA (OMOMIOAOOHBIN) JIGKAPCTBEHHBIM TMpenapar IPOW3BOAUTEIS
rocyrapctBa - wieHa EBpa3uiickoro 3KOHOMHYECKOTO CO033a, PACCUYMTAHHONW B COOTBETCTBUU C
METOJMKOH, yTBepkaeHHOM [IpaBuTenscTBoM Poccuiickoit @enepanuu.

5. [lopsinok nmepeperucTpaluu 3aperucTpUPOBAHHbBIX MIPEIEIbHBIX OTIYCKHBIX LIEH IPOU3BOAUTENEH
Ha JIEKApCTBEHHBIC IMpernaparbl, BKIIOUEHHbIE B MEPEYCHb KU3HEHHO HEOOXOIMMBIX M BaXKHEHIINX
JIEKapCTBEHHBIX IMpErnapaToB, B CIydasX, MNPEIYCMOTPEHHBIX dYacTaMu 2 - 4 HaACTOSIIEH CTaThHy,
ycranaBnuBaercs [IpaButenscrBom Poccuiickoit denepanuu.

6. DKOHOMMYECKHH aHajau3 NpeAesbHOM OTIYCKHON IIeHbl MPOM3BOJMUTENS Ha JIEKapCTBEHHBIN
npenapar, BKIIOYEHHBI B IEpeYeHb >KU3HEHHO HEOOXOIUMBIX W BAKHEHIIMX JIEKapCTBEHHBIX
npenaparoB, NpU €€ TOCYAapCTBEHHOH pPETHCTpallid WM NEepeperucTpanud  OCYLIECTBIISCTCS
(denepaqbHBIM  OpPraHOM HCIIOJIHUTEIBHOW BJIACTH, OCYIIECTBISIOMUM (QYHKIUU 10 TPHHATHIO
HOPMATHBHBIX NPAaBOBBIX aKTOB W KOHTPOJIO 3a COOJIOJICHWEM 3aKOHOJATeNbCcTBA B  cdepe
rOCyJapCTBEHHOTO PeryaupoBaHus 1ieH (TapuoB) Ha TOBaphI (YCIYTH).

7. Pacuer mpenenbHBIX OTIYCKHBIX I1I€H, YKa3aHHBIX B 4acTsAX 1 M 2 HacTosIed cTaTbH, MPU UX
rOCYJApCTBEHHON PETMCTPALUM WIH IEPEPETUCTPALUN OCYILIECTBISETCS B COOTBETCTBUU C METOIUKOM,
yrBepxkaeHHou [IpasurenscTBoM Poccuiickoii denepanyy 1 yYUTHIBAIOLIEH B TOM YHCIIE:

1) coGmonenne 6anaHca MHTEPECOB MOTpeOUTENEN JIEKApCTBEHHBIX IMPENapaTroB, BKIIOUEHHBIX B
NEepevYeHb XU3HEHHO HEOOXOJMMBIX M BaXKHEWIIMX JIEKapCTBEHHBIX IPErapaTtoB, M NPOU3BOAUTENIEH
JICKApCTBEHHBIX MPENapaToB, BKJIIOYEHHBIX B MEPEUYEHb MKU3HEHHO HEOOXOOUMBIX U BaKHEUIIMX
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

JIEKapCTBEHHBIX [IPENApaTOB;

2) (hakTUeCcKyrO OTITYCKHYIO IIEHY Ha JIeKapCTBEHHBIE Mpenapatsl B Poccuiickoit denepanum, neHy
BBO3a JIEKApCTBEHHBIX mpenapaTtoB B Poccuiickyro dPenepanuro, a TaKXKe LEHbl HA aHAJIOTUYHbIC
JIEKapCTBEHHBIE MpernapaThl, Haxo smumecs B oopamenuu B Poccuiickoit deneparuu;

3) 3arparhl TPOM3BOMMTENS JIEKAPCTBEHHOIO TIpenapaTa Ha MPOHM3BOJICTBO M  peaM3aIuio
JIEKapCTBEHHOTO Tpenapara;

4) neHy Ha JeKapCTBEHHBIH MpenapaT, ero 1IeHy B CTpaHe NMPOU3BOJUTENS U B CTPAHAX, B KOTOPBIX
JIEKapCTBEHHBIN Ipernapar 3aperucTpUpoBaH U (WIKM) B KOTOPbIE OCTABISAETCS IPOU3BOAUTEIIEM.

8. He nomyckarorcs peanusanusi U OTIYCK JEKapCTBEHHBIX MPENaparoB, BKIOYEHHBIX B I€PEUEHb
KU3HCHHO HCO6XOI[I/IMI)IX U BaXHEHIINIX JICKApPCTBCHHBIX IPCIapaToB, HAa KOTOPBLIC MPOU3BOIUTCIIAIMU
JICKapCTBCHHBIX IIPEImapaToB HE 3aperUCTPUPOBAHA TIpeNelIbHAs OTIyCKHAs IIeHA, pean3alus
MPOU3BOJUTCIIAAMU JICKAPCTBCHHBIX NPCIapaToB IO HEHaM, MNPEBBIIIAOIINM 3apeTUCTPUPOBAHHBIC HIIN
NEPEPEruCTPUPOBAHHBIC MTPECACIIBHBIC OTITYCKHBIC L€HBI HA JICKAPCTBCHHBIC MPEMapaTbl ¢ YUICTOM HaJiora
Ha 00aBJICHHYIO CTOUMOCTb.

9. OCcoOCHHOCTH TOCYIAPCTBEHHOTO PETYIUPOBAHUS TPECITBHBIX OTIYCKHBIX IIEH MPOW3BOUTEICH
Ha JIEKApCTBEHHBIC TMpernaparbl, BKIIOUYEHHbIE B MEPEYCHb XU3HEHHO HEOOXOTUMBIX M BaKHEUIINX
JIEKapCTBEHHBIX IPENapaToB, B 3aBUCUMOCTU OT HKOHOMUYECKUX U (WJIHM) COLMAIBbHBIX KpPUTEPHUEB
(M3MeHeHe ycIoBUM, OPSAAKA U CTOMMOCTH IIPOM3BO/ICTBA JIEKAPCTBEHHBIX MTPEMapaToOB, UCIOJIb30BaHUE
HOBBIX ()OpPM, METOJOB U CIOCOOOB TOCYJApPCTBEHHOIO pEryJupoBaHMsl II€H Ha JIEKapCTBEHHBIE
npernapaTsl, B TOM YHCJIe Ha OCHOBE MeXaHHM3Ma pedepeHTHOro 1IeHO0Opa30BaHusl, U3MEHEHHUH MopsiaKa
OKa3aHHs MEIULMHCKON TIOMOIIY, HW3MEHEHHE Kypca HMHOCTPAHHON BallOTHI W HHbIE W3MEHEHUS)
ycranaBiuBaroTcs [IpaButensctBoM Poccuiickoin denepanum.
(B pen. @enepanpHoro 3akoHa ot 08.03.2022 N 46-D3)

Crtatba 62. [ocymapCTBeHHbIAW peecTp npefenibHbIX  OTNYCKHbIX  LieH
npousBoauTenen Ha fiekapcTBeHHble npenapaTbl, BKIMOYEHHbIe B NepeyvyeHb XU3HEHHO
Heo6XxoAUMbIX U BaXXHEULLNX NeKapCTBEHHbIX NpenapaTtoB

1. 3aperucTpupoBaHHBIE WM TMEPEPETUCTPUPOBAHHBIC MPEJCIbHbIE  OTIYCKHBIE  I[EHBI
MIPOU3BOJIUTEIICH Ha JICKApPCTBEHHBIC MPENapaThl, BKIOYECHHBIC B TIEPEUYCHb )KU3HECHHO HEOOXOIMMBIX U
BaXHCWINMX JICKAPCTBCHHBIX IMPENaparoB, IMOJUICKAT BKIFOUECHHUIO B TOCYIapCTBEHHBIH peecTp
MPEJCIBbHBIX OTITYCKHBIX [IEH MPOU3BOJAUTENCH Ha JICKAPCTBEHHBIC TIpErapaThl, BKJIOUYCHHBIC B TICPEUCHb
KU3HECHHO HEOOXOIMMBIX M BAKHEHIITMX JIEKAPCTBEHHBIX MTPEIIapaToB.

(B pen. denepanbHoro 3akona ot 06.06.2019 N 134-D3)

2. l'ocynapcTBeHHBIM peecTp MpeeibHBIX OTIYCKHBIX LE€H MPOU3BOJMUTENEH Ha JEKAPCTBEHHBIE
mpemapaThl, BKIIOYCHHbIE B TEPEYeHb KU3HEHHO HEOOXOIMMBIX W Ba)XHEHIIUX JIEKapCTBEHHBIX
MpernapaToB, COAECPKUT B cede CIeAyIoNIyt0 HH(OpMaIIHIO:

1) HaUMCHOBAHHUEC JACPIKATCIIAA WK BJIAACJIbllda PCTUCTPALITMOHHOIO YAOCTOBEPCHUS JICKAPCTBCHHOI'O
npenapara, HAUMCHOBAHHUC IIPOU3BOAMUTECIIA JICKAPCTBCHHOI'O IIpclapara, CBCACHHA O perucrpanun
ACPIKATCIIA WK BJIaACJIbllda PErUCTPAIUOHHOTO YOAOCTOBCPCHUS JICKAPCTBCHHOI'O IIpCriapara, CBEACHUA O
PErucTpat MpoOrU3BOAUTCIIA JICKAPCTBCHHOI'O Ipfriaparta i MCAUIUHCKOTO IMPUMCHCHUSA B KAa4YCCTBC
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

HaJIOroIIaTeNbIIMKAa B CTpaHe  perucrpauuu (i POCCUMCKUX  IOPUAMYECKUX — JIMIL[ -
UACHTU(PUKAIMOHHBIA HOoMep Hanoromarenbinuka (MHH), mis MHOCTpaHHBIX FOPUAMYECKHX JIHI -
CTpaHa pErucTpalyy, HAVNMEHOBAHUE PETUCTPUPYIOIIETO OpraHa, PpPEruCTPALMOHHBIA HOMEp, KOJI
HaJIOTOIJIATENbIIMKA B CTPaHE PErUCTpalud (MHKOPHOpAalMM) WIM €ro aHajior), MECTO HaXOXKIACHUS
IIPOU3BOJCTBEHHBIX IIJIOMAA0K, YIaCTBYIOIUX B IIPOLECCE IPOU3BOJICTBA JIEKAPCTBEHHOIO IIPENapara, ¢
YKa3aHHUEM CTaJHU IIpoLecca NPOU3BOACTBA;

(n. 1 B pen. @eaepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HauMEHOBaHHME JIEKaPCTBEHHOIO Ipernapara (MEeXIyHapOJHOE HENaTeHTOBAHHOE, WU
IPYNIHUPOBOYHOE, UM XUMHUYECKOE U TOPrOBOE HAMMEHOBAaHMUS);
(B pen. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3) HOMep PEeruCTPAMOHHOTO YIOCTOBEPEHHUS JIEKapCTBEHHOTO Iperapara;

4) nexapcTBeHHas (GopMa C yKa3aHHEM JO03MPOBKU JIEKApPCTBEHHOTO IpenapaTa M €ro KOoJIW4YecTBa
BO BTOPUYHOM (MMOTPEOUTENHCKOMN) YITAKOBKE, a TAK)KE KOMIUIEKTHOCTB;
(B pen. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

5) 3aperucTpupoBaHHas MpeIebHas OTITYCKHAs IIeHA Ha JICKApCTBEHHBIH Mperapar B pyouisx;
(B pen. ®enepanbHOro 3akoHa ot 27.12.2019 N 475-03)

6) maTa ¥ HOMEp MpHUKa3a YMOJHOMOYEHHOTo (efepanibHOrO0 OpraHa MCHOJHUTEIBHOM BIIACTH O
rOCyJIapCTBEHHOM PETUCTPALIMU WJIU MEPEPErucTpalui MpeAeIbHON OTIYCKHOW IIEHBI Ha JIEKapCTBEHHBIMN
npernapaT, BKJIIOUYEHHBIH B MEpEYeHb >KM3HEHHO HEOOXOJMMBIX M BaXXHEHIINX JIeKapCTBEHHBIX
MpenapaTos;

(B pen. deaepanbubix 3aK0HOB OT 22.12.2014 N 429-D3, ot 06.06.2019 N 134-D3)

6.1) mata BCTYIUIGHUS] B CHILY IIPHKa3a YIIOJTHOMOYEHHOTO (heIepaIbHOr0 OpraHa UCIIOTHUTEbHOM
BJIACTU O TOCYIAPCTBEHHOW PErHCTpallii WA TEPEPEerHCTPaluU MPENSIbHOW OTIYCKHOW IICHBI
MIPOU3BOJIUTEIISI HA JICKAPCTBEHHBIN MpenapaTt, BKIIOYCHHBIH B IEPEUYCHb JKU3HEHHO HEOOXOJMMBIX U
BaXHEWUIIHX JICKAPCTBEHHBIX MIPENIApaTOB;

(. 6.1 BBenen ®enepanbHbiM 3akoHOM OT 06.06.2019 N 134-D3)

7) WTPUXOBOM KOJI, HAHECEHHBI HA BTOPUYHYIO (MOTPEOUTENBCKYIO) YIMAKOBKY JIEKApPCTBEHHOTO
npernapara;
(n. 7 BBeaeHn deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

8) KoJa JIeKapCTBEHHOrO IMpernapara M0 aHAaTOMO-TEPAIeBTHYECKO-XUMUUYECKOW KIacCH(PUKAILIHH,
pPEeKOMEHTI0BaHHOW BceMupHOI opranu3aiueii 31paBooXpaHeHHS.
(. 8 BBeaeH PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

3. T'ocymapcTBeHHass perucTpanuusi WU IEpEperucTpanus MpeNeiabHbIX OTIYCKHBIX II€H Ha
JIEKapCTBEHHbIE IIpernaparhbl, BKIIOUYEHHBbIE B IIEpEYEHb JKU3HEHHO HEOOXOJUMBIX M BaKHEHIIMX
JIEKapCTBEHHBIX IPENaparoB, BEICHHME TOCYJApCTBEHHOTO pEecTpa IPENeibHBIX OTIYCKHBIX LIEH
MIPOU3BOINTENIEH Ha JIEKapCTBEHHBIE MpPEnapaThl, BKIOUYEHHbIE B MEePEUCHb KU3HEHHO HEOOXOJUMBIX U
BAKHEHIINX  JIEKAPCTBEHHBIX  IIPENAapaToB,  OCYILECTBISIOTCA B IOPSAAKE,  YCTaHOBJICHHOM
IIpaBurensctBoM Poccuiickoit denepanuu.

(B pen. ®enepanbHoro 3akoHa ot 06.06.2019 N 134-03)
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

Ctatbsa 63. YcTaHOBrReHMe UCMONMHUTENbHbLIMU OpraHamm cy6bekToB Poccuimnckowm
®denepaumm npeaenbHbIX pa3MepoB ONTOBbIX HaAb6aBOK WM npeAeribHbIX pa3MepoB
PO3HMYHBbIX HapbaBoK K aKTUYEeCKUM OTNYCKHbIM LeHaM, YCTaHOBNEHHbIM
npousBoAUTENSIMM JleKapCTBEHHbIX MpenapaTtoB, Ha JleKapCTBEeHHble npenaparbl,
BKITIOYEHHbIe B fMepeyYeHb XU3HEHHO HeoOXOoAMMBLIX U BaXHEWULWMUX NeKapCTBEHHbIX
npenapaTtoB
(B pen. DenepanbHbIX 3aK0HOB 0T 27.12.2019 N 475-D3, ot 08.08.2024 N 232-D3)

1. UcnonuurenbHble opranbl cyobekToB Poccuiickoil denepanun ycTaHaBIMBAIOT IpPEICIbHBIE
pa3Mepsl ONTOBBIX Ha/I0aBOK U MpeAEIbHbIE pa3Mepbl PO3HUYHBIX HAJI0ABOK K (PaKTUUECKUM OTITYCKHBIM
neHam (6e3 ywera Hajmora Ha J00aBI€HHYIO CTOMMOCTb), YCTAaHOBJIEHHBIM IPOU3BOJUTENISAMHU
JIEKAPCTBEHHBIX IIpENapaToB, Ha JIEKAPCTBEHHBIE IIpEnaparsl, BKJIIOYEHHBIE B IIEPEYEHb >KU3HEHHO
HEO0OXOIMMBIX U BaKHEUIINX JIEKAPCTBEHHBIX MPENapaToB, B COOTBETCTBUM C YTBEPKJIEHHON B MOpPSIKE,
YCTaHOBJIEHHOM [IpaBuTenscTBOM Poccuiickoi ®denepanuu, METOINKOM YCTaHOBJICHUS
WCIIOJIHUTENBHBIMU OpraHamu cyObekToB Poccuiickoit ®denepanuu npeAeabHbIX pa3MEpOB ONTOBBIX
HaA0aBOK W TMpeAeNbHBIX pa3MepoB PO3HUYHBIX HAA0aBOK K (DaKTHUYECKUM OTIIYCKHBIM II€HaM,
YCTaHOBJIEHHBIM NPOW3BOJUTEISIMHM JICKQPCTBEHHBIX IIPENapaTroB, HA JIEKAPCTBEHHBIE MPENapaThl,
BKJIIOUEHHBIE B IME€PEUEHb JKU3HEHHO HEOOXOAMMBIX M BaXXHEHIINX JIEKAPCTBEHHBIX IPErapaToB.
[IpoexThl pemeHnii HCTIOTHUTENBHBIX OpraHoB cyobekToB Poccuiickoit denepanuu 00 yCTAaHOBIEHUH U
(uM) M3MEHEHMM MpeeNbHBIX PAa3MEPOB ONTOBBIX HAJ0ABOK M MPENENbHBIX Pa3MEpPOB PO3HUYHBIX
Ha/10aBOK K (aKTMUECKHUM OTIIYCKHBIM LI€HaM, YCTaHOBJIECHHBIM IPOM3BOAUTENISIMU JIEKAPCTBEHHBIX
IIpenapaToB, Ha JIEKAPCTBEHHBIE IPENapaThl, BKIIOYEHHbIE B MEPEUYEHb YXU3HEHHO HEOOXOIUMBIX U
BaXXHEWIINX JICKAPCTBEHHBIX IPENapaToB, MOUIEKAT COINIACOBAHUIO C YIOJHOMOYEHHBIM (eepaibHbIM
OpPraHOM HCIOJHUTEIBHOHN BJIACTH, OCYIIECTBIISIIOIINM (DYHKIUU 110 IPUHATHIO HOPMATUBHBIX MPABOBBIX
aKTOB M KOHTPOJIIO 32 COOJIOIEHUEM 3aKOHOAATENBCTBA B C(pepe TOCYAapCTBEHHOIO PEryJIMpOBaHUs LIEH
(TapudoB) Ha TOBapkI (yciayru), B mopsjke, ycranoBineHHoM [IpaButensctBoM Poccuiickoit denepanuu.
(B pen. @enepanbHbix 3akoHOB OT 13.07.2015 N 241-D3, ot 27.12.2019 N 475-D3, ot 08.08.2024 N 232-
®3)

2. OpraHus3anuy ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMU CPEACTBAMM, AalTEYHbIE OpraHU3aluH,
WHAMBUIYAJIbHbIE NPEINPUHUMATENN, HMEIOIINE JIUIEH3UI0 Ha (apMaleBTHUECKYIO JEATENIbHOCTD,
MEIULMHCKUE OpraHu3alui, HUMEIOIIMEe JMIEH3UI0 Ha (apMaleBTUYECKYI0 JesTEeIbHOCTb, U HX
000CcO0ICHHbIE MOAPA3/CICHUs, PACIOJIOKEHHBIE B CEIbCKMX HACEJIEHHBIX ITYHKTaX, B KOTOPBIX
OTCYTCTBYIOT aIlT€4YHbIE OPraHM3alUM, OCYIIECTBIIAIOT pEaIU3alUI0 JIEKApCTBEHHBIX IIPENaparos,
BKJIFOYEHHBIX B II€pEYeHb >KM3HEHHO HEOOXOJMMBIX M BAXKHEHMIIMX JIEKAPCTBEHHBIX IpEnapaToB, IO
LIeHaM, KOTOpble (OPMHUPYIOTCS B COOTBETCTBHUM C MOPSAKOM, YCTaHOBJIEHHBIM IIpaBUTENHCTBOM
Poccuiickoit ®@enepanuu, U ypoBeHb KOTOPbIX (0€3 ydera Hajora Ha JOOAaBJIEHHYI0 CTOMMOCTb) HeE
JOJDKEH TpeBbIIaTh CyMMY (aKTHUECKOM OTIYCKHOM IIeHbI, YCTaHOBJIEHHON MpPOU3BOAUTENIEM
JIEKApCTBEHHOI'O IIperapaTa, HeE IPEBBIIIAIOIICH 3aperuCTPUPOBAHHON WM IEPEPErUCTPUPOBAHHOU
NpeJeNbHOM OTHYCKHOM LeHBl NPOM3BOAMTENS (Ha JaTy peajau3allM JIEKapCTBEHHOTO Ipernapara
IPOU3BOUTENIEM), M pa3Mepa ONTOBOM Han0aBKM M (MIM) pa3Mepa pPO3HUYHOM Han0aBKH, HE
MIPEBBIIIAIOLINX COOTBETCTBEHHO pa3Mepa MpeelIbHOM ONTOBOM Ha/l0aBKH U (WIK) pa3Mepa NpeaeabHON
PO3HMYHOM Ha0aBKH, YCTAHOBJIEHHBIX B cyOobeKkTe Poccuiickoit deneparum.

(B pen. denepanbHbix 3ak0HOB OT 27.12.2019 N 475-D3, ot 08.08.2024 N 323-D3)

3. UcnonnurensHble opransl cyobekToB Poccuiickoir @enepanun pazmernaiotr B cetu "MHTepHer"
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

MHGOpPMALMIO O 3aPErHCTPUPOBAHHBIX  MPENENbHBIX OTHYCKHBIX IIEHAaX MPOM3BOAMTENECH Ha
JIEKapCTBEHHbIEC IIperaparbl, BKJIIOYEHHbIE B I€PEUYEHb IKU3HEHHO HEOOXOIUMBIX M Ba)KHEHIIMX
JIEKApCTBEHHBIX IMpenaparoB, o0 ycTaHOBIEHHBIX B cyObekTe Poccuiickoit denepanuu mpenenbHbIX
pa3Mepax ONTOBBIX HAJ0ABOK M (WJIM) MPEACTbHBIX pasMepax PO3HHYHBIX HAA0aBOK K YCTAHOBIICHHBIM
MIPOU3BOIUTEISIMU JIEKAPCTBEHHBIX TpenapaToB (aKTHUYECKHUM OTITYCKHBIM IIEHAM Ha JIEKapCTBEHHBIE
IpenapaThl, BKIIOYEHHbIE B IEPEYEHb >KMU3HEHHO HEOOXOAMMBIX W BaXXHEHIINX JEKapCTBEHHBIX
IIpenaparoB, a TAKXKE O CyMME 3apETHCTPUPOBAHHBIX IIPEAEIBHBIX OTIIYCKHBIX LIEH IIPOU3BOAMTEIICH HA
JIEKapCTBEHHbIE IIperaparbl, BKJIIOYEHHbIE B MEPEYEHb >KU3HEHHO HEOOXOAMMBIX U BaKHEHUIIUX
JIEKApCTBEHHBIX TIPEMapaToB, YCTAHOBJIECHHBIX B cyObekTe Poccuiickoit denepamuu mnpeaenbHbIX
pa3MepoB OINTOBBIX Ha/I0aBOK U MPENEIbHBIX Pa3MEPOB POZHUYHBIX Ha/10aBOK M Hajora Ha 100aBJIE€HHYIO
cTouMocTb. MHpopmanus, mnpenycMOTpeHHass HACTOSIEH 4YacTbio, J0JDKHA HAXOAMTHCS TaKXkKe B
anTEeYHbIX OpPraHU3alusAX B JOCTYIHOM Ul BCEX 3aMHTEPECOBAHHBIX JUI (hopMe U OOHOBIATHCS MO MEpe
€€ pa3MelleHus UCTIOJTHUTEIbHBIMU opraHamMu cyObekToB Poccuiickoit @enepanuu B cetu "MutepHer".
(B pen. DenepanbHbIX 3aK0HOB 0T 27.12.2019 N 475-D3, ot 08.08.2024 N 232-D3)

4. Yrpatun cuny ¢ 1 mapra 2020 roaa. - ®eaepanbublii 3akoH oT 27.12.2019 N 475-D3.

Masa 13. MOHUTOPUHI 9PDPEKTUBHOCTU U BE3OINACHOCTHU
NEKAPCTBEHHbIX MPEMNAPATOB, HAXOAOALWLNXCA B OBPALLEHUAN
B POCCUUCKOWN ®EQEPALIUA
(B pen. @enepanbHoro 3aKkoHa oT 22.12.2014 N 429-D3)

Crtatbsa 64. PapmakoHag3op
(B pen. @enepanbHoro 3aKkoHa oT 22.12.2014 N 429-D3)

1. JlekapcTBEeHHBIC TIpenapathl, Haxoadmuecst B oopamieHun B Poccuiickoit denepanuu, noaiexar
MOHUTOPHHTY 3((PEKTUBHOCTH U O€30MaCHOCTH B IEIAX BBISBICHHS BO3MOXHBIX HETaTHBHBIX
MOCJICACTBUN WX MPUMEHCHHUs], WHIUBHIYAIbHOW HEMEPEHOCHUMOCTH, MPETYNPEKACHUS MEIUITUHCKUX
pPabOTHHUKOB, CIEIUAIUCTOB B O0JIACTH BETEPUHAPWH, IMAIMECHTOB WM BJIAJICIBIEB JKUBOTHBIX M HX
3aIUTHI OT MPUMEHECHHS TAKUX JICKAPCTBEHHBIX MIPEIapaToB.

(B pen. @enepansHoro 3akoHa ot 02.08.2019 N 297-D3)

2. ®apMakOHaI30p OCYLIECTBISAETCS COOTBETCTBYIOIIMM  YIIOJIHOMOYEHHBIM (heaepanbHbIM
OpPraHoOM HCIOJHUTEJIBHOW BJIACTU B YCTAHOBJIEHHOM MM IOpSAKE C Y4eTOM TpeOOBAaHUN HACTOSAIIETO
@denepallbHOTO 3aKOHAa M aKTOB, cocTaBisiomux IpaBo Coro3a, IyTeM aHalIM3a MPEJOCTaBIAEMOU
cyObekTaMu  oOpallleHHsl JIEKapCTBEHHBIX CpeAcTB HMHpopManmuu o MO0OOYHBIX  JAEHCTBUSX,
HEXEJIaTENbHbIX PEAaKLUAX, CEPbE3HBIX HEXKENATENIbHBIX PEAaKLUAX, HENPEIBUICHHBIX HEKEIATEIbHbIX
peakuMax Npu MPUMEHEHMM JIeKapCTBEHHBIX IIPernapaToB, 00 MHIUBHyalbHON HENEepPEeHOCHUMOCTH,
OTCYTCTBUH 3(P(PEKTUBHOCTH JICKAPCTBEHHBIX MPENapaToB, a Takke 00 HHBIX (aKTax U 0OCTOSATENBCTBAX,
NPEJCTABIAIOIINUX YIpO3y JKU3HM MM 3[J0POBBIO UeJNOBEKa JHMOO >KMBOTHOTO MpPHU TNPUMEHEHHUH
JIEKapCTBEHHBIX MPENapaToB U BBISABIECHHBIX Ha BCEX dTamax OOpalleHus JEKapCTBEHHBIX MPernapaToB B
Poccniickoit denepanuu U Apyrux rocyaapcraax.

(B pen. ®enepanpHoro 3akona oT 30.01.2024 N 1-D3)

3. CY6’LCKTBI O6paIJ_IeHI/I}I JICKAPCTBCHHBIX CPCIACTB B IMOPAAKE, YCTAHOBJIICHHOM YIIOJIHOMOYCHHBIM
(I)C,Z[epaHLHLIM OopraHomMm HCIIOJIHUTEILHOM BJIaCTH, 00s13aHBI COOGH.I&TB B ynOJIHOMO‘-IGHHLIfI
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

(benepanbHBI OpraH KCHOJHHUTEIBHON BJIACTH O MOOOYHBIX JCHCTBUAX, HEXKEIATEIbHBIX PEAKLHUAX,
CEPBE3HBIX HEKEIATEIbHBIX PEAKIUAX, HENPEABUACHHBIX HEXENATEIbHbIX PEAKUUAX IPU IPUMEHECHUH
JICKapCTBEHHBIX IPENaparoB, 00 WHAWBUIAYaJbHOW HENEPEHOCHMOCTH, OTCYTCTBHH S()(EKTHBHOCTH
JICKApCTBEHHBIX TPENapaToB, a Takke 00 MHBIX (pakTaX M OOCTOATENBCTBAX, MPEICTABISIONINX YTPO3Y
KU3HU WIH 3/I0pOBBIO YelloBEKa MO0 >KMBOTHOIO IPHU MPUMEHEHUH JIEKAPCTBEHHBIX IpPENapaToB U
BBISIBJICHHBIX HA BCEX 3Tamax oOpallleHus JIEKapCTBEHHBbIX mpemnaparoB B Pocculickoit ®denepanuu u
JAPYT'MX rOCyaapCTBax.

4. JlepxaTenu WM BIAJAEIbIbl PETUCTPALMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX IPENapaTos,
IOpUANYECKHUE JIMIIA, HA UMSI KOTOPBIX BbIJJAHBI pa3pellieHns Ha MPOBEICHNUE KIMHUYECKUX MCCIIeI0BaHUM
B Poccuiickoit ®eneparuu, auO0 YHNOJHOMOYEHHbIE MMM Jpyrue IOPUAWYECKHE JIMIAa B paMKax
obecrnieueHns 0€30MaCHOCTH JIEKApCTBEHHBIX IIPENapaToB B MOPSAKE, YCTAHOBIEHHOM COOTBETCTBYIOIINM
YIOJHOMOYEHHBIM (pefiepaabHbIM OpPraHOM HCIIOJHUTEIBHON BIACTH, OOS3aHbI OCYILIECTBISATH MPHEM,
yueT, oOpaOOTKy, aHaJIW3 M XpaHEHUWE INOCTYMAIIUX B HMX aJpec OT CYObEKTOB oOpalieHus
JIEKAPCTBEHHBIX CPEJICTB M OPTraHOB TOCYAAPCTBEHHOW BJIACTH COOOIICHHWH O MOOOYHBIX EHCTBHSX,
HEeXeJlaTeNIbHBIX PEaKlUAX, CepPbE3HbIX HEXKEeIaTeIbHbIX U HEMPEABUIACHHBIX HEXKEIaTeIbHBIX PEeaKIMIX
Ipy NPUMEHEHUH JIEKaPCTBEHHBIX IpenapaTtoB, 00 OCOOEHHOCTAX HMX B3aMMOJCHCTBHUS C JAPYTUMU
JIEKapCTBEHHBIMU TpenaparaMy, WHIUBUAYAIbHOW HENEPEeHOCHMOCTH, a Takke 00 HHBIX (akTax H
00CTOSITENBCTBAX, MPEACTABISIONINX Yrpo3y JKM3HHM WU 3/I0POBBIO0 YeNIOBEKa JHOO >KHUBOTHOTO WIIH
BIUSIONMX HAa H3MEHEHHE OTHOUICHHS OXXHJaeMOM TOJb3bl K BO3MOXHOMY PHUCKY IPHUMEHEHHS
JIEKapCTBEHHBIX MTPENAapaToOB.

5. Ilpu BbIsBIeHUHM HWH(OPMALMK O CEPHbE3HBIX HEXKENATEIbHBIX PEaKUUsAX U HENMpeIBUICHHBIX
HEeXeJlaTeNbHbIX PpPEeaKUUsX IpH NPUMEHEHUHU JeKapCTBEHHBIX IpenapaTtoB, 00 OCOOEHHOCTAX HX
B3aUMO/JICHCTBUSL C OPYTMMH JIEKapCTBEHHBIMH IpenapaTaMu, HHIMBUIYaJbHON HENEepeHOCHMOCTH, a
Takke 00 MHBIX (aKTax U 0OCTOSTENHCTBAX, BIUSIOMINX HA U3MEHEHHE OTHOLICHHS 0KM1aeMO MOJIb3bI K
BO3MOXXHOMY PHUCKY TPUMEHEHHUS JIeKQpCTBEHHBIX IIPENaparoB, JAepXkKaTelud WIA BIAJAEIbIbI
PETUCTPAIIOHHBIX YIOCTOBEPEHUN JIEKapCTBEHHBIX IMPEnapaToB, IOPUANYECKUE JIUIA, HA UM KOTOPBIX
BBIJIAHBI pa3pellieHus Ha MPOBEICHHE KIMHUYECKUX uccienoBanuii B Poccuiickoit denepauuu, mudo
YIIOJTHOMOYEHHbIE MMM JIpyTHe IOpUAMYECKUE JHIa 00sS3aHbl NPUHATH MEpbl, HaIpaBJICHHbIE Ha
yCTpaHEHHE  HETaTUBHBIX  MOCIHEACTBHM  NPUMEHEHUs TaKUX JIEKAPCTBEHHBIX  IPENapaTos,
MIpeyNnpexIeHue TPUUNHEHUS Bpe/ia KU3HU WM 3I0POBBIO YeIOBEKa JIMOO KUBOTHOTO, 3aIIUTY UX OT
MIPUMEHEHHSI TAKUX JIEKAPCTBEHHBIX IIPENapaToB, HAa TOMOJHUTENIbHBIN cOOp AaHHBIX 00 Y3PPEKTUBHOCTH
1 6€30MaCHOCTH TaKHX JIEKAPCTBEHHBIX MPENapaToB.

6. 3a HecooOIIeHre WIH COKPhITHE HH(POPMAIINH, TPETYCMOTPEHHON YacThio 3 HACTOSALICH CTaThy,
JepKaTeld WM  BIQJAETbIbl PErHMCTPAlMOHHBIX  yIOCTOBEPEHHUI JIEKApCTBEHHBIX IMPErapaTos,
IOPUAMYECKUE JIUIIA, HA UMsI KOTOPBIX BBIJAHBI pa3pellieHus: Ha MPOBEICHHE KIMHUUECKUX UCCIeI0BaHUN
B Poccuiickoit ®enepauuu, 11ub0 YHNOJTHOMOUYEHHBIE MMM Jpyrue HOPUAMYECKHE JHUIA, a TaKkKe
JOJDKHOCTHBIE JIMIA, KOTOPBIM 3Ta MH(OpPMAaLUs cTajga HM3BECTHA MO poay HX NpodecCHOHATbHON
JESITEIBHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHMH € 3aKOHOAATENbCTBOM Poccuiickoii denepanyi.

7. HpI/I MOJIYYCHUHN YITIOJTHOMOYCHHBIM (I)C,Z[epaJ'IBHBIM OpraHomM HCIIOJIHUTEIILHOM BIIACTH B paMKax
OCYIICCTBJICHUA UM q)apMaKOHaz(30pa AO0Ka34aTCJIbCTB O HECOOTBETCTBUHU JICKAPCTBCHHOI'O IIpCIlapaTa
YCTaAHOBJICHHBIM TpeGOBaHI/I}IM Wi 1pu TMOJTYUYCHUU HH(bOpMaHHH O HCECOOTBCTCTBHHU JaHHBIX 00
3(1)(1)CKTI/IBHOCTI/I 1 0 0e30MacHOCTH JICKApCTBCHHOTO IIpCliapaTa JaHHBIM O JICKAPCTBCHHOM IIpCIIapare,
COJACPpKAUMCS B UHCTPYKIIHUU 110 €r0 NPpUMCHCHUIO (B TOM YHUCJIC BBISABJICHHBIX B XOJI€ OCYHICCTBJICHUA
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

(dapmakoHa30pa KOHTPOJIBHO-HAI30PHBIMU OpraHaMH HMHOCTPAHHBIX TOCYAApCTB), YHOJTHOMOYEHHBIH
(benepanbHBIN OpraH MCIOJHUTEIHHON BIACTH B YCTAaHOBICHHOM MM IOPSIKE PacCMAaTPHBAET BOIIPOC O
IIPUOCTAHOBJICHUH IIPUMEHEHHMSI TAKOT'O JIEKAPCTBEHHOTO IIperapara.

Koncynbrantlntoc: npumevanue.
C 01.01.2026 naumenoBanue ct. 65 uznaraercs B HoBou penakiuu (P3 ot 30.01.2024 N 1-D3).

CrtaTtbs 65. [MpMocTaHOBNEeHMe NPUMEHeHUA NeKapCcTBeHHOro npenapara

(B pen. ®enepanbHOro 3akoHa oT 22.12.2014 N 429-03)

Koncynbrantlntoc: npumeyanue.
C 01.01.2026 B u. 1 ct. 65 BHOCsATCs 3MeHeHus (D3 ot 30.01.2024 N 1-D3).

1. Ilpu mosnyyeHun MHGOPMALIMK O HEXKENATENbHBIX PEAKIUIX MPU MPUMEHEHUU JIEKapCTBEHHOTO
npemnapara, HE YKa3aHHBIX B HHCTPYKIOUH 110 NMPUMCHCHHUIO JICKAPCTBCHHOI'O IIpf€rapara, CEPbE3HBIX
HEXEJIATEIbHBIX PEaKIUAX, 00 OCOOCHHOCTSX €ro B3aUMOJICHCTBUS C JIPYTUMHU JICKAPCTBEHHBIMH
IperapaTamMu, KOTOpbIE MOTYT MPEJICTaBIATh YIPO3y KH3HU WM 3J0POBBIO YeJIOBEKA JIMOO )KHBOTHOTO, a
TaKke O HECOOTBETCTBUM JAHHBIX 00 A((PEKTUBHOCTH M O OE30MACHOCTH JIEKAPCTBEHHOTO TMperapara
JTaHHBIM O JICKAPCTBCHHOM TIpernapare, COJIepKamUMCsi B MHCTPYKIHH 110 €ro IPUMEHEHUIO, B TOM YHCIIe
OT YNOJHOMOYEHHBIX OPraHOB WHOCTPAaHHBIX TOCYAapcTB, OOMEH KOTOPOH OCYIIECTBIISETCS B
COOTBETCTBUHU C COTJIAIICHUSIMH MEXKIY YINOJHOMOYECHHBIM (efiepaTbHbIM OPraHOM HCIIOJHUTEIHHON
BJIACTH M YIIOJHOMOYEHHBIMH OpPraHaMH HHOCTPAHHBIX TOCYIApPCTB, YIIOJTHOMOYCHHBINH (enepaabHbIi
OpraH MCIOJHUTEIBHOW BIIACTH PacCMaTpPUBAET BOIPOC O BO3MOXKHOCTH MPUOCTAHOBIICHHS OOpaIeHHs
TAKOTO JICKApPCTBEHHOTO IMperapara B TOPSIKE, YCTaHOBJIEHHOM YIIOJHOMOYEHHBIM (heaepabHbIM
OpraHOM WCTIOJHUTEIbHOM BIIACTH.

Koncynprantllntoc: mpumedanue.
C 01.01.2026 4. 2 ct. 65 uznaraercs B HoBo# penakuuu (P3 ot 30.01.2024 N 1-D3).

2. llpu HEHCIOJHEHMH WM HEHAJJISKalleM MWCIOJHEHUH JepXKaTelsiMU WM BiaJelblaMu
PETrUCTPALIMOHHBIX YAOCTOBEPEHUN JICKApPCTBEHHBIX IPENapaTroB, IOPUAMYECKUMHU JIMIAMHU, Ha UM
KOTOPBIX BBIJIaHbl pa3pellieHns Ha IpoBeJleHHe KIMHUYECKUX uccienoBanuii B Poccuiickoit @enepannny,
WIN YIOJIHOMOYEHHBIMU UMHU JIPYTMMHU IOPHIMYECKUMU JIMLAMU 0053aHHOCTEH, YCTAaHOBJICHHBIX YacTAMHU
3 u 4 cratbu 64 Hacrosero denepanbHOrO 3aKOHA, JIMOO B CiIydasX MPEJICTaBIEHUS] COOTBETCTBYIOLINM
YIIOJIHOMOYEHHBIM (peiepajbHBIM OPraHOM HCIOJIHUTENBHOW BJIACTH 3aKIIOUEHHs O HEeJIOCTOBEPHOCTHU
PE3YJIBTAaTOB KIMHUYECKOTO UCCIIE0BaHM JIEKAPCTBEHHOTO Mpenapara Uil MEIUIUHCKOTO IIPUMEHEHMS,
KOTOpOE€ OCHOBAaHO Ha pe3yibTaTaxX MPOBEPKHM MEAMIMHCKOW OpPraHu3allud, MPOBOJMBLIEH yKa3aHHOE
KIIMHUYECKOE MCCIEA0BAHNE C HAPYLIEHUEM TPaBUJ HaJUIeXkKalleld KIMHUYECKON IPAKTUKY, U MPUBENIO K
MOJTIy4EHHIO HEIOCTOBEPHBIX pE3ylIbTaToB, JMOO B Cllydae HEBBIOJHEHMs NPEANHUCAHUs, BbIJIAHHOTO
YIIOJIHOMOYEHHBIM  (pe/iepalbHbIM OpPraHOM HCIIOJHUTENBHONM BJIACTM IO WTOTaM OCYILIECTBICHHS
BBIOOPOYHOTO KOHTPOJISI KayecTBa JIEKAPCTBEHHOI'O Iperapara, YIOJIHOMOUYEHHBIH (enepanbHblil opran
WCIIOJIHUTENIBHON BJIAcTH B YCTAaHOBJIEHHOM MM IOPSIKE PACCMaTpPUBAET BONPOC O IPHUOCTAHOBIICHUU
IIPUMEHEHMSI TAKOTO JIEKApCTBEHHOTO Npenapara.
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

Koncynbrantlntoc: npumeyanue.
C 01.01.2026 4. 4 cTt. 65 yrpauuBaet cuiry (P3 ot 30.01.2024 N 1-D3).

3. YnonaHOMOUYEHHBIH (enepalbHbIil OpraH HUCIOJIHUTEIbHOW BJIACTU IPHU MIPEICTABICHUU EMY
CBEICHMM O HECOOTBETCTBUM IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAaHUSAM IpaBUII
HaJJIeXxallel MpoU3BOJICTBEHHON NMPAKTUKU U (WIK) O HApYIIEHUH JIMLEH3UOHHBIX TPeOOBAHUN, KOTOpHIE
ObUIM BBISIBJICHBI B XOJE MPOBEIEHUS MHCIEKTUPOBAHUS MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB WIIU
OCYILIECTBJICHUS JIMIIEH3HOHHOTO KOHTPOJI B cpepe MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB U MPUBEIH
WM MOTYT INPUBECTH K NPOMU3BOJCTBY JIEKAPCTBEHHBIX IPENAPATOB I MEIUIMHCKOTO NPUMEHEHUS,
MPUYMHUBIIUX UM CTIOCOOHBIX TPUUMHUTH BPEJl )KMU3HU WU 3[I0POBBIO I'PaXk/1aH, pacCMaTPUBAET BOIIPOC
O TPHUOCTAHOBJICHUU IPUMEHEHHUs JIEKapCTBEHHBIX IPEnaparoB I MEAUIMHCKOIO NPUMEHEHUS B
YCTaHOBJIEHHOM MM IOPSAJIKE B CIECAYIOIINX CIydasx:

1) cocraB u (MJaHM) TEXHOJOTHS TMPOM3BOJCTBA JIEKAPCTBEHHOTO TMpemapara Ijs MEIUIIUHCKOTO
MPUMEHEHHsI (C OMHMCAHWEM CTaJuil MPOHM3BOJACTBA) OTIIMYAIOTCS OT 3asBJICHHBIX B PETHUCTPAIIMOHHOM
JIOCBE;

2) JIeKapCTBEHHBIN MpernapaT A1 MEIUIIMHCKOTO MPUMEHEHUST TTPOU3BEICH Ha TTPOU3BOJACTBEHHOM
IJIOIIAJIKE, HE YKA3aHHOW B PETUCTPALIMOHHOM JI0ChE;

3) y HOpOM3BOIMTENS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, MOJTBEPKIArOIINe
COOTBETCTBUE KayecTBa JIEKAPCTBEHHOTO Mperapara JUisi MEAULHUHCKOTO MPUMEHEHHs, BBOJMMOTO B
rpaXxIaHCKHU 000pOT, TPeOOBAHUSAM, YCTAHOBJICHHBIM IPU €0 TOCYAaPCTBEHHOM PErucTpalnm;

4) TpoM3BOAMTENEM JIEKAPCTBEHHBIX CPEACTB B  COTJIACOBAHHBI C  COOTBETCTBYIOLIUM
YIOJHOMOYEHHBIM (hefiepaibHbIM OPraHOM HCHOJIHHUTENIBHOM BJIACTU CPOK HE YCTPAHEHbI HapYIICHUS
TpeOOBaHUN MpaBUIl HAJUIEKAIICH MPOU3BOJICTBEHHOW MPAKTHUKU M (WJIM) JIMLIEH3UOHHBIX TpeOOBaHUM,
KOTOpble ObUIM BBISBICHBI B XOJI€ MPOBENCHUS WHCHEKTUPOBAHUS IPOU3BOJUTENS JIEKAPCTBEHHBIX
CPEICTB WJIM OCYILECTBJICHHUS JINLIEH3UOHHOTO KOHTPOJIS B chepe MpOU3BOCTBA JIEKAPCTBEHHBIX CPEJICTB
U TMPUBEIM WU MOTYT NPUBECTH K IMPOU3BOJCTBY JIEKAPCTBEHHBIX MPENapaTroB s MEAULHUHCKOTO
MPUMEHEHHUSI, TPUUUHUBIINX WIN CIIOCOOHBIX MPUYUHUTD BPEJ KU3ZHU WIH 3I0POBBIO TPaXkIaH.

(uacts 3 BBeneHna @enepanbHbiM 3ak0HOM OT 04.06.2018 N 140-D3)

4. YrioiHOMOUYEHHBIN (hefiepalIbHbIN OpraH UCMOJHUTENLHOM BJIACTH MPU HATUYUH Y HETO CBEICHUN
O HECOOTBETCTBUU MPOU3ZBOJIUTENS JIEKAPCTBEHHBIX CPEACTB TpPEOOBAHUAM TMPABUII HaJyIekKalien
MIPOU3BOJICTBEHHOW MPaKTUKA U (WIM) O HApPYIIEHUU JUIEH3UOHHBIX TPEOOBaHUM, KOTOpPbIE OBLIU
BBISIBIICHBl B XOJ€ IMPOBEICHHUS WHCIEKTUPOBAHUS TMPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB WIH
OCYILIECTBIICHUS JUIICH3HOHHOTO KOHTPOJISI B cepe MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB U MPUBEIH
WM MOTYT MPUBECTH K MPOU3BOJICTBY JIEKAPCTBEHHBIX IMPENapaToB AJii BETEPUHAPHOTO NMPUMEHEHUS,
MPUYMHUBIIUX WM CIOCOOHBIX MPUYUHHUTH BPEI KU3HH WM 3J0POBBIO YKMBOTHBIX, paccMaTpUBaET
BOIIPOC O TMPUOCTAHOBJIEHWM pEAIU3allUd W [PUMEHEHHUsS JIEKAPCTBEHHBIX IPENapaTtoB Jis
BETEPUHAPHOTO MPUMEHEHUS B YCTAHOBJIEHHOM UM TOPSAJIKE B CIECAYIOIIMX CIydasX:

1) coctaB u (WJIK) TEXHOJIOTHS MPOU3BOJACTBA JICKAPCTBEHHOTO TMpernapara Jyis BETCPUHAPHOTO
MpUMEHEHHsI (C ONMCAaHWEeM CTaJui TPOW3BOJICTBA) OTIMYAIOTCS OT 3asBJICHHBIX B PETUCTPAIIMOHHOM
JIOChE;
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

2) nexapCTBEHHBIN Ipenapar JUlsl BETEPUHAPHOTO IPUMEHEHMSI TPOU3BEAEH Ha MIPOU3BOICTBEHHOMN
IIJIOIIAJIKE, HE YKA3aHHOW B PErUCTPALIMOHHOM JI0ChE;

3) y HOpou3BOAMUTENS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, MOJTBEPKIArOIINe
COOTBETCTBUE KaueCTBa JIEKAPCTBEHHOI'O Iperaparta i BETEPUHAPHOIO INPUMEHEHHs, BBOJHUMOIO B
IpaXXIaHCKUI 000pOT, TpeOOBAHUSAM, YCTAHOBJIEHHBIM MPU €r0 TOCYJapCTBEHHOM perucTpaiuy;

4) npou3BOAMTENEM JIEKAPCTBEHHBIX CPEACTB B  COTJIACOBAHHBI C  COOTBETCTBYIOLIUM
YIOJHOMOYEHHBIM (hefiepaibHbIM OPraHOM HUCHOJIHHUTEIBHOM BJIACTH CPOK HE YCTPAHEHBI HapyIICHUS
TpeOOBaHU MpaBUJI HAJUIEKAIIEH MPOU3BOJACTBEHHOW NMPAKTUKU U (WJIM) JMIIEH3UMOHHBIX TpeOOBAHUM,
KOTOpble ObUIM BBISBIEHBI B XOJI€ IPOBEIEHUS WHCIEKTUPOBAHUS MPOU3BOJIUTENS JIEKAPCTBEHHBIX
CPEACTB WM OCYIIECTBICHUS JUIIEH3MOHHOTO KOHTPOJIS B chepe MPOon3BOCTBA JEKAPCTBEHHBIX CPEJCTB
U TpHUBEIM WIM MOTYT NPUBECTU K IMPOU3BOJICTBY JIEKAPCTBEHHBIX MpENapaTroB Ui BETEPUHAPHOTO
MPUMEHEHMS], IPUUMHUBIINX WINA CHOCOOHBIX MPUUMUHUTE BpEJl ’KU3HU WU 3/J0POBBIO )KUBOTHBIX.

(uactp 4 BBeneHa ®enepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

7. B mopsiake, NpeayCMOTPEHHOM YacThi0 4 HACTOAIIEH CTaTbU, YIOJHOMOYECHHBIH (eaepaabHbIi
OpraH MCIOJHUTEIHHOW BJIACTH pacCMaTPUBAET BOMPOC O MPUOCTAHOBIICHUN PEATTU3AIUN U TIPUMEHECHHS
JIEKApCTBEHHOTO TIperapara JjIsi BETEPUHAPHOTO NPHMEHEHHUS B Clydae BBISBICHUS B TPakJIaHCKOM
000poTe cepur JEKapCTBEHHOTO Mperapara Jjisi BETEpUHAPHOTO MPUMEHEHUS, TOKYMEHTHI U CBEJICHHS O
KOTOPOM, MpeaycMOTpeHHbIe JacTsiMu 1 - 3 m 6 crarbu 52.2 HacTosimero denepaibHOTO 3aKOHA, HE
MIpe/ICTaBJICHbl B yKa3aHHBIA opras, JH0O0 CepUU MMMYHOOHOJIOTHUYECKOTO JIEKAPCTBEHHOIO Ipenapara
JUIs BETEPUHAPHOTO MPUMEHEHUs1, He UMEIOIEN pa3pelieHns, IpeJyCMOTPEHHOTO YacThio 8 crathu 52.2
Hacrosiero denepallbHOrO 3akoHAa. B yka3aHHOM cllydae YIOJTHOMOYEHHBIN (enepalbHbId OpraH
WCIIOJIHUTENBHOM BJIACTH MPUHUMAET pEIIeHHE O MPUOCTAHOBJICHWU pealu3alli M MPUMEHEHUS TaKhX
cepuil 10 TPEICTaBICHUS YKa3aHHBIX JOKYMEHTOB M CBEICHHM MO0 10 MOJIydeHHUS YKa3aHHOTO
paspeleHusl.

(gactp 7 BBenena denepanbabiM 3akoHOM OT 02.07.2021 N 317-D3)

Cratbsa 66. UHcpopmauma o pesynbTaTax papmakoHagsopa
(B pen. denepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

YnonHOMOYeHHBIH — (elepanbHblii  OpraH  HMCIOJHUTEIBHOM  BJACTH,  OCYIIECTBIISIOIIUN
(dapMakoHaI30p, MO €ro pe3yjibTaTaM pa3MellaeT Ha CBOeM OQHIManbHOM caiite B cetd "HMHTepHer"
nH(pOpMAITHIO O:

1) BbBIABJICHUHW HOBBIX IIOATBCPKACHHBIX OAHHBIX O MOOOYHBIX ,Z[eflCTBPISIX, HCXKCIJIATCIIbHBIX
peaKknusaX, CCPLE3HBIX HCKCIIATCIIbHBIX PCAKOUAX, HCUPCABUIACHHBIX HCKCIATCIbHBIX PCAKIUAX IIPU
MMPUMCECHCHUU JICKAPCTBCHHOTO IIpCIiapaTa, B TOM YHCJIC BJIUAIOIINUX Ha OTHOIICHUEC 0XKMJAaeMOH IIOJIB3bI K
BO3MOKHOMY PHUCKY IPUMCHCHUA JAHHOTO JICKAPCTBCHHOI'O IIpCIIapara,

2) MPUHATBHIX PCHICHUAX O BHECCCHUHN U3MEHEHHUH B HHCTPYKIHUIO IO ITPUMCHCHUIO JICKAPCTBCHHOI'O
npemnapara, 0 IMPUOCTAaHOBJICHUU IMPUMCHCHUA JICKAPCTBCHHOI'O IIPCIlapara, 00 M3BATHH W3 O6paH_[eHI/IH
JICKApCTBCHHOT'O ITperiapara ujiu o BO300HOBIICHUU MMPUMCHCHUA JICKAPCTBCHHOI'O IIpCIiapara.

Masa 14. U(H®OPMALIUA O NEKAPCTBEHHbIX NPEMNAPATAX. CACTEMA
MOHUTOPUHIA ABUWXEHWUA NEKAPCTBEHHbIX MPEMAPATOB
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

anda MEAUMUUHCKOIro nNPMMEHEHUA
(B pen. denepanbHOro 3akoHa ot 28.12.2017 N 425-03)

Crtatba 67. UHdopmauma o nekapcTBeHHbIX npenapatax. Cucrema MOHUTOpPUHra
ABWXEeHUs feKapCcTBEHHbIX NpenapaToB AN MeAULIMHCKOro NpUMeHeHuUs
(B pen. ®enepanbhoro 3akoHa oT 28.12.2017 N 425-03)

1. Undopmanus o nexkapcTBEHHBIX IpernapaTax, OTIYCKaeMbIX IO PELEnTy Ha JIEKapCTBEHHBIN
npenapar, J0JDKHA COJIEP)KAaThbCA TOJIBKO B CIELMAIM3UPOBAHHBIX W3/aHUAX, NMpPEAHA3HAUYEHHBIX IS
MEJIMIIUHCKUX, (papMarleBTUYECKUX PAOOTHUKOB, CIIEIMAIMCTOB B oOactu BeTepuHapuu. Mudopmarms o
JIEKapCTBEHHBIX INpenaparax [yisl CIEeHHUaIiNCTOB B 00JacTH OOpalleHus JIEKAPCTBEHHBIX CPEJCTB MOMKET
CoJlep)KaThCsi B MOHOrpadusiX, CHpaBOYHHMKAX, HAy4YHBIX CTaThsX, B JIOKJIaJaX Ha KOHIpeccax,
KOH(EPEHIINAX, CHUMIIO3MYMaxX, HAay4YHBIX COBETaX, a TaKkKe B HWHCTPYKIHUSAX IO MPUMEHEHUIO
JIEKapCTBEHHBIX MIPENapaToB.

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

2. Nndopmanus o JekapCTBEHHBIX MpernapaTax, OTIYCKaeMbIX Oe3 pelenTta Ha JIeKapCTBEHHbBIN
mpenapaT, MOXKET COAepXkKaTbCsl B IMyOJIMKaUsAX U OOBSBICHUAX CPEACTB MAacCOBON HMH(OpMaluu,
CHEIUATU3UPOBAHHBIX M OOMIMX IMEUYATHBIX HM3JAHUSIX, HHCTPYKIUAX MO MPUMEHEHHUIO JIEKAPCTBEHHBIX
MIpernapaToB, MHbIX U3JAHUSIX CYOBEKTOB 00pallleHus IEKapCTBEHHBIX CPEACTB. PekiiaMHble MaTepualbl o
JIEKapCTBEHHOM IIpernapaTre, OTIycKaeMoM 0e3 pelenrta Ha JIEKapCTBEHHBIM IMpernapaT, IOJDKHBI
COOTBETCTBOBATh MHCTPYKIIMH IO PUMEHEHHIO JIEKapCTBEHHOTO IIpenapara.

3. JlomyckaeTcsi MCMOJIb30BaHUE JIOOBIX MaTepUalbHBIX HOCHUTEJEH, MO3BOJSIOUINX XPAaHUTb,
nepeaBaTh U UCHOJIb30BaTh HHPOPMAIIMIO O JIEKApCTBEHHBIX Mpernaparax 0e3 ee HCKaKEeHHUsI.

4. Jlns uenedt waeHTH(PUKANNU YIIAKOBOK JICKAPCTBEHHBIX MPEMapaToB Ui MEIUIIMHCKOTO
MPUMEHEHHsS MTPOU3BOJIUTENN JIEKAPCTBEHHBIX CPEICTB B MOPSAKE, YCTAHOBICHHOM I[IpaBUTEIHCTBOM
Poccuiickoit denepanyu, HAHOCAT HA MIEPBUYHYIO YITAKOBKY (B OTHOIICHUH JICKAPCTBEHHBIX MPEIapaToB
IUTsS. METUITMHCKOTO MPUMEHEHHUS, U1l KOTOPBIX HE MPEAYCMOTPEHA BTOPUYHASL YIIAKOBKA) U BTOPUYHYIO
(TTOTPeOUTENBCKYIO) YITAKOBKY JICKAPCTBEHHBIX MPENapaToB JUlsi MEAUIMHCKOTO MPUMEHEHUS CPEICTBA
UACHTU(UKAIIMK, 32 HWCKIFOUEHHEM JIEKAPCTBEHHBIX IIPENapaToB Uil MEIMIIMHCKOTO TPUMEHEHUS,
MIPOU3BOIUMBIX [UIsS TIPOBEICHUS KIMHHUYECKUX HCCICIOBAHMIA, 3KCIIOPTA, JCKAPCTBEHHBIX MPENapaToB
IUIS. MEIMIIMHCKOTO TPHMEHEHHS, YKa3aHHBIX B YacTsaXx 5 W 8 crathu 13 Hactosmiero denepaabHOro
3aKOHa, paarohapMaIeBTHYCCKHUX JICKAPCTBEHHBIX MPENapaToOB, BHICOKOTEXHOJOTHYHBIX JIEKAPCTBEHHBIX
MperapaToB, KOTOPbIC IMPOU3BEICHBI MaJbIMU CEPUSMH, COCTOSAT W3 OJHOW WM HECKOJBKUX J03
BBICOKOTEXHOJIOTHYHOTO JICKAPCTBEHHOTO TMperapaTa, INpeJIHa3HAaYeHbl Il KOHKPETHOTO ITallUeHTa,
UMEIOT KOPOTKH CPOK TOJHOCTH (J0 JEBSIHOCTA KAJICHAAPHBIX THEH) M (WIM) TEeMIIePaTypHBIA PEKUM
XpaHEeHUs U TpaHcropTupoBanus Munyc 60 rpagycoB Llenbcust uim HUKe, MUSABOK METUITUHCKUX U Ta30B
MEIUIMHCKUX. JIJI TeKapCTBEHHBIX MPEnapaToB ¢ MEXKIyHAPOIHBIM HEMTATEHTOBAaHHBIM HAUMEHOBAaHUEM
"Oranon" cpencTBO UACHTU(DUKAIIMY HAHOCUTCS HA BTOPHYHYIO (TTOTPEOUTENBCKYIO) YIIAaKOBKY B cydae,
€CIIM Takas yIaKOBKa SBIAETCS WHIUBUIYAIbHOW BTOPHUYHOUM (MOTPEOUTENBCKOM) YIMaKOBKOM 3TOTO
JIEKapCTBEHHOTO Mpemnapara, a B ClIy4ae OTCYTCTBHsSI BTOPUYHON (MOTPEOUTENHCKOM) YMAKOBKU WU
HaJIW4Yusl YIaKOBKH, B KOTOPOW HAXOAWTCA Oojiee OJHOW EIUHHIIBI YKAa3aHHOTO JIEKapCTBEHHOTO
npernapaTa B IEPBUYHON yIAaKOBKE, CPEICTBO UACHTU(UKAIIMYA HAHOCUTCS HA TIEPBUYHYIO YITAKOBKY.
(uacte 4 BBegena @enepanbHbIM 3akoHOM OT 28.12.2017 N 425-®@3 (pex. 27.12.2019); B pen.
denepanbHbix 3ak0HOB 0T 04.08.2023 N 428-D3, o1 30.01.2024 N 1-D3)
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

5. XapakTepUCTHKH CPEJICTBA UACHTU(UKAIINH, TIOPSOK €r0 HAaHECEHUS U TPeOOBaHUS K CTPYKTYpE
u ¢opmary wuHPOpPMAIIMH, KOTOPYIO COJEPXKHUT CPEICTBO HWACHTU(HUKAIMH, OIPEICIIIOTCS
[IpaBurensctBoM Poccuniickoit denepanuu.
(uactp 5 BBeneHa DenepabHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

6. Ilopsmok co3maHusi, pPa3BUTHS, BBOJA B OKCIUIyaTalMi0, O3KCIUTyaTalldd W BBIBOJA U3
AKCIUTyaTallMd CUCTEMbl MOHHMTOPUHIA JBHWKECHHS JICKAPCTBEHHBIX IPENapaTroB Uil MEIULUHCKOIO
MPUMCHCHHSI, TOPSIOK MPEIOCTaBICHUsT WHGOPMAIUU, COJCpXKAIICHCcs B CHCTEME MOHUTOPUHTA
JIBH)KEHUS JIEKAPCTBEHHBIX MPENapaToB MJisi MEAWIMHCKOTO MPUMEHEHUS, U TMOPSAI0K B3aMMOACHCTBUS
YKa3aHHOM  CHUCTEMbl C HMHBIMH  TOCYAApPCTBEHHBIMH  WH(OPMAIMOHHBIMH  CHUCTEMaMH |
MH()OPMAITMOHHBIMU CUCTEMAMU IOPUTUUYECKUX JIUIl U MHAUBUAYAIBHBIX TIPEANIPUHUMATENEH, YKa3aHHBIX
B yacTsax 7 u 10 Hacrosmeid crarbu, ycraHaBiauBarorcs [IpaButenbctBoM Poccmiickoit depeparum.
OnepaTopaMy CHUCTEMBI MOHHMTOPHHTA JBWIKEHHUS JIEKAPCTBEHHBIX IMPENapaTroB ISl MEIUIIMHCKOTO
MPUMEHEHUs SBISIIOTCS  (hefiepalibHBI  OpraH MCIOJHUTEIBLHOM BJacTH W (WJIM) OpraHu3alms,
ynoaHoMoueHHbIe [IpaBuTensctBOM Poccuiickoit denepanuu.

(dactp 6 BBeneHa DenepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

7. IOpI/IHI/I‘—IeCKI/Ie JMia 1 UHAWBUAYAJIbHBIC MPCAIIPUHUMATCIIN, OCYIIECCTBIIAIONINE ITPOMU3BOJACTBO,
XpaHeHue, BBO3 B Poccuiickyro ®enepamnuio, OTIYCK, pealu3aluio, Mepeaady, NpPUMEHEHUE U
YHHUYTOXKCHUC JICKAPCTBCHHBIX ITPENApaTOB IJId MEAUIUHCKOI'O IIPUMCHCHU, o0ecreunBaroT B MOPAIKE U
B COCTaBe, KOTOpble YycTraHoBJeHbl IIpaButensctBom Poccuiickoit @Penepanuu ¢ yd4eToM BHAa
OCYILIECTBIISIEMOl MMHU JIEATEIbHOCTH, BHECEHHWE HWH(GOpPMalUU O JIEKAPCTBEHHBIX IpernapaTax s
MEJUIIMHCKOTO TMPUMEHEHHUs] B CHUCTEMY MOHUTOpPUHIA JBUKEHHS JIEKAPCTBEHHBIX NpenaparoB s
MEJUIIMHCKOTO MPUMEHEHHUSL.

(dactp 7 BBenena denepanbHbIM 3aKk0HOM OT 28.12.2017 N 425-D3)

7.1. JlekapcTBEHHbIE TIpenaparbl i MEIUIIMHCKOrO TPUMEHEHUS, NpeAHa3HAYCHHbIC A
obOecrieueHus JHI, OOJBHBIX TeMO(WINEH, MYKOBHUCIUIO30M, THHO(PHU3aPHBIM HAHWU3MOM, OOJIE3HBIO
l'omre, 37M0Ka4eCTBEHHBIMU HOBOOOpPA30BaHUSAMH JTUMGOUIHOW, KPOBETBOPHOM W POJCTBEHHBIX UM
TKaHEH, pacCeSHHBIM CKJIEPO30M, JIMII TIOCIIEe TPAHCIJIAaHTAIlMK OPTaHOB U (MJIM) TKaHEH, IPOU3BEACHHBIC
1o 31 ngexabps 2019 rona, a TakKe WHBIC JIGKAPCTBEHHBIC MpenapaThl ISl MEAUIIMHCKOTO MTPUMEHEHUS,
npousBeneHHbie 10 1 wmronsg 2020 roma, mojjiexaT XpaHEHUIO, IMEPEBO3KE, OTIYCKY, peau3alluH,
nepeaayve, MPUMEHEHHIO 0€3 HAaHECCHHS CPEIICTB MJICHTU(HKAIUKA 10 MCTECYCHHUS CPOKa MX T'OJHOCTH.
[IpaButenbctBo Poccuiickoit @expepanyiii BIpaBe YCTAHOBUTH OCOOCHHOCTHM BBOJA B TPaXKIAHCKUN
000pOT JIEKAPCTBEHHBIX IPENapaToB ISl MEAUIIMHCKOIO MPUMEHEHHS, TPOU3BEACHHBIX B Mepuoa ¢ 1
urong 2020 roma mo 1 oktsi6ps 2020 roga. B mensx BBojga B IpakJAaHCKUH 00OpPOT JIEKapCTBEHHBIC
npenaparbl ISl MEAMIMHCKOTO TMPUMEHEHMS, 32 MCKIIOYEHUEM JIEKApCTBEHHBIX MpEnapaTos,
MpelHa3HAYeHHBIX JUIg oOecredyeHus JHIl, OOJbHBIX TeMOo(uiIneil, MyKOBUCIHI030M, TUIO(MU3APHBIM
HaHU3MOM, Oolie3Hbio [olIe, 3MOKa4eCTBEHHBIMH HOBOOOpPa30BaHUSIMHU JTHUM(OUTHON, KPOBETBOPHOU U
POJICTBEHHBIX UM TKaHEH, pacCesTHHBIM CKJIEPO30M, JIUI] MOCIIe TPAHCIUIAHTAIIMA OPraHOB U (WJIK) TKaHEH,
MIPOM3BEICHHbIE 3a Tpenenamu Tepputopuu Poccuiickoit @enepamuu no 1 oktsadbps 2020 roma, mMoryt
ObITh BBe3eHbl B Poccuiickyto @enepamuto g0 1 suBaps 2021 roma B mHOpsiike, YCTaHOBJICHHOM
[IpaButenbcTBoM Poccuiickoit denepannu, 6€3 HaHECEHUS CPEJCTB UACHTU(DUKALIUH.

(B pen. DenepanbHbIX 3aK0HOB 0T 27.12.2019 N 462-D3, ot 13.07.2020 N 206-D3)

8. OpraHI/I3aI_IPI}I I/IH(I)OpMaI_II/IOHHOl"O B3aUMOACUCTBUS CHCTEMEI MOHUTOPHHTA JBUXKCHHUA
JICKAPCTBCHHBIX MpCrapaTroB I MCIAUNHUHCKOTO MTPHUMCHCHUSA C HWHBIMU TOCYAapCTBCHHBIMU
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

WH(POPMAIIMOHHBIMH CHCTEMaMU OOECIIEYMBACTCI B TOM YHCJIE IOCPEACTBOM HH(PACTPYKTYpHI,
oOecrieunBaromeii MHOOPMAITIOHHO-TEXHOJIOTHYECKOE B3aUMOJEHCTBUE HH()OPMAIIMOHHBIX CHCTEM,
UCHOJIb3YEMBIX ISl MPEAOCTaBICHUSI TOCYJAapCTBEHHBIX M MYHULUMAIbHBIX YCIYT U HCIIOJHEHUS
rOCyJapCTBEHHBIX 1 MYHHIIUTIAIBHBIX (YHKIIHI B DJIEKTPOHHOU (hopme.

(uactp 8 BBeneHa DenepabHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

9. Mndopmanus, coaepkaniascs B CHCTEME MOHUTOPHHTA JIBW)KCHUS JIEKAPCTBEHHBIX MPETapaToB
IUTS. MEAMLMHCKOTO MPUMEHEHMs], SBJseTCs MHPOpPMAaLnell OrpaHIueHHOTO J0CTyNa B COOTBETCTBUH CO
cratbeit 9 @enepanibHoro 3akoHa ot 27 wutonsgs 2006 roma N 149-®3 "OO6 wuHbopmanuwy,
MH(OPMALIMOHHBIX TEXHOJOTUSAX M O 3amuTe HHQopManuu', 3a HCKIIOYEHHEM HH(OpMaLNH,
HEJOMYCTUMOCTh OTPaHUYEHHUs JIOCTyNa K KOTOPOM yCTaHOBJIEHA (e/epalbHbIMU 3aKOHAMH, a TaKXKe
nHopmaruu, otHeceHHor I[IpaButenscTBoM Poccuiickoit denepanyii B COOTBETCTBUU C HACTOSIIIUM
®denepalibHbIM 3aKOHOM K 00111e710cTynHOM nHpopmanuu. O01menocTynuas nadopmalus, coaepxalasics
B CHUCTEME MOHHMTOPHMHIA JBM)KEHHUS JIEKAPCTBEHHBIX IpPENapaToB JUIsl MEIUIMHCKOTO IMPUMEHEHMUS,
pa3Meniaercss B MHPOPMAIMOHHO-TEIEKOMMYHUKAaIIMOHHONW cetu "MHTepHer" (B TOM uucie B ¢opme
OTKPBITBIX TJAHHBIX) B MOpsijike, ycraHOBIeHHOM [IpaButenscTtBoM Poccuiickoit denepanuu.
(dactp 9 B pen. @enepanpHoro 3akoHa oT 04.08.2023 N 474-D3)

9.1. Joctyn k mHpopMaiuu, coaepKaiiencs B CHCTEME MOHUTOPHHTA JIBM)KCHHS JICKaPCTBEHHBIX
MpenapaToB JUisl MEIUIIMHCKOTO TPUMEHEHHs, 00eCIeunBaeTCs] OMEPaTOpOM CHUCTEMBI MOHHUTOPHUHTA
JBUKEHHS JIEKApPCTBEHHBIX IpEnapaToB Uil MEIULUHCKOTO MPUMEHEHHs B TOPSAKE, YCTaHOBJIEHHOM
[IpaButensctBoM Poccuiickoit @enepanuy, B COOTBETCTBMHU C 3aKOHOAATENIBCTBOM Poccuiickoit
Oenepaniun 00 wuHopmaruu, WHOOPMAITMOHHBIX TEXHOJOTHUAX W O 3amuTe uHMopmamuwy,
3aKoHoJaTenbcTBOM  Poccuiickoii  ®@enmepaniii O TOCYIapCTBEHHOM TailHe, 3aKOHOAATEIbCTBOM
Poccuiickoit @enepanrii 0 KOMMEPYECKOW U MHOW OXPAHSIEMOM 3aKOHOM TalHE M C YYE€TOM MOJIOKEHUN
Hactosimed cratbu. llpaButenbctBo Poccuiickoii @enepanuu BIpaBe YCTAHABIWBATh IEPEYEHb
JIEKapCTBEHHBIX IMpenapaToB JUIsl MEIUIMHCKOTO NpUMEHEHuss H (Wid) Tpynn JIeKapCTBEHHBIX
MpernapaToB JUisi MEIUIMHCKOTO TNPUMEHEHHs] U OCOOCHHOCTH JOCTyna K HH(QOpMAIMU O TaKHX
JIEKapCTBEHHBIX IpernapaTax, COJEpKalleiicss B CHCTEME MOHUTOPUHTA JIBHKEHHS JIEKAaPCTBEHHBIX
MpernapaToB /ISl MEAULIMHCKOTO MPUMEHEHHUSI.

(dactpb 9.1 BBenena denepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3)

9.2. Tlonb3oBaTenu CHUCTEMbl MOHUTOPUHIA JBWKCHHUS JICKAPCTBEHHBIX MpenapaToB s
MEJHUIIMHCKOTO MPUMEHEeHHs] 00Ja/al0T MpaBOM JOCTyna K WHGOPMALUU, COJAEpKalleics B CHUCTEME
MOHUTOPHUHIA JIB)KEHUSI JIEKAPCTBEHHBIX NPENapaToB [Js MEIULMHCKOTO IPUMEHEHHUs, C Y4EeTOM
OTpaHMYEHUHN JOCTyMa K yKa3zaHHOW MHQpopMaIMU M ee Mocieaymroleid o0paboTke, YCTaHOBIEHHBIX
HactosmuM DenepanbHbIM 3aKOHOM M HWHBIMU HOPMAaTHMBHBIMHU IPABOBBIMU akTaMu Poccuiickoi
Oenepanuu.

(dactp 9.2 BBeaena ®@enepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3)

9.3. ®depepanbHble OpraHbl MCIOJHUTEIBHON BIACTM M MCIOJHUTEIbHBIE OPraHbl CyOBEKTOB
Poccniickoit ®@enepaunn B neiax, onpeneneHHbix IIpaBurenscrBom Poccuiickoit denepanuu, UMEHOT
IpaBoO JOCTyNa K MH(opManuu o cyObeKTax oOpalleHHs JIEKapCTBEHHBIX CPEICTB, O JIEKAPCTBEHHBIX
npemnaparax ¥ 00 000poTe TaKuX JIEKAPCTBEHHBIX MpenapaToB, HEOOXOAUMOM Ul BBINOJHEHUS 3a1a4 U
ocylecTBIeHUsT (DYHKIMHA, BO3JIOKEHHBIX Ha (enepaabHble OpraHbl HCIOJHUTEIBHONM BIIACTH U
UCTIOJIHUTENbHBIE Opranel cyObekToB Poccuiickoit ®eneparuu, craTUCTHYECKOH HHPOpPMALUK O
JIEKapCTBEHHBIX Ipernaparax u 006 ux obopore, a Takxke K oOmenoctynHoid uHpopmanuu. CocraB 3ToM
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

uHGOpPMAIUK OIPEENAeTCs COTAlIeHUsAMU 00 WH(POPMAMOHHOM B3aMMOJICHCTBHUH, 3aKIIOUYEHHBIMHU
ONEepaTOpOM CHUCTEMbl MOHUTOPUHIA JBW)KEHUS JIEKAPCTBEHHBIX IpENaparoB s MEIULUHCKOTO
IIpUMEHEHUsI ¢ (efepalbHBIMU OpraHaMy MCIOJHUTENbHOM BJIACTU WM MCHOJIHUTEIbHBIMU OpraHaMU
cyopekToB  Poccuiickoit  ®enepanmu  w (enepatbHBIM  OpPraHOM — MCIIOJTHHUTEIBHOW — BJIACTH,
OCYILECTBISIOUIMM (YHKIMHU 0 BHIPAOOTKE M peau3aluy TOCyJapCTBEHHOMN MOJIMTUKU U HOPMATHUBHO-
MIPaBOBOMY PETYIUPOBAHUIO B c(hepe 3paBOOXpaHECHHUS.

(uactp 9.3 BBeneHa @enepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3; B pen. denepanbHOro 3aKkoHa OT
08.08.2024 N 232-®3)

9.4. CyObekT oOpaieHusi JeKapCTBEHHBIX CPEACTB HMMEET IpaBO JoCTyna K HHpopMmanuu o0
OTIepanusax C JIEKAPCTBEHHBIMH MperapaTtaMy JUii MEAWIHWHCKOTO IMPHUMEHEHHs, COBEPIICHHBIX ITHM
CyOBEeKTOM 0OpaleHus JIEKapCTBEHHBIX CPEACTB, a TAKXKe K 00IIeI0CTYITHOH HH(OpMAITHH.

(uactp 9.4 BBenena ®@enepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3)

9.5. OHepaTop CUCTEMbl MOHUTOPHHTA ABHUXKCHUA JICKAPCTBCHHBIX MPEIapaToB AJIA MEIUIMHCKOI'O
MpUMEHEeHHs] 00J1alaeT MpaBOM JOCTyNa K HHQpOpMaIUH, COJAEp)Kallledcss B CHCTEME MOHUTOpPUHTA
ABMIXKCHUA JICKAPCTBCHHBIX IMIPEIapatoB I MEAUIMWHCKOTO TPHUMCHCHHA, BKIIFOYas I/IH(i)OpMaHI/IIO
OTPaHUYEHHOTO JIOCTYNa, C BO3MOXKHOCTHIO €€ OOpabOTKH, B TOM UHCIIE €€ TIPEIOCTABICHUS W
pacripocTpaHeHus, oOecTiedyeHuss NOCTyna K He W OKa3aHWs YCIYT C €€ HCIOJh30BaHWEM (nalee -
00paboTka).

(gactp 9.5 BBenena denepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3)

9.6. Oneparop cucTeMbl MOHUTOPUHTA JBUKEHUS JIEKAPCTBEHHBIX MPENapaToB ISl METUIIMHCKOTO
MIPUMEHEHHSI MOYKET OCYIIECTBIIATh 00pabOoTKy HH(POPMAITUK OTPAaHUYEHHOTO JIOCTYIA, COJEPKAIICHCs B
CUCTEME MOHMTOPHMHIA ABWKECHHS JIEKAPCTBEHHBIX MPEMApATOB JII MEAUIMUHCKOTO NMPUMEHEHUs, MpHU
YCIIOBUH 0053aTe€bHOTO O00€3JIMUMBAaHKS TakOW WH(POpPMalMd B COOTBETCTBHHM C YTBEP)KIaeMBIMHU
(dbenepaTbHBIM OPraHOM HCIIOJHUTEIBHOM BJIACTH, OCYIIECTBISAIOMMM (YHKIIMA 10 BBIPAOOTKE |
peanu3alui TOCYJapCTBEHHOW TIOJUTUKH M HOPMAaTHBHO-TIPABOBOMY pPETYJIMpOBaHUI0O B cdepe
3IpaBOOXpPAHEHHUs, 10 COIVIACOBAHHMIO ¢ (eaepalbHbIM OPraHOM  HCIOJHUTEIBHOW  BJIACTH,
OCYIIECTBJISIOMUM (DYHKIIMH 110 KOHTPOJIIO M HAI30py B chepe MHPOPMAIMOHHBIX TEXHOJIOTUH U CBSI3H,
u ¢enepaabHBIM OPraHOM HCIIOJHUTEIBHOW BJIACTM B 00JIacTHU  oOecmedyeHus: O0e30MacHOCTH
TpeOOBaHUAMHU K 00€3TMUYUBAHUIO TAKOW MH(GOPMAIIMK U METOJaMHU 00€3TMYMBAHUS TaKOW MH(OPMAIIIH.
O6e3nuueHHas uHpOpMalWs, MOJTyuYeHHAs B pe3yibTaTe YKa3aHHOW 0O0pabOTKH M cojepKamiascs B
CUCTEME MOHHUTOPHUHIA JBW)XEHHUS JIEKQPCTBEHHBIX IIpenapaToB Uil MEAUIMHCKOTO MPUMEHEHUS,
sBisgeTcs uHbopMmalueil orpaHu4eHHoro nocrymna. O6e3nuuenHas nHGopMalus, T0CTyl K KOTOPOi ObLI
oOecrieueH OmepaTopoM CHUCTEMbl MOHUTOPHUHTA JIBHOKCHHS JICKAPCTBEHHBIX IIPENapaTtoB IS
MEJIMUHUHCKOr0O MPUMEHEHUsl B LIEJISIX OKa3aHUsl yCIyr C €€ MCHOJIb30BAaHUEM, MOJJICKUT XPAHECHUIO B
CUCTEME MOHHUTOPHHIA JIB)KEHHUS JICKAPCTBEHHBIX MPENapaToB I MEAMIIMHCKOTO MNPUMEHEHHS HE
MeHee TATH JIeT C JAaThl MPEAOCTaBICHUS JOCTyma K OOe3NWYeHHOW HH(pOpMAIMH, U Ha Hee He
pacipocTpaHsoTcs TpeOoBaHUS K MH(POPMAIUK OTPAHUYEHHOTO JIOCTYMA, YCTaHOBIECHHBIC HACTOSIICH
CcTaTheil.

(dactp 9.6 BBeaena ®@enepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3)

9.7. OnepaTop CUCTCMbI MOHUTOPHHTA ABHUIKCHUA JICKAPCTBCHHBIX NPCIIAPATOB MJIA MCIUITUHCKOI'O
MMPUMCHCHUS MOKCT OCYIICCTBJIATH 06pa60TKy I/IH(I)OpMaI_II/II/I OTPAHUYCHHOI'O0 JOCTYIIA, CO,I[@p)K&IHGfICH B
CUCTCMC MOHUTOPHUHIAa IABWXCHUA JICKAPCTBCHHBIX MPCIapaToB i MCEAULUMHCKOTO I[MPUMCHCHMU,
HOHy‘ICHHOﬁ oT Cy'6’bCI(Ta 06pa1ueH1/151 JICKAPCTBCHHBIX CPCACTB, 3apCrUCTPUPOBAHHOTO B CHCTECMC
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

MOHHUTOpPHHTA JABUKCHU S JICKAPCTBCHHBIX npernapaTroB JJIA MCEIUIIUHCKOT'O MMPUMCHCHHUSA n
MIPEJICTABUBINETO B HEE CBEJCHHS, B HHTEpPEcaXx M IO MOPYYCHHIO TaKOro CyObeKTa oOparmieHus
JIEKapCTBEHHBIX CPEACTB 0e3 00e3MMYrBanusl HHPOPMALIMU OTPAaHHYEHHOTO JIOCTYTIA.

(actp 9.7 BBenena ®@enepanbubiM 3akoHOM OT 04.08.2023 N 474-D3)

9.8. Oneparop cucTeMbl MOHUTOPUHTA JIBHXKCHHS JIEKAPCTBEHHBIX MPEMAPATOB JJIsI MEIUIIUHCKOTO
MPUMEHEHHS] BIIPABE OKa3blBaTh HAa HEAUCKPUMHUHALMOHHON OCHOBE YCIYTM C HCIHOJIb30BaHUEM
o0e3MMYeHHON WH(pOpPMAaIHK, COICpXKAIIeWcs] B CHCTEME MOHHTOPHHTA JBMKCHHS JICKAPCTBEHHBIX
MpenapaToB ISk MEAUIIUHCKOTO MMPUMEHEHHsI, CyObeKTaM oOpaIleHus IEKApCTBEHHBIX CPEJICTB, OPSIOK
U CTOMMOCTb OKAa3aHHS KOTOPBIX OIPEIENSAIOTCS ONEpaTOpOM CHUCTEMbl MOHUTOPHHTA JIBHKEHUS
JICKapCTBEHHBIX MPENaparoB I MEAUIUHCKOTO NPUMEHEHHS, C Y4YETOM OrpaHWYEHUW J0CTyna K
00e31MueHHON MH(OPMAIUK, YCTAaHOBJICHHBIX HACTOSIIEH CTaThel. YKa3aHHBIC MOPSJAOK U CTOUMOCTh
OKa3aHMS TaKUX YCIYI pPa3MEIIAIOTCA OMEpaTOPOM CHCTEMbI MOHMTOPHHIA JIBUXKEHUS JIEKAPCTBEHHBIX
MpEenaparoB JUisi MEIULUMHCKONO TPUMEHEHUs Ha CalTeé CUCTEMbl MOHHUTOPHUHIA JIBUKEHUSA
JIEKapCTBEHHBIX MpenapaToB TUISt MEIUIIMTHCKOTO MPUMEHEHUS B nH(pOpMaIMOHHO-
TEICKOMMYHUKAalIMOHHOW  cet  "MHTepHeT" w©  mojyiexaT KOHTPOJKO B COOTBETCTBUU  C
AHTHUMOHOTIOJIBHBIM 3aKOHOJIaTeNbcTBOM Poccuiickoit depepannu. Yka3zaHHbIE TOPAIOK U CTOMMOCTD
OKa3aHMs TAKUX YCIYT JOJDKHBI OBITh €IUHBIMH JIJISl BCEX JIMII, OOpaIIaronIuXcs 3a OKa3aHUEeM YCIYTH B
OTHOIIIEHWH OJIMHAKOBBIX BHAA, OOBbeMa M cocTaBa mpenocTaBiasiemMoil wuHpopmanuu. CyObekTam
oOpareHus JEeKapCTBEHHBIX CPEJCTB 3alpemiaeTcs MPEeAOCTaBISATh M PACIPOCTPaAHATh WH(OpMaIuio,
MOJIYYEHHYIO B COOTBETCTBUM C HACTOSIIEHN YaCThIO.

(gactp 9.8 BBenena denepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3)

10. IIpousBoauTenb JI€KapCTBEHHBIX CPEICTB, AeprKaTeslb JIMOO BialeNel] PerucTparioHHOTO
YAOCTOBEPEHHUs JIEKAPCTBEHHOIO IIpenapara Wi IPEICTaBUTEIBCTBO WHOCTPAHHOW OpraHU3alluH,
SBIAIOIIEHCS Jep)kareieM Ju00 BIaAebIEM PETUCTPALMOHHOTO YAOCTOBEPEHMS JIEKAPCTBEHHOTO
npenapara, Ha Teppuropun Poccuiickoit @enepanuu, 3aperucCTpUpPOBAHHBIE B CUCTEME MOHUTOPUHIA
JBUKEHUS JIEKAPCTBEHHBIX NPENaparoB Uil MEIULMHCKOTO IMPUMEHEHUsS W MPEACTABUBLIME B HEe
CBEICHMSI O HAaHECEHHM CPEJCTB UICHTHU(HUKAIUU HA YIAKOBKH JICKAPCTBEHHBIX MpEnaparoB, Hapsy C
nHpopMaluel, ykazaHHOW B 4acTu 9.4 HACTOSIIEH CTaThbH, IOJIy4aeT COJIEPXKAIIYIOCS B CHCTEME
MOHHUTOPHHIa JBUKCHUSI JIEKAPCTBEHHBIX MPENapaToB A MEAUIIMHCKOTO MPUMEHEHHUS WHGOPMAIUIO
OTPAaHUYEHHOTO JIOCTYIA O CepPHsIX U MapTUSAX ITHUX JIEKAPCTBEHHBIX IMIpernapaToB 0€3BO3ME3/IHO U BIIpaBe
OCYILIECTBIISITh CAMOCTOATEIBHO HIIM MOpPydYaTh 0OpabOTKy Takod MH(OpMAIHMK TOJIHKO B COOCTBEHHBIX
untepecax. Ilpu sTom moctyn k Takoil mMHOpMAMKM WIA pe3yapTaTaMm ee 00paboTKH MMEET TOJIBKO
JTAHHBIA CyOBEKT OOpalleHusl JEKapCTBEHHBIX CPEJCTB WM JUI0, KOTOPOMY OH MOPYdYUI OOpaboTKYy.
CocrtaB mpenocraBisieMOd B COOTBETCTBHHM C HACTOALICH 4YacTbio HHPOPMAIMH OMPEENIIeTCs
[IpaBuTenscTBOM Poccuiickoit denepanuu.

(uactp 10 B pen. @enepanbpHoro 3akona oT 04.08.2023 N 474-D3)

11. 3a mpou3BOACTBO MJIM MPOJAXy JEKAPCTBEHHBIX MpPEnapaToB JUIl MEAUIUHCKOTO NPUMEHEHUs
0e3 HaHeCeHHs CPEICTB MJCHTU(UKALMHU, C HAapyLUIEHHMEM YCTAHOBJIEHHOTO IMOpsJKa MX HAHECEHHs, a
TaK)X€ 32 HECBOEBPEMEHHOE BHECEHHE JIaHHBIX B CHUCTEMY MOHMUTOPHHIA JIBUXKEHUS JIEKAPCTBEHHBIX
IpenapaTtoB JUis MEAMLMHCKOIO MPUMEHEHHMs WJIM BHECEHHE B Hee HEJOCTOBEPHBIX JaHHBIX
IOpUJIMYECKUE JIMIa ¥ WHAWBUIyallbHbIE NpEeINpUHUMATENH, YKa3aHHble B yacTax 4 U 7/ HacTosIel
CTaThH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHUH C 3aKOHOAATENIbCTBOM Poccuiickoii deneparui.
(uactp 11 BBenena @enepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)
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(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

12. IIpaBurensctBo Poccuiickoit ®Penepanuu BIpaBe YCTAaHOBUTb OCOOEHHOCTH BHEAPEHUS
CUCTEMbl MOHMTOPHMHIA JBM)KEHHUS JIEKaPCTBEHHBIX IIPENapaToB s MEAMLMHCKOIO IPUMEHEHUS,
BKJIIOYasi CPOKM €€ BHEJPEHHUS, B OTHOLICHUM JIEKAPCTBEHHBIX IpEenapaTroB JUisi MEAUIMHCKOIO
IIPUMEHEHMS], BKJIIOYEHHBIX B IE€PEUYEHb >KU3HEHHO HEOOXOAMMBIX W BaKHEMIIUX JEKapCTBEHHBIX
[IpernapaToB, JIEKAPCTBEHHBIX IIPENapaToB, IPEeJHA3HAYEHHBIX i1 0OecredeHus Jul, OOJIbHBIX
reMopmIned, MyKOBHCIUAO30M, THIO(GH3ApPHBIM HAHU3MOM, OoJe3Hpr0 [omie, 370KadyecTBEHHBIMHU
HOBOOOPa30BaHUSMH JIUM(POUTHON, KPOBETBOPHOM M POJCTBEHHBIX UM TKAHEH, PaCCETHHBIM CKIIEPO30M,
JUI| TOCJIe TpaHCIUIAHTAllMM OpPraHoOB M (MJIM) TKaHEH, WHBIX JIEKapCTBEHHBIX MpEnaparoB Jyis
MEJUIIMHCKOTO IPUMEHEHUSL.

(uactp 12 BBenena @enepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

Mnasa 14.1. OTPAHUYEHWUA, HANNATAEMbIE
HA OPIrAHU3ALUU, OCYLLECTBIIAOLWIUE OEATENIBHOCTb
MO OBPALLEHUIO NIEKAPCTBEHHbIX CPEACTB

(BBeneHa denepanbHbIM 3aKOHOM OT 25.11.2013 N 317-D3)

CrtaTba 67.1. OrpaHuMuyeHusi, Hanaraemble MPU OCYLIECTBIIEHUU OeATeNIbHOCTU B
chepe obpaLeHNA nekapcTBeHHbIX CpeacTB

1. Opranuzanuu, 3aHUMAIONIMECs pa3padOTKOM, TMPOM3BOJACTBOM U (MJIM) peau3amuen
JICKApCTBEHHBIX MPENapaToB Ui MEAUIIMHCKOTO MPUMEHEHHsI, OpraHu3aIiy, 00JIaJalonie npaBaMu Ha
WCTIOJIh30BaHME TOPTOBOTO HAUMEHOBAHHMSI JIKAPCTBEHHOTO Tperapara JUisi MEIUIIMHCKOTO TTPHUMEHEHHS,
OpraHu3alliil  ONTOBOW TOPTOBJIM JICKAPCTBEHHBIMU CPEJICTBAMH, aNTEYHbIE OpraHW3amuu (MX
MPEJCTaBUTENN, UHbIE (U3NYECKHE W IOPHIUYECKUE JIMIA, OCYIICCTBISIOIINE CBOIO JCATEIBHOCTh OT
UMEHH ITHX OpPraHM3allii) B OTHOUICHWH MEIUIIMHCKUX PAOOTHUKOB W PYKOBOAMTENEH MEIUIIUHCKHX
OpraHu3alvii He BIpaBe:

1) BpyuyaTh NOJApKH, BBILJIAYMBATH JEHEKHbIE CPEACTBA (32 MCKIIIOUEHHEM BO3HArpakIECHUU IO
JOTOBOpaM MpU MPOBEACHUM KIMHUYECKMX HCCIEIOBAHHMM JICKQpPCTBEHHBIX MIpErnapaTtoB s
MEJUIIMHCKOTO TPUMEHEHUS, BO3HArPaXJCHUH, CBA3AHHBIX C OCYIIECTBICHHEM MEAUIIMHCKUM
pabOTHUKOM TeNaroruueckor u (Win) HaydYHOU JEesTebHOCTH), B TOM YHCJIE OIUIauYMBaTh pa3BIICUCHUS,
OTJIBIX, MPOE3J K MECTy OTIbIXa, a TAK)Ke MPUBJICKATh K YYaCTHUIO B Pa3BJIEKATEIbHBIX MEPOIPUSITHSIX,
MIPOBOJMMBIX 32 CUET CBOUX CPE/ICTB;

2) 3aKJIl04aTh COrJIall€HUA O HAa3HAYCHHUMW MM PCKOMCHAAIWK IMaUMCHTAM JICKAPCTBCHHBIX
nperapaTtoB A1 MCIUIUHCKOTO IMPUMCHCHUA (3a HCKIIOYCHUCM JOTOBOPOB O IIPOBCACHUU KIIMHHYCCKHUX
HUCCIEOBAaHUN JICKAaPCTBCHHLIX IIPCIIapaToB JJIsI MCAUITUHCKOT'O HpI/IMCHeHHH);

3) npeaAOoCTaBJIATb 06pa3LU>I JICKAPCTBCHHBIX IIPCIIAPATOB IJII MEAULIUMHCKOTO ITPUMCHCHU B LCIIAX
BpYUYCHHA MAlUCHTaAM (38. HCKIIFOYCHUCM  CJIy4acCB, CBA3aHHBIX C TIPOBCACHUCM KIIMHUYCCKUX
HCCIIeJOBaHUI JICKAPCTBCHHBIX IPCIapaTOB AJIsI MCAUIITUHCKOT'O HpI/IMeHeHI/Iﬂ);

4) mpenocTaBIATh HEIOCTOBEPHYIO U (MJIM) HENOJIHYIO HH(POPMALIMIO O JIEKAPCTBEHHBIX Npernaparax
JUI MEJUIIMHCKOTO IPUMEHEHHS],

5) nocemarb UuxX B pa60qee BpEMs Ha pa6oq1/1x MCCTax, 3a HUCKIIFOUCHUCM CJIy4acB, CBSA3AHHBIX C
MMPOBCACHUCM  KIIMHUYCCKUX HCCaeI0BaHUI JICKApCTBCHHBIX  Ip€maparoB g4 MCEAULIMHCKOT'O
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

IIPUMEHEHMS], C YYaCTHEM B IOPSIKE, YCTAHOBJIECHHOM DPYKOBOJUTEIEM MEIULMHCKOW OpraHu3aluu, B
COOpaHUsX METUIIMHCKUX PAOOTHUKOB M HWHBIX MEPOIPHITHSAX, HANpPaABICHHBIX Ha MOBBIINICHUE HUX
npo(hecCHOHATFHOTO YPOBHSA WJIM Ha NpPEAOoCTaBlieHHEe HH(GOpPMAIMM, CBS3aHHOH C OCYIIECTBICHHUEM
MOHHUTOPHHIa O€30M1aCHOCTH JIEKAPCTBEHHBIX ITPENAPaTOB;

6) moOyX/1aTh K BBIMCHIBAHUIO JIEKAPCTBEHHBIX MPENApaToOB IS MEAUIIMHCKOTO MPUMEHEHHS Ha
OnaHKax, coAepKalux MH(OPMALUIO PEKJIAMHOTO XapakTepa, a TAakKe Ha PELEeNTypHbIX OlaHKaX, Ha
KOTOpBIX 3apaHee Hale4yaTaHO HauMEHOBAaHUE JIEKQpCTBEHHOIO IIpernapara s MEIULUHCKOTO
MIPUMEHEHMSL.

2. Opranu3anuy, yKa3aHHble B a03aile mepBoM 4acTu | HacToAllel cTaThb, U X MPEJCTaBUTEIU B
OTHOIIEHUHU (papMalleBTHUECKUX paOOTHUKOB U PYKOBOJIUTENEN allTeUHbIX OpraHU3aliii He BIIpaBe:

1) Bpy4daTb NOJApKH, BBIIJIAYMBATH ACHCKHBIC CPECACTBA, B TOM YHCJIC OIJIAYMBATL PA3BJICHCHUA,
OTAbIX, MpOoE€3a K MECTY OTAbIXa, W IPHUBJICKATH K YYACTHIO B PAa3BJICKATCIIBHBIX MCPOIIPUATHUAX,
IMPOBOAMMBIX 3a CUCT CBOUX CPCIACTB;

2) mpenocTaBiATh OOpa3lbl JEKAPCTBEHHBIX MpEnapaToB Ui METUIMHCKOTO MPUMEHEHUS s
BPYUYEHHsI HACEIICHHUIO;

3) 3aKJII0O4YaTh COrjlali€HusA O MNOPCIIOKCHHM HACCICHUIO OIPCACIICHHBIX JICKAPCTBCHHBIX
mnmpenapaTtoB 11 MEAUITUHCKOI'O IIPUMCHCHU A,

4) mpenoCTaBIATh HEJOCTOBEPHYIO U (MJIM) HETIOJHYIO HH()OPMAIIHIO O JIEKAPCTBEHHBIX Ipemaparax
IUIT  MEIUIMHCKOTO TMPUMEHEHWs, B TOM YHCJIE€ WMCHIOIIUX OJUHAKOBOE MEXKIyHAPOIHOE
HETNaTeHTOBAHHOE HAaMMEHOBAHHE.

Cratba 67.2. TpeboBaHMA K opraHusaumm U NpPoBeAeHUID Hay4YHbIX MEepOonpUATUN,
MHbIX MEpOMNPUATUNA, HaMpaBfieHHbIX Ha MOBbIlWeHUe NpodecCUOoOHaNbLHOro YpPOBHSA
MeAULIMHCKMX PpPaboTHMKOB WU Ha npeaocTaBneHue WHcgopmauum, CBA3aHHOW C
OoCyLeCTBNeHMEM MOHUTOPUHIra 6e30NacHOCTU NIeKapCTBEHHbIX NpenapaToB

1. Ilpu npoBeaeHUH HAYYHBIX MEPONPUATUN, UHBIX MEPOIPUATHUIL, HAIIPABICHHBIX Ha TOBBIIICHHE
poQecCHOHAIBHOTO YPOBHS MEIWLMHCKUX pPAaOOTHUKOB WM Ha TMPEJOCTaBICHHE CBS3aHHON C
OCYILIECTBJICHUEM  MOHHUTOPUHra  0€30MAaCHOCTH  JIEKAPCTBEHHBIX  MpernapaToB  HHQOpMAIUH,
OpraHM3yeMbIX OpraHM3alUsMH, yKa3aHHbIMH B a03aie nepBoM uacTu | crateu 67.1 Hacrosmiero
@denepallbHOTO 3aKOHA, WX MPEACTaBUTENSIMU U (WiIu) (UHAHCHUPYEMBIX 3a CUET CpPEJACTB ITHUX
OpraHM3alMii W WX [peICTaBUTENCH, 3ampeniaercs MNPensTCTBOBAaTh YYaCTHIO B YKa3aHHBIX
MEPOTPUATHSAX MHBIX OpraHU3alui, KOTOpbIE MPOU3BOIAT WU PEAIU3YIOT JIEKAPCTBEHHBIE MPENapaThl
JUIS MEAMIIMHCKOTO TPUMEHEHHUS CO CXOXHUM MEXaHH3MOM (hapMaKOJIOTHYECKOTo AEUCTBUS, ITHOO
CO3/1aBaTh JAMCKPUMHUHALMOHHBIE YCIOBUA Ui OJIHUX YYAaCTHUKOB 1O CpPaBHEHUIO C JpPYTUMU
y4aCTHUKaMH, a UMEHHO:

1) MpEeaAOCTABIIATE PA3JINYHOC KOJIMYECTBO BPEMCHH IJIA BLICTYHJ'ICHI/Iﬁ Y4aCTHUKOB, PA3JIMYHBIC T10
pasMepy 3aHMMaeMoOH IUIOIIaAu MECTa I ACMOHCTpallun 06p8.3I_IOB JICKAPCTBCHHLIX NPCHapaToB IJId
MCIUIUHCKOI'O MNPHUMCHCHUSA WM PCKIAMHBIX MATCPUAIOB O JICKAPCTBCHHBLIX IIpCriaparax JIJid
MCIUIUHCKOI'O NPUMCHCHUS HA SKCIIO3UIUAX, CTCHAAX, 3a UCKIIIOYCHUCM CIIy4acB, €CJIM TAKUC YCIIOBUA
3aKpCIICHBI B COTJIAICHUAX 3TUX Opl"&HPBElLIPIﬁ, ux HpeI[CTaBI/ITCJ'Ieﬁ 0 (I)I/IHaHCI/IpOBaHI/II/I YKa3aHHBIX
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MEpPONPUATHI U 00YCIOBIIEHBI PA3IMYHBIMU 3aTPaTaMH YYaCTHUKOB Ha WX OPraHU3aLHUIO;

2) ycTaHaBJIMBaTh pa3Mep B3HOCA U1 YYaCTHHKOB MEpONPUATUH, yKa3aHHBIX B al3ale MepBOM
HACTOSIEN YaCTH, IIPEBBIIIAIONIUN CYMMY 3aTpaT Ha OPraHU3aLUI0 YKa3aHHBIX MEPOIPUATUI U BELYIUN
K He0OOOCHOBaHHOMY OTPAaHMYEHHIO YMCIIA UX YIaCTHHKOB.

2. Opranuzauuy, ykazaHHble B a03aue nepBoM yactu 1 crarbu 67.1 Hacrosimero denepajibHOTO
3aKOHA, UX IPEACTABUTENH, OCYLIECTBIISIIOIINE OpraHU3aluio U (UiaM) (UHAHCUPOBAHUE MEPOIPUATUH,
YKa3aHHBIX B yacTH | HacTosuIel craTbu, 00s3aHbl 00ecreuynBaTh 10CTYI K HH(OPMAaILUK O 1aTe, MECTE U
BpEMEHHU IMIPOBEJICHUS YKA3aHHBIX MEpPONpPUATUHM, IJJaHaX, MpOrpaMMax MPOBEIEHUS YKa3aHHBIX
MEpPOTIPUATHI U TeMax, MJIaHUPYEMbIX Ul paCCMOTPEHHS, COCTaBE UX YYACTHUKOB IIyTEM Pa3MEIICHUS
COOTBETCTBYIOIIEH MH(OPMALMK Ha CBOMX OQUIMANbHBIX caiiTax B ceTu "MHTepHeT" He mo3aHee IBYX
Mecs1EeB JI0 Hayajla IPOBEACHUS YKa3aHHBIX MEPOIPUSITUH.

3. Uudopmarus o npoBeJeHUH MEpONPUATHH, yKa3aHHBIX B 4acTW | HacTosied cTraTbu, B CPOK,
YCTaHOBJICHHBIM YacTblO 2 HACTOSIIENH CTaTbH, JOJDKHA OBITH HalpaBiieHa B (enepaibHbIA OpraH
UCTIOJIHUTEIBHOM BJIACTH, OCYHIECTBISIOMIMKA (YHKIMHM 1O KOHTPOJIIO W Haa30py B cdepe
3/IpPaBOOXPAHEHMs], AJIS MOCIEAYIOIIEro pa3MelleHusl ee Ha O(QUIMAIBHOM CaiiTe 3TOro opraHa B CETH
"Untepuer".

Masa 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUNCKON ®EQEPALIUM NPU OBPALLEHUU NEKAPCTBEHHbIX CPEACTB
M BOSMELUIEHUE BPEOA, MPUYMUHEHHOIO 340POBbLIO NPAXOAH
BCINEACTBUE NPUMEHEHUA NNEKAPCTBEHHbDBIX NMPEMAPATOB

Ctatba 68. OTBeTCTBEHHOCTb 3a HapyweHue 3aKoHopatenbcTBa Poccunckomn
depepauum npu obpaLleHNn NeKapcTBEeHHbIX CPeacTB

1. Hapymenue 3akoHomarenbcTtBa Poccuiickoii depepanuu NMpu OOpAIIEHUH JIEKAPCTBEHHBIX
CPEICTB BJEYET 3a COOOW OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOJATENbCTBOM Poccuiickoit
denepanuu.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. 3a HempeAcTaBICHUE WM HECBOEBPEMEHHOE MpecTaBleHue HHPopMa U (WIK) T0OKYMEHTOB
nub0 TpeAcTaBleHWE HEIOCTOBEpPHbIX UHGopManuu # (WIM) JOKYMEHTOB, MPEIyCMOTPEHHBIX
HacTosimuM ~ DenepanbHbIM  3aKOHOM, CYOBEKTBHl OOpalleHus JIEKApCTBEHHBIX CPEACTB HECYT
OTBETCTBEHHOCTb B COOTBETCTBUH C 3aKOHOIATENBCTBOM Poccuiickoii Denepanum.

(dactp 2 BBeneHa DenepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03; B pen. deaepaabHOr0 3aKOHa OT
04.06.2018 N 140-®3)

Crtatba 69. Bo3meweHue Bpepa, NPUYMHEHHOro 340pPOBbLIO FpaXaaH BcneacTeve
NPUMEHEeHUA NeKapCTBEeHHbIX NpenapaTtoB

1. HpOI/I3BOI[I/ITeJ'IB JICKApCTBCHHOT'O IIpCIiapara 00s13aH BO3MECTHUTh BpcCA, HpI/I‘lI/IHeHHHI\/’I 300POBBIO
TrpaxJaH BCJICACTBUC IPUMCECHCHUA JICKAPCTBCHHOTI'O IIpLIiapaTa, €CJIN JOKAa3aHO, YTO:

1) J'ICKE[pCTBCHHBIfI npenapar MnpuMcCHSJICA IO HA3HAYCHHUIO B COOTBETCTBHUHU C HHCpr’I(LIHCﬁ 110
MNPUMCHCHUIO JICKAPCTBCHHOI'O IIpCliapaTta U HpPI‘lPIHOfI Bpc€la ABUJICA BBOI B Fpa)KI[aHCKI/Iﬁ O60pOT
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(c u3m. u gon., BCTyM....

HeI00pOKaueCTBEHHOTO JICKAPCTBEHHOTO Ipernapara;

2) Bpea 3A0pOBBI0 TMPUYMHEH BCIEACTBHE HEIOCTOBEPHON HWH(POpPMALMH, COACpKaIIelcs B
MHCTPYKLUHU 1O IPUMEHEHUIO JIEKapCTBEHHOTO IpenapaTa, U3/1aHHOM MPOU3BOIUTENIEM JIEKAPCTBEHHOTO
npernapara.

2. B cmydae, eciu Bpen 310pOBBIO TPaKIaH NMPHUYMHEH BCIEICTBUE MPUMEHEHUS JIEKAPCTBEHHOTO
npernapara, HPUIIEIIEr0o B HETOJHOCTh B pe3yibTaTe HapyIICHHs MPaBWII XPaHEHHs JIEKapCTBEHHBIX
CpEZCTB, MPaBWJI ONTOBOW TOPTOBIHM JIEKAPCTBEHHBIMH TIpETapaTaMu, MPAaBHII OTITYCKA JIEKAPCTBEHHBIX
MpernapaToB, TMPaBWJ HW3TOTOBIEHHWS M OTIyCKAa JICKAPCTBEHHBIX IIPETapaTroB, BO3MEIICHHE Bpeaa
OCYIIECTBIISIETCS COOTBETCTBEHHO OpraHHW3alledl OINTOBOM TOProOBJIM JIEKAPCTBEHHBIMU CpPEICTBAMH,
anTeYHOH OpraHu3alel, WHAWBHIYAILHBIM TpPEANPHUHAMATENEM, WMCIONMMH JIUICH3UI0 Ha
(bapMarieBTHUECKYI0 JESITEIbHOCTh WM JIMICH3UI0 HAa MEIWIUHCKYIO NesTeIbHOCTh, METUIIMHCKON
OopraHu3aleil, WMEKIIeH JHICH3WI0 Ha (apMaleBTUYECKYIO JIEATEIbHOCTh (€€ 000COOJICHHBIM
MOJIpa3/ielIeHuEM, PACIIONIOKEHHBIM B CEITbCKOM HACEJICHHOM ITyHKTE, B KOTOPOM OTCYTCTBYET anTeuyHast
OpraHu3aIysl), JOMyCTUBITUMH MTPOIAXy MIIM OTITYCK TAKOTO JIEKAPCTBEHHOTO Iperapara.

(B pen. DenepanbHbIX 3aK0HOB 0T 25.11.2013 N 317-®3, ot 08.08.2024 N 323-D3)

3. BosMmemenue Bpena, NPUYUHEHHOTO 370POBBI0 TPaXJaH BCICACTBUE TMPUMEHEHHS
JIEKapCTBEHHBIX MPENapaToB WM COBEPLIEHUS MPOTUBOIPABHBIX JEHCTBUN CyOBbEKTaMU OOpalieHUs
JIEKAPCTBEHHBIX CPEJICTB, OCYIIECTBIISIETCSI B COOTBETCTBUUM C 3aKOHOJATEILCTBOM Poccuiickoit
denepanuu.

Masa 16. SAKITIOYUTEJIbHbIE MOJIOXEHUA

Cratbsa 70. O NpuM3HaHWKM YTPaTUBLUMMU CUNY OTAENbHbIX 3aKOHOAAaTelNbHbIX aKTOB
(nonoxeHnn 3akoHoAaTesNbHbIX akToB) Poccunckon depepaumm

[Ipu3HaTh yTpaTUBIIUMU CHITY:

1) denepanbubiii 3akoH OoT 22 wuioHa 1998 roma N 86-®3 "O nekapcTBEHHBIX cpencTBax"
(Cobpanme 3akoHoaarenbeTBa Poccuiickoit deneparuu, 1998, N 26, ct. 3006);

2) ®enepanbHbiii 3akoH oT 2 sHBaps 2000 roga N 5-03 "O BHeceHUU M3MEHEHHUS U JIOTIOJHECHUN B
Oenepanbublii 3akoH "O nekapctBeHHBIX cpeactBax” (CoOpanme 3akoHoAarenbcTBa Poccuiickoii
®denepanun, 2000, N 2, cT. 126);

3) cratbio 40 denepanbroro 3akoHa oT 10 saBapst 2003 roga N 15-®3 "O BHeceHHH U3MEHEHUH U
JIOTIONTHEHUH B HEKOTOpPbIE 3aKOHOJAaTelbHble akThl Poccuiickoit Dexepaliii B CBSI3U C MPHHATHEM
@enepanbHoro 3akoHa "O  JIMIEH3UPOBAaHMU  OTAENbHBIX BHJOB jearesnbHocTH"  (CoOpanue
3akoHoAarenscTBa Poccuiickoit @enepanun, 2003, N 2, ct. 167);

4) crateio 31 ®enepanbhoro 3akoHa ot 30 uroHs 2003 roga N 86-03 "O BHeceHHH M3MEHEHHH U
JIOTIONIHEHUH B HEKOTOpBIE 3aKOHOJATENbHbIE akThl Poccuiickoit denepauny, NpU3HAHUM yTPaTUBIIMMHU
CWIIy OTHEJBHBIX 3aKOHOJATENbHBIX akToB Poccuiickon ®enepaunu, NpenoCTaBIEHUH OTIEIBHBIX
rapaHTUH COTPYIHHKAM OPraHOB BHYTPEHHHUX JI€J, OPraHOB 10 KOHTPOJIIO 32 000POTOM HAPKOTHYECKUX
CPEACTB M TICUXOTPOIHBIX BEIECTB M YIpa3aHAEMBIX (efepabHbIX OPraHOB HAJIOTOBOM MOJUIMU B
CBSI3U C OCYILIECTBJICHHEM Mep I0 COBEPIIEHCTBOBAHHIO rocyaapcTBeHHoro ympasieHus" (CoOpanue
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

3akoHoaarenbcTBa Poccuiickoit deneparuu, 2003, N 27, ct. 2700);

5) crarpio 101 denepansHoro 3akoHa ot 22 aBrycta 2004 roga N 122-®3 "O BHeceHHH U3MEHEHHIA
B 3aKOHoJarenbHble akThl Poccuiickoi denepauuy M NPU3HAHUM YTPATUBLIIMMHU CHIIy HEKOTOPBIX
3aKOHOJATeNbHBIX akTOB Poccuiickoit ®denepanuu B CBSI3U C NPUHATHEM (enepalbHbIX 3akoHOB "O
BHECEHUU H3MEHEHUN M JomnonHeHuid B DenepanbHblil 3akoH "OO 00IMX NPUHLMIIAX OpPraHU3aluu
3aKOHOJATENbHBIX (IPEJICTABUTENIbHBIX) W MCIOJHUTENbHBIX OpPraHOB TOCYAAPCTBEHHOM BIACTH
cyobektoB  Poccwiickoit  ®emepanmn” u  "OO0 o00muWX TOPUHIMIIAX OPraHU3AUH  MECTHOTO
camoympasienus B Poccuiickoii @eneparuun" (Cobpanue 3akoHomarenscTtBa Poccuiickoit denepanuu,
2004, N 35, ct. 3607);

6) cratpio 28 denepanbHoro 3akona ot 18 mexadps 2006 roga N 231-D3 "O BBeneHHH B JACHCTBHE
yacTu ueTBepToil ['paxkmanckoro kozaekca Poccuiickoit ®enepanun" (CoOpaHue 3aKOHOJATETHCTBA
Poccuiickoit ®eneparuu, 2006, N 52, ct. 5497).

CtaTtba 71. BctynneHue B cuny Hactosiwero ®eagepanbHOro 3akoHa

1. Hactosmuii @enepanbHbIi 3aK0H BCTymaeT B cuiy ¢ 1 cenTsiops 2010 rona.

2. JlexapcTBEHHBIE CpENICTBA, 3apETUCTPUPOBAHHBIE 10 IHS BCTYIUICHUS B CHJIy HACTOSIIETO
denepanbHOTO 3aKOHA, MOJUICKAT BKIIOYEHUIO B TOCYIAPCTBEHHBIE PEECTPhI JICKAPCTBEHHBIX CPENICTB C
BHECCHMEM YKa3aHHBIX B 4acTh | crarbu 33 Hactosimero denepaJbHOrO 3aKOHA CBEACHHN 00 3THX
JIEKApPCTBEHHBIX CPEACTBAX 0€3 TPOXOXKIEHHUS BHOBH IMPOIEAYPhl TOCYJApPCTBEHHOW pErucTpaliuu
JIEKapCTBEHHBIX TPEIapaToB.

3. l'ocymapcTBeHHas! perucTpanys JEKapCTBEHHBIX MPEnapaToB, 3a UCKIIOUYEHHUEM JICKapCTBEHHBIX
MperapaToB JIsi MEIUIIMHCKOTO MPUMEHEHHS, NPEICTABICHHBIX HAa YKa3aHHYIO PETHCTPAlUI0 10 IHS
BCTYIUICHUS B CHITy Hacrtosiero denepaabHOro 3aKOHa, OCYIIECTBISIETCS B COOTBETCTBHH C HACTOSIIIUM
denepanbHBIM 3aKOHOM Ha OCHOBAHUU JIOKYMEHTOB W JIAaHHBIX, NPEACTABICHHBIX JI0 ITHS BCTYIJICHHS B
crty Hactosiero deneparbHOTO 3aKOHA.

(B pen. @enepansroro 3akoHa ot 11.10.2010 N 271-D3)

3.1. 'ocynapcTBeHHass perucTpanus JIEKapCTBEHHbBIX IIPENapaToB A MEIULUHCKOTO IPUMEHEHUS,
IIPEJICTABICHHBIX HA TOCYAApCTBEHHYIO PETUCTPALMIO 1O JAHS BCTYIUICHMS B CHJIy HAacCTOSILErO
@denepallbHOTO  3aKOHA, M TOCYJAapCTBEHHas pErucTpanus JEKapCTBEHHBIX IIPENapaToB s
MEJULMHCKOIO IPUMEHEHHMs, NPEICTABICHHBIX Ha JKCIEPTU3y JIEKapCTBEHHBIX CPEIACTB 1O JHSA
BCTYIUIEHUS B cuily Hacrosuiero denepanbHOro 3akoHa B LEIAX HUX MOCIEAYIOIIEH IOCYAapCTBEHHOU
perucTpanyy, OCYIIECTBIISIIOTCS Ha OCHOBAaHMM JOKYMEHTOB M JAaHHBIX, NPEACTABICHHBIX 1O MHS
BCTYIUICHUSI B CUIy HacTosmero @enepajbHOrO 3aKOHA, a TaKXKe 3asABICHUS O TOCYJapCTBEHHOM
pErucTpanvy JEKapCTBEHHOIO Ipernapara, MpeACTABICHHOTO IPOU3BOJUTENEM  JIEKAPCTBEHHBIX
[IpenapaToB UM YIOJIHOMOYEHHBIM UM JIMLOM B COOTBETCTBUM € HAcTOAIMM DenepallbHbIM 3aKOHOM B
YIIOJIHOMOYEHHBIN (hefiepanbHblii OpraH UCTIONHUTEIbHOM Bi1acTH 10 1 mapra 2011 roga, 6e3 TpeGoBaHus
YILUIaThl TOCYAAapPCTBEHHON MOLUIMHBL, IPEAYCMOTPEHHON 3aKOHOAaTenbCTBOM Poccuiickoit Penepannu o
Haylorax u coopax.

(uacts 3.1 B pen. @eaepanbHoro 3akona oT 29.11.2010 N 313-D3)

3.2. TloaTrBepXkaeHHE TOCYJApPCTBEHHON pErucTpalii JIEKapCTBEHHBIX IIPENapaToB  Juis
MEJUIIMHCKOTO MPUMEHEHUS, MPEACTABIEHHBIX JJIs MOATBEP)KIEHUS TOCYJapCTBEHHON PETUCTpaLuyu A0

www.consultant.ru CrpaHnua 160 n3 163
HafAe)XHafA npaBoBas noaaepxXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=102902&date=10.04.2025&dst=104599&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=83483&date=10.04.2025&dst=100227&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470027&date=10.04.2025&dst=100064&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=475532&date=10.04.2025&dst=5571&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470150&date=10.04.2025&dst=100207&field=134

depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

IHS BCTYIUIEHHS B CHJly Hacrosimero @enepalbHOrO 3aKOHA, M IOATBEPXKIAECHUE TOCYAAPCTBEHHOU
perucTpanuy JIEKapCTBEHHBIX NPENnapaToB JUIsi MEAULIMHCKOIO IPUMEHEHMs], MPEACTABICHHBIX Ha
AKCIEPTU3Y JIEKAPCTBEHHBIX CPEICTB A0 JIHS BCTYIJIEHUS B CUly Hacrosimero denepasbHOro 3akoHa B
LEISIX TOCIEAYIOIIEr0 IMOATBEPKACHUS HX TOCYJapCTBEHHOW PpErucTpaluy, OCYILECTBISIOTCS Ha
OCHOBAHUHU JOKYMEHTOB M JAaHHBIX, IPEICTaBICHHBIX JO [JHS BCTYIUIEHMSI B CUJIy HACTOSILIEro
@denepalibHOTO 3aKOHA, a TaKXKE 3asBJICHUS O NOATBEP)KICHUM TOCYJapCTBEHHON pPETrUCTpaluu
JIEKapCTBEHHOI'O Ipenapara, IpPEJICTaBICHHOIO IPOU3BOJUTENEM JIEKAPCTBEHHBIX IIPENapaToB WU
YIOJHOMOYEHHBIM KM JIMIOM B COOTBETCTBMM ¢ HacTosiiuuM DenepanbHbIM — 3aKOHOM B
YIOJIHOMOYEHHBIN (efiepaabHbIil OpraH UCMOJHUTEILHOM BiacTu 10 1 mapta 2011 roma, 6e3 TpeGoBaHus
YIUIaThl TOCYIaPCTBEHHON MOUUIMHBI, PEyCMOTPEHHOM 3aKOHOKaTenbecTBOM Poccuiickon denepanuu o
Hajorax u coopax.

(dactb 3.2 B pen. @eaepanpHoro 3akoHa ot 29.11.2010 N 313-D3)

3.3. [Ilpunarue pemieHHss O BHECEHHMH U3MEHEHHH B JIOKYMEHTHI, COJEpXKaIlhecs B
PErUCTPAIIMOHHOM JIOCh€ Ha 3apEeTUCTPUPOBAHHBIA JIEKAPCTBEHHBIA MpernapaT Uisl METUIIMHCKOTO
MPUMEHEHUsI U TIPEACTABJIICHHBIC 70 JHS BCTYIUICHUS B CHIIy Hacrtosmiero denepaabHOTO 3aKOHA, U
MIPUHATHE PEIICHUSI O BHECEHWH U3MEHEHUM B JOKYMEHTBI, COJICPKAIINECS B PETHCTPAIIMOHHOM JIOChE Ha
3apeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN MperapaT JUisi METUIIMHCKOTO TPUMEHEHHUS U TIPE/ICTaBIICHHbBIE Ha
AKCIEPTU3Y JIEKAPCTBEHHBIX CPEJCTB 10 THS BCTYIUIEHHS B cUiy Hactosuero denepanbHOro 3akoHa,
OCYIIIECTBJISIIOTCS Ha OCHOBAaHWH JOKYMEHTOB W JaHHBIX, MPEJICTABICHHBIX JIO JTHS BCTYIJICHUS B CHITY
Hactosiero denepanbHOrO 3aKOHA, a TaKXKE 3asBICHHMS] O BHECEHWHM HM3MEHEHUM B JOKYMEHTHI,
coJiepKaliecss B PErucTpallMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpemapar i
MEJUIIMHCKOTO TMPUMEHEHUs, MPEICTABICHHOTO MPOU3BOAUTEIEM JIEKaPCTBEHHBIX MPENnapaToB WM
YIOJHOMOYEHHBIM KM JIMIOM B COOTBETCTBMU ¢ HacrtosiiuM DenepanbHbIM  3aKOHOM B
YIIOJTHOMOYECHHBIN (efiepaabHbIil OpraH UCMOJHUTEILHOM BiaacTu 10 1 mapta 2011 roma, 6e3 TpeGoBaHus
YIJIaThl TOCYIAPCTBEHHOM MONUIMHBI, TPEAYCMOTPEHHOM 3aKOHOJaTenbcTBOM Poccuiickoit denepanun o
Hajorax u coopax.

(dactb 3.3 B pen. PeaepanpHoro 3akoHa ot 29.11.2010 N 313-D3)

3.4. Bplgaua paspelieHH Ha MPOBEICHUE KIMHUYECKUX MCCIEIOBAaHUNA JIEKAPCTBEHHBIX
MpenapaToB JJisi MEIUIIMHCKOTO MPUMEHEHHS IO 3asBJICHHUSM, MOJAHHBIM 0 JTHS BCTYIUICHHS B CHILY
Hacrosero dexepanbHOTO 3aKOHA, a TAKXKE IO 3asABJICHUSM, TTOJAHHBIM TOCJIE THS BCTYIUICHHS B CHUITY
Hactosiero denepaabHOro 3aKOHA Ha OCHOBAHHUM AKCIEPTU3, IPOBEACHHBIX /10 THS BCTYIUICHUS B CUITY
HacTosiero denepaibHOrO0 3aKOHA, OCYIIECTBISETCS B COOTBETCTBUM ¢ HactosumMm DenepanbHbiM
3aKOHOM Ha OCHOBAaHUU JOKYMEHTOB U JAHHBIX, MPEICTABICHHBIX WU MOJTYYEHHBIX JI0 THS BCTYIUICHHUS
B CHIIy HacTosiero @enepalbHOTO 3aKOHA, a TAKKE Ha OCHOBAHUM KOIUU MPEABAPUTEIHHOTO JIOTOBOPA
0053aTeNFHOTO  CTPAaXOBAaHMS KU3HU, 3[0pOBbS MAIIMEHTOB, YYaCTBYIOIIUX B  KIMHHYECKOM
HCCEA0OBAaHUHN JIGKQPCTBEHHOTO IIperapara Jisd MEIUIIMHCKOTO TMPUMEHEHHUs, WIM KOIHH J0TOBOpa
0053aTeNFHOTO  CTPAaXOBAaHMS KU3HU, 3JOpOBBS MAIIMEHTOB, YYaCTBYIOIIUX B  KIMHHYECKOM
WCCIIEIOBAaHUH JIEKAPCTBEHHOTO Tperapara i MEIWIIMHCKOTO MPUMEHEHUs, JUOO MpeAcTaBlIeHHOM
KOIUU JIOTOBOPA 0053aTENLHOTO CTPaxXOBaHUs, 3aKIFOUEHHOTO B COOTBETCTBHH C THUIOBBHIMU MpPaBUIAMHU
0053aTeNFHOTO CTPAXOBaHMs, C YKa3aHWEM NpPEIeNbHON YUCICHHOCTH MAIeHTOB, YYacCTBYIONINX B
KIIMHUYECKOM HCCIIEJIOBAHMU JIEKAPCTBEHHOTO TMpemapara JUisi MEAMIIMHCKOTO TMpUMEHeHHs, 6e3
TpeOOBaHUs YIUIaThl TOCYAapCTBEHHOM MOIUIMHBI, MPEAYCMOTPEHHON 3aKOHOIATeNbCcTBOM Poccuiickoii
denepanuu 0 HAJIOTax U cOOpax.

(vacts 3.4 B pen. @enepanbHoro 3akoHa oT 29.11.2010 N 313-03)
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depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025

(c u3m. u gon., BCTyM....

3.5. 3apeructpupoBaHHbIE B WHOCTPAaHHOW BAIIOTE IO JHS BCTYIUICHHS B CHIIy HACTOSIIETO
d)ez[epaanoro 3aKOHa MPEACIbHBIC OTITYCKHBIC ICHBI MHOCTPAHHBIX HpOI/I3BOI[I/ITCJIef/'I Ha JICKapCTBCHHBLIC
npenaparbl, BKIOYCHHBLIC B IICPCUCHDL KHU3HCHHO HGO6XOZII/IMI)IX A BaXHEUIINX JICKAPCTBCHHBIX
MpermapaToB, MOJISKAT epecdery B pyosu mo kypcy Llerrpanpaoro 6anka Poccutickoit @enepanun Ha
naty, ycraHoBiieHHyto I[IpaButensctBom Poccuiickoit denepannu, 03 MpeacTaBiICHUs 3asBICHUS O
IepecyeTe LEHbl C BHECEHHEM COOTBETCTBYIOIIMX M3MEHEHUN B FOCYJApPCTBEHHBIN PEECTp MPEIEIbHBIX
OTIIYCKHBIX LCH HpOI/I3BOI[I/ITCJIef/'I Ha JICKapCTBCHHBLIC IIpC€IapaThbl, BKIOYCHHBIC B MCPCUYCHL KU3HCHHO
HGO6XOI[I/IMI)IX ¥ BayKHEHIIINX JICKAPCTBCHHLBIX MPCIIapaToB.

(uactp 3.5 BBenena denepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.6. 3aperucTpupoBaHHbIE 1O JHSA BCTYIUICHHSI B CHIy HacTosimero ®eaepaqbHOTO 3aKoHa
Mpe/iebHbBIC  OTITYCKHBIC IIEHBI POCCHMCKUX TPOM3BOJUTENICH Ha JICKApPCTBEHHBIC IpEnapaThl,
BKJIFOUCHHBIC B TMEPCUCHb JKU3HEHHO HEOOXOJMMBIX M BXHEHITUX JIEKAPCTBEHHBIX IIPEMapaToB,
noanexar uHuaekcauu ¢ 1 HosiOps 2010 roma umcxoass W3 HPOTHOZUPYEMOTO YPOBHS UHQIIALINU,
yctanoBjeHHOTO DenepanbHbM 3akoHOM OT 2 aexadps 2009 roga N 308-D3 "O denepanbHOM Oro/KETEe
Ha 2010 rog u Ha manoBbId iepuoa 2011 u 2012 ronos" Ha 2011 roa.

(dactp 3.6 BBeneHa denepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. Ilocne 1 mapta 2011 roga He pomyckaroTcsl MPOU3BOJICTBO U BBO3 B Poccuiickyro denepariuto
JICKApPCTBCHHBIX MPECIapaToOB B YIIAKOBKAX C MapKI/IpOBKOI\/’I, KOTOpas Obl1a HaHeceHa J0 OHA BCTYIIJICHUA B
cuiy Hactosero ®denepanbHoro 3akoHa. Ilo McTedeHHM yka3aHHOTO CpOKa JIaHHBIE JIEKAPCTBEHHbBIE
mpemnapaTbl MOTYT OTITYCKAaTbCs, PEalli30BBIBATHCS, MepeaBaTbCsl M NMPUMEHATHCA O HUCTEYEHUS HX
CpOKa IrOJTHOCTH.

(B pen. denepanbubix 3akoHOB OT 29.11.2010 N 313-D3, o1 06.12.2011 N 409-D3)

4. Co musa BcryruieHus B cuiny Hacrosmero ®denepanpHoro 3akoHa u no 30 ampens 2011 roma
BKJIFOYMTEIIPHO  JIOMYCKACTCS  MPOBEACHUE OKCHEPTH3bl  JICKAPCTBEHHBIX CPEACTB  AKCIIEpTaMU
AKCIIEPTHOTO  YUPSKACHHS JO TMPOXOXKIACHUS HMMH aTTeCTalldd B TMOPSAKE, YCTaHOBJICHHOM
YIOJJTHOMOYEHHBIM (eiepaIbHbIM OPTraHOM HCTIOJHUTEIIHBHOM BIIACTH.

5. Co nmHsa BerymuieHHsl B cuily Hactosimiero deaepanpHoro 3akoHa u mo 31 aexadbpst 2013 ronma
BKJIFOUHUTEJIBHO OCYIIECTBIIACTCS MEPEX0] K MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUM C
MpaBUJIaMU OPraHM3aluy IPOU3BOACTBA U KOHTPOJISL KaueCTBa JIEKAPCTBEHHBIX CPE/ICTB, YKa3aHHbIMU B
gactu 1 crateum 45 Hactosmero ®denepanbHOro 3akoHa, B TOJHOM oObeMe. Cpoku mepexoja
MIPOU3BOJICTBA JICKAPCTBEHHBIX CPEACTB K MX MPOU3BOJCTBY B COOTBETCTBUU C KOHKPETHBIMU
TpeOOBaHUSAMU JaHHBIX MPaBWJI, BKJIIOYAas CPOKHU AaTTECTAllMU YIOJTHOMOYEHHBIX IUI, yKa3aHHBIX B
yacTax 6 m 7 crateu 45 Hacrosimero @enepanbHOrO 3aKOHA, ycTaHaBiauBaroTcs IIpaBuUTEnbCTBOM
Poccuiickont @enepanuu.

6. JluneHsun Ha NPOU3BOJACTBO JIEKAPCTBEHHBIX CPEACTB, BbIIaHHbIe 10 | sHBaps 2014 rona,
neiictByrotr nocie | sHBaps 2014 roga 10 WcTeyeHHs CpOKa MX JIEHCTBUS NPU YCIOBUU COOTBETCTBHUSA
JUIEH3MaTa IpaBWIaM OpPraHW3aly IPOU3BOJCTBA M KOHTPOJIS KAauyecTBa JIEKAPCTBEHHBIX CPEICTB,
yKa3aHHBIM B 4yacTu | crateu 45 HacTosero deaepaabHOrO 3aKOHa.

7. ®opMHpOBaHHME TOCYIApPCTBEHHOIO 3a/JaHHs Ha IPOBEIECHHE DJKCIEPTU3bI JIEKAPCTBEHHBIX
cpeAcTB (enepanbHOMY TOCYyJapCTBEHHOMY OIO/DKETHOMY YUPEXKICHHIO MO MPOBEACHUIO SKCHEPTU3bI
JIEKapCTBEHHBIX CPEACTB M (PMHAHCOBOE 00ECHeUeHHE BBIMOJHEHHUS 3TOTO 3aJaHUsl OCYIIECTBISIOTCA B
MOPsIZIKE, YCTaHOBIEHHOM DenepabHbIM 3ak0HOM OT 12 guBaps 1996 roma N 7-®@3 "O HekoMMepUeCKux

www.consultant.ru CrpaHnua 162 n3 163
HafAe)XHafA npaBoBas noaaepxXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=496460&date=10.04.2025&dst=100012&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470027&date=10.04.2025&dst=100070&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=106486&date=10.04.2025&dst=115770&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470027&date=10.04.2025&dst=100071&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470150&date=10.04.2025&dst=100212&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=454112&date=10.04.2025&dst=100850&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=493282&date=10.04.2025&dst=231&field=134

depnepanbHbii 3akoH oT 12.04.2010 N 61-03

(pegn. oT 26.12.2024) [okyMeHT npepoctasneH KoHcynbTaHTItoC
"O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” [laTa coxpaHeHus: 10.04.2025
(c u3m. u gon., BCTyM....

opranuzanusax’.
(dacte 7 BBenena denepanbHbiM 3akoHOM OT 29.11.2010 N 313-D3)

IIpe3unent
Poccniickoit @enepanyun
A.ME/IBEJZIEB
Mocksa, Kpemib
12 anpens 2010 roga
N 61-®3
www.consultant.ru CrpaHnua 163 n3 163

HafAe)XHafA npaBoBas noaaepxXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=470150&date=10.04.2025&dst=100214&field=134

	Глава 1. ОБЩИЕ ПОЛОЖЕНИЯ
	Статья 1. Предмет регулирования настоящего Федерального закона
	Статья 2. Сфера применения настоящего Федерального закона
	Статья 3. Законодательство об обращении лекарственных средств
	Статья 4. Основные понятия, используемые в настоящем Федеральном законе

	Глава 2. ПОЛНОМОЧИЯ ФЕДЕРАЛЬНЫХ ОРГАНОВ ИСПОЛНИТЕЛЬНОЙ
	Статья 5. Полномочия федеральных органов исполнительной власти при обращении лекарственных средств
	Статья 5.1. Передача осуществления полномочий федеральных органов исполнительной власти при обращении лекарственных средств исполнительным органам субъектов Российской Федерации
	Статья 6. Полномочия исполнительных органов субъекта Российской Федерации при обращении лекарственных средств

	Глава 3. ГОСУДАРСТВЕННАЯ ФАРМАКОПЕЯ
	Статья 7. Разработка и издание государственной фармакопеи, размещение данных о ней

	Глава 4. ЛИЦЕНЗИРОВАНИЕ ПРОИЗВОДСТВА ЛЕКАРСТВЕННЫХ СРЕДСТВ
	Статья 8. Лицензирование производства лекарственных средств и фармацевтической деятельности
	Статья 8.1. Особенности лицензирования производства лекарственных средств (фармацевтической субстанции спирта этилового (этанола)
	Статья 8.2. Особенности лицензирования фармацевтической деятельности в части осуществления оптовой торговли лекарственными средствами
	Статья 9. Государственный контроль (надзор) в сфере обращения лекарственных средств
	Статья 9.1. Программа проверок
	Статья 9.2. Государственный контроль (надзор) за реализацией исполнительными органами субъектов Российской Федерации полномочий в сфере обращения лекарственных средств для медицинского применения
	Статья 9.3. Региональный государственный контроль (надзор) за применением цен на лекарственные препараты, включенные в перечень жизненно необходимых и важнейших лекарственных препаратов
	Статья 9.4. Федеральный государственный лицензионный контроль деятельности по производству лекарственных средств

	Глава 5. РАЗРАБОТКА, ДОКЛИНИЧЕСКИЕ ИССЛЕДОВАНИЯ
	Статья 10. Разработка лекарственных средств
	Статья 11. Доклиническое исследование лекарственного средства для медицинского применения
	Статья 12. Доклиническое исследование лекарственного средства и клиническое исследование лекарственного препарата для ветеринарного применения

	Глава 6. ОСУЩЕСТВЛЕНИЕ ГОСУДАРСТВЕННОЙ РЕГИСТРАЦИИ,
	Статья 13. Государственная регистрация, регистрация лекарственных препаратов
	Статья 14. Принципы экспертизы лекарственных средств
	Статья 15. Федеральное государственное бюджетное учреждение по проведению экспертизы лекарственных средств
	Статья 16. Организация проведения экспертизы лекарственных средств
	Статья 17. Подача и рассмотрение заявления о государственной регистрации лекарственного препарата для ветеринарного применения
	Статья 18. Утратила силу с 1 сентября 2024 года. - Федеральный закон от 30.01.2024 N 1-ФЗ.
	Статья 19. Принятие решения о выдаче экспертному учреждению задания на проведение экспертизы лекарственного средства
	Статья 20. Экспертиза документов, представленных для определения возможности рассматривать лекарственный препарат для медицинского применения в качестве орфанного лекарственного препарата
	Статья 21. Утратила силу с 1 сентября 2024 года. - Федеральный закон от 30.01.2024 N 1-ФЗ.
	Статья 22. Утратила силу с 1 июля 2015 года. - Федеральный закон от 22.12.2014 N 429-ФЗ.
	Статья 23. Экспертиза качества лекарственного средства и экспертиза отношения ожидаемой пользы к возможному риску применения лекарственного препарата для медицинского применения
	Статья 24. Экспертиза качества лекарственного средства и экспертиза отношения ожидаемой пользы к возможному риску применения лекарственного препарата для ветеринарного применения
	Статья 25. Повторное проведение экспертизы лекарственных средств
	Статья 26. Ускоренная процедура экспертизы лекарственных средств
	Статья 27. Решение о государственной регистрации лекарственного препарата
	Статья 27.1. Взаимозаменяемость лекарственных препаратов для медицинского применения
	Статья 28. Регистрационное удостоверение лекарственного препарата
	Статья 29. Подтверждение государственной регистрации лекарственного препарата
	Статья 30. Внесение изменений в документы, содержащиеся в регистрационном досье на зарегистрированный лекарственный препарат для медицинского применения
	Статья 31. Внесение изменений в документы, содержащиеся в регистрационном досье на зарегистрированный лекарственный препарат для ветеринарного применения
	Статья 32. Отмена государственной регистрации лекарственного препарата
	Статья 33. Государственный реестр лекарственных средств
	Статья 34. Включение в государственный реестр лекарственных средств и исключение из государственного реестра лекарственных средств фармацевтической субстанции, произведенной для реализации
	Статья 35. Утратила силу с 1 июля 2015 года. - Федеральный закон от 22.12.2014 N 429-ФЗ.
	Статья 36. Обжалование решения об отказе в выдаче разрешения на проведение клинического исследования лекарственного препарата, решения об отказе в государственной регистрации лекарственного препарата, заключения комиссии экспертов экспертного учрежден...
	Статья 37. Информация, связанная с осуществлением государственной регистрации или регистрации лекарственных препаратов, информация о зарегистрированных лекарственных препаратах и лекарственных препаратах, исключенных из государственного реестра лекарс...

	Глава 7. КЛИНИЧЕСКИЕ ИССЛЕДОВАНИЯ ЛЕКАРСТВЕННЫХ
	Статья 38. Клинические исследования лекарственных препаратов для медицинского применения
	Статья 39. Решение о проведении клинического исследования лекарственного препарата для медицинского применения
	Статья 39.1. Этическая экспертиза
	Статья 40. Проведение клинического исследования лекарственного препарата для медицинского применения
	Статья 41. Договор о проведении клинического исследования лекарственного препарата для медицинского применения
	Статья 42. Финансовое обеспечение клинического исследования лекарственного препарата для медицинского применения
	Статья 43. Права пациентов, участвующих в клиническом исследовании лекарственного препарата для медицинского применения
	Статья 44. Обязательное страхование жизни, здоровья пациента, участвующего в клиническом исследовании лекарственного препарата для медицинского применения

	Глава 8. ПРОИЗВОДСТВО И МАРКИРОВКА ЛЕКАРСТВЕННЫХ СРЕДСТВ
	Статья 45. Производство лекарственных средств
	Статья 46. Маркировка лекарственных средств

	Глава 9. ВВОЗ ЛЕКАРСТВЕННЫХ СРЕДСТВ
	Статья 47. Порядок ввоза лекарственных средств в Российскую Федерацию и вывоза лекарственных средств из Российской Федерации
	Статья 48. Юридические лица, которым разрешен ввоз лекарственных средств в Российскую Федерацию
	Статья 49. Документы, представляемые в таможенные органы Российской Федерации при ввозе лекарственных средств в Российскую Федерацию
	Статья 50. Ввоз лекарственных препаратов в Российскую Федерацию для личного использования и иных некоммерческих целей, а также для использования на территории международного медицинского кластера
	Статья 51. Сотрудничество федерального органа исполнительной власти, осуществляющего функции по контролю и надзору в области таможенного дела, и других уполномоченных федеральных органов исполнительной власти

	Глава 10. ФАРМАЦЕВТИЧЕСКАЯ ДЕЯТЕЛЬНОСТЬ
	Статья 52. Осуществление фармацевтической деятельности
	Статья 52.1. Ввод в гражданский оборот лекарственных средств для медицинского применения
	Статья 52.2. Ввод в гражданский оборот лекарственных препаратов для ветеринарного применения
	Статья 53. Продажа, передача лекарственных средств организациями оптовой торговли лекарственными средствами
	Статья 54. Правила оптовой торговли лекарственными средствами
	Статья 55. Порядок розничной торговли лекарственными препаратами
	Статья 55.1. Порядок осуществления розничной торговли лекарственными препаратами для медицинского применения, отпускаемыми по рецепту на лекарственный препарат, дистанционным способом
	Статья 56. Изготовление и отпуск лекарственных препаратов
	Статья 57. Запрещение продажи отдельных лекарственных средств
	Статья 58. Хранение лекарственных средств
	Статья 58.1. Предметно-количественный учет лекарственных средств для медицинского применения

	Глава 11. УНИЧТОЖЕНИЕ ЛЕКАРСТВЕННЫХ СРЕДСТВ
	Статья 59. Основания и порядок уничтожения лекарственных средств

	Глава 12. ГОСУДАРСТВЕННОЕ РЕГУЛИРОВАНИЕ ЦЕН
	Статья 60. Государственное регулирование цен на лекарственные препараты для медицинского применения
	Статья 61. Государственная регистрация и перерегистрация предельных отпускных цен производителей на лекарственные препараты, включенные в перечень жизненно необходимых и важнейших лекарственных препаратов
	Статья 62. Государственный реестр предельных отпускных цен производителей на лекарственные препараты, включенные в перечень жизненно необходимых и важнейших лекарственных препаратов
	Статья 63. Установление исполнительными органами субъектов Российской Федерации предельных размеров оптовых надбавок и предельных размеров розничных надбавок к фактическим отпускным ценам, установленным производителями лекарственных препаратов, на лек...

	Глава 13. МОНИТОРИНГ ЭФФЕКТИВНОСТИ И БЕЗОПАСНОСТИ
	Статья 64. Фармаконадзор
	Статья 65. Приостановление применения лекарственного препарата
	Статья 66. Информация о результатах фармаконадзора

	Глава 14. ИНФОРМАЦИЯ О ЛЕКАРСТВЕННЫХ ПРЕПАРАТАХ. СИСТЕМА
	Статья 67. Информация о лекарственных препаратах. Система мониторинга движения лекарственных препаратов для медицинского применения

	Глава 14.1. ОГРАНИЧЕНИЯ, НАЛАГАЕМЫЕ
	Статья 67.1. Ограничения, налагаемые при осуществлении деятельности в сфере обращения лекарственных средств
	Статья 67.2. Требования к организации и проведению научных мероприятий, иных мероприятий, направленных на повышение профессионального уровня медицинских работников или на предоставление информации, связанной с осуществлением мониторинга безопасности л...

	Глава 15. ОТВЕТСТВЕННОСТЬ ЗА НАРУШЕНИЕ ЗАКОНОДАТЕЛЬСТВА
	Статья 68. Ответственность за нарушение законодательства Российской Федерации при обращении лекарственных средств
	Статья 69. Возмещение вреда, причиненного здоровью граждан вследствие применения лекарственных препаратов

	Глава 16. ЗАКЛЮЧИТЕЛЬНЫЕ ПОЛОЖЕНИЯ
	Статья 70. О признании утратившими силу отдельных законодательных актов (положений законодательных актов) Российской Федерации
	Статья 71. Вступление в силу настоящего Федерального закона


