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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 11.06.2021) [okyMeHT npepoctasneH KoHcynbraHTlntoc

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

12 anpens 2010 ropa N 61-93

POCCUNCKAA ®EOEPALMA
®EQEPAIbHBIA 3AKOH
Ob OBPALEHUN NEKAPCTBEHHbIX CPEACTB

[TpunsT
I'ocynapcrBennoi Jlymoit
24 maprta 2010 rona

Onobpen
Coserom ®enepanuun
31 mapra 2010 roga

Cnucok U3MEHSIOIINX JJOKYMEHTOB
(B pen. ®enepanbHbIX 3aKOHOB OT 27.07.2010 N _192-P3,

ot 11.10.2010 N 271-®3, o1 29.11.2010 N 313-®3, ot 06.12.2011 N 409-P3,
o1 25.06.2012 N 93-®3, ot 25.12.2012 N 262-®3, ot 02.07.2013 N 185-D3,
ot 25.11.2013 N 317-®3, ot 12.03.2014 N 33-®3, o1 22.10.2014 N 313-D3,

otT 22.12.2014 N 429-®3 (pexn. 13.07.2015), ot 08.03.2015 N 34-D3,
ot 29.06.2015 N 160-®3, ot 13.07.2015 N 233-P3, ot 13.07.2015 N 241-P3,
ot 13.07.2015 N 262-®@3, ot 14.12.2015 N 374-®3, o1 29.12.2015 N 389-®3,
ot 02.06.2016 N _163-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N 305-P3,
o1 03.07.2016 N 350-®3, ot 29.07.2017 N 242-P3, ot 29.07.2017 N 278-P3,

o1 28.12.2017 N 425-®3 (pexn. 27.12.2019), ot 04.06.2018 N _140-D3,
ot 28.11.2018 N 449-®3, o1 27.12.2018 N 511-®3, o1 06.06.2019 N 134-D3,
ot 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, o1 27.12.2019 N 462-D3,
ot 27.12.2019 N 475-®3, o1 27.12.2019 N 478-®3, oT 27.12.2019 N 481-P3,

oT 26.03.2020 N 67-®3, ot 01.04.2020 N 98-D3, ot 03.04.2020 N 105-P3,
ot 13.07.2020 N 206-P3, ot 08.12.2020 N 429-P3, ot 22.12.2020 N 444-D3,
ot 11.06.2021 N _170-®3)

Mnaea 1. OBLUUE NMONOXEHUA
Cratbsa 1. lpeameT perynupoBaHusi HacTosilero PeagepanbHOro 3akoHa

1. Hacrosmuii ®enepaibHblii 3aKOH PETYJIUPYET OTHOIICHHWS, BO3HUKAIOLIME B CBSI3U C
oOpaiieHueM - pa3pabdOTKON, MOKIMHMYECKUMHU HCCIEAOBAHUSAMU, KIMHHUYECKUMHU HCCIEAOBAHUSIMU,
JKCIIEPTU30M, TOCYJAapCTBEHHOM pPETUCTpaluel, €O CTaHAapTU3alued U ¢ KOHTPOJIEM KayecTBa,
MPOU3BOACTBOM, HM3rOTOBJIEHUEM, XpPaHEHUEM, IEpEeBO3KOi, BBO30M B Poccuiickyro Penepannro,
BBIBO30M U3 Poccuiickont denepanuu, peKiiaMmoi, OTIIyCKOM, peajin3aluei, nepeaadyeii, I(pUMEHEHUEM,
YHUYTOXKEHUEM JIEKaPCTBEHHBIX CPEJCTB.

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

2. Hacrosmmii ®enepanbHbIi 3aKOH  yCTAHAaBIMBAE€T TNPHOPUTET  TOCYAAPCTBEHHOTO
perynupoBaHus 0€30MacHOCTH, KadecTBa M 3()(PEKTHBHOCTH JIEKAPCTBEHHBIX CPEACTB MpPH HX
oOpareHuu.

(B pen. ®enepanbHoro 3akona ot 25.06.2012 N 93-D3)

Cratbs 2. Chepa npumeHeHns HacToswero PegepanbHOro 3akoHa

Hacrosmuit denepanbHplii 3aKOH NMPUMEHSETCS] K OTHOIICHUSM, BO3ZHUKAIOUIUM MPU 00pallieHun
JIEKAPCTBEHHBIX CPEJCTB Ha Tepputopuu Poccuiickon @enepannu.

Cratbsa 3. 3akoHoAaTeNnbLCTBO 06 06palleHUn nekapcTBeHHbIX CPeacTB

1. 3akoHomaTenbcTBO 00 oOOpalleHuu JEeKapCTBEHHBIX CPEICTB COCTOUT M3 HACTOSIIETO
denepallbHOTO 3aKOHA, IPYruX (QeaepanbHBIX 3aKOHOB W HMHBIX HOPMATHBHBIX IPABOBBIX AKTOB
Poccuiickoit deneparun.

1.1. 3akoHOaTENBCTBO 00 OOpAILIEHUH JEKAPCTBEHHBIX CPEACTB B OTHOIIEHUN FOPUIUUYECKUX JIUL]
W UHIUBUIYATbHBIX TPEANPUHUMATENICH, OCYIIECTBISIONIMX JICSITCIIBHOCTh Ha  TEPPUTOPUH
MEXKIyHApOAHOTO MEIUITMHCKOTO KJIacTepa, MPUMEHSETCS ¢ Y4E€TOM OCOOCHHOCTEH, yCTaHOBJICHHBIX
®epnepanbHbiM 3akOHOM "O MEXAYHApOJAHOM MEIULMHCKOM KJIacTepe W BHECEHHMM HW3MEHEHUU B
OTJZIeTIbHBIE 3aKOHOAaTeNbHbIE aKThl Poccuiickoit @eaepannn.
(dactp 1.1 BBegena denepanbHbiM 3akoHOM 0T 29.06.2015 N 160-D3)

2. JetictBue Hactosmero denepanbHOro 3akoHAa ~paclpocTpaHseTcs Ha oOpalieHue
HAapKOTUYCCKHUX JICKAPCTBCHHBIX CPEACTB U TMCHXOTPOIHBIX JICKAPCTBEHHBIX CpPEACTB C YUYETOM
O0COOCHHOCTEH, YCTaHOBJIEHHBIX 3aKOHOAATedbCcTBOM Poccuiickoii @enepanyii 0 HAPKOTHUYECKUX
CpeICTBaX, ICUXOTPOIMHBIX BEIIECTBAX U 00 UX MPEKypCcopax.

3. /JeiictBue Hactosmiero @enaepanbHOrO 3aKOHa  paclpoCTpaHseTcs Ha  oOpalleHue
paarodapMareBTHUECKUX JIEKAPCTBEHHBIX CPEACTB C YYETOM OCOOCHHOCTEH, YCTaHOBJICHHBIX
3aKoHonarenabcTBOM Poccuiickoit @eneparuu B obnactu odecnedyeHus paJualioHHON 0€3011aCHOCTH.

4. Ecimu MexayHapoaHbIM 10oroBopoM Poccutickoit denepanuy yCTaHOBIEHBI MHBIE TIPABUIIA, YEM
T€, KOTOpBIE MpeAycMOTpeHbl HacrosmuM DenepanbHbIM  3aKOHOM, IPUMEHSIOTCS IIpaBHIIA
MEXIyHapOIHOIO JOrOBOpa.

4.1. PemieHus MEXrocyJapCTBEHHBIX OpPraHoOB, IMPHUHATbIE HAa OCHOBAHMM IOJOKEHUM
MEKIYyHApOAHBIX J0roBopoB Poccuiickon @Pexepanuu B HX MCTOJIKOBAHWM, IPOTHBOpPEYAIIEM
Koncrutynuu Pocculickoit @enepanuu, He Mojiexar ucnojduenuto B Poccuiickon @enepannn. Takoe
MIPOTHBOPEUYNE MOXKET OBITh YCTAHOBJICHO B MOPSIKE, ONpeIeIeHHOM (eepalbHbIM KOHCTHTYIIHOHHBIM
3aKOHOM.

(uacts 4.1 BBenena @enepanbHbM 3akoHOM OT 08.12.2020 N 429-D3)

5. B Poccuiickoii denepanuu B COOTBETCTBUM € MEXIYHapOIHBIMU J0OrosopaMu Poccuiickoin
@enepani M (UIM) HAa OCHOBE IPUHIMIA B3aUMHOCTH IPU3HAIOTCA PE3YJbTaThl KIMHHUUYECKUX
HCCIEA0BAHUM JIEKapCTBEHHBIX IIPENapaTroB JUisi MEIMIMHCKOTO IPUMEHEHUsS, NPOBEICHHBIX 3a
npeaenamMu teppuropun Poccuiickoit @enepannn.

Ctatba 4. OCHOBHbIE€ MNOHATUSA, uncnonb3yemMmblieé B HacCTosLleM PenepanbHom
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

3aKOHe
Hns ueneit Hactosiero denepanbHOro 3aKOHA UCIIOIB3YIOTCA CIIEIYIOIINE OCHOBHBIE TOHATHS:

1) nexapcTBEHHbIE CpEICTBa - BELIECTBA WJIM HUX KOMOMHALMM, BCTYMAKOIIME B KOHTAKT C
OpraHW3MOM YEeJIOBEKA WM KUBOTHOTO, IIPOHMKAIOIIME B OPraHbl, TKAHM OpraHU3Ma 4YeJIOBEKa WU
KUBOTHOTO, MPHUMEHSEMbIC IJi1 NMPOQPHUIAKTUKH, JUATHOCTUKU (32 MCKIIIOUEHHWEM BELIECTB WM HX
KOMOHMHAIIMIA, HE KOHTAKTHPYIOMIMX C OPTaHU3MOM YeJIOBEKa WM KUBOTHOTO), JIEUeHHUs 3a00JIeBaHuUs,
peaOwInTalMy, Ui COXpaHEeHHUs, IPEIOTBPALLICHHS WK MPEphIBaHUS OEPEMEHHOCTH M TOJTYUYCHHBIE U3
KpOBH, IUIa3Mbl KPOBM, W3 OpPraHOB, TKAHEHM OpraHu3Ma 4YeJIOBEKA WIM JKMUBOTHOIO, PACTEHUH,
MUHEPAJIOB METOJIaMU CHHTE€3a WJIM C MPUMEHEHHEM OMOJOrMuecKux TexHoioruil. K mexkapcTBeHHbIM
CpeICTBaM OTHOCSTCS (papMarieBTUUECKHE CyOCTaHIIMU U JIEKapCTBEHHbIE MPenapaThl;

2) dapmareBTHYECKass CyOCTaHIMs - JEKApCTBEHHOE CPEACTBO B BHUJE OJHOTO MM HECKOJIBKHX
oOnagaromux (apMakoJIOTHIYECKOH aKTUBHOCTHIO JCHCTBYIOIIMX BEIIECTB BHE 3aBHCUMOCTH OT
MPUPOIBI TPOUCXOKACHUS, KOTOPOE MPEAHA3HAYECHO JIJIsl IPOU3BO/ICTBA, U3TOTOBIICHHS JIEKAPCTBEHHBIX
MpermapaToB U onpeaenseT ux 3pHEeKTUBHOCTH;

(n. 2 B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

3) BCIIOMOr'aTCJIbHBIC  BCIIECCTBA -  BCHIECCTBA  HCOPraHUYCCKOTO - HIIN OpPraHn4€CcKoro
IMPOUCXOXKACHUA, HCIIOJIB3YEMBIC B IIPOLECCE IIPOU3BOJACTBA, HU3IOTOBJICHHUA JICKAPCTBCHHBIX
npenapaTroB AJIsI IPUJAHUS UM H606XOI[I/IMBIX CI)I/I3I/IKO-XI/IMI/IIIGCKI/IX CBOfICTB;

4) nexkapcTBEHHBIE TNpenapaThl - JIEKAPCTBEHHBIE CPEACTBA B BHJE JIEKApCTBEHHBIX (OpM,
OpUMEHSieMbIe Uil TPO(PUIAKTHKH, JAUATHOCTHKH, JICYeHUs 3a0oieBaHMs, peadWIuTanuu, s
COXPaHEHUs, IPEJOTBPALCHHSI WU NPEPbIBaHUs OEPEMEHHOCTH;

5) nekapcTBeHHas opMa - COCTOSHHUE JICKAPCTBEHHOTO IMpernapaTa, COOTBETCTBYIOIIEE CITOCOOamM
€ro BBEJICHHS M MPUMEHEHHS M 00ECIIeYMBAIOIIEee JOCTHKEHHE HE00X0IMMOTO JieueOHOTO ) (deKTa;

5.1) 1o3upoBKa - COJIEp)KaHHE OJHOTO WM HECKOJBKHX JCHCTBYIOIIMX BEIIECTB B
KOJIMYECTBEHHOM BBIPOKEHUM HA EIWHUILy J03bl, WM EIUHUIy O00beMa, WU EIUHUILy Macchl B
COOTBETCTBUHM C JICKQpCTBEHHOW (opmoii 1mOO Jii HEKOTOPBIX BHJOB JIEKAPCTBEHHBIX (GopM
KOJIMYECTBO BBICBOOOKIIAEMOTO M3 JIEKAPCTBEHHOW (HOPMBI JIEHCTBYIOMIETO BEIIECTBA 3a EIUHHILY
BpEMEHU;

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

6) TmepedeHb JKU3HEHHO HEOOXOAMMBIX M BaXKHEMIIMX JIEKAPCTBEHHBIX IpenapaToB -
yTBepkaaeMsiil IIpasurensctBoM Pocculickoit denepanuu nepedeHsb JIEKApCTBEHHBIX IIPENapaToB Ul
MEIULMHCKOTO TMPUMEHEHHsI, 00eCNeUnBaIONINX NPUOPUTETHBIE MOTPEOHOCTH 3PABOOXPAHEHHS B
Hensix NpoQMIAKTUKKM M JedyeHus 3a0ojeBaHUil, B TOM 4Mcie MpeoliafaloliuXx B CTPYKType
3aboneBaeMoctH B Poccuiickoit ®denepanuy;

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

6.1) opdanHble NeKapcTBEHHbIE MNpenapaThl - JIEKApCTBEHHBIC Ipenapathl, MpelHa3HaueHHbIE
UCKJIIOUUTENFHO JJISi JMAarHOCTUKM WJIM TAaTOT€HETHYECKOIro JIUEeHHUs (JIeUueHHsl, HalpaBJIEHHOIO Ha
MEXaHU3M pa3BUTHUS 3a00sieBaHus) peakuX (OppaHHbIX) 3a00ICBaAHMIA;

(m. 6.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

6.2) OuoyorMyeckue JIeKapCTBEHHBIE MperapaThl - JIEKAPCTBEHHBIE IpernapaThl, AeHcTBYyolIee
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 11.06.2021) [okyMeHT npepoctasneH KoHcynbraHTlntoc

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

BEIIIECTBO KOTOPHIX MPOU3BEIECHO MM BBIJEIIEHO U3 OMOJIOTMYECKOTO MCTOYHUKA U JJISl OMpeeNieHus
CBOMCTB M KadyecTBa KOTOPHIX HEOOXOAMMAa KOMOHWHAIMS OHMOJOTHYECKHX U (DU3HKO-XMMHUYECKHUX
MeTooB. K OHONIOTrMYEecKHM JICKapCTBEHHBIM IpernapaTtaM OTHOCATCS HMMYHOOHOJIOTHYECKUE
JIEKapCTBEHHBIC TpPENapaThl, JIEKAPCTBEHHBIC IMpenaparsl, IMOJIYyYEHHBIE W3 KpPOBU, IUIa3Mbl KPOBHU
YEeJIOBEKa M JKMBOTHBIX (32 HMCKIIOUEHHWEM IIEIHbHOM KpPOBHU), OMOTEXHOJOTUYECKHUE JICKAPCTBEHHBIE
npenaparsl, TeHOTepaneBTUYECKHE JIEKAPCTBEHHBIC MTPENapaThl;

(m. 6.2 BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

7) WMMYHOOHMOJOTHYECKHE JICKapCTBEHHBIE TMpemapaThl - JIEKApCTBEHHBIC IMIperaparsl,
NpeaAHa3HAYCHHBIC IJIA q)OpMI/IpOBaHI/ISI AKTUBHOI'0 HJIM MAaCCMBHOI'O MMMYHHUTCTA oo JUAarHOCTHUKHN
HaJIN4Uns HMMYHUTCTA niin AUArHOCTUKU CHGIII/I(bI/I‘-IeCKOFO HpI/IO6p€TCHHOFO U3MCHCHUA
MMMYHOJIOTHYECKOTO OTBETa Ha aUIeprH3upyloIme BemectBa. K  HMMMyHOOMOJOTHYECKHM
JIEKapCTBEHHBIM  MpenaparaM  OTHOCSTCS  BaKIMHBI, AHATOKCUHBI,  TOKCHUHBI,  CHIBOPOTKH,
MMMYHOTJIOOYJIHHBI U aJlIEPTeHBI;

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

7.1) OMOTEXHOJOTMYECKUE JIEKAPCTBEHHBIE IIpenapaTbl - JIEKAPCTBEHHBIE IIperaparsl,
MIPOU3BOJICTBO KOTOPBHIX OCYIIECTBIISIETCSI C HCIIOJIB30BAaHHEM OHOTEXHOJIOTHYECKUX TPOIECCOB U
MeTo0B (B Tom unciie JJHK-pekoMOMHAaHTHON TEXHOJIOTHH, TEXHOJIOTHH KOHTPOJIUPYEMOM IKCITPECCUH
I€HOB, KOAMPYIOIIUMX OMOJIOTMYECKH AaKTHUBHbIE O€JKM B NPOKApUOTaX M 3YKApHOTax, BKIIOYAs
M3MEHEHHBIE KJIETKH MJIEKOIUTAIOIIUX ), THOPUIOMHOTO METO/Ia U METOa MOHOKJIOHAJIbHBIX aHTHUTEN,
(m. 7.1 BBeneH ®PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

7.2) TreHoTepamneBTUYECKUE JICKAPCTBEHHbIE TMpemnaparbl - JIGKAPCTBEHHBIC Ipenaparsl,
(dapmarneBTHUeCKass CyOCTaHIIUSI KOTOPBIX SIBISETCS PEKOMOWHAHTHOW HYKJICHMHOBOW KHCIIOTOW HITU
BKJIIOYaeT B ce0sf1 pPEeKOMOWHAHTHYIO HYKJICHMHOBYIO KHCJIOTY, TIO3BOJISIONIYIO OCYIIECTBISITH
peryJupoBaHue, perapaluio, 3aMeHy, 100aBJICHHE WK yIaJleHHe TEHETHYECKOM MOCIe10BaTeIbHOCTH;
(m. 7.2 BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

8) HapKOTHUYECKHE JIEKAPCTBEHHBIC CPEJICTBA - JICKAPCTBEHHBIC MpemnapaThl U (papMarieBTHIECKHE
CyOCTaHIMH, COJEpKalliNe HAPKOTHYECKHWE CPEJCTBAa M BKIIOUEHHBIC B llepedeHbh HAPKOTHYECKUX
CPENCTB, IICUXOTPOINHBIX BEIIECTB M HMX IMPEKYypCOpOB, MNOUIEKAIIUX KOHTpoIO B Poccuiickoit
®denepani, B COOTBETCTBUHM C 3aKOHOAATENHCTBOM Poccuiickoit dexpepanuu, MexITyHApOIHBIMHU
noropopamu Poccuiickoit ®@enepanuu, B TOM yucie EAMHON KOHBEHIIMEH O HAPKOTUYECKUX CPEACTBAX
1961 rona;

9) MCUXOTPOIHBIEC JIEKAPCTBEHHBIC CPEJICTBA - JIEKAPCTBEHHBIE MpemapaThl U (GapMaleBTUIECKUE
CyOCTaHIMH, COJEpKaIlie TNCUXOTPONHBIC BEIIECTBA M BKIIOYCHHBIC B llepeueHh HAPKOTHUECKUX
CPENCTB, IICUXOTPOINHBIX BEIIECTB M HMX IMPEKypCOpOB, MOUIEKAIMUX KOHTpoIO B Poccuiickoit
®denepanii, B COOTBETCTBUHM C 3aKOHOAATENLCTBOM Poccuiickoit dexpeparuu, MexITyHApOIHBIMHU
noropopamu Poccuiickoit @enepanun, B ToM unciie KoHBeHIMEH 0 NMCUXOTPOMHBIX BemecTBax 1971
roja;

10) pammodapmarieBTHUECKHE IIEKaPCTBEHHBIE CPEICTBA - JIEKAPCTBEHHBIE CPEICTBA, KOTOPHIE
COJIepKaT B TOTOBOM ISl UCTIOIB30BaHUS ()OpME OJUH PAJAUOHYKIIU] WIA HECKOIBKO PaIMOHYKIHIOB
(pamnoakTUBHBIX U30TOTOB);

10.1) opuruHaIbHBIM JIEKApCTBEHHBIM TMpenapaT - JEKapCTBEHHBIM mpenapar ¢ HOBBIM
JICUCTBYIOIIMUM BEILIECTBOM, KOTOPBIM IMEpPBBIM 3apeructpupoBaH B Poccuiickoit denepanmu und B
MHOCTPAHHBIX TIOCYJapCTBax HAa OCHOBAaHMU  PE3YyJIbTaTOB  JOKIMHMYECKUX  HCCIEAOBAHUI
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

JICKQpCTBEHHBIX ~ CPEICTB W KIMHMYECKMX  HCCIICOBAHUIM  JIGKAPCTBEHHBIX  IPENapaToB,
MOATBEPKIAIOIIUX €r0 KauyecTBO, 3P(HEKTUBHOCTh M O€30MaCHOCTH;
(n. 10.1 BBenen denepanbHbiM 3ak0HOM 0T 27.12.2019 N 475-D3)

11) pedepenTHBII JEKaPCTBEHHBII Npenapar - JeKapCTBEHHbIN MTpernapaT, KOTOPbIH UCIOIb3YEeTCs
JUISL OLIEHKH OMO3KBHBAJICHTHOCTH WJIM TepareBTUUYECKON 3KBUBAJICHTHOCTH, KauecTBa, 3 PpeKTUBHOCTH
u  0e30macCHOCTH  BOCIPOM3BEIEHHOIO  JIEKAPCTBEHHOIOo  Ipernapara Wid  OMOaHaJIOrOBOTO
(buomogo0OHOrO)  JEeKapcTBEHHOro  mpemapata (Owoananora). B kauectBe  pedepeHTHOro
JIEKapCTBEHHOI'O Ipemapara Uil MEIUIUHCKOrO IPUMEHEHHUS HCIOJIb3YeTCS  OpPUTMHAJIBHBIN
JIEKapCTBEHHBIN IIpenapat JIn0o0, €Cu OpUTMHAIbHBINA JIEKAPCTBEHHBIN IpernapaTr He 3aperucTpUpOBaH
WK He HaxoauTcsl B obopore B Poccuiickoit ®denepanyiv 1 HE HAXOAUTCS B 000POTE€ B MHOCTPAHHBIX
rocy/apcTBax, BOCHPOM3BEICHHBIN JIEKApCTBEHHBIM INpenapaT Wid OMOaHanIoroBbli (OMOMOJOOHBIN)
JIeKapCTBEHHbIH Mpenapar (01MoaHaor), KOTOPbIi NEpBbIM 3apETUCTPUPOBAH U3 YUCIIA HAXOJAIIUXCS B
obopore B Poccuiickoit ®deneparyy, OMOIKBUBAJICHTHOCTh WJIM TepaneBTUYECKas HKBUBAJIEHTHOCTD,
Ka4yecTBO, 3(PPEKTUBHOCTh U 0€30IaCHOCTh KOTOPOTO OICHWBAIMCH MO OTHOLICHUIO K OPUTHHAIBHOMY
JEKapCTBCHHOMY TMpemnapary, a TakkKe KadecTBO, J(PQPEKTUBHOCTP M OE30MacHOCTh KOTOPOTO
MOJITBEPKIAIOTCS pe3ysIbTaTaMy (hapMaKkoHaI30pa U IPOBEPOK COOTBETCTBUS JICKAPCTBEHHBIX CPEJICTB,
HaXOJAIIUXCS B TPakJaHCKOM 00OpOTe, YCTaHOBJIEHHBIM TpeOOBaHUSM K MX KadecTBy. B kauecTe
peepeHTHOro JIEKapCTBEHHOI'0  IIpernapara /s BETEPUHAPHOIO HPUMEHEHHS HCIOJIb3YeTCs
JIEKapCTBEHHbIM Ipenapar Ajs BETEPUHAPHOTO MPUMEHEHMs, 3aperucTpUpoBaHHBI B Poccuiickoit
@denepallii Ha OCHOBAaHMM PE3YJIBTATOB JOKIMHUYECKUX HCCIIEIOBAaHUI JIEKAPCTBEHHBIX CPEICTB U
KJIMHUYECKUX MCCIEAOBAaHUN JIEKAPCTBEHHBIX IIPENApaToB, MOATBEP)KIAIOIIMX €ro KayecTBO,
3¢ (HeKTHBHOCTE M 0€30MaCHOCTb;
(m. 11 B pen. denepanpHoro 3akona ot 27.12.2019 N 475-D3)

12) BOCHpOM3BEICHHBIN JICKAPCTBEHHBIM TMpenapaT - JIEKApCTBEHHBIM Mpemapar s
MEIUIIMHCKOTO TPUMEHEHHS, KOTOPBIH HMEEeT OJKBUBAJCHTHBIH pePepeHTHOMY JIEeKapCTBEHHOMY
IpenapaTy KaueCTBEHHBIN COCTaB M KOJIMYECTBEHHBIN COCTAB JIEHCTBYIOIINX BEUIECTB B DKBUBAJICHTHON
JIEKapCTBEHHOH (opme, 100 JeKapCTBEHHBIM Npemnapar i BETEpUHAPHOTO MPUMEHEHHsI, KOTOPBIH
UMEeT Takue e, 4YTO U peQepeHTHBbIM JIeKapCTBEHHBIM Mpenapar, KaueCTBEHHBIH COCTaB U
KOJIMYECTBEHHBI  COCTaB JICHCTBYIONIMX BEIIECTB B TaKOW K€ JIGKapCTBEHHOW  (Qopme,
OMOPKBUBAJICHTHOCTh WM  TEpamleBTHUYECKas HSKBHUBAJICHTHOCTb KOTOPBIX COOTBETCTBYIOIIEMY
pedepeHTHOMY JIeKapCTBEHHOMY IpenapaTy MOATBEPKIeHa COOTBETCTBYIOIIUMU HCCIEA0OBAHUSIMU;

(n. 12 B pen. denepanpHoro 3akona ot 27.12.2019 N 475-D3)

12.1) TepaneBTryecKas 3KBUBAJIEHTHOCTD JIEKAPCTBEHHBIX IIPENAPATOB - JOCTUKEHUE KIIMHUYECKU
COIIOCTAaBUMBIX TepaneBTHudeckoro 3ddekra m mokaszarenelr 3hdekTuBHOCTH W 0€30MACHOCTH TIPH
MPUMEHEHUH JIEKAPCTBEHHBIX IpEenaparoB Ui MEIUIUHCKOTO MPUMEHEHHUs, HUMEIOUIMX OJHO
MEXJIyHapOJAHOE HENAaTeHTOBAaHHOE (WIM XUMMYECKOe, WJIM TIpPYyNIUPOBOYHOE) HAUMEHOBAaHUE, B
SKBUBAJICHTHBIX JI03UPOBKAX MO OJHUM M TE€M € MOKa3aHUSAM K NMPUMEHEHHIO M TIpU OJUHAKOBOM
crioco0e BBeJICHHsI Y OJHOM U TOH K€ TPYIIBI OOJIBHBIX;

(n. 12.1 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

12.2) 6uoananorosblii (0Monog00HBIN) JIeKapCTBEHHBIN MpenapaT (OnoaHanor) - OMOJIOrnYecKuit
JIEKapCTBEHHBIN IpernapaT, CXOXHUW 10 MapaMmerpam KadecTBa, dPQPEKTUBHOCTH M O€30MacCHOCTU C
peepeHTHBIM OHOJIOTMYECKUM JIEKAaPCTBEHHBIM IIpENapaToM B TaKOW K€ JIEKApCTBEHHOW (opme U
UMEIOIIUI UICHTUYHBIHN cI10c00 BBEJCHNUS;

(m. 12.2 BBenen PenepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

12.3) B3auMo3aMEeHsIEMbIi JIEKapCTBEHHBIN MpernapaT - JICKapCTBEHHBIN MpenapaTr ¢ J0Ka3aHHOU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

TEpaNeBTUUECKOW HKBUBAJIEHTHOCTbIO WM OMOIKBHUBAJIEHTHOCTHIO B OTHOIIEHUH pePEepeHTHOTO
JIEKapCTBEHHOI'O Mpenapara, MUMEIOLINI SKBUBAJIEHTHBIE €My KaUECTBEHHBI COCTaB U KOJIMYECTBEHHBIN
COCTaB JICHCTBYIOLIUX BEIIECTB, COCTAB BCIIOMOTAaTEIbHBIX BEILECTB, JIEKAPCTBEHHYIO (hopMy U criocod
BBEJICHUS;

(m. 12.3 BBenen @enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

12.4) OHMOAPKBUBAJICHTHOCTh JIEKAPCTBEHHBIX TNPENapaToB - JIOCTUKCHHUE COMOCTABUMBIX
MoKaszaresieil CKOPOCTH BCACHIBAHUS, CTEIICHH TIOCTYIUICHUSI K MECTY JCUCTBUS U CKOPOCTH BBIBEICHUS
OJTHOTO WJIM HECKOJIBKUX 00Jadaromux (apMaKoIOTHIECKOW aKTUBHOCTBIO JIEHCTBYIOIINUX BEIIECTB MPHU
MPUMEHEHUN JICKAPCTBCHHBIX MPENaparoB Ui MEIUIMHCKOTO TPUMEHEHHUS, HWMEIONINX OJHO
MEXYHApOJAHOE HEMAaTCHTOBAHHOE (MJIM XHMHUYECKOE, WM TPYNIUPOBOYHOE) HAWNMEHOBAaHUE, B
SKBHBAJICHTHBIX JIO3UPOBKAX U MIPH OJIMHAKOBOM CIIOCO0E BBEJICHUS;

(n. 12.4 BBenen denepanbHbiM 3aK0HOM OT 27.12.2019 N 475-D3)

13) nekapcTBEHHOE PACTUTEILHOE CBHIPHE - CBEXKHE WM BBICYIICHHBIE PACTEHUS MO0 UX YacTH,
HCIIONb3yEMbIE [IJIsl TPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB OpPraHU3ALMSIMU - MPOU3BOAUTEISIMU
JIEKAPCTBEHHBIX CPEJICTB MM MU3TOTOBJICHUS JIEKAPCTBEHHBIX MPENApPaTOB aNTECUHBIMU OpraHU3aIUsIMU,
BETEPUHAPHBIMH ANTEYHBIMH OPTraHU3alUSIMU, WHIAUBHIYAILHBIME MPEANPUHUMATEIIIMH, HMCIOIIUMU
JUIEH3UIO Ha (apMalleBTUYECKYIO I€ATEIbHOCTb;

14) nexkapCcTBEHHBIM PACTUTEIBHBIN Mpenapar - JEKapCTBEHHBIN Mperapar, MPOW3BEICHHBIN WIN
W3TOTOBJICHHBIN U3 OJIHOTO BUA JIEKAPCTBEHHOT'O PACTUTEIHHOTO ChIPhS WM HECKOJIBKUX BUAOB TAKOTO
CBIPBS M pean3yeMblil B pach)acOBAaHHOM BHUJIE BO BTOPUYHOM (TIOTPEOUTENBCKON) YIIAaKOBKE;

15) romeonarnyeckuil JeKapCTBEHHBIM Mpenapar - JEKapCTBEHHBIN Ipernapar, NpOU3BEICHHbIN
WIA W3TOTOBIICHHBIH M3 (apManeBTHYECKOW CyOCTaHIMM WM (PapMalleBTHYECKHX CYOCTaHIMI B
COOTBETCTBUM C TpeOOBaHUSAMU OOIIMX (apMaKONEHHBIX CTaTe K rOMEONaTHYeCKUM JIeKapCTBEHHBIM
npernaparaM MM B COOTBETCTBUU C TpeOOBaHMAMHU (apMakolen CTpaHbl MPOU3BOJUTENS TAKOTO
JIEKapCTBEHHOI'O IIpernapara;
(m. 15 B pen. denepanpHoro 3akona ot 22.12.2014 N 429-D3)

16) MexIyHapoJHOE HEMAaTEeHTOBAHHOE HAMMEHOBAaHWE JIGKAPCTBEHHOTO  CpEeACTBA -
HAaMEHOBAHHME [ICHCTBYIOIIETO BemiecTBa (hapMameBTUYECKOW CyOCTaHIIMHM, PEKOMEHJIOBAaHHOE
BcemupHoii oprannszanuen 31paBoOXpaHeHUs;

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

17) ToproBoe HaMMEHOBAaHUE JIEKAPCTBEHHOI'O CpEJCTBA - HAMMEHOBAaHHE JIEKapCTBEHHOI'O
CpeACTBa, MPHUCBOCHHOE €ro pa3pabOTYMKOM, JepiKaTeleM WM BIAJENbIeM PErucTpPaluoOHHOTO
yZIOCTOBEPEHH S IEKApPCTBEHHOTI'O IIpeNapara;

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

17.1) rpynmupoBOYHOE HaWMEHOBaHHE JIEKapCTBEHHOTO Ipenaparta - HauMEHOBaHUE
JIEKapCTBEHHOI'O IIpernapaTa, He UMEIOIIEro MEXAyHapOAHOIO HENAaTCHTOBAHHOTO HAMMEHOBAHUS, WIH
KOMOMHAIIMM JIEKapCTBEHHBIX NpEenapaToB, MCIOJIb3yeMOE B LEISIX OOBEAMHEHHS UX B TPYIIy HOJ
€MHBIM HAUMEHOBAHUEM UCXO/S U3 OJUHAKOBOI'O COCTaBa JCHCTBYIOLIUX BEIIECTB;

(n. 17.1 BBenen denepanbHbiM 3ak0HOM 0T 22.12.2014 N 429-D3)

18) obmas papmakorneiiHas CTaThs - TOKYMEHT, YTBEPKICHHBIH YITOITHOMOUYEHHBIM (eiepaaTbHbIM
OpPTraHOM HCIIOJTHHUTEIBHOM BJIACTH M COJACPKAIIMK MEpeYeHb MoKa3aTeNiell KayecTBa M (MJIM) METOJIOB
KOHTPOJII KauyecTBa KOHKPETHOH JIEKapCTBEHHOH (DOpMBI, JEKAPCTBEHHOTO PACTHTEIBHOTO CHIPHS,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

onucaHus  OUOJOTHMYECKUX,  OMOXMMHUYECKMX,  MHKPOOHMOJIOTHYECKUX,  (PU3HKO-XUMHUYECKUX,
($U3NYECKNUX, XUMHUUECKUX U JIPYTHX METOAOB aHAJIN3a JICKAPCTBEHHOI'O CPEJICTBA, a TaKkKe TPEOOBaHHS
K HCIOJIb3YCMBIM B LCIAX IMMPOBCACHHA MJAHHOI'O aHa/In3da pPCEaKTUBaM, THUTPOBAHHLIM pacCTBOpaM,
HHIUKATOpaM;

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

19) dapmakorieiiHass cTaThsi - JOKYMEHT, YTBEP)KICHHBIH YIOJIHOMOYEHHBIM (eaepaTbHbIM
OpraHOM HCIIOJIHUTEIbHONW BIIACTH U COJEpXKAIIMil TepedeHb IoKa3aTenell KadecTBa U METOJIOB
KOHTPOJIA KaueCTBa JICKAPCTBEHHOT'O CPEJICTBA;

(B pen. @eaepanbHoro 3akona ot 22.12.2014 N 429-D3)

19.1) cranmapTHbIe 00pa3Ibl - BEMIECTBA, TOCPEIICTBOM CPABHEHHS C KOTOPBHIMH OCYIIECTBIISCTCS
KOHTPOJIb KauecTBa MCCIEAYEMBIX JIEKAPCTBEHHBIX CPEJICTB C IMOMOIIbI0 (U3UKO-XUMHUYECKUX U
OMOJIOTMYECKUX METOJOB B LENAX IOATBEPXkKAECHUS COOTBETCTBUS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM HOPMATHBHON NOKYMEHTALMH, YCTAHOBJIEHHBIM IPH OCYILECTBJIEHUHM I'OCYIapCTBEHHOMN
perucTpanyy, U KOTOpbIE NPUMEHSIOTCS Ul KaIUOPOBKM CTaHJAPTHBIX OOpa3LlOB MPOM3BOIUTENS
JIEKapCTBEHHBIX CPEACTB, HCIOJB3YEMBIX I KOHTPOJS KauecTBa M HHBIX LEJNeld MpU OOpalieHuH
JIEKapCTBEHHBIX CPE/ICTB;

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

19.2) dapmakoneiHblii cTaHAApTHBIA oOOpasel - CTaHAApTHBIM 00pa3el, MPOU3BEACHHBIM B
COOTBETCTBUH C (papMaKONEItHON CTaThel;
(1. 19.2 BBenen denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

20) HOpMaTHBHasi JOKYMEHTAlUsl - JOKYMEHT, COJEpXallUi IepeueHb ONPENEIIEMbIX I10
pe3yabTaTaM COOTBETCTBYIOHIMX S3KCIIEPTU3 MOKa3aTeled KadecTBa JIEKAPCTBEHHOI'O CpPEACTBA s
MEUIIMHCKOTO MPUMEHEHHSI, METOJIOB KOHTPOJISl €r0 Ka4eCTBa U YCTaHOBJICHHBIHN €ro MPOU3BOIUTENIEM;

21) HOpMATHBHBIN JOKYMEHT - TOKYMEHT, COJIep Kl IepedeHb ONpeiesiIeMbIX M0 pe3yibTaTaM
COOTBETCTBYIOIIMX OKCIEPTH3 TOKa3zaTenei KadecTBa M (WJIM) METOJOB KOHTPOJS KadecTBa
JEKapCTBEHHOW  (OpPMBI, OINUCAHUS OUONOTUYECKUX, OMOXMMHUYECKUX, MHUKPOOHUOIOTUYECKHUX,
(UBHKO-XUMHYECKUX, PUINICCKUX, XUMHUECKUX U JPYTUX METOJOB aHAIM3a JICKAPCTBEHHBIX CPEICTB
JUTsl BETEPUHAPHOTO TIPUMEHEHUS, TPeOOBAaHUS K UCIIOIB3YEMBIM B LIETISIX MTPOBEACHUSI JAHHOTO aHAJIN3a
peakTHBaM, TUTPOBAHHBIM PAaCTBOPAM, UHIMKATOPAM M YCTAHOBIICHHBIN €r0 MIPOU3BOIUTEIICM;

21.1) oOmui TEXHUYECKHH JOKYMEHT - KOMIUICKT JOKYMEHTOB W MaTEPHUAJIOB, COCTOSIIHHA W3
HECKOJIbKUX  pa3fenoB -  JOKYMEHTAllMl  aJMUHUCTPATUBHOTO  XapakTepa, XUMHUYECKOM,
(dapmaneBTHUECKON W OHOJOTHYECKOW TOKYMEHTAaIluu, (apMaKOJIOTHYECKOW, TOKCHKOJIOTHYECKON
JOKYMEHTAIMU, KIMHUYECKOW JOKYMEHTAllMd M MPEACTABIISIEMbI OJHOBPEMEHHO C 3asBICHUEM O
rOCYJapCTBEHHON pErucTpaluy JEKAapCTBEHHOIO TMpenapara JUisi MEIUIMHCKOTO TPUMEHEHHUS B
dhopmate, yCTaHOBJICHHOM YIIOJTHOMOYEHHBIM (peiepaIbHbIM OPTraHOM HCTIOJTHUTEIHFHOM BJIACTH;

(m. 21.1 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

22) Ka4yecTBO JIEKApPCTBEHHOT'O CPEJICTBA - COOTBETCTBUE JIEKAPCTBEHHOI'O CPEICTBA TPeOOBAHUAM
¢dapmakoneiHoil craTbM JUOO B Cllydae €€ OTCYTCTBHS HOPMATHBHOM JOKYMEHTAllMM WM
HOPMAaTUBHOT'O JIOKyMEHTA;

23) 0e30macHOCTh JIEKAPCTBEHHOTO CPEICTBA - XapaKTepUCTHKA JIEKAPCTBEHHOTO CpPEICTBA,
OCHOBaHHasi Ha CPaBHUTEJILHOM aHaiu3e ero 3(eKTUBHOCTH U PUCKa MPUUMHEHUS BpEa 3/10pPOBbIO;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

24) 3¢ ¢eKTUBHOCTh JIEKApCTBEHHOTO Ipernapara - XapaKTepUCTHKA CTENEHH IOJIOKUTEIbHOIO
BIMSIHUS JIGKAPCTBEHHOTO TMperapara Ha TEYeHHE, IPOJODKUTENBHOCTh 3a00JIeBaHUsI WM  €ro
IIPEeI0TBPALLEHUE, pEaOUIUTALINIO, HA COXPAHEHUE, IPEJOTBPAIEHUE WIH IIpepbIBaHIE OEPEMEHHOCTH;

25) cepusi JIEKapCTBEHHOTO CPEICTBA - KOJIMYECTBO JICKAPCTBEHHOI'O CPEIICTBA, MPOU3BEICHHOE B
pe3ynbTaTe OJJHOTO TEXHOJIOTHYECKOTO IIMKJIA €ro MPOM3BOUTEIIEM,

26)  perucTpalliOHHOE  YJOCTOBEPEHHME  JIEKAPCTBEHHOro  Ipermapara -  JOKYMEHT,
MOJTBEPXKAAIOUINNA (PaKT rOCYAapCTBEHHON PErucTpallu JIEKapCTBEHHOTO IIpenapara;

26.1) nepkareib WM BIaJETEl] PETUCTPAIIMOHHOTO YIOCTOBEPEHHSI JIEKApCTBEHHOTO Mpernapara -
pa3paboTYMK JIEKAPCTBEHHOTO CPEJICTBA, IPOW3BOAUTENh JICKAPCTBEHHBIX CPEICTB WM HWHOE
IOPUINYECKOe JINIO, 00Ja/Iatoliee MpaBOM BIIQJCHUS PETUCTPAIIMOHHBIM yIIOCTOBEPEHHEM, KOTOPHIE
HECYT OTBETCTBEHHOCTh 32 KauecTBO, 3(p(HeKTHBHOCTH M 0€301MacHOCTh JIEKAPCTBEHHOTO TIpenapara;

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

27) perucTpalioHHbI HOMEp - KOJ0BOE 0003HaUEHHUE, TPUCBOCHHOE JIEKAPCTBEHHOMY INpernapary
IIPYU €r0 FOCYAaPCTBEHHON PETUCTPALIUN;

28) oOpamieHue JIGKApPCTBEHHBIX CPEICTB - pa3paboTKa, JOKIMHUYECKUE WCCICIOBAHUS,
KIIMHIYECKUE MCCIIEIOBAHUS, SKCIIEPTH3a, TOCYIAPCTBEHHAsI PETUCTPAINs, CTAHIAPTH3AIMS U KOHTPOJIh
Ka4yecTBa, MPOU3BOACTBO, M3rOTOBJIEHUE, XpaHEHHWE, IMepeBO3Ka, BBO3 B Poccuiickyto Denepannro,
BbIBO3 U3 Poccuiickoit ®enepauuu, pekiama, OTIYCK, peailu3alus, Iepenadya, MPUMEHEHUE,
YHHUTOKEHHUE JIEKAPCTBEHHBIX CPEICTB;

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-D3)

29) cyOBexkTsl OOpamieHusi JIEKapCTBEHHBIX CPEACTB - (U3UYECKUE JMIa, B TOM YHUCIE
WH/IWBUIYaIbHbIC MPEINPUHUMATEIH, U IOPUIMYECKUE JIUIA, OCYIICCTBISIONINE NESTEIFHOCTh TPU
00palIeHny JIEKapCTBEHHBIX CPEJICTB;

30) pa3paboT4HK JEKaPCTBEHHOT'O CPEICTBA - OpraHu3aIus, odaagaronias mpaBaMy Ha Pe3yJIbTaThl
JNOKIIMHUYECKUX  HCCIENOBAaHUM  JIEKApCTBEHHOIO  CPEACTBA,  KIMHHYECKUX  HCCIeIOBaHUMN
JIEKapCTBEHHOTO TIpernapaTa U (W) Ha TEXHOJIOTHIO IPOU3BOICTBA JIEKAPCTBEHHOT'O CPEJICTBA;

(B pen. ®enepanbuoro 3akona ot 22.12.2014 N 429-D3)

31) mpou3BOACTBO JEKAPCTBEHHBIX CPEICTB - ACATEIHHOCTH MO TMPOW3BOJCTBY JIEKAPCTBEHHBIX
CpPEACTB OpraHM3alUsiIMH - TPOU3BOJAUTEISIMU JIEKAPCTBEHHBIX CPEJICTB HA OJHOM CTaJINH, HECKOJIBKUX
WJIM BCEX CTaAUAX TEXHOJOTMYECKOIO IIPOLECCA, a TAKXKE [0 XPAHEHUIO U peAIM3alU IIPOU3BEICHHBIX
JIEKapCTBEHHBIX CPEJCTB;

31.1) npou3BOACTBEHHAs IUIOIIAAKA - TEPPUTOPHATILHO 000COOIECHHBIN KOMITJIEKC POU3BOIUTENS
JIEKapCTBEHHBIX CPEJCTB, IPEJAHA3HAUEHHBIM /I BBIIIOJIHEHUS BCEro IIpoliecca IPOU3BOJCTBA
JIEKapCTBEHHBIX CPE/ICTB WM €r0 ONPEEIEHHON CTaauH;

(m. 31.1 BBenen PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

32) IIPOU3BOAUTEIIb JICKAPCTBECHHBIX CPCACTB - OpraHu3anus, OCYIICCTBJIAIOMIAsA IPOU3BOACTBO
JICKApCTBCHHBIX CPEACTB B COOTBCTCTBUU C Tpe6OBaHI/I$IMI/I HaCTOoAIICTO CDC,Z[CpaJ'ILHOFO 3aKO0Ha,

33) (bapMaI_ICBTI/I‘-IeCKaSI ACATCIIBHOCTD - ACATCIBbHOCTDh, BKIIIOYAKOIIas B cels OIITOBYIO TOPTOBJITO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

JIEKapCTBEHHBIMU  CPEICTBAMH, WX XpaHEHHE, TMEPeBO3KY H (WJIM) PO3HUYHYI TOPTOBIIIO
JICKapCTBEHHBIMH TIpenapaTaMy, B TOM YHCJE AWCTAaHIMOHHBIM CIIOCOOOM, UX OTIYCK, XpaHEHHE,
NIEPEBO3KY, N3TOTOBIICHHUE JIEKAPCTBECHHBIX IPENapaToB;
(B pen. ®exnepanbHoro 3akona ot 03.04.2020 N 105-03)

34) opraHuzanusi ONTOBOW TOPTOBIM JIEKAPCTBEHHBIMH CpEACTBAMU -  OpraHHU3aIus,
OCYILIECTBJIAIONAsl ONTOBYIO TOPIOBIIO JIEKAPCTBEHHBIMU CPEICTBAMM, UX XPAaHEHHE, IIEPEBO3KY B
COOTBETCTBUHM € TpeOOBaHUAMM HacTosiero denepanbHOro 3aKoHa;

35) amre4yHass opraHuzalUs - OpraHU3alus, CTPYKTYpHOE TMOJpa3fclieHue MeIUIUHCKON
OpTraHM3aINH, OCYIIECTBIISIONMINE POSHUYHYIO TOPTOBIIIO JICKAPCTBEHHBIMHU IIpPETapaTaMy, B TOM YHCIIE
JTUCTAHIIMOHHBIM  CIIOCOOOM, XpaHEHHe, TIePEeBO3KY, W3TOTOBIEHHE U OTIYCK JIEKapCTBEHHBIX
MpermapaToB Ui MEIUIIMHCKOTO TPHUMEHEHHS B COOTBETCTBHH C TPEOOBAHHSMH HACTOSIIETO
denepalibHOTO 3aKOHA;

(B pen. ®enepanbHbix 3aK0HOB OT 25.11.2013 N 317-®3, ot 03.04.2020 N_105-D3)

36) BeTepuHapHas anTeyHas OpraHU3alus - OpraHu3allus, CTPYKTYpHOE ToJpa3ielieHue
BETEPUHAPHOW  OpraHW3ali¥, OCYIIECTBISIIONIMNEG  PO3HUYHYID  TOPrOBIIO  JIEKAPCTBEHHBIMU
mpermapaTaMi, B TOM 4YHCIIE JUCTAHIIMOHHBIM CIIOCOOOM, XpaHEHHWE, W3TOTOBJICHHE U OTITYCK
JICKapCTBCHHBIX TIPENapaToB Il BETCPUHAPHOTO TPHUMECHEHHS B COOTBETCTBHH C TPECOOBAHHSMH
HacTosmiero denepaabHOro 3aK0Ha;

(B pen. ®enepanbHoro 3akona ot 03.04.2020 N 105-03)

37)  danpcudunMpoBaHHOE  JEKAPCTBEHHOE  CPEICTBO -  JIEKAPCTBEHHOE  CPENICTBO,
COITPOBOKIaEMOE JIOKHON MH(OPMAIIHEH O ero cocTaBe U (W) MPOU3BOJUTEIC;

38) HemoOpOKAaueCTBEHHOE JIEKAPCTBEHHOE CPEJACTBO - JICKAPCTBEHHOE CPEACTBO, HE
COOTBETCTBYIOIIICE TpeOOBaHUAM (papMaKONEHHON CTaThH JIMOO B Clydae €e OTCYTCTBHUSI TPeOOBaHMSIM
HOPMAaTUBHOM TOKyMEHTAllMU I HOPMAaTUBHOTO TOKYMEHTA;

39) KOHTpa(l)aKTHoe JICKAPCTBCHHOC CPCACTBO - JICKAPCTBEHHOC CPCACTBO, HAXOAALICCCA B
060p0Te C HAPYIICHUCM I'PAKIAHCKOTO 3aKOHOAATCIILCTBA,

40) [OKIMHHMYECKOE  HCCICIOBAaHUE  JICKAPCTBEHHOTO  CpPEACTBA -  OMOJOTHUYECKHE,
MI/IKpO6I/IOJ'IOFI/I‘~IeCKI/I€, I/IMMYHOJ'IOFI/I‘-IGCKI/IG, TOKCHUKOJOI'MYECKUEC, q)apMaKOHOFI/I‘-IeCKI/IG, q)HSI/I‘{eCKI/Ie,
XUMHNYCCKUC 1 )lpyrI/Ie HNCCIICOOBAHUS J'IeKapCTBeHHOFO Cpe)ICTBa HYTeM HpI/IMeHCHI/ISI Hay‘-IHBIX METOOOB
OIICHOK B IENIX TMOJYYCHHS JIOKa3aTeIbCTB OE30MacHOCTH, KadectBa U 3(()EKTHBHOCTH
JICKaApCTBEHHOT'O CPEJICTBA;

4]) KJIMHUYECKOE HCCIENOBAHUE JIEKAPCTBEHHOIO IIpernapara - HM3yYeHUE JMArHOCTUYECKUX,
Je4eOHbIX, MPOPUITAKTUIECKHX, (DaPMaKOIOTUIECKUX CBOIMCTB JIEKAPCTBEHHOTO MpernapaTta B IMporecce
€ro MPUMEHEHUs Y 4YeJIOBEKa, XUBOTHOIO, B TOM YMCII€ IPOLECCOB BCACBIBAHMS, PACHpPECIICHUS,
W3MEHEHHS M BBIBEJCHUS, IyTeM IPUMEHEHHS HAay4YHBIX METOJOB OLIEHOK B LEISAX MOJyYeHUs
JI0Ka3aTeNIbcTB 0€30MacHOCTH, KadecTBa M 3(PQPEKTUBHOCTH JIEKAPCTBEHHOIO Ipenapara, AAHHBIX O
HEeXKENaTeNbHBIX peaklUsX OpraHM3Ma uYeloBeKa, >KMBOTHOIO Ha MPHUMEHEHHE JIEKapCTBEHHOTO
npemnapara ¥ 00 3¢dexre ero B3auMOJIEHCTBHS C JPYTMMH JIGKAPCTBEHHBIMU MpenapaTtamMu U (WIIn)
MUIIEBBIMU IPOAYKTAMHU, KOPMaMU;

42) MHOTOLIEHTPOBOE KJIMHUYECKOE MCCIIEIOBAHNUE JIEKAPCTBEHHOTO Mpernapara JJisi MeIUIIMHCKOTO
MPUMEHEHUS - KIMHWYECKOE WCCIIeIOBAaHNE JICKAapCTBEHHOTO TMpernapara s  MEIUIIMHCKOTO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 11.06.2021) [okyMeHT npepoctasneH KoHcynbraHTlntoc

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

NPUMCHCHUSA, IPOBOANMOC pa3pa6OT‘lI/IKOM JICKAPCTBCHHOI'O IIpCIiapaTa B JIBYX U boiee MCOUILIMHCKHX
opraHn3afusiax 1Mo CAMHOMY MPOTOKOY KIMHUYICCKOTO UCCICIOBAHUS JICKAPCTBCHHOTO IIpCIiapara,

43) MeXIyHapOJIHOE MHOTOLEHTPOBOE KIMHUYECKOE MCCIIEOBAHME JIEKAaPCTBEHHOI'O Iperapara
JUIS MEJMLMHCKOTO TNPUMEHEHHUS - KIMHUYECKOE HCCIIEJOBAHNUE JIEKAPCTBEHHOTO IIpernapara ajs
MCIUIIUHCKOI'0 IMPUMCHCHUS, MMPOBOANMOC pa3pa60Tth0M JICKApCTBECHHOT'O IIpfriapaTta B PA3JIMYHBIX
CTpaHax 10 eIMHOMY IIPOTOKOJIY KJIMHUYECKOTO UCCIIE0BAaHU JIEKapCTBEHHOI'O Mpenapara;

44) mOCTperucTpalioHHOEe KIMHUYECKOE WCCIIeI0OBaHUE JIEKApCTBEHHOTO TMpemapaTta s
MEIMIMHCKOTO TPUMEHEHUS] - KIMHUYECKOE MCCIEAOBAHUE JIEKAPCTBEHHOIO Mpemnapara s
MEIMIMHCKOTO MPUMEHEHHS, IPOBOAUMOE MPOU3BOJUTEIIEM JIEKAPCTBEHHOIO IIpenapara, rpaxJaaHCKun
000pOT KOTOPOTO OCYIIECTBISIETCS MOCIE TOCYAApPCTBEHHOM PETUCTPAIH, B LESAX JOMOTHUTEIHHOTO
coopa JaHHBIX O ero 0e30macHOCTH W A(PPEKTUBHOCTH, PACIIMPEHUS TMOKAa3aHUHW K MPUMEHEHHUIO
JTAHHOTO JIEKapCTBEHHOTO IMpernapara, a TAakKe BbIABICHUS HEXKEIATEIbHBIX PEAKIIUA MallMEHTOB Ha €ro
JIEUCTBUE;

45) wuccnenoBaHue OMOPKBUBAJIEHTHOCTH JIEKAPCTBEHHOIO IIperapara - BHUJ KIMHHYECKOTO
UCCIIEJOBaHMs JIEKAPCTBEHHOTO IIpenapaTa, IPOBEJEHUE KOTOPOrO OCYIIECTBISACTCS AJISl OIPEAEICHUS
CKOPOCTH BCAaChIBaHUS M BBIBEJCHHS OJHOTO WJIM HECKOJBKUX OO0JIAZAaromuX (apMaKoIOTHIECKOM
aKTUBHOCTBIO JICHCTBYIONIMX BEUIECTB, KOJHYECTBA JICKAPCTBEHHOTO IIperapara, JOCTUTAIOIIETO
CHCTEMHOTO KPOBOTOKA, M PE3YJIbTAThl KOTOPOTO MO3BOJIIOT CAEIATh BHIBOA O OMOAKBHBAJICHTHOCTH
BOCITPOHM3BEICHHOTO JIEKAPCTBEHHOTO Npernapara B ONpeIeIEHHbIX JIEKAPCTBEHHON (OpMe U JO3UPOBKE,
COOTBETCTBYIOIIUX (hOpME U JO3UPOBKE pehepeHTHOro JIEKapCTBEHHOTO Mpernapara;

(1. 45 B pen. enepanpHoro 3akona ot 22.12.2014 N 429-D3)

46) wuccrnenoBaHUE TEpPANEBTUYECKONW OSKBUBAJIEHTHOCTH JIEKAPCTBEHHBIX IIPENapaTroB - BHJ
KITMHAYECKOTO UCCIICOBAHMS JICKAPCTBEHHBIX MPEMapaToB, MPOBEACHNUE KOTOPOTO OCYIIECTBISIETCS IS
BBISIBJICHUS] OJIMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX IPEMAapaTOB OINPEACICHHON JIEKapCTBEHHOM (HOPMBI,
a TaKKe HaIMYMs OJMHAKOBBIX IOKa3zareneil Oe3omacHOCTH M S(PQPEKTHBHOCTH JIEKApCTBEHHBIX
MIPEernapaToB, OJJUHAKOBBIX KIMHUYECKHUX 3()(PEKTOB Npu UX NPUMEHEHHH;

47) IpOTOKOJ KIMHUYECKOTO MCCIIEOBAHUS JIEKAPCTBEHHOI'O IIperapara - JOKYMEHT, B KOTOPOM
OTIPENIENIAIOTCS EJH, (POPMBI OPTaHU3ALNUN U METOJIOJIOTHS MPOBEIACHUS KIMHUYECKOTO HUCCIICIOBAHMS,
CTAaTUCTHUYECKHE METOAbl O0OpabOTKH pe3yJbTATOB TAKOTO HCCIIEAOBAHUS U MEphbl MO OOECIEYEHUIO
0e30macHOCTH (U3NYECKUX JIMI, YYacTBYIOIIMX B KIMHUYECKOM HCCIEIOBAaHUU JIEKAPCTBEHHOTO
npernapara;

48) 6p0m10pa HCCIICAOBATCIIA - CBOAHOC U3JIOKCHUC PE3YJIbTATOB JOKIIMHUYCCKOI'O UCCIICAOBAHUA
JICKApCTBCHHOTO CpCACTBA MW  KIMHHUYCCKOI'O HCCICAOBAHUA JICKAPCTBCHHOI'O IIpenapara I
MCIUIIUHCKOI'O IPUMCHCHUA

49) uHpOpMalMOHHBINA JHMCTOK MalUEHTa - TOKYMEHT, B KOTOPOM COJEp>KaTcsi B JOCTYIHOMH
¢dopme cBelIeHMs, KacarolluMecss IMPOBOAMMOIO KJIMHUYECKOTO MCCIEJOBAHUS  JIEKAPCTBEHHOTO
npernapara, 1 B MUCbMEHHOM (hopMe TOOPOBOJBHOE cOrjlacHe MalMeHTa Ha ydacTHe B KIMHUYECKOM
UCCIIEIOBAaHUM JIEKAPCTBEHHOTO Iperapara Mocje O3HAKOMIIEHUS C OCOOEHHOCTSIMHM KJIMHHUYECKOTO
HCCIIEA0BaHUs, UMEIOIMMHU 3HA4E€HHE JUIS BBIPAKEHUS TAKOT'O COTJIACHS;

50) moOouHOe JeHCTBME - peakuus OpraHW3Ma, BO3HUKIIAS B CBA3M C INPUMEHEHUEM
JICKApCTBEHHOT'O IIpfrapara B J03aX, PCKOMCHAYCMbLIX B HWHCTPYKOHU 110 €ro HNpHUMCHCHHUIO, I
npoQUIAKTUKY, TUATHOCTUKH, JIEUCHUS 3a00I€BaHMs WK JUTS peabInTalny;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

50.1) HexenarenpHas peakUys - HENpeIHaAMepeHHas HeONarompusTHas peakUuus OpraHu3Ma,
KOTOpast MOKET OBITh CBsI3aHa C MPUMEHEHUEM JICKapCTBEHHOTO Mperapara;
(n. 50.1 BBenen PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

51) cepbe3Has HexenaTelbHas pPEaklMsl - HEXKeJaTeslbHas peaklMs OpraHu3Ma, CBS3aHHAs C
MPUMEHEHUEM JIEKapCTBEHHOTO Mpernapara, MpUBEIIas K CMEPTH, BPOKICHHBIM aHOMAJIHUSAM WU
MOpOKaM Pa3BUTHUS JIMOO MpeAcTaBisiomas co0oil yrpo3y >KW3HH, TpeOyromias roCIUTaIN3alul WIn
MpHUBEIIAs K CTOUKON yTpaTe TPYA0CTIOCOOHOCTH U (M) UHBATUIHOCTH;

52) HempeaBUACHHAS HEXKeNaTelbHas Peakius - HeKeJaTelbHas Peakiusi opraHu3Ma, KoTopas
CBSi3aHA C NPUMEHEHHEM JIEKapCTBEHHOTIO Mperapara B J03aX, PEKOMEHAYEMBIX B IIPOTOKOJE €ro
KIIMHAYECKOTO HCCIIEZIOBaHUs, OpOIIIOpe HCCIeAoBaTeNs, WIM C NPUMEHEHHEM JICKapCTBEHHOTO
npemapara B A03aX, PEKOMCHAYCMBIX B HHCTPYKIHMU II0 €ro NpUMCHCHHIO JJIA HpO(l)I/IJ'IaKTI/IKI/I,
JMAaTHOCTHKH, JICYCHUs 3a00JICBAaHHMSI WJIM MEIUIIMHCKON peadWIUTaluy TalUeHTa, W CYIIHOCTH,
TSDKECTh WJIM  HMCXOJl KOTOPOW HE COOTBETCTBYEeT HWH(OPMAIMU O JIGKAPCTBEHHOM IIperapare,
CoJiepiKalleiicss B MPOTOKOJIE €ro KIMHHYECKOTO HCCIEOBaHUS, OpOIIope HCCIeAoBaTes WU B
WHCTPYKIIMY TI0 TPUMEHEHUIO JIEKAPCTBEHHOTO TIPerapara;

(. 52 B pen. @enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

52.1) dapmakoHaa30p - BHUJ JEATEIBHOCTH 10 MOHHMTOPHUHTY 3()QEeKTUBHOCTH U OE30MacHOCTH
JIEKapCTBEHHbIX IpENapaToB, HANpPABICHHBIM Ha BBIABICHME, OLEHKY M IMpeAOoTBpalleHue
HE)XeJaTeNbHbIX MOCIECTBUNA NPUMEHEHHUS JIEKAPCTBEHHBIX NPENapaToB;

(m. 52.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

52.2) nnaH ympaBlieHUs PUCKaMHU - MOAPOOHOE ONMUCAHWE MEPONpPUATHH 1o (hapmMakoHAA30pY,
HaNpaBJICHHBIX Ha BBIABICHHUE, OLIEHKY M MPEJAOTBPAIICHNE WM MUHHUMH3ALIUIO PUCKOB, CBS3aHHBIX C
JIeKapCTBEHHBIMH TIperapaTaMu, BKIF0Yast OIEHKY 3((PEeKTUBHOCTH TaHHBIX MEPOIPHUSTHIA,

(n. 52.2 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

53) peuent Ha JIeKapCTBEHHBIH Mpenapar - MEIULIUHCKUN JOKYMEHT YCTaHOBIICHHOW (OPMBI,
coJiep KAl Ha3HaueHHE JIEKAPCTBEHHOT'O Mpernaparta Ui MEIUIMHCKOTO NMPUMEHEHHsI, BbIJaHHBIHA
MCAUILIMHCKHUM pa6OTHI/IKOM B HCJIX OTIYCKa JICKAPCTBCHHOI'O IIpCliapaTa WU €ro HU3TOTOBJICHUA U
OTHyCcKa Ha OyMa>XHOM HOCHTEJNE MM C COTJacusl MallMeHTa WJINM €ro 3aKOHHOTO MpEACTaBHTENS B
(dbopme AITEKTPOHHOTO JOKYMEHTA, MOIIMUCAHHOTO C MUCIIOIb30BaHUEM YCHIICHHOW KBATM(UITPOBAHHOM
ANIEKTPOHHOW MOANUCH MEIMLIUHCKOTO paboTHUKA, JTHOO JOKYMEHT YCTaHOBJICHHOW (DOPMBI,
COZIepJKaIllii Ha3HauYeHHE JIEKAPCTBEHHOT'O IperapaTa Ui BETEPHHAPHOTO MPHUMEHEHUs, BbBIIAHHBINA
CMELUAIUCTOM B OOJIACTH BETEPHUHAPHM B IENAX OTIYCKAa JIEKAPCTBEHHOIO IIpernapara WIH €ro
W3TOTOBJICHHS U OTITyCKa HAa OyMa)XKHOM HOCHUTEJIE;

(B pen. @enepanbHbix 3aK0OHOB OT 29.07.2017 N 242-P3, ot 02.08.2019 N 297-D3)

54) TpeOoBaHME MEIUIIMHCKOW OpraHM3ally, BETEPUHAPHOW OpraHu3allud - JOKYMEHT
YCTaHOBJICHHOH (hOPMBI, KOTOPBIH BBIIMCAH MEIUIMHCKIM PAaOOTHUKOM WM CIICIIMAINCTOM B 00JacTH
BETEPHHAPUH, UMEIOUIMMHU Ha 3TO TPaBO, W COACPKUT B NHUCHMEHHOH (opme ykasaHWE anTeYHOH
OpraHu3alM WIK BETEPUHAPHON alTEYHOM OpraHm3anuu 00 OTIYyCKe JIEKAPCTBEHHOrO Mperaparta UiH
O €ro H3rOTOBJIEHHMH U 00 OTIycKe A oOecrnedyeHus JIe4eOHOTO mpolecca B MEIUIIMHCKOM
OpTaHu3aINH, BETCPUHAPHON OpraHU3aInH;

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

55) KoOMIUJIeKCHasi OLEHKa JIEKapCTBEHHOTO IIpenapara - OIIEHKa 3aperucTpUpOBAHHOTO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

JIEKapCTBEHHOT'O MIpernapaTa, BKIoUaroas B cedst anaan3 nHGOpMaIluu 0 CPaBHUTENbHON KIMHUYECKOM
3¢ dekTUBHOCTH U 0€30MacHOCTH JEKApCTBEHHOTO Tperapara, OIEHKY SKOHOMHYECKUX MOCIeICTBUN
€ro NMPUMEHEHHUsI, U3yUCHHUE JOMOTHUTEIbHBIX MOCIEICTBUI IPUMEHEHUS JIEKAPCTBEHHOIO Tperapara B
LEeNAX TPHUHATHS PEHICHUH O BO3MOXHOCTH BKIIIOUEHMS JICKAPCTBEHHOTO IMpenapara B IEpeUYeHb
YKU3HCHHO HEOOXOIUMBIX Y BAXHEHIINX JICKAPCTBEHHBIX MPEMapaToB, HOPMATUBHBIE MMPABOBHIE aKThI U
HHBIE JOKYMEHTBI, OIIPEICIISAIONINE MOPSAI0K OKA3aHHS MEIUITUHCKON TOMOIIH, HJIM UCKITFOYCHHS €ro U3
yKa3aHHBIX MIEPEYHs, aKTOB U JJOKYMEHTOB;

(. 55 BBeneH PeaepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

56) cucremMa MOHUTOPUHTA JBM)KCHHUS JIEKAPCTBEHHBIX TMpENapaToB [UIi MEAUIIMHCKOTO
pUMeHEeHHs - (enepaibHas TOCyIapCTBeHHAss WH(GOPMAIMOHHAS CHUCTEMa MOHUTOPHHTA JIBYKCHUS
JIEKApCTBEHHBIX TPEMapaToB sl MEAWIIMHCKOTO TPUMEHEHHUS OT MPOU3BOAUTENS JO KOHEYHOTO
MOTpeOUTENsT C HWCIONB30BAHUEM B OTHOIICHUHU JIEKAPCTBEHHBIX MPENapaToB I MEIUIIMHCKOTO
MIPUMEHEHUS CPEICTB UACHTU(DUKAIIH.

(. 56 BBeneH PeaepanbHbIM 3akoHOM OT 28.12.2017 N 425-03)

Mnaea 2. NOJIHOMOYUA ®EOEPAJIbHLIX OPTAHOB I/ICI'IOJ'IHVITEJ'IbIjOVI .
BJIACTWU, OPFAHOB UCINOJIHUTEJIbBHOU BJIACTU CYBBEKTOB POCCUUCKOU
S®EONEPALUUU NMPU OBPALLEHUN NEKAPCTBEHHbLIX CPEACTB

Cratba 5. NonHomouna cepepanbHbIX OpPraHOB MCMNOSIHUTENILHOM BRacTU MNpwu
obpalleHnm nekapcTBeHHbIX CPeaAcTB

K mnomHomounsm  ¢enepanbHBIX OpPraHOB HCIOJHUTEIBHOW BJIACTH TpH  OOpaIIeHUH
JIEKapCTBEHHBIX CPEICTB OTHOCSTCS:

1) mpoBenenue B Poccuiickoit ®Denepanuui €IUHONW TOCYAAPCTBEHHOW MOJUTUKU B OOJIACTH
obecrnieueHus JeKapCTBEHHBIMU MpenapaTtaMu rpaxian B Poccuiickoit @enepanmu;
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

2) yrtBepxkaeHue oOummMX (apmakonelHbIXx craTeil, (apmakoneiHbIX cTaTed, W3AaHuE
rocy/1apcTBEHHOW (¢apMakornen, CcO3JaHue M BeJeHHE peecTpa (apMaKOINEHHBIX CTaHJapTHBIX
00pas1os.;

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

3) ocyuiecTBieHue (enepaIbHOro [OCYNIaPCTBEHHOIO KOHTPOIS (Haa3opa) B cdepe oOpalieHus
JICKApCTBCHHBIX CPCIACTB;
(B pen. @enepanbHbiX 3aKOHOB OT 25.06.2012 N 93-D3, ot 11.06.2021 N _170-D3)

4) NUIEH3UPOBAHHWE TMPOM3BOJCTBA JICKAPCTBEHHBIX CPEACTB, B TOM 4HCIE (enepanbHbIi
rOCYJapCTBEHHBIH JIMIIEH3MOHHBINA KOHTPOJIb AEATEIILHOCTH 110 IPOU3BO/ICTBY JIEKAPCTBEHHBIX CPEICTB,
NEPUOINYECKOE MOJTBEPHKAECHUE COOTBETCTBUS JIMIIEH3MATA, UMEIOIIETO JIMIEH3HIO Ha MPOU3BOJACTBO
JICKapCTBEHHBIX CPENCTB, U (hapMaleBTHUECKON NEATETLHOCTH B COOTBETCTBUHU C 3aKOHOIATEIbCTBOM
Poccuiickoit denepanuu;

(B pen. ®enepanbHoro 3akona ot 11.06.2021 N 170-03)

S) opraHuzanus SKCIEPTU3Bl JICKAPCTBEHHBIX CPEICTB, 3TUUECKOW JKCIEPTU3BI BO3MOXKHOCTH
IIPOBEICHUSA KJIMHUYECKOIO HCCIIENOBAHUSA JIEKAPCTBEHHOIO Ipemapara Uil  MEIMUIMHCKOro
NPUMEHEHHUS, JKCHEPTU3bl JTOKYMEHTOB, MPEACTABICHHBIX [UI  ONPEHEICHUs] BO3MOXKHOCTH
paccMaTpuBaTh JIEKAPCTBEHHBIM INpenapar s MEIULMHCKOIO NPUMEHEHHS MPHU TOCYAapCTBEHHOU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 11.06.2021) [okyMeHT npepoctasneH KoHcynbraHTlntoc

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

perucTpanuy B KauecTBe OppaHHOro JEKapCTBEHHOT'O Mpenapara;
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

5.1) opraHu3anusi INpOBEIEHUS KOMIUIEKCHON OLIEHKM JIEKAapCTBEHHOI'O IIpernapara B ILENsiX
MPUHSTHS PEIIEHUH O BO3MOYKHOCTH BKJIIOUEHUS JIEKAPCTBEHHOrO Ipenapara B IEpeyeHb >KU3HEHHO
HEOOXOIUMBIX M Ba)KHEHUIIMX JIEKApPCTBEHHBIX IpPENapaToB, HOPMATHUBHBIE IMPABOBbIE aKThl U HHbBIE
JOKYMEHTBI, ONpEACIAIONINE MOPAAOK OKa3aHUS MEAMLMHCKOW IMOMOIIM WM HUCKIIOYEHHs] €ro u3
yKa3aHHbIX IEPEYHs, aKTOB U IOKYMEHTOB;

(m. 5.1 BBenen ®PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

6) BblJaua pas3pelIeHUH Ha MPOBEACHHE KIMHUYECKUX MCCIIEIOBAHUN JIEKApCTBEHHBIX
MPENapaToB, BEJICHHE PEECTpa BBIJAHHBIX PA3PCIICHUH HA MPOBEACHUE KIMHUYECKUX HCCIICIOBAHUMN
JIEKapCTBEHHBIX MPEMAPATOB;

7) rocynapcTBEHHAas pETUCTpalusi JIEKApCTBEHHBIX IpPENaparoB, BEIEHUE TOCYIapCTBEHHOTO
peecTpa JIeKapCTBEHHBIX CPEJICTB;

8) opranuzanus u (WJIK) MPOBEACHUE HHCTICKTUPOBAHUS CyOBEKTOB OOpaIlleH sl IEKapCTBEHHBIX
CPEJICTB Ha COOTBETCTBUE MPpaBUJIaM HaJyIeKallel 1abopaTOpHOM MPaKTUKU, IpaBUIaM HaJiexaliei
KJIMHUYECKOM MPAKTUKY, IPAaBUJIAM HAJJIeKAIIEH TPAKTUKA XPAHEHHS M IEPEBO3KH JIEKAPCTBEHHBIX
MpenapaToB, MpaBUiiaM HaJIeKaIEH JUCTPUOBIOTOPCKON MTPAKTUKH, MPABUJIaM HaJJIe)KAIIel arTeqHON
MPAKTHUKU;

(m. 8 B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

8.1) opranuzanus u (UIM) MPOBEACHUE HHCIIEKTUPOBAHMs CyOBEKTOB 00pallieHus TIeKapCTBEHHBIX
CPEIICTB Ha COOTBETCTBUE TPEOOBAaHWSAM MPABHUI HAJJICKAIICH MPOU3BOJCTBEHHOW NMPAKTHKH, BbLIauya
3aKJIFOYCHUH O COOTBETCTBHM IPOU3BOJUTEINS JICKAPCTBEHHBIX CPEJICTB TPEOOBAHUSM TIPABII
HaJIeXkKaIIeld MpOu3BOJICTBCHHON IPAKTHKHY;

(. 8.1 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8.2) ycTaHOBIEHHE TMOpSAIKAa BEACHHUS U BEIEHUE T'OCYAapCTBEHHOIO peecTpa 3aKIIoueHU o
COOTBETCTBUHM TPOU3BOAMTENS JICKAPCTBEHHBIX CPEACTB TpeOOBaHMSAM [pPaBUI  HaJUIeXKalleH
IIPOU3BOJCTBEHHO! IIPAKTUKY;

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

9) rocymapCTBEHHas pETHUCTpalusi TMPEACIbHBIX OTIMYCKHBIX II€H TPOW3BOJAUTENCH Ha
JIeKapCTBEHHbIC Npernaparbl, BKIIOYCHHBIC B [EPEYCHb >XKM3HEHHO HEOOXOIUMBIX M BAKHEHIINX
JIEKapCTBEHHBIX MpENapaTroB, W BEICHUE TOCYJapCTBEHHOTO peecTpa MpeelbHBIX OTIYCKHBIX II€H
NIPOU3BOIUTENEH Ha JIeKapCTBEHHbIE MpenapaThl, BKIIIOUCHHbIE B NEPEUCHb KU3HEHHO HEOOXOIUMBIX U
BAKHEHIIINX JICKAPCTBEHHBIX IIPENIapaToB;

(B pen. ®exnepanbHoro 3akona ot 06.06.2019 N 134-03)

9.1) cormacoBanue MPOEKTOB PEIICHUN OPTaHOB MCIIOJIHUTEILHON BiIacTH CyOBekToB Poccuiickoi
Oenepanii 00 yCTaHOBJIEHUHM M (WJIM) MU3MEHEHUM IMPEAETIbHBIX pa3MEpPOB ONTOBBIX HaJA0aBOK U
MpeebHBIX pa3MepPOB PO3HUYHBIX HAA0aBOK K (DaKTUYECKUM OTITYCKHBIM I[€HaM, YCTaHOBIECHHBIM
MPOU3BOJUTENSIMU  JIEKAPCTBEHHBIX MPENapaTroB, Ha JIEKAPCTBEHHbIE Npenaparbl, BKJIIOYEHHBIE B
MepeueHb )KU3HEHHO HEOOXOAMMBIX U BOKHEHIIINX JIEKAPCTBEHHBIX MPENapaTOB;

(. 9.1 BBenen ®enepanbubiM 3akoHOM OT 13.07.2015 N 241-D3)

10) Bblgaua, yCTaHOBJEHHE MOPSAJIKAa BbIIAYM pa3pelieHuss Ha BBO3 KOHKPETHOW MapTUU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

JIeKapCTBEHHOTO cpezcTBa B Poccuiickyro @enepanmio;
(. 10 B pen. ®enepanpHoro 3akona ot 02.08.2019 N 297-D3)

10.1) BbIaya, ycTaHOBIICHHE TOPSIIKA BBINAYM U (JOPMBI IOKYMEHTA, KOTOPBIH MMOITBEPKAAET, YTO
MIPOM3BOJICTBO JIEKAPCTBEHHOI'O TMpenapara s MEAULHUHCKOIO IPUMEHEHUS OCYILECTBICHO B
COOTBETCTBUM C TpeOOBaHUSMHU TMpaBWI HaAJeXalled MPOU3BOJCTBEHHOM NPAKTHUKU WM YTO
JIEKapCTBEHHbIM Mpenapar [uis BETEpPUHApHOIO NMPUMEHEHMs JOomylleH K oOpameHuto B Poccuiickoit
®denepanyy, ¥ MOJUIEKHUT NPEACTABICHUIO MO TPeOOBAHMIO YIOJHOMOYEHHOIO OpraHa CTpaHbl, B
KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIN IIpeTapar;

(n. 10.1 BBenen PexnepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-@3; B pen. denepaibHOro 3akoHa OT
02.08.2019 N 297-®3)

10.2) BbI1aua, yCTaHOBJICHUE MOPSJIKA BBIAAYM U (DOPMBI JOKYMEHTA, COJIEPIKAIIETO CBEICHUS O
CTaZuAX TEXHOJOTMYECKOro Ipolecca MPOU3BOJACTBA JIEKAPCTBEHHOIO CPEACTBA IS MEIULIUHCKOIO
IIPUMEHEHHUS, OCYIIECTBIIIEMBIX Ha TEPPUTOpUN EBPa3suilckoro 5KOHOMHUYECKOTO COI03a;

(n. 10.2 BBenen ®enepanbHbIM 3akoHOM 0T 22.12.2014 N 429-®3, B pen. denepanbHOro 3akoHa OT
13.07.2015 N 241-3)

11) co3ganue COBETOB MO BOMIPOCAM, CBSI3aHHBIM C OOpAIICHUEM JICKAPCTBEHHBIX CPE/ICTB;
12) arrecTanus u cepTUUKAIMS CIIEIUATNCTOB;
13) yrpatun cuity ¢ 1 centsaops 2013 rona. - ®enepanbhsiii 3akoH ot 02.07.2013 N 185-D3;

14) ocymecTBienue GpapmMakoHaa30pa;
(n. 14 B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-D3)

15) yuactue B MeX1yHapOJAHOM COTPYIHUYECTBE;

16) mony4yeHue mo 3ampocaM YIOJIHOMOYEHHOTO (eAepalbHOTO OpraHa MCIOJHUTEIBHON BIIACTH
OT OpraHOB MCIIOJHUTEIBHOW BIAcTH cyObekToB Poccuiickoit denepanuu, a Takxke OT CyOBEKTOB
oOpalleHusl JEeKapCTBEHHbIX CPEIACTB JUIsl MEIUIMHCKOIO NPUMEHEHHs HHGpOpMalM{ IO BOIpOcaM
YCTAQHOBJICHHS U IPUMEHEHUS 1IEH Ha JIeKapCTBEHHbIE MTpenapaThl U HaJ0aBOK K HUM;

17) npumeHeHWe Mep OTBETCTBEHHOCTHM 3a HapylIEHHWE 3aKOHOJATeNnbcTBAa Poccuiickoi
Oenepauuu;

18) yTBepkaeHHe TmpaBWi HaJuIekalled 1abopaTOpHOM MNpaKTUKM, OPaBUI HaAJeKalel
KJIMHUYECKOW MPAKTUKHW, MPAaBWJI HAJICKAIIEH MPOU3BOJICTBEHHOM MPAKTUKH, MPABUI HaJJIeKaIIeH
NMPAaKTUKM  XpaHEHMS M  TEPEeBO3KM  JICKAPCTBEHHBIX  IpPENaparoB, MpaBWI  HaJJIekKanen
JTUCTPUOBIOTOPCKON TMPAKTUKH, MPaBWJI HaJJIeXalleld anTedyHOH MpaKTUKH, MPaBHI HaJexalien
MPAKTUKU (hapMaKOHAI30pa JIEKAPCTBEHHBIX MPEMapaToB ISl METUITUHCKOTO MPUMEHEHHUS;

(n. 18 BBenieH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

19) ycraHoBieHHWE TOpsAAKa (OPMHUPOBAHUS PETHCTPAIIMOHHOTO JOChe Ha JICKapPCTBEHHBIN
nperapaT u TpeOOBaHU K JIOKYMEHTaM B €T0 COCTaBe;
(. 19 BBenen denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

20) yTBep:KJeHHE IPaBUJI PAllMOHAIBLHOIO BhIOOpAa HAMMEHOBAaHMH JIEKAPCTBEHHBIX IMpENapaToB
JUIS. MEUIIMHCKOTO IPUMEHEHHS;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(m. 20 BBenen denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

21) yTBepkJieHHE IepEeYHs HAMMEHOBAHUMN JIGKAPCTBEHHBIX (PopM;
(n. 21 BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

22) yrpatun cuiy ¢ 1 mapta 2020 rona. - @enepanbHblii 3akoH oT 27.12.2019 N 475-D3;

23) yTBepkaeHne TpeOOBaHWN K WHCTPYKIIUU TIO METUIIMHCKOMY MPUMEHEHHUIO JICKAPCTBEHHBIX
MpenapaToB U K HHCTPYKIIMH 110 BETEPUHAPHOMY ITPUMEHEHHUIO JICKAPCTBEHHBIX IIPETapaToB;
(m. 23 BBenen denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

24) npuHATHE PELICHUH, SBISIOIIMXCS OCHOBAHUSAMH IS BKJIIOUEHHS JOMEHHBIX MMEH U (WJIH)
yKasareJje CTpaHUI] cCaliTOB B MH(POPMAIMOHHO-TEICKOMMYHUKAMOHHOW cetn "MHTepHeT", a Takxke
CETEBBIX aJPECOB B EIMHYI0 AaBTOMAaTHU3WPOBAHHYI0 HH(POpMAIMOHHYIO cucteMy "EnuHbiil peectp
JIOMEHHBIX HMEH, yKazaTelel CTpaHHI] caiiToB B HH(POPMAIMOHHO-TEIEKOMMYHUKAIIMOHHOW CeTH
"UuTepuer” u CETEBBIX aJIpecoB, MO3BOJISIOIINX UICHTU(UIIUPOBATH CalThI B
MH(POPMALIMOHHO-TEIEKOMMYHUKAIMOHHOW ~ cetn  "MHTepHer",  conepxamme  MHpOpMAaLuIo,
pacnipoctpaneHre KoTopoil B Poccuiickoit ®expepanuu 3amperieHo", B OTHOIIEHUM HH(GOpPMAIHH,
coJiepKallel MpeUIoKEeHUE O PO3HUYHOM TOProBj€ JIEKAPCTBEHHBIMU IIpenapaTaMu, B TOM 4HCIE
JUCTAHLIMOHHBIM CIOCOOOM, pO3HMYHAs TOPIOBIS KOTOPHIMH OrpaHMYEHAa WJIM 3alpelleHa B
COOTBeTCTBUM ¢ HactosamuMm DenepanbHblM 3aKoHOM, M (WIKM) HHPOpPMALUH, CcoAepKaleit
IIPEIJIOKEHUE O PO3HUYHON TOPrOBJIE JIEKAPCTBECHHBIMU IIpENapaTaMy, B TOM YMCIIE JUCTAHIMOHHBIM
CIOCOOOM, JIMIIaMH, HE UMEIOIUMHU JIMLEH3UN U Pa3peIIeHUs] Ha OCYIIECTBIEHUE TaKOW JIeSTebHOCTH,
€CIIM TIOJIyuYeHHE JMLEH3UHM M pa3pelieHus] IMPeIyCMOTPEHO 3aKOHOAATENICTBOM 00 oOpalleHuH
JIEKapCTBEHHBIX CPE/ICTB;

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

25) BblIaya paspemieHuid Ha BBOJ B TPaXJaHCKUA 000pPOT HMMYHOOMOJOTHYECKHX
JIEKapCTBEHHBIX IIPENapaToB.
(m. 25 BBenen denepanbHbiM 3aK0HOM 0T 28.11.2018 N 449-03)

Koncynprantllmtoc: nmpumeyanue.

Cr. 5.1 pacnpocTpaHseTCsl Ha NOJHOMOYMSI, KOTOpPBIE HE MEpEeAaHbl s OCYLIECTBICHHS OpraHam
rOCyJapCTBEeHHON  BiacTh  cyObektoB P® w  opraHaMm  MeCTHOIO  CaMOYINpaBJICHUS
cooTBeTCTBYIOMUMHE (henepanbHbiMu 3akoHaMu (D3 ot 13.07.2015 N 233-D3).

Cratba 5.1. lNepepava ocywecTBneHUss nosiHoMmouun enepanbHbIX OpPraHoB
MCNOJNIHUTENIbHOMN BNacTU nNpu oOpaweHMn neKapCTBeHHbIX CpeacTB oOpraHam
MCNOJIHUTeNbHOM BnacTu cy6bekToB Poccunckon ®egepauum

(BBenena ®denepanbHbIM 3akoHOM OT 13.07.2015 N 233-D3)

[TonmHoMoums (enepanbHBIX OPraHOB MCHOJHUTENBHOM BIACTH MpU OOpaIlIeHUH JIEKApCTBEHHBIX
CPEICTB, IPEAYCMOTPEHHbIE HacTosIuM @DenepalbHBIM  3aKOHOM, MOTYT IepeAaBaTbCsl Ul
OCYIICCTBIICHUS  OpraHaM  WCIIOJHUTEIBHOW  BIAcTH  CyOBekToB  Poccuiickoit — Depeparuu
noctanosieHussMu [IpaBurenscrBa Poccniickoit @enepanny B IOpsJIKE, YCTaHOBIEHHOM DeepanbHbIM
3aKOHOM OT 6 okTAOpst 1999 rona N 184-®3 "O06 0o0mux NpuHIMIAX OpraHU3aMN 3aKOHOJATEIbHbIX
(TpencTaBUTENbHBIX) W MCTIOJHUTEIBHBIX OPraHOB T'OCYJAapCTBEHHOM BIAacTH CyOBeKTOB Poccmiickoit
Oenepanun.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

Cratbsa 6. [lonHOMOYMA opraHOB MUCNONIHUTENLHOW BnacTtu cybbekTta Poccunckon
depgepaumu npu obpaLeHnmn NneKapcTBeHHbIX CPeacTB

K mnonHomMouusiM OpraHoB HCIOJHUTENBbHOM BiacTu cyOwekra Poccuiickoit ®epepanuu npu
oOpallleHUH JIEKAPCTBEHHBIX CPEJCTB OTHOCSTCS:

1) paszpaboTka u peandu3alusi PErHOHAIBHBIX MporpaMMm  OOeCHedYeHUs  HaceJIeHUs
JIEKapCTBEHHBIMU TperapaTaMu;

2) ycTaHOBJICHHE MPE/IEIbHBIX pa3MEPOB ONTOBBIX Ha10aBOK U MPEICIIbHBIX Pa3MEPOB PO3HUUHBIX
Ha/10aBOK K (DaKTUYECKUM OTITYCKHBIM II€HAM, YCTAaHOBJICHHBIM IPOU3BOAUTENISIMU JIEKAPCTBEHHBIX
[IpernapaToB, Ha JIEKAPCTBEHHBIE Npenaparbl, BKIIOYEHHbIE B IEPEUEHb >KU3HEHHO HEOOXOAMMBIX U
BAKHEWIIINX JICKAPCTBEHHBIX IIPENapaToB;

3) ocylecTBICHHE PErHMOHAIBHOTO TOCYJAapCTBEHHOTO KOHTPOJS 3a MPHUMEHEHUEM IIeH Ha
JIEKapCTBEHHBIE TIperaparhl, BKIIOYCHHbIE B TMEpPEeUeHb >KU3HEHHO HEOOXOMUMBIX U BaKHEHIIUX
JICKapCTBEHHBIX IPENapaToB, OPTraHU3alMsIMU ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMU CPEJICTBAMH,
aNTEeYHBIMH OPTraHU3ALUSAMH, WHIWBUAYAIBHBIMUA TNPEANPHUHAMATENSIMU, UMCEIOIIMMH JIMIECH3UI0 Ha
(hapManeBTHYECKYI0 JESTeIbHOCTh, MEIUIMHCKHIMU OpTaHU3AIMsIMHA, HWMEIONIMMH JIMIEH3UI0 Ha
(apMaleBTUUECKYIO JESTeNbHOCTh, W HUX 000COOJEHHBIMU TMoOJpa3zesieHus MU (amMOynaTopusMu,
dbenpamepckuMu U (PENBAMIEPCKO-aKYIIEPCKUMH  TTyHKTaMH, IEHTpaMu (OTACJICHUSIMH) OOIIei
BpaueOHOM (CeMeiHOl) MPaKTHUKH), PACTIONOKEHHBIMU B CEITCKUX HACEIEHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT allTE€YHbIC OPraHU3alINY;

(B pen. @enepanbHbix 3aK0HOB OT 25.06.2012 N 93-D3, ot 27.12.2019 N 475-D3)

4) npunHsTHE pemeHus 00 WCIOJIB30BAHWU Ha TeppuTopun cyOwbekta Poccuiickoit Denepanmu
Hapsly € pelentaMd Ha JIeKapCTBEHHbIE IpernapaThl, OQOPMICHHBIMH Ha OyMa)KHOM HOCHUTEIE,
PELIENTOB Ha JIEKapCTBEHHbIE MpenapaThl, cC(hOPMUPOBAHHBIX B (JOPME IEKTPOHHBIX JOKYMEHTOB.

(. 4 BBenen OenepanbHbIM 3ak0HOM OT 29.07.2017 N 242-D3)

Mnasa 3. TOCYOAPCTBEHHAA ®PAPMAKOINEA

Cratbsa 7. Paspabotka n uspgaHue rocyaapctBeHHoW chapmakoneun, pasmelieHue
OaHHbIX O HEeH

1. Tlon rocymapcTBeHHOH (apMmakomneeil MmoHUMaeTcs CBOJA OOHMX (hapMaKONMEWHBIX CTaTed U
(hapMaKoIMeHbIX CTaTeH.

2. Pazpaborka o0mux (apMakoneHHbIX cTaTel W (QapMakoleHHBIX CTaTeld, B TOM YHCIE
(apMakoleHbIX cTaTel Ha (QapMakomneilHble CTaHIAPTHBIE OOpa3Ibl, W BKJIOYCHHE HUX B
roCy/IapCTBEHHYIO (hapMaKoIel0 OCYIIECTBISIOTCS B MOPAJIKE, YCTAHOBICHHOM YIIOJHOMOYEHHBIM
(benepanbHBIM OPraHOM MCTIOTHUTEIHHOM BIACTH.

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

3. Pazpabotka ¢apmakoneiHON cTaThbu HAa peepPEHTHBIN JIEKapCTBEHHBIN NpenapaT U BKIOYECHUE
€e B TOCYJIapCTBEHHYIO (hapMakKoIler0 B TEUYEHHE CPOKa JCUCTBUS 3aIIUTHl MCKIIOYUTEIHHOTO IpaBa,
YIOCTOBEPEHHOTO MAaTEHTOM Ha pe)epeHTHBIH JIEKapCTBEHHBIN MPETapar, OCYIIECTBIISTIOTCS C COTJIACHUS
ero pazpaboT4unKa.

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

www.consultant.ru CrpaHvua 16 n3 136
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=387172&date=13.12.2021&dst=100338&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=341762&date=13.12.2021&dst=100021&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=221184&date=13.12.2021&dst=100017&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=384871&date=13.12.2021&dst=100010&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=342016&date=13.12.2021&dst=100086&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=342016&date=13.12.2021&dst=100087&field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

4. TocynapcrtBeHHass (QapMmakornes H3IACTCS YIOJIHOMOYCHHBIM —(elepaibHbIM  OpPraHOM
WCTIOJTHUTENILHOM BIIACTH 3a CYET CPe/CTB (peepaabHOro OrKEeTa U MOANEKHT MIEPEH3TaHUIM HE PEKe
4YeM OJHMH pa3 B IIATH JIET, B IIEPUOJ MEXAY KOTOPBIMH H3JAOTCSA IPWIOKEHUS K IOCYJapCTBEHHOMN
dapmakoriee, comepxkamue obmme (apmakoneinple cTatb W (Win) (apMaKONEHHBIE CTaThH,
YTBEPXKACHHBIC MTOCIIC U3AaHUS WIH IEPEU3IaHNs TOCY1apCTBEHHON (hapMaKoOIIeH.

5. YnomHoMO4YeHHBIH QefepalbHbIi OpraH HUCIOJHHUTEIBHON BJIACTH pPa3MENIaeT JaHHBIE O
rocy/1apcTBEHHOU ¢apmakoree M MPHIOXKEHUAX K Hel Ha CBOeM OQUIMAIbHOM caiiTeé B CeTH
"NHTEepHeT" B yCTaHOBJIEHHOM UM MOPSIKE.

Mnasa 4. NIMLUEH3NPOBAHUE NPOU3BOACTBA JIEKAPCTBEHHbBIX CPEACTB
N PAPMALEBTUYECKOU OEATEJNIBHOCTU, TOCYOAPCTBEHHBLIU KOHTPOIJb
(HAA3O0P) B COPEPE OBPALLEHUA NIEKAPCTBEHHbLIX CPEACTB
(B pen. ®enepanbHoro 3akona ot 11.06.2021 N 170-03)

Cratba 8. JlMueH3uMpoBaHMe nNpPOU3BOACTBA JIeKAPCTBEHHbIX CPeAcTB M
c¢hapmMaueBTUYECKON AeATEeNbHOCTH

1. HI/IHGHSI/IpOBaHI/Ie IIPOU3BOACTBA JICKAPCTBECHHBIX CPCIACTB U (bapMaHeBTquCKOﬁ ACATCIIbHOCTH
OCYHICCTBJIACTCA B COOTBETCTBUU € 3aKOHOAATCILCTBOM Poccuiickoit q)enepaulzm.

2. OOs3aTesIbHBIM YCJIOBHEM MPEOCTABICHUS JMIEH3UM Ha IPOU3BOJCTBO JIEKAPCTBEHHBIX
CPEACTB SIBISICTCS NMPUIOKEHUE K 3aSBJICHUIO COMCKATENs JIMIEH3UH MEePEYHsI JeKapCTBEHHBIX (HOpM H
(wmm) BHIOB (papMalleBTUYECKUX CYOCTaHIMH, KOTOpBIE MPOM3BOIUTENH JIEKAPCTBEHHBIX CPEICTB
HaMepeH POU3BOAUTD.

Koncynprantllntoc: npuMeyaHue.
C 01.03.2022 B 4. 3 ct. 8 BHOCATcsa m3MeHeHus (D3 ot 11.06.2021 N 170-®3). Cm. Oyaymryro

PECAAKIINIO.

3. B ciydae HE0OXOAMMOCTH pacUIMPEHUs] MPOU3BOICTBA JIEKAPCTBEHHBIX CPEJCTB 3a CYET HOBBIX
JIeKapCTBEHHbIX (OpM M BHIOB (papMaleBTUYECKHX CYOCTaHLUI NPOU3BOIUTENb JIEKAPCTBEHHBIX
CpCACTB NOJIZKCH HepeO(l)OpMI/ITB JIMIICH3UIO Ha ITPOU3BOACTBO JICKAPCTBCHHBIX CPCACTB.

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

4. JIuueH3us Ha MPOU3BOJCTBO JEKAPCTBEHHBIX CPeACTB ((papMalneBTHUECKON CyOCTaHIIMU CIIUpPTa
STWJIOBOTO (3TaHOJIa) BbIJAETCS MPH YCIOBUM HAlWMYMsl Yy OpraHu3allid Ha IpaBe COOCTBEHHOCTH,
XO34MCTBEHHOTO  BEJEHHMs WM  ONEPaTUBHOIO  YMNPABIEHUS  OCHOBHOTO  TEXHOJIOTMYECKOTO
0o0OpyIOBaHUS Ui MPOU3BOJACTBA ATUJIOBOTO CIMPTA, 3aPETUCTPUPOBAHHOTO B COOTBETCTBUU CO
cratbeil 14.1 ®enepanbHoro 3akoHa oT 22 HostOps 1995 roga N 171-®3 "O rocyaapcTBeHHOM
pEryJIMpoOBaHUU TPOU3BOJACTBA M 000pOTa 3THJIOBOTO CHHPTA, AJKOTOJIBHOM M CIUPTOCOACpKaIlei
MPOAYKIMH U 00 OrpaHHYEHUH NOTpeOIeHHs! (pacUTHsI) AJIKOTOJIbHOW MPOTYKIHH'".

(uactp 4 BBeneHa denepanbHbiM 3aK0HOM 0T 27.12.2019 N 481-D3)

Ctatba 8.1. OcobGeHHOCTM nUUEeH3NPOBaHUA MNPOM3BOACTBA JIEKAPCTBEHHbIX
cpeactB (hapmaueBTMYECKOM CyOCTaHLMM cnupTa 3TUNOBOrO (3TaHONa)
(BBeneHna denepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 11.06.2021) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 RO " [ara coxpaHenus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1. JleiicTBue JMIIEH3UM HA MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB ((hapMareBTHUECKOM
CyOCTaHIIMM CHHMpTa ATUIOBOTO (3TAaHOJA) NMPUOCTAHABIMBACTCS B YacTU IpaBa Ha MPOU3BOJICTBO
(hapmaneBTHUECKON CyOCTAaHIIMM CIUPTA 3TUIOBOTO (ITAHOJA) JIMIICH3UPYIOIIMM OPTaHOM B CITyYasX,
onpeneneHHbIX crathel 20 denepanpHoro 3akoHa oT 4 mast 2011 roma N 99-®3 "O nuiieH3upoBaHUN
OTJENbHBIX BUJAOB JIEATEIBHOCTH", a TaKKe€ HAa CpPOK IPHOCTAHOBIICHUS JIEHCTBUS JIUIIEH3UH Ha
MIPOM3BOJICTBO ATHJIOBOTO CHUpPTAa JJsi TPOU3BOJACTBA (hapMalleBTUYECKON CyOCTaHIIMM CHupTa
STHIJIOBOTO (3TaHOJA), BbIIaHHOUW B cooTBeTCTBUU ¢ DenepanbHbIM 3aKOHOM OT 22 HOs0ps 1995 roga N
171-®3 "O rocynapcTBEHHOM peryJUpOBaHMM TPOU3BOJACTBA M 00OpOTa STHIOBOTO CIUPTA,
QJIKOTOJILHOM W CHHPTOCOACpXkAlled NPOAYKIMH U 00 OrpaHUYCHHHM NOTpeONIeHus (paciuTus)
QJIKOTOJIbHOM MPOTyKINH'".

2. [leiicTBHe JUIEH3UM Ha TPOU3BOJACTBO JIEKAPCTBEHHBIX CpeACTB ((apmaneBTHUECKON
CcyOCTaHIIMM CIHPTa STWIOBOIO (3TaHOJA) B 4YacTH IpaBa Ha IPOM3BOJACTBO (hapMaleBTHUECKOM
CyOCTaHIIMM CIHPTa STHIOBOTO (3TaHOJA) MPEKpPaIlAeTcsl JMLEH3UPYIOIIMM OpraHoM B Clydasix,
onpezaeneHHbIX cratbei 20 PenepanbHoro 3akoHa oT 4 mag 2011 roga N 99-®3 "O nuuensupoBanun
OTJENbHBIX BHUJAOB JIEATENBHOCTH", @ TaKXK€ C JaThl NPEKpAllleHUs WM aHHYJIUPOBAHUS JEHCTBUS
JUIEH3UU Ha MPOU3BOJACTBO STUJIOBOTO CIUPTa AJIs NMPOM3BOJACTBA (papMalleBTUUYECKOM CyOCTaHIIMH
CIHUpTa STUIOBOTO (3TaHOJA), BbIIaHHOM B cooTBeTcTBUU ¢ DenepanbHbIM 3aKOHOM OT 22 HOs0psa 1995
roga N 171-®3 "O rocyaapcTBEHHOM PEryJIMPOBAaHUU MPOM3BOACTBA M 000pPOTa ATUIIOBOTO CIHPTA,
QJIKOTOJIBHOM M CHUpTOCOJAEpKalled MPOAYKUMM MU 00 OrpaHHYEeHUH TMOTpeOiaeHus (pacruTHs)
AJIKOTOJILHOM MPOIYKIUH .

Cratba 9. [locypapcTBeHHbLIN KOHTponb (Hag3op) B cdepe obGpaleHus
neKapcTBeHHbIX CpeacTB
(B pen. @enepanphoro 3akona ot 11.06.2021 N 170-D3)

1. TocymapcTBeHHBIII KOHTpoONb (Ham3op) B cdepe oOpamieHus JTEKapCTBEHHBIX CPEICTB
OCYIIECTBIISIETCS. TOCPEICTBOM (pemepabHOTO TOCYAapCTBEHHOrO KOHTpods (Haa3opa) B cdepe
oOparleHust JeKapCTBEHHBIX CPEACTB M (eepaTbHOTO TOCYAaPCTBEHHOTO JIUIIEH3MOHHOTO KOHTPOJIS
JESATETLHOCTH TI0 TIPOM3BOJICTBY JIGKAPCTBEHHBIX CPEJCTB, OCYIIECTBIISIEMBIX (helepaIbHBIMUA OpTaHaAMHU
HCTIOJIHUTEJILHOM BJIACTH, yroJiHOMOUYeHHBIMU [IpaButenscTBOoM Poccutickoit @enepanuu.

2. Tlpeametrom (henepanbHOrO TOCYJApCTBEHHOTO KOHTpouss (Hag3opa) B cdepe oOpaiieHus
JICKapCTBEHHBIX CPEICTB SBISIOTCS:

1) cobmonenue o0s3aTeNbHBIX TPeOOBaHU B cepe oOparieHus JIeKapcTBEHHBIX CPEJCTB, B TOM
qucIe:

a) TpeOoBaHUN K MJOKJIMHUYECKHUM MCCIEIOBAHUSAM JIEKAPCTBEHHBIX CPEJCTB, KIMHUYECKUM
UCCIIEIOBAaHUSIM JIEKAPCTBEHHBIX IIPENapaToB, W3rOTOBJICHUIO, XPAaHEHMIO, IE€PEBO3KE, BBO3Y B
Poccuiickyro ®enepanuio, OTHYCKy, pealu3alldd, Ieperade, Npojaxe JEKapCTBEHHBIX CPENCTB,
IIPUMEHEHUIO JIEKAPCTBEHHBIX IPENAapaTOB, YHUUTOKEHUIO JIEKAPCTBEHHBIX CPEICTB, YCTaHOBIEHHUIO
IIPOU3BOJUTENIIMU JIEKAPCTBEHHBIX IIPENApPATOB IIEH Ha JIEKAPCTBEHHBIE IIPENapaThl, BKJIIOUYEHHBIE B
NepeyeHb )KU3HEHHO HEOOXOANMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX NPENapaToB;

0) TpeOoBaHWN K COOTBETCTBHIO JICKAPCTBEHHBIX CPEJCTB, HAXO/SIIMXCA B OOpaIleHUH,
MoKa3aTesiM KauecTBa, I(PQPEKTUBHOCTH M OC30MACHOCTH, YCTAHOBJICHHBIM B COOTBETCTBUU C
HactosmuM DenepanibHbIM 3aKOHOM;

B) TpeOOBaHUI K cOOIOEHUIO CyOBeKTaMU OOpallleHHs JIEKAPCTBEHHBIX CPEJCTB, YKa3aHHBIX B
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gactu | crateu 67.1 Hactosmero denepaabHOro 3aKOHA, OTPAHUYEHHM, HATAraeMbIX cTaThaMu 67.1 u
67.2 nacrosiero denepanbHOro 3aKOHA;

2) coOmroseHue  JIMIEH3MOHHBIX TPEeOOBAaHWMH K  OCYIIECTBICHHIO  (hapMaleBTHYECKOU
NeSITeTbHOCTH;

3) cobmioneHne TpeOOBaHUM K MPEAOCTaBICHHIO CyObEKTaMu OOpalleHHs JIeKapCTBEHHBIX
cpeAcTB uHGOpMALMKM O JIEKApCTBEHHBIX CPEACTBaX M (WJIM) JIEKApCTBEHHBIX IIpernaparax,
npeaycMOoTpeHHOM ctatbsimu 9.1, 52.1 u 64 Hacrosmero deaepanbHOro 3aKOHa.

3. Ilpum ocymecTBieHUu (eaeparbHOrO TOCYIAapCTBEHHOIO KOHTposs (Hajg3opa) B cdepe
oOpamieHus: JIEKapCTBEHHBIX CPEJCTB MPOBOJATCS CIEAYIOUINE BUABI KOHTPOJBHBIX (HAI30pHBIX)
MEpONIPHUITHH:

1) nokyMeHTapHas MpoBepKa;

2) BbI€3/IHAsI IPOBEPKa;

3) BBIOOPOYHBIM KOHTPOJIb KaUueCTBa,
4) KOHTpOJIbHAS 3aKyIIKa;

5) UHCTIEKITMOHHBIN BU3UT;

6) HaOIIOZCHWE 3a COONIOJCHWEM O0s3aTelbHBIX TpPeOOBaHUN (MOHHTOPHHT O€30MacHOCTH)
(bapmakonaazop).

4. OpraHuzanus U OCYIIECTBIEHUE (eAepalbHOIO TOCylapCTBEHHOIO KOHTpOJA (Haa3opa) B
cdepe obpareHus TeKapCTBEHHBIX CPEACTB perynupyrorcs PenepanbHbiM 3akoHoM OT 31 uromns 2020
roga N 248-®3 "O rocynapcTBEeHHOM KOHTpoJie (Haa30pe) U MyHHIIUIIAIBHOM KOHTpoJie B Poccuiickoit
Oepnepanun".

5. BHemIaHOBBI BBIOOPOYHBIH KOHTPOJIH KAadyecTBa MPOBOIUTCS B TOM YHCJIE HAa OCHOBAHUHU
MIPOrpaMMBbl POBEPOK.

6. [InaHOBBIN BRIOOPOYHBIN KOHTPOJIH KAYECTBA HE TTPOBOIUTCS.

7. Ilo pe3ynpTaTam BRIOOPOUYHOTO KOHTPOJIS KaueCTBa HAPSAY C PEIICHUSIMH, ITPEyCMOTPEHHBIMU
®enepanbHbIM 3ak0HOM 0T 31 utonsg 2020 roma N 248-D3 "O rocyaapcTBEeHHOM KOHTpoIe (Haa30pe) U
MYHULUIIAIBHOM KOHTposie B Poccuiickoit @enepanun', genepaibHbIME OpraHaMU HCIIOTHUTEIHHON
BJIACTH, YIOJHOMOYEHHBIMH Ha OCYIIECTBIICHHE BBIOOPOYHOTO KOHTPOJS KAadeCcTBa, NMPUHUMAIOTCS
CJIEIYIOILNE PEIICHHUS:

1) o nmanbHeWIeM TIpa)XAAaHCKOM O00OpOTE CEepUuH, MapTUH COOTBETCTBYIOLIETO JIEKAPCTBEHHOI'O
CpEeICTBa B cllyyae MOATBEPKACHUS M0 pe3ysibTaTaM MPOBEJCHHBIX UCTIBITAHUI COOTBETCTBUS KauecTBa
JIEKapCTBEHHOT'O CPEJICTBA YCTAHOBJICHHBIM TPEOOBAHUSIM;

2) 00 W3BATHM U3 TPAKIAHCKOTO 000pPOTa CEpUU, MAPTUU COOTBETCTBYIOIIETO JICKAPCTBEHHOTO
CpelICTBa B Clydyae BBISBIEHHUS IO PE3yjbTaTaM MPOBEICHHBIX UCIBITAHHN HECOOTBETCTBUS KaueCcTBa
JIEKApCTBEHHOT'O CPEJICTBA YCTAHOBJIICHHBIM TPEOOBAHUSIM;
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3) o mepeBoje JIEKApPCTBEHHOTO CPEICTBa HA TMOCEPHUUHBIA BBHIOOPOUYHBIH KOHTPOJIL KadyecTBa
JIEKapCTBEHHBIX CPEJICTB B CIIy4ae MOBTOPHOTO BBISBICHHS HECOOTBETCTBUS KauecTBa JIEKAPCTBEHHOTO
CpEJICTBA YCTAaHOBJICHHBIM TpeOOBaHUSAM U (P HEOOXOAMMOCTH) O TPOBEPKE CyOBEKTa OOpaIeHUs
JIEKapCTBEHHBIX CPENICTB. Pacxopl, CBSI3aHHBIE C MTPOBEICHUEM ITOCEPUHHOTO BHIOOPOYHOTO KOHTPOJIS,
OIJTAYMBAIOTCSI TPOM3BOJAMTENEM JIEKAPCTBEHHOTO CPENCTBA JIMOO JepKaTesieM WU BIaJelbIieM
PETUCTPAIIMOHHOTO YJIOCTOBEPEHHUSI JICKAPCTBEHHOTO TTperiapara.

8. denepanbHbIii TOCYAAPCTBEHHBINA JTUIIEH3UOHHBIM KOHTPOIbL AEATEIHLHOCTH MO MPOU3BOJCTBY
JIEKAPCTBEHHBIX CPEJCTB OCYLIECTBISIETCS B COOTBETCTBUUM C 3aKOHOAATENbCTBOM Poccuiickoi
denepauuu.

Cratbsa 9.1. Mporpamma npoBepok
(BBeneHna deaepanbHbIM 3akoHOM OT 11.06.2021 N 170-D3)

1. B mwmenax opraHuM3aluu BbIOOPOYHOIO KOHTPOJIS KadyecTBa JICKAPCTBEHHBIX CPEJICTB
(dbopmupyeTcs mporpaMmma MpoBEPOK.

2. Jlns meneit peanmzanMu MPOTPAMMBI IIPOBEPOK TMPOU3BOIUTENH JIEKAPCTBEHHBIX CPENICTB U
OpraHM3allfi, OCYLIECTBIISIIOIINE BBO3 JIEKAPCTBEHHBIX CpeAcTB B Poccuiickyto ®Denepanuro,
MPEIOCTABIAIOT B OTHOLIEHUHM JIEKAPCTBEHHBIX CPEACTB JMJIi MEIUIUHCKOTO MPUMEHEHUS B
YIOJTHOMOYEHHBIN (hefepanbHblii OpraH HCIOJHUTENBHON BIIACTH, OCYIIECTBISIOMUN (DYHKIHUU IO
KOHTPOJIIO M Haa30py B cdepe 3apaBOOXpaHEHMs, B OTHOIICHMM JIEKApPCTBEHHBIX CPEICTB s
BETEPUHAPHOTO TIPUMEHEHUS B YIIOJHOMOYCHHBIH (enepanbHblii OpraH HWCIOJHUTEIBHON BIACTH,
OCYIIECTBISIOMMN (YHKIMHM MO KOHTPOJIIO M HAA30py B cdepe oOpalleHHs JeKapCTBEHHBIX CPEICTB
JUIsl BETEPUHAPHOTO TMPUMEHEHHMs, CBEIEHUS O CEepHsiX, MapTUAX JIEKAPCTBEHHBIX CPEJCTB,
MOCTYMAIOIIMX B TpaKIaHCKH 000poT B Poccuiickoit Denepanuu, B MOPSJIKE, COCTaBe U oOBEME,
YCTaHOBJICHHBIX YKa3aHHBIMH (enepalbHbBIMH OpraHaMH HCIIOJHUTEIbHOW BJIACTH B OTHOIICHUU
JIEKAPCTBEHHBIX CPEACTB JJII MEIUIIMHCKOTO MPUMEHEHHUS U B OTHOLIEHUH JIEKAPCTBEHHBIX CPEJICTB ISt
BETEPUHAPHOTO MPUMEHEHUSI COOTBETCTBEHHO.

3. Tlporpamma mpoBepok ¢GopMUpyeTCs Ha KalleHAapHbIA Tox B cpok a0 30 mekabpsi rona,
MPEAIECTBYIONIETO TOAY MPOBEACHUS BEHIOOPOUYHOTO KOHTPOJIS.

4. B cnydae HaAcTymuieHHMs COOBITHH, YKa3aHHBIX B moamyHkTax "0" um "B" myHKTa 2 4Yactu 6
HACTOAIIEH cTaThH, (penepaTbHBIM OPraHOM HCIIOTHUTEIHHON BIACTU, OCYIIECTBISIONNM (QYHKIIUU 110
KOHTPOJIIO M HalI30py B cepe 3apaBooxpaHeHus, (eaepaabHbIM OpPraHOM HCIOIHUTENBHON BIACTH,
OCYIIECTBIISIONIMM (YHKIIMU 1O KOHTPOJIO U HAA30py B cepe oOpaiieHus JIeKapcTBEHHBIX CPEICTB
JUTsT BETEPUHAPHOTO TPUMEHEHUs, MPU HEOOXOIUMOCTH BHOCSTCS COOTBETCTBYIOIIME WM3MEHEHHUS B
porpamMmy MpOBEPOK.

5. B mporpaMMy mpoBepoK MOTYT BKJIFOUATHCS MEPOIIPHUATHS C YU€TOM HapYIICHU, BHISIBICHHBIX
B paMKaX KOHTPOJbHBIX (HA30PHBIX) MEPOTPUATHH 32 IPEIbITYIINN KaJeHIaPHBIN TO.

6. IIporpaMMa poBEpPOK COAEPIKUT:

1) nepedeHs JieKapcTBEHHBIX CPENICTB, OTOOP 00Pa3LIOB KOTOPHIX OyIeT OCYLIECTBIATHCA B PAMKaX
BBIOOPOYHOTO KOHTPOJIA, (OPMHUPYEMBIH C YYETOM pE3yJIbTaTOB TOCYIApCTBEHHOTO KOHTPOJIS
(Hamzopa) B chepe oOpallieHus IEKapCTBEHHBIX CPEJICTB 3a KaJCHAAPHBINA oI, MPEeAIECTBYIOMINNA roay
IPOBECHUS BHIOOPOYHOTO KOHTPOJIS;
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2) YKa3aHHue€ Ha CO6BITI/IG, HACTYIIUICHUC KOTOPOTO ABJISICTCSA OCHOBAHHUEM IJId OCYHICCTBJICHUA
BBIGOpO‘-IHOl"O KOHTPOJIA:

a) TIOJIy4EeHUE CBEACHUH, MPEACTABIIEMBbIX B COCTaBE U 00bEME, YCTAaHOBJICHHBIX (heaepabHbIM
OpPraHOM HCIIOJIHUTENbHON BIJIACTH, OCYIIECTBISIOIUMM (PYHKIMH 1O KOHTPOJI U Haa30py B chepe
3/IpaBOOXpaHeHus, GeaepatbHbIM OPraHOM HCIIOJIHUTENBHON BIACTH, OCYIIECTBIISIIOIIUM (YHKIIMH 10
KOHTPOJIIO ¥ HaJ30py B chepe oOpaleHust JeKapCTBEHHbBIX CPECTB JUIsl BETEPUHAPHOTO IPUMEHEHHUS, O
cepusiX, MapTUSAX JIEKAPCTBEHHBIX CPEACTB, MOCTYMAOUMX B TpakIaHCKUH 00opoT B Poccuiickoii
@denepaly, YyKa3aHHbIX B IIyHKTe | HacTosmed 4YacTH, OpraHu3alUsMHU, OCYIIECTBISIOIUMU
IIPOU3BOJCTBO JIEKAPCTBEHHBIX CpeacTB B Poccuiickoi denepanuu U BBO3 JICKAPCTBEHHBIX CPEICTB B
Poccuiickyro @enepanuio;

0) moJTydeHre TOCTYIAIONICH B TIOPSIKE, YCTAHOBIIEHHOM CTaThel 64 HacTosmero deaepaabHOTO
3aKoHa, UH(pOpMaMK O TOOOYHBIX NEHCTBUAX, HEXKEIATEIbHBIX PEAKIUAX, CEPbE3HBIX HEXKeTaTebHbIX
peakusIX, HEMPEIBUICHHBIX HEKENATEIbHbIX PEAKLIUIX MIPU IPUMEHEHNH JIEKAPCTBEHHBIX NIPENapaToB,
00 MHIMBHYyaJbHONH HENEPEHOCHMOCTH, OTCYTCTBUU 3()()EKTUBHOCTH JIEKAPCTBEHHBIX MpENapaToB, a
TakKe 00 MHBIX (haKTax U 00CTOSATEILCTBAX, MPEACTABIISIFOIINX YTPO3Y JKU3HH WIH 370POBBIO YEIIOBEKA
00 JKMBOTHOTO NpPH NPUMEHEHUHU JIEKAPCTBEHHBIX IPENapaToB M BBISBICHHBIX Ha BCEX 3Tamax
oOpallieHus JIeKapCTBEHHBIX IpernapatoB B Poccuiickoil @epepanuu 1 IJpyrux rocy1apcTBax;

B) MmojydeHue B cooTBeTcTBUM ¢ DenepanbHbpiM 3akoHOM OT 31 urons 2020 roga N 248-d3 "O
rOCy/IapCTBEHHOM KOHTposie (Haa30pe) W MYHHIUIAIbLHOM KOHTpone B Poccuiickoit deneparun”
CBEJICHMI O MPUYMHEHUHU Bpela WKW 00 yrpo3e MpUYMHEHHs Bpeda XKU3HU, 3J0POBBIO TPaKIaH WU
YKUBOTHBIX.

Cratba 9.2. ocyaapCTBEeHHbIA KOHTpOsb (Hag3op) 3a peanusaumen opraHammu
UCNonHUTeNbHOMN BnacTn cybbektoB Poccunckon Pepgepaumm nonHomoumn B cdepe
obpalieHnsa nekapCcTBEHHbIX CpeaAcTB ANA MeAULUHCKOro NpUMeHeHus

(BBeneHa ®PenepanbHbiM 3akoHOM OT 11.06.2021 N 170-D3)

1. T'ocyngapcTBeHHBIM KOHTPOJb (HAA30p) 3a peaiu3aliedl opraHaMu HMCIIOJHUTEIHHOM BIACTH
cyonrekToB Poccuiickoit denepannu nomHomMounii B cepe oOpallieHUs JIEKAPCTBEHHBIX CPEACTB IS
MEIUIIMHCKOTO TPUMEHEHHsSI OCYIeCcTBIsSeTcsl ynonHomoueHHbIM [IpaButensctBom Poccuiickoit
®denepanyy OpraHOM UCIIOTHUTENBHO BIIACTH.

2. IlpenMeToM TroOCyIapCTBEHHOrO KOHTpoNs (Haa3opa) 3a peanu3alyeidl  opraHamu
WCTIOJHUTENBHOW BiacTH cyObekToB Poccuiickoit ®enepamuu monmHomounii B cdepe oOpamieHus
JIEKAPCTBEHHBIX CPENCTB Ui MEAMIIMHCKOTO TIPUMEHEHUS SIBISETCS COOJIOJCHUE YIIOJHOMOYEHHBIMHU
OpraHaMM HCIOJHUTENbHON BiacTu cyObekToB Poccuiickoit ®enepanuu METOJMKH YCTaHOBICHUS
IPEJENbHBIX PAa3MEpPOB ONTOBBIX HAJ0aBOK M MpPENeNbHBIX pa3MEpOB PO3HUYHBIX HAJ0aBOK K
(aKTHYECKUM OTITYCKHBIM ILI€HaM, YCTAaHOBJIEHHBIM MPOM3BOIUTEISIMH JIEKAPCTBEHHBIX MIPENapaToB, Ha
JICKapCTBEHHbIE TIperaparbl, BKIIOYEHHbIE B MEPEUYEeHb >KU3HEHHO HEOOXOAMMBIX M BaXXHEHUIIMX
JIEKAPCTBEHHBIX IIPENApaToB.

3. Ilpu ocymecTBIC€HHH TOCYIapCTBEHHOTO KOHTpOJsS (HaA30pa) 3a peaiu3aleil opraHaMu
UCIIOJIHUTENIbHON BiacTu cyObekToB Poccuiickoit ®exepanun mnoaHoMmounii B chepe oOpaiieHus
JEKapCTBEHHbIX CPEICTB Il MEIUIMHCKOIO IPUMEHEHUs MPOBOJATCS  CIEAYIOIIHME  BUAbI
MEPOIPUATHI:
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06 obpalLeHn nekapCTBEHHbIX CPeACTB

1) nOKyMeHTapHbIe IPOBEPKH;
2) BbI€3/IHBIE TPOBEPKH.

4. Opranuzanuss ¥ OCYIIECTBICHHE TOCYJIapCTBEHHOIO KOHTPOJiA (HAJ30pa) 3a peaiau3anueu
OopraHaMy HCTIOJHUTEIBHON BIAcTH CyOBeKTOB Poccuiickoit ®enepanuu MOJIHOMOYHN B cdepe
oOpareHust JeKapCTBEHHBIX CPEICTB ISl MEAMIIMHCKOTO MPUMEHEHUs peryaupyroTcs denepaabHbIM
3aKOHOM OT 6 OKTs0ps 1999 roga N 184-®3 "O6 00X NMPUHIKIAX OPTraHU3ANNKN 3aKOHOAATCIIBHBIX
(MpeacTaBUTENbHBIX) U UCIIOJHUTENBHBIX OPTraHOB TOCYJapCTBEHHOU BiacTu cyOBekToB Poccuiickoit
Oenepaunn".

5. [llojoxeHue O TOCYyIapCTBEHHOM KOHTpoJie (HaA30pe) 3a peajnu3aluuedl opraHaMu
WCTIOJTHUTENBHOW BIIAacTH CyOBekTOB Poccuiickoit ®enepamun momHoMounid B cdepe oOpamieHus
JIEKAPCTBEHHBIX CPEJICTB I MEIUIIMHCKOTO IpUMEHEHUs yTBepxkaaercs [IpaButensctBom Poccuiickon
denepanuu.

Cratba 9.3. PernoHanbHbInW rocyfapCTBEHHbIM KOHTposnb (Hap3op) 3a
NPUMEHEeHMEM LIeH Ha NeKapCcTBeHHbIe npenapaTtbl, BKITHOYEeHHbIe B NepeyYeHb XXU3HeHHO
HeobXoAMMbBIX U BaXKHEMLLUUX FleKapCTBEHHbIX NpenapaToB

(BBenena ®PenepanbHbIM 3akoHOM OT 11.06.2021 N 170-D3)

1. PernonanpHblii rocyJapCTBEHHBIM KOHTPOIE (HAA30p) 32 MPUMEHEHHUEM 1IeH Ha JIEKapCTBEHHbIE
mpemapaThl, BKIIOYCHHBIE B MEPEUEHb >KU3HEHHO HEOOXOMUMBIX M BAXKHEUIINX JEKapCTBEHHBIX
MpermapaToB, OCYIIECTBIISICTCS OPraHOM HCIOJHUTEIBLHOW BiIacTH cyObekTa Poccuiickoit denepanuu,
YOOJIHOMOYCHHBIM  BBICIIUM  HCIIOJHUTCIBHBIM  OpraHOM FOCYI[apCTBeHHOfI BJIaCTH CY6T)CKTa
Poccuiickoit deneparum.

2. IlpeaMeTOM PETMOHAIBLHOTO TOCYJAPCTBEHHOTO KOHTPOJIA (HAA30pa) 3a MPUMEHEHHUEM LIeH Ha
JIEKapCTBEHHbIE TIperaparhl, BKIIOYCHHbIE B TMEpPEeUeHb >KU3HEHHO HEOOXOMUMBIX U BaKHEHUIIUX
JICKapCTBEHHBIX  IpernapaTroB, SBIsETCS  COONIOJEHHE  OpraHU3alMsIMU  ONTOBOM  TOProBIH
JIEKapCTBEHHBIMH CPEICTBAMH, allTEeYHBIMHA OPraHU3alUsIMHU, HHINBUAYAIBHBIMU MIPEIIPUHUMATEISIMH,
UMEIOIIMMHU  JIUICH3UI0 Ha (apMareBTUYECKYI0 JeATENbHOCTh, MEIUIIMHCKAMHU OpraHU3alusIMHU,
UMCIOIMMHU  JIMICH3WI0 Ha  (apMaleBTHYECKYI0  JCSTEIbHOCTh, W WX  000COOJICHHBIMHU
nojpaszesieHussMu  (aMOyIaTopusiMu, (QeNbIUIepCKUMUA U (PeNbIIIepPCKO-aKyIIEPCKUMH  TYHKTaMU,
HeHTpaMu (OTIeNeHUsIMU) O0IIel BpaueOHOU (ceMeiHOW) MPaKTUKH), PACTIONOKEHHBIMU B CEJIbCKHUX
HACeNCHHbIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT aNTE€UYHbIC OpPraHM3alUH, NpPU Ppealn3aluu
JICKApCTBEHHBIX TpernapaToB TpeOOBaHMK K MPUMEHEHHIO II€H, YPOBEHb KOTOPBIX HE JOJDKEH
MIPEBHIATh CYMMY (aKTHUECKOW OTITYCKHOHW IIEHBI, yCTAHOBJICHHON NMPOW3BOAMTENEM JIEKAPCTBEHHBIX
MpernapaToB, W KOTOPbIE HE TPEBBIIIAIOT 3apETHCTPUPOBAHHBIX MPEIACITBHBIX OTIMYCKHBIX II€H, U
pa3MepoB ONTOBBIX HaA0aBOK M (WJIKM) pa3MepoB PO3HUYHBIX HAI0aBOK, HE MPEBBIMIAIONINX
COOTBETCTBEHHO Pa3MepOB MPEAETbHBIX ONTOBBIX HAA0ABOK U (MJIH) pa3MepoB MPEeAETbHBIX POSHUYHBIX
Ha/10aBOK, YCTAaHOBJIICHHBIX B cyObekTe Poccuiickoit deneparyu.

3. Opranuzainusi ¥ OCYIIECTBJICHUE PETMOHAIBHOTO TOCYJapCTBEHHOTO KOHTpOJS (Haa3opa) 3a
MIPUMEHEHHUEM II€H Ha JIEKApCTBEHHBIE Ipenaparhl, BKIIOUEHHbIE B IEPEUEHb )KU3HEHHO HEOOXOIMMBIX
Y BOXHEWIINX JICKAPCTBEHHBIX MpENaparoB, peryaupyrorcs PeaepanbHbiM 3akoHOM oT 31 mrona 2020
roga N 248-®3 "O rocynapcTBEHHOM KOHTpOJIE (HaaA30pe) U MYHHUIIMITIAIIBHOM KOHTpoJie B Poccuiickoit
Oenepaunn".
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4. [TonoxeHue 0 perMoHaIbHOM TOCYAapCTBEHHOM KOHTpoOJje (Haa30pe) 3a NPUMEHEHHUEM LIeH Ha
JICKapCTBEHHbIE Tperaparbl, BKIIOYEHHbIE B MEPEUYECHb >KU3HEHHO HEOOXOAMMBIX M BaXKHEHUIIMX
JICKApCTBCHHBIX MNPCIapaToB, YTBCPKAACTCA BBICIIMM HMCHOJHUTCIBHBIM OpPraHOM FOCy,Z[&pCTBCHHOfI
BiacTH cyobekra Poccuiickoit @enepariui.

Cratba 9.4. ®depepanbHblA roCyAapCTBEHHbIM  JIULIEH3UOHHbLIA  KOHTPOJSIb
AeATeNbHOCTU NO NPOU3BOACTBY NleKapCTBEHHbIX CPeaCcTB
(BBeneHa ®PenepanbHbiM 3akoHOM OT 11.06.2021 N 170-D3)

1. ®enepaibHBIl TOCYJAPCTBEHHBIN JTUUEH3UOHHBIA KOHTPOJbL JEATEIBHOCTH IO MPOU3BOJICTBY
JIEKApPCTBEHHBIX CPEJICTB OCYIIECTBIsACTCA (peneparbHBIMH OpPraHaMH HCIIOJHUTEIHHOM BIIACTH,
ynonHomoueHHbIMU [IpaBuTenscTBoM Poccuiickoit denepanuu.

2. denepanbHbI TOCYIAPCTBEHHBIN JTUIICH3HOHHBIN KOHTPOJIb JIEATEIILHOCTH 10 TPOU3BOJICTBY
JIEKapCTBEHHBIX CPEJICTB OCYIIECTBISIETCS B cOOTBEeTCTBUU ¢ DenepanbHbIM 3akoHOM OT 4 mas 2011
roga N 99-®3 "O nuueH3upoBaHUM OTIENbHBIX BUAOB AedaTeabHOCTU" U DenepanbHbIM 3aKOHOM OT 31
utonisg 2020 roga N 248-D3 "O rocynapcTBEHHOM KOHTpoJie (Haa30pe) U MyHUILIMITAIbBHOM KOHTPOJIE B
Poccuiickoit ®@enepanmu". B pamkax QemeparbHOTO TOCYIapCTBEHHOTO JIMIICH3MOHHOTO KOHTPOJIS
JESITeIbHOCTH TIO0 TPOHM3BOJCTBY JIEKAPCTBEHHBIX CPEICTB IUIAHOBBIE KOHTPOJIBHBIC (HAI30pHBIC)
MEpPOTIPUSTHSI HE MPOBOMAATCS, MPH TOM IPOBOIMTCS MEPHOIMUYECKOE TOATBEPIKICHHE COOTBETCTBUS
JTUIEH3UATOB JTUIICH3MOHHBIM TPeOOBaHUSIM B cOOTBeTCTBHU ¢ DenepanbHbIM 3akoHOM OT 4 Mas 2011
roga N 99-®3 "O nuueH3upoBaHUU OTACIBHBIX BUAOB JIEATEILHOCTH".

Mnaea 5. PASBPABOTKA, 0OKITMHUWYECKUE UCCJIEQOBAHUA
NNEKAPCTBEHHbIX CPEOCTB, A TAKXE KITMHUWYECKUE UCCIIEOOBAHUA
NEKAPCTBEHHbIX MPENAPATOB A5A BETEPUHAPHOIO NPUMEHEHUA

Cratba 10. Pa3paboTka nekapcTBeHHbIX CpeacTB

1. Pa3paboTka J€KapCTBEHHBIX CPEACTB BKJIIOYAET B CeOS MOMCK HOBBIX (hapMaKOJIOTHUYECKU
aKTUBHBIX BEIIECTB, IOCIEAYyIOUlee M3yUYeHUE UX JIEKAPCTBEHHBIX CBOWCTB, JOKJIMHUYECKUE
HCCIeIOBaHMs, pa3paboTKy TEXHOJOTHUN MPOU3BOACTBA (apMalleBTUYECKUX CYOCTaHLUN, pa3pabOTKy
COCTaBOB M TEXHOJIOTUI MPON3BOACTBA JIEKAPCTBEHHBIX MPETapaTOB.

2. @uHaHCcOBOE obecneueHne pa3padOTKH JIEKAPCTBEHHBIX CPEJICTB OCYLIECTBISETCS 3a CUET:

1) cpeacTs denepabHOTO OFOJIKETA;

2) cpeAcTB pa3pabOTIYMKOB JIEKAPCTBEHHBIX CPEIICTB;

3) CpEICTB IPOU3BOIUTENECH JIEKapCTBEHHBIX CPEICTB npu BBITIOJTHEHUH
HAy4YHO-HUCCIIEIOBATENIbCKUX Pa0OT MO JOTOBOPY MEXIY Pa3pabOTYUKOM JIEKAPCTBEHHBIX CPEICTB U
MIPOU3BOUTENIEM JICKAPCTBEHHBIX CPEIICTB;

4) UHBIX HE 3alPEIICHHBIX 3aKOHOATENLCTBOM Poccuiickoit denepaiini HCTOYHUKOB.

3. IlpaBa  pa3paboTumka  JICKAPDCTBEHHOTO  CpPEACTBA  OXPAHSIOTCA  TPakKIaHCKUM
3aKOHOJIATEILCTBOM.
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Cratba 11. [JoKnuHM4YecKoe wuccrenoBaHue JIeKapCTBeHHOro cpeacTtBa Ans
MeaAULUHCKOro npumMmeHeHusA

1. I[OKJ'II/IHI/I‘-ICCKOC HCCICAOBAHHUEC JICKAPCTBCHHOI'O CpPEACTBA AJid MCIHUIMWHCKOrO IMPHUMCHCHUA
MMPOBOAUTCA MMYTEM IPUMCHCHHUA HAYYHBIX MCETOAOB OLCHOK B MHCIAX IMOIYYCHHA O0Ka3aTCIbCTB
6630HaCHOCTI/I, KadecTBa U 3(1)(1)6KTI/IBHOCTI/I JICKapCTBCHHOT'O CPCACTBA.

2. JIOKJIMHUYECKOE HCCIIe0OBAaHHE JIEKAPCTBEHHOI'O CPEACTBA S MEAMLMHCKOTO NMPUMEHEHHUs
MPOBOJIUTCS. B COOTBETCTBUU C MpaBWJIAMHU HaJyIexaleil 1abopaTOpHON MPaKTUKH, YTBEPKICHHBIMU
YIIOJIHOMOYEHHBIM (he/iepaibHBIM OPraHOM HCTIOJIHUTEIBHOMN BIIACTH.

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

3. Jlna opraHM3alMy M NPOBEJCHUS TOKIMHUYECKOTO HCCIEAOBAHMS JICKAPCTBEHHOTO CPEICTBA
Ui MEOUIMHCKOTO TPHUMEHEHHS pPa3pabOTUYMKU JIEKAPCTBEHHBIX CPEJICTB MOTYT HPHUBIIEKATh
Hay4HO-UCCJIEJOBAaTEeIbCKHE OpraHu3aly, O00pa3oBaTelbHBIE OPraHM3allMM BBICIIETO OOpa30BaHUS,
UMEIoIIe HEOOXOIUMYI0 MaTepHalbHO-TEXHHUUYECKYI0 0a3y M KBaJM(PHUIMPOBAHHBIX CIEIMAIHCTOB B
COOTBETCTBYIOLIEH 00JIACTH UCCIIEIOBAHUSL.
(B pen. ®enepanbHoro 3akona ot 02.07.2013 N 185-03)

4. ,HOKJ'II/IHI/I'-IGCKoe HCCIICA0OBAHUEC JICKAPCTBCHHOI'O CpPEACTBA AJId MCIHUIMHCKOrO IMPHUMCEHCHUA
IIPOBOAUTCA II0 YTBCPKIACHHOMY pa3pa6OT‘lI/IKOM JICKApCTBEHHOI'O CpPEACTBA IINIaHY C BCACHUEM
MPOTOKOJIA 3TOTO HUCCICAOBAHUA U COCTABJICHUEM OTUCTA, B KOTOPOM COIACPKATCA PE3YJIbTAThlI 3TOT'O
HCCIICAOBAaHHUA W 3aKIIHOUYCHUC O  BO3MOKHOCTU  MPOBCACHUA  KIMHUYCCKOIO  HUCCICAOBAHUA
JICKApCTBCHHOTO IIperiaparta JJIis1 MCAUIIUHCKOI'0 IPpUMCHCHUS.

5. TlpoBeneHne MPOBEPOK COONIOACHUS TMPaBWI HaAJIekKaIEH Ja00OpaTOpHOW TPAKTUKH U
MPaBOBBIX HOPM HWCTOJB30BaHUS JKHUBOTHBIX TIPU TPOBEACHUU JOKIMHUYECKUX HCCICAOBAHUI
JIEKapCTBEHHBIX CPEACTB JUIsl MEIWLIUHCKOTO NPUMEHEHHUS OCYIIECTBISETCS YIOJTHOMOUYEHHBIM
(benepanbHBIM OPraHOM UCTIOTHUTEIHHOM BIACTH.

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

6. Pe3ynbTaThl JOKJIMHUYECKOTO HCCIIEIOBaHUS JIEKAPCTBEHHOI'O CPEIACTBA JUISI MEIUIMHCKOTO
MIPUMEHEHHUS MOTYT OBITh IPEJCTaBJICHbI B YIOJHOMOYEHHBIN (perepalibHbIil OpraH MCIOJIHUTEIbHON
BJIACTU B YCTAQHOBJIEHHOM IIOPSIAKE B LEIAX TOCYJApPCTBEHHOM PErMCTPAallUH JIEKaPCTBEHHOTO
npenapara.

Cratba 12. [loknuMHMYecKOe wuccrnenoBaHMe JeKapCTBEHHOro cpeacrtesa W
KIIMHUYECKOe WUccnefoBaHMEe JIeKapCTBEHHOro npenapata pAana BeTepuHapHOro
npUMeHeHuns

1. HOKHHHH‘IGCKO@ HCCIICAOBAHUC JICKAPCTBECHHOI'O CPEACTBA AJIA BETCPUHAPHOI'O IMPUMCHCHUA
OpOBOAUTCA NMYTECM IIPUMCHCHHSA HAYYHBIX MCETOAOB OLCHOK B MHCIAX IMOJYYCHHUS HOOKAa3aTCIIbCTB
6630HaCHOCTI/I, KadeCTBa H Bq)(i)eKTI/IBHOCTI/I JICKApCTBCHHOT'O CpCACTBA, B TOM YHCJIC OIPCACICHUA
CpOKa €ro BBIBCACHUSA H3 OpraHu3Ma XKHMBOTHOI'O, B LCIIAX obecnieucHuss 0€30IaCHOCTH nmpoayKuuu
JKUBOTHOT'O MMPOUCXOKACHUA MTOCJIC TPUMECHCHUS COOTBCTCTBYIOIICTO JICKAPCTBCHHOI'O IIpCIiapara.

2. HOKHI/IHI/I‘ICCKOG HCCIICOJOBAHUC JICKAPCTBCHHOI'0O CpEACTBA M KIMHHYECKOC MCCICIOBAHUC
JICKApCTBEHHOI'O IIpfriaparta s BETCPHUHAPHOI'O0 IIPUMCHCHHA, HCCICIOBAHUC OHMOSKBHBAJIEHTHOCTH
YKa3aHHOI'0O JICKAapCTBCHHOI'O IIpe€riapara IMpoBOLATCA B COOTBECTCTBHUU C MPABUJIAMH, YTBCPIKACHHBIMU
YHOJHOMOYCHHBIM (I)C,Z[GpaJIBHBIM OpraHom HCIIOJIHUTEILHOM BIACTH.
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3. JIOKJIMHUYECKOE HCCIEe0BaHNE JIEKapCTBEHHOTO CPEICTBA W KIMHUYECKOE HCCIIeI0OBAaHUE
JIEKapCTBEHHOI'O IIpernapaTta Uil BETEPUHAPHOIO NPUMEHEHHUS IPOBOAATCS IO YTBEPKIECHHOMY
pa3pabOTYMKOM JIEKAPCTBEHHOT'O CPEJICTBA IUIAHY C BEJCHHEM MPOTOKOJIOB 3THUX HCCIEIOBAHUN U
COCTaBJIEHHUEM OTYETOB, B KOTOPBIX COAEPIKATCS PE3YJIbTAThl ITUX MCCIIEIOBAHUM.

4. ,Z[HH opraHu3alvi U NPOBCACHUA JOKIMHUYCCKOI'0 UCCICAOBAHUA JICKAPCTBCHHOI'O CPEACTBA U
KIIMHUYCCKOIo HUCCICAOBaHWA JICKAPCTBCHHOI'O IIpf€riapara [JId BCTCPHHAPHOI'O IIPUMCHCHUA
p33pa6OT‘lI/IK JICKAPCTBCHHOTO CpCACTBA MOKCT IPHUBJICKATH OPraHU3alvv, UMCIOIINC H606XOI[I/IMYIO
MaTCprUAJIbHO-TCXHUYCCKYTO 633y )41 KBaJ'II/I(I)I/II_II/IpOBaHHLIX CIICIaJIuCTOB B COOTBCTCTBYIOH_[Cﬁ obOmactu
HUCCICIOBAaHU.

5. KimmHnyeckue ucciaenoBaHMs JIEKAPCTBEHHBIX IPENapaToB Ul BETEPHUHAPHOIO NPUMEHEHUS
MPOBOAATCS B BETEPUHAPHBIX OPraHM3alMsIX M B OPraHU3alUsiX, OCYIIECTBISIOIIUX pa3BEeACHUE,
BBIPAIlMBAHUE U COJEPIKAHUE )KUBOTHBIX, B LIEJIAX:

1) YCTaHOBJICHHA IICPECHOCUMOCTHU JICKAPCTBCHHBIX IMPEIIAPATOB 3JOPOBBIMU KUBOTHBIMH,

2) moxbopa ONTUMANBHBIX JO3UPOBOK JIEKAPCTBEHHBIX IMIPEMapaTOB W Kypca JIEYEHHUS Ha
KOHKPETHOU TPYTIIE )KUBOTHBIX C OMPECICHHBIM 3a00JIeBaHUEM;

3) ycraHoBieHus ~ Oe3omacHOCTH ®  A((EKTHBHOCTH  JIGKAPCTBEHHOTO  Ipemapara,
MpeHa3HAYEHHOr0 Il JICUEHUSl ONPEJCJICHHBIX 3a00JIeBaHMN JKUBOTHBIX, WIH 3((PEeKTUBHOCTU
JIEKapCTBEHHOT'O Mpenapara A Npo(pUIakTUKH 3a00J1€BaHUH 3J0POBbIX )KUBOTHBIX;

4) wm3ydeHUs BO3MOXKHOCTEH pacCIIMPEHUs MOKa3aHUH K NPUMEHEHHUIO 3aperucTpUPOBAHHOTO
JIEKapCTBEHHOTO Mpenapara U BBISBICHUS paHee HEU3BECTHBIX MOOOYHBIX ACHCTBUI.

6. KimHuueckoe uccienoBaHUE JIEKAPCTBEHHOIO Ipernapara A BETEPUHAPHOTO NPUMEHEHUS
OCYIIECTBIIICTCA 3a CUET CPECTB Pa3pabOTUMKA JIEKAPCTBEHHOTO CPE/ICTBA.

7. Ot4eTsl O pe3yiibTaTax AOOKIMHHYECKOI'0 HCCICAOBAHUA JICKAPCTBECHHOIO CpEACTBa U
KIMHUYCCKOIro HUCCICAOBaHWA JICKAPCTBCHHOI'O IIp€riapara [JId BETCPHHAPHOI'O  IIPUMCHCHUA
COCTaBJIAKOTCA pa3pa6OT‘lI/IKOM JICKApCTBCHHOTO CpeACTBA C YUCTOM 3aKJIIOYCHU OpraHHSaHHﬁ,
NPUHHUMABIINX YUYACTUC B OPraHU3alUU U IIPOBCACHHUHU 3THUX HCCJIeIOBaHUM.

8. KoHTponb 3a mpoBeIEeHUEM JOKIMHUYECKMX MHCCIENOBAHUI JIEKAPCTBEHHBIX CPEACTB MU
KJIMHUYECKUX HCCIIEIOBAaHUI JIEKAPCTBEHHBIX IpernaparoB Ui BETEPUHAPHOTO IPUMEHEHUs
OCYIIECTBIISIETCS YIIOJIHOMOUYEHHBIM (heJiepaabHbIM OpraHOM HUCIIOTHUTENBHOM BIIaCTH.

Maga 6. OCYLWECTBJIEHUE FOCYJAPCTBEHHOW PETMCTPALIUN
NEKAPCTBEHHbIX NMPEMAPATOB

CraTtba 13. locyaapcTBeHHasi permcrpaumsa nekapcTBeHHbIX NpenapaToB
(B pen. @enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

KoncynprantlIntoc: npumedanue.

JlomyckaeTcsi MpUMEHEHUE B MEIUIIMHCKUX IEJSAX HE 3aperUCTPUPOBAaHHBIX B PD jexapcTBEHHBIX
MpEnaparoB, COJEPIKAIIMUX HAPKOTUYECKHE CPEACTBA WJIM MCUXOTPOMHBIE BEIIECTBA, BBE3ECHHBIX B
P® B cootBeTcTBHH ¢ 4. 3.1 cT. 47 nqanHoro gokymeHnTa (m. 8 c¢1. 3 @3 o1 27.12.2019 N 475-D3).
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 11.06.2021) [okyMeHT npepoctasneH KoHcynbraHTlntoc

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1. B Poccuiickoit @enepanun A0IyCKarOTCs IPOU3BOACTBO, U3TOTOBJICHHUE, XPAHEHUE, IIEPEBO3KA,
BBO3 B Poccuiickyro ®denepanuto, BeiB03 U3 Poccuiickonn denepanuu, pekiiama, OTIIYCK, pealn3anus,
repeaada, NPUMEHEHUE, YHUYTOKEHHE JICKApCTBEHHBIX IIPENapaToB, €CIM OHU 3apErUCTPUPOBAHBI
COOTBETCTBYIOIIMM YIOJIHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HCITOJIHUTENBHOMN BIIACTH.
(dactp 1 B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

2. 'ocynapcTBeHHOM perucTpauy mojiexar:

1) Bce JexapcTBEHHbIE Mpenaparthl, BIEPBLIC MOJJIekKAllle BBOJAY B oOpamieHue B Poccuiickoit
®enepaunu;

2) nexkapCTBEHHBbIE Npenaparhl, 3aperuCTPUPOBAaHHBIE pPAaHEE, HO IMPOU3BEIACHHBIE B JIPYIHX
JIEKapCTBEHHBIX (pOpMaxX B COOTBETCTBHM C [IEPEYHEM HAWMEHOBAHHI JIEKAPCTBEHHBIX (OPM, B HOBOM
J03UPOBKE IIPH JOKA3aTENbCTBE €€ KIMHUYECKON 3HaUNMOCTH U 3 (EKTUBHOCTH;

3) HOBBIE KOMOMHAIIMY 3aPETUCTPUPOBAHHBIX PaHee JIEKAPCTBEHHBIX MPENapaToB.

3. 'ocynapcTBeHHasl perucTpanus JIEKApCTBEHHBIX MPENApaToB OCYLIECTBISIETCS [0 Pe3yJIbTaTaM
9KCHEPTHU3bl JIEKAPCTBEHHBIX CPEJACTB, a TOCYJApCTBEHHAs PErHCTpalus OpQaHHBIX JIEKapCTBEHHBIX
IIpEnapaToB OCYLIECTBIISETCS II0 pe3yJIbTaTaM 3KCIEPTU3bl JOKYMEHTOB, IIPEICTaBICHHBIX JUIS
OnpeIeIeHUs] BO3MOKHOCTH pacCMaTpPUBATh JIEKAPCTBEHHBIN ITpenapar s MEIULIUHCKOTO IPUMEHEHMS
IIPU OCYUIECTBIEHUU TOCYJapCTBEHHOM pErucTpalMd B KadyecTBe Op(aHHOIO JIEKapCTBEHHOTO
Ipenapara, U 0 pe3yJibTaTaM 3KCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB.

4. TocynmapctBeHHass ~ perucTpauus  JIGKApCTBEHHOIO  IIpemapara  OCYLIECTBIIAETCS
COOTBETCTBYIOIUM YIIOJIHOMOYEHHBIM (pe/iepanbHbIM OpPraHOM MCIIOJHHUTEIBHON BJIACTH B CpPOK, HE
MPEBBILIAIONIMM CTa MIECTHJIECATH padOUYMX JHEH CO JHS NPUHATHS COOTBETCTBYIOIIEIO 3asBIEHUS O
roCy/1apCTBEHHOW PETUCTpallMU JIEKApCTBEHHOro Ipenaparta. B yka3aHHBIN CpOK BKIIIOYAETCS BpeMs,
HE00X0AMMOE ISl HOBTOPHOTO MPOBEIEHHSI IKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEJCTBA B COOTBETCTBUU CO
cratbell 25 Hactosmero dexepanbHoro 3akoHa. Cpok rocyAapCTBEHHOW perucTpaliy JEKapCcTBEHHOTO
npenapara HMCYHCISeTCd CO JHS MPUHATHS COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM (erepaabHbIM
OpPraHOM HCIIOJIHUTENBHON BJIACTH COOTBETCTBYIOIIETO 3asBJIEHUS O IOCYAAPCTBEHHOW pErucTpanuu
JIEKApCTBEHHOTO TMperapara C MNPUIOKEHWEM HEeOOXOAMMBIX JIOKYMEHTOB TIO JIeHb BBIIAYU
PETUCTPALIMOHHOIO  yIOCTOBEPEHMsI JIEKAPCTBEHHOro Ipemnapara. Bpewms, HeoOxogumoe —ais
HalpaBJICHUs YHNOJHOMOYEHHBIM (heliepaIbHbIM OpPraHOM HCIIOJIHUTENBHOM BJIACTH 3ampoca o
NIPEJCTaBICHUN HEOOXOIMMbIX MAaTE€PHUAIOB U MPEACTaBICHUS 3asBUTEIEM OTBETA HA JAaHHBIN 3ampoc B
COOTBETCTBUM €O cTaTbsiMu 16, 19 u 23 nHacrosmero denepalbHOr0 3aKOHA, HE YUYUTHIBAETCS IIPU
HCYMCIIEHUH CPOKa IOCYJapCTBEHHOM perucTpanuy JeKapcTBEHHOI O IIpenapara.

5. T'ocynapCTBEHHOW pErucTpalny HE MOAJIEKAT:

1) JICKAPCTBCHHLBIC IPCIiapaThbl, MU3rOTOBJICHHBLIC aAIlITCYHLBIMH OpPraHu3alusdMH, BCTCPUHAPHBIMU
AIITCYHBIMU OpraHu3alvsaIMu, HHAWBUAYAJIbHBIMU MPCANIPUHUMATECIAMHA, KOTOPEIEC UMCIOT JIMIICH3UIO HA
q)apMaHeBTI/I‘leCKYIO ACATCIIbHOCTb, IIO PCUCIITAM Ha JICKAPCTBCHHBLIC IIPCIIapaTbl MU Tpe6OBaHI/I$IM
MCINIMHCKHUX OpFB.HPB&I.[PIIZ, BCTCPHUHAPHBIX OPI’ aHPI3aI.IPII>i;

2) JeKapCTBEHHBIE TIperaparbl, NPUOOpPETeHHbIE (U3MYECKUMHU JIMIIAMH 3a TpeJesiaMu
Poccuiickoit deneparuu v npegHa3HavYeHHbIE 1Sl JUYHOTO UCIIOJIb30BaHUS;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

3) nexkapcTBeHHblE Ipenaparthl, BBO3UMble B Poccuiickyro ®Penepauuio aias OKazaHUS
MEIUIMHCKOW IOMOLIM MO JKU3HEHHBIM IIOKa3aHUSM KOHKPETHOIO IAlMEHTa Ha OCHOBAaHUU
pas3pelieHus, BBLAAHHOTO YIIOJTHOMOYEHHBIM (he/IepaibHBIM OPraHOM HCTIOJIHUTEILHON BIIACTH;

4) nmekapCTBEHHBIE CpEACTBa, BBO3UMbIe B Poccuiickyro deneparnio Ha OCHOBAaHWU BBIIAHHOTO
YITOJTHOMOYEHHBIM (pe/iepaibHbIM OPTaHOM MCIIOJIHUTEILHON BJIACTH pa3pelieHus U MpeIHa3HaueHHbBIC
JUIS TIPOBEACHUS KIMHUYECKUX HCCIENOBAaHUM JIEKapCTBEHHBIX IpenapaToB W (WJIM) MPOBEICHUs
SKCNEpPTU3bl JIEKAPCTBEHHBIX CPEACTB A  OCYLIECTBICHHUS TOCYJapCTBEHHOM  perucTparun
JIEKapCTBEHHBIX IPEINAPATOB;

5) dbapmarieBTHUECKHE CYOCTAHIINH;

6) pamuodapMalneBTUICCKUE JIGKAPCTBEHHBIC IperapaThl, U3TOTOBJICHHBIE HETIOCPEICTBEHHO B
MEJIMIIMHCKUX OPTaHM3AIMAX B MOPSJIKE, YCTAHOBJIECHHOM YIIOJTHOMOYEHHBIM (efepalbHBIM OpTraHOM
WCIIOJTHUTENIbHOM BIIACTH;

7) nexkapcTBEHHbIE Mpenaparhl, IPOU3BOAUMBIE TS SKCIIOPTA.
6. He nomyckaercs rocy1apcTBEHHasl pErUCTpaLys:

1) nexapCTBEHHBIX IpPENapaToB, OTIMYAIOIIMXCS APYr OT Jpyra KadeCTBEHHBIM COCTAaBOM
JEHCTBYIOIINX BEUIECTB, M10J{ OMHAKOBBIM TOPIOBBIM HAUMEHOBAHKEM;

2) OTHOTO JIEKapCTBEHHOTO IperapaTa, MpeACTaBICHHOTO Ha TOCYAAPCTBEHHYIO PETHCTPAIHIO B
OTHOIICHHHM OJHOTO M TOTO JK€ Jep)kKaTelsl WIM BIAJENbla PETHCTPALMOHHOTO YJOCTOBEPEHHUS
JIEKapCTBEHHOTO TIperapaTa B BHJIE JABYX M Ooliee JICKApCTBEHHBIX IPENapaToB MO Ppa3InYHBIMU
TOPTOBBIMU HAUMEHOBAHUSIMH.

(n. 2 B pen. @exnepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7. Tlo 3ampocy (B 2eKTpoHHOW (hopMe WM Ha OyMaKHOM HOCHTENIe) CyOheKTa OOpaIeHUs
JICKApCTBCHHBIX CpEacCTB COOTBCTCTBYIOIIIUM YIIOJIHOMOYCHHBIM (i)ellepaHBHI)IM Oopranom
UCIIOJIHUTEJIBHOM ~ BJACTH, OCYIIECTBIISIIOIIMM TOCYJAapPCTBEHHYIO DPErHMCTPALMI0  JIEKAPCTBEHHBIX
[IpernapaTroB, B YCTAaHOBIEHHOM MM [OPSJKE OCYILECTBIISETCS HAyyHOE KOHCYJIbTHPOBAHUE IIO
BOIPOCaM, CBSI3aHHBIM C HPOBEIECHUEM JOKIMHHUYECKUX HCCIEI0BaHUM, KIMHUYECKUX HCCIIETOBAHUMN
JICKApCTBEHHBIX MPENapaToB, AKCIEPTH3bl KadyecTBa JICKAPCTBEHHBIX CPEACTB, 3(PQPEKTHUBHOCTH U
0€30MacHOCTH, C OCYILECTBICHHUEM TOCYJapCTBEHHON pPETUCTpaliy JIEKapCTBEHHBIX IIPEnapaTos.
KoHncynbTupoBanue ocymiecTBIsieTCsl ¢ MpUBIeUYeHUEM (eepabHbIX TOCYJapCTBEHHBIX OOKETHBIX
YUPEKAECHUH, MOJABEJOMCTBEHHbIX JaHHOMY (hefepalbHOMY OpraHy HCIOJIHMTENbHOM BJIACTH U HE
YUYaCTBYIOUIMX B OpPraHMU3allUM MPOBEAEHUS HKCHEPTH3bl KayecTBa JICKAPCTBEHHBIX CPEJICTB B LENAX
OCYILECTBIICHUS] MX TOCYAApCTBEHHOW pPETUCTpallMd B COOTBETCTBUU CO CTaThedl 16 HacTosmiero
denepanbHOTO 3aKOHA, B BUAE OTBETAa B MUCHbMEHHOM (POpPME YITOTHOMOUYEHHOTO (hefepaibHOTO OpraHa
HCIIOJIHUTENIBHOM BJIACTH Ha 3ampoc. Pasmep B3uMaeMoOW C 3asBUTENS IUIATBl OIpPEAENseTcs B
COOTBETCTBUHM C 3aKoHoAaTenbcTBOM Poccuiickoit ®epepanum 00 oOpraHuzaluu NpeaOCTaBICHUS
TOCYJapCTBEHHbIX M MyHHUMIANbHbIX yciayr. MHpopmanus o006 OCyLIeCTBIEHMH Hay4HOTO
KOHCYJIbTUPOBAHMs, B TOM YHCIE CTaTbH, 0030pHI, CIIPABOYHbIE MaTepHabl M MHas nHpopmauus od
OCYIIECTBIICHUM  HAy4YHOTO  KOHCYJbTHPOBAaHHUS,  pa3Meliaercsi Ha  oQuIualbHOM  caiiTe
YIIOJIHOMOYEHHOTO (heZiepaibHOro OpraHa UCTIONHUTENbHON BiacTu B ceTu "MHTepHeT" ¢ cobmoaeHnemM
Ol"paHI/I‘IeHI/II\/JI, YCTAHOBJICHHBLIX 3aKOHOAATCILCTBOM O INEPCOHAIBHBIX JAaHHBIX, KOMMep‘IGCKOI\/JI u (I/IJ'II/I)
roCyJapCTBEHHOM TaliHe.
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8. T'ocynapcTBeHHass perucrpanys JEKapCTBEHHBIX IIPENapaToB, KOTOPbIE NPEAHA3HAYEHBI UIS
NIPUMEHEHHUS B YCIOBUSAX BOCHHBIX JICHCTBUH, 4YpE3BBIYAMHBIX CHUTyaluid, NpeayNpexIeHus
Ype3BbIUANHBIX CUTYAIUi, MPOMUIAKTUKNA U JICYCHUsI 3a00JI€BaHUH, MPEACTABIAIONINX OMACHOCTh IS
OKpY’KaroIlNX, 3200J€BaHUI U MOPAKEHU, ITOJIyYEHHBIX B pe3yJIbTaTe BO3AEHCTBUS HEOIArONPUATHBIX
XUMHUYECKHUX, OMOJIOTMYECKUX, paJHallMOHHBIX (aKTOpOB, U KOTOpbIe pa3pabOTaHbl B TOM YHCIE IO
3aJaHuI0 (peepanbHBIX OPraHOB MCIOJHHUTEIbHON BIIACTH, YIOJIHOMOYEHHBIX B 00JIACTH OOOpPOHBI
CTpaHbl U 0€30IaCHOCTU I'OCYJapCTBa, OCYILIECTBISETCA B MOPSAIKE, yCTaHOBIeHHOM [IpaBurenscTBoM
Poccuiickoit deneparum.

(uactp 8 B pen. @enepanbHoro 3akoHa ot 01.04.2020 N 98-03)

Cratbs 14. MpUHUMNbI 3KCNepTU3bl NeKapCTBEHHbIX CpeacTB
(B pen. @enepanpHoro 3akonHa ot 22.12.2014 N 429-D3)

1. 9KCHepTI/IBa JICKApCTBCHHBIX CPCACTB OCHOBBLIBACTCA HA IMPUHIUIIAX 3aKOHHOCTH, CO6JIIO,Z[€HI/IH
npaB " CBO6OI[ YCJIOBCKAa W TIpakAaHWHA, IIpaB HOPUIWYCCKOIO JiMla, HC3aBUCUMOCTHU JSKCIICPTA,
O6’I)€KTI/IBHOCTI/I, BCCCTOPOHHOCTU H TIOJHOTLI I/ICCHGI[OBaHI/II\/JI, MMPOBOAMMBIX C HCIIOJB30BaAHUCM
COBPEMEHHBIX )IOCTI/I)KCHI/Iﬁ HayKH W TCXHHUKH, OTBECTCTBCHHOCTHU q)ellepaJ'H)HOFO TroCyJapCTBEHHOT'O
6I-OI[)KCTHOFO YUPCKACHUA II0 HNPOBCACHUIO OSKCICPTHU3BI JICKAPCTBCHHBIX CPCACTB MU 3KCIICPTOB 3a
MMPOBEACHUC U KaUCCTBO 3KCIICPTU3LI.

2. 3KCH€‘pTI/I33 JICKApPCTBCHHBIX NPCIapaToB I MCAUIHUHCKOI'O IPUMCHCHU BKIIHOYACT B ceos:

1) skcnepTu3y JOKYMEHTOB, MPEACTABIICHHBIX JI ONPEICICHHUS] BO3MOXKHOCTH paccMaTpHUBaTh
JIEKapCTBEHHBIA Tpenapar s MEIUIIMHCKOTO MPUMEHEHHS TPH OCYIIECTBICHHH TOCYIapCTBEHHOU
pErucTpaIiyy B Ka4eCTBE Op(haHHOTO JIEKApCTBEHHOTO Mperapara;

2) OKCIICPTU3Y IMPEAIONKCHHBIX METOAOB KOHTPOJA KadeCTBa JICKAPCTBECHHOI'O CpEACTBa H
KadueCTBa MPCACTABJICHHBIX 06pa3u03 JICKApCTBEHHOTI'O CPEACTBA € HCIIOJIB30BAHUCM 3THUX MCETOAOB
(I[anee - OKCIICPTHU3a KauCCTBA JICKAPCTBCHHOI'O Cpe,Z[CTBa);

3) oOKcnepTU3y OTHOLIEHHS OXHUAA€MOH I0JIb3bl K BO3MOXKHOMY PHUCKY IPUMEHEHHS
JIEKApCTBEHHOTO Mperapara;

4) SKCHepTU3y PETHCTPAMOHHOTO JOChE Ha JIGKAPCTBEHHBIA Tpemapar B IEJAX OMpeaesICHUs
B3aMMO3aMEHIEMOCTH JIEKAPCTBEHHBIX MPEMApaTOB UIsI MEAUIIMHCKOTO TPUMEHEHUSI.
(. 4 BBenen DenepanbHbIM 3ak0HOM OT 27.12.2019 N 475-D3)

3. DkcnepTH3a JIEKapCTBEHHBIX IMPENapaToB Uil BETEPUHAPHOTO MPHUMEHEHMs BKJIIOYAET B ce0s
9KCIIEPTU3Y KadyecTBa JIEKAPCTBEHHOI'O CPEACTBA M 3KCIEPTU3y OTHOIICHHS OXHMAAeMOH IOJb3bl K
BO3MO>XHOMY PUCKY MPUMEHEHUS JIEKAPCTBEHHOTO Mpernapara.

Cratba 15. <Dep,epaanoe rocyaoapcTtBeHHoOe oroaKeTHOe yypexaeHune no
npoBeaeHUo IKCNepTu3bl NNIeKapCTBeHHbIX CpeacTB

DKcrnepTr3a JIEKapCTBEHHBIX CPEACTB MPOBOAMTCS (peaepantbHbIM TOCYAAPCTBEHHBIM OFOIKETHBIM
YUPEKICHUEM COOTBETCTBYIOIIETO YIIOJTHOMOYEHHOTO (heepabHOTO OpraHa MUCIIOJIHUTELHON BIIACTH,
CO3/IaHHBIM i1 OOeCcreueHUs] WCIIOJIHEHUS IOJHOMOYUN 3TOro ¢eaepalbHOr0 OpraHa IO Bblaaye
paspelieHuii Ha MPOBENEHUE KIMHUYECKUX HCCIIETOBAHHMM JEKapCTBEHHBIX MpernaparoB U (WIH) IO
rOCyAapCTBEHHOW PETUCTPAIIMU JIEKAPCTBEHHBIX MPENaparoB (J1ajee - IKCIEPTHOE YUPEKACHUE).
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Cratbsa 16. OpraHnsaums npoBeAeHUs1 IKCNepPTU3bl JleKapCTBEHHbIX CPEACTB
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. DOkcneptusza J€KapCTBEHHBIX CPEACTB MNPOBOAUTCS KOMHUCCHEHW JKCHEPTOB 3SKCHEPTHOIO
YUPEKIEHUs, HA3HAYECHHON €ro PyKOBOAMTEIEM, HA OCHOBAaHUU 3a/JlaHUs HAa IPOBEIECHHUE DKCIEPTU3BI
JIEKapCTBEHHOTO CPEJCTBA, BBIAAHHOTO YIOJHOMOYEHHBIM (helepanbHbIM OpPraHOM HCIIOJHUTEIbHON
BJacTU. PyKOBOIUTENb AKCIIEPTHOTO YUpexkIeHUs oOecriedrBaeT HaajesKalee IpoBeIeHUe SKCIIEPTU3HI
JICKApCTBEHHBIX CPEJICTB B COOTBETCTBUHU C 3aJ[aHWEM, BBIJAHHBIM YIOJHOMOYEHHBIM (enepaabHbIM
OpPraHOM HCHOJHUTEIbHOM BJIACTH, U OPraHU3yeT MOATOTOBKY CBOJHOTO 3aKJIIOYEHHS 3TOM KOMHCCHU.
B cocraB »TON KOMHCCHMM TIO PELIEHUIO PYKOBOJIUTENSI HKCIEPTHOIO YUPEKACHHUS MOTYT OBITh
BKJIFOYEHBI B KQU€CTBE HKCIEPTOB JIUIA, HE pabOTAIOIIUE B JAHHOM 3KCHEPTHOM YUPEKICHUHU, €CIIU UX
CriellMalbHble 3HAHUSI HEOOXOAMMBI JJIsi MPOBEACHHS SKCHEPTH3bl U TAaKHUe SKCIEPThl OTCYTCTBYIOT B
JAHHOM DKCIEPTHOM YUPEKACHUH.

2. DKCHEpTOM MO IPOBEAEHUIO AKCIEPTU3bI JEKAPCTBEHHBIX CPEJCTB SIBISETCS aTTECTOBAHHBIN
pabOTHUK S3KCHEPTHOTO YUPEKIEHUS, KOTOpBIM HMEET BbICIIEE MEIUIMHCKOE, (apMaleBTUYECKOE,
OHoI0rHYecKoe, BEeTepUHApPHOE WM XUMHYECKoe 00pa3oBaHKUe U MPOBOIUT SKCIIEPTUIY JIEKAPCTBEHHBIX
CPEICTB B MOPSAKE UCIIOTHEHUS CBOMX JOJKHOCTHBIX 00s13aHHOCTEH (J1ajee - IKCIepT).

3. HpI/I MPOBCACHUUN OJKCIICPTHU3BI JICKAPCTBCHHBIX CPCACTB I3KCHEPT HE MOKCET HAXOAUTLCA B
KaKOM-TN00 3aBUCUMOCTH OT JiMia, Ha3HAYMBLIICTO 3Ty SKCICPTUIY, pa3pa60TqI/n<a JICKApCTBCHHOT'O
CpCAcCTBA UJIN APYTUX 3aUHTCPCCOBAHHLBIX B PE3YJIbTAaTaX SKCIICPTHU3BI JIUIIL.

4. Tlpm mpoBeNeHHH SKCIEPTU3bI JIEKAPCTBEHHBIX CPEICTB HE JIOIYCKAeTcs HCTPeOOBaTh Y
3asiBUTENsT JMOO WMHBIX JIMI MaTepuaibl, HEOOXOOuMBbIE JUIsl MPOBEACHUSA SKcrepTu3bl. B ciydae
HE/I0CTaTOYHOCTH INPEACTABICHHBIX HKCIEPTY MaTepUalioB Ui Jauyd 3aKJIIOYEHHs SKCIEPT CTaBUT
BOMPOC O TMpPEJICTaBIEHUH €My HEOOXOAMMBIX MaTepHajoB Iepel] PYKOBOAUTENIEM 3KCIIEPTHOTO
YUPEkKACHUS, KOTOPBI 00palaeTcs ¢ COOTBETCTBYIOIIMM 3allpOCOM B YITOTHOMOUYEHHBIH (eiepaabHbIi
OpraH MHCIIOJIHUTEIbHOW BIJIACTH, BBIJABIIMM 3aJaHME HA IPOBEJIEHUE AKCIEPTU3bl JIEKAPCTBEHHOI'O
cpeacTBa. YKa3zaHHbBIN (eepalibHbIi OpTraH UCTIOTHUTEIBHOW BIIACTH B T€YCHHE IISATH pabOvMX JHEH CO
TTHS TIOCTYTIJICHUS 3a1poca PyKOBOJUTEINS SKCIIEPTHOTO YUPEKICHHUS HANpaBJIseT 3asBUTEINIO 3aMpoC O
IIPEJCTaBICHUN HEOOXOAMMBIX MaTepuasloB. JJaHHBIN 3aIIpOC MOXKET OBbITh MepesiaH YIOJIHOMOYEHHOMY
NIPEJCTABUTENIO 3asABUTEN JIMYHO IIOJl PACIMCKy, HANpaBieH IO IOYTe 3aKa3HbIM IHCBMOM HIIU
nepesaH B AJIEKTPOHHON (opMe MO TEIeKOMMYHHUKAIIMOHHBIM KaHajlaM CBs3U. B ciydae HampaBieHus
JTAHHOT'O 3a1poca 10 MMOYTE 3aKa3HbIM [TMCbMOM OH CUMTAETCSI IIOJYUYEHHBIM 110 UCTEYEHUHU LIECTH JHEN
C J1aThl HAIIPaBJIEHUS 3aKa3HOTO MHUChMa.

(uactp 4 B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

4.1. 3asgBuTenp 0053aH MPEACTaBUTH OTBET Ha 3alpPOC YMOJIHOMOYEHHOTO (henepaabHOro OopraHa
WCIIOJTHUTENILHOM BIACTH B CPOK, HE MPEBBIIIAIONINIA AEBIHOCTA pabOYNX JAHEU CO JHS €r0 MONTYYEeHHUS.
YnonmHOMOYEHHBIN (eiepalibHbII OpraH UCIIOJHUTENBHON BJIACTH, BBIAABIINN 3aJjaHHE HA MPOBEACHUE
HKCHEPTHU3bl JIEKAPCTBEHHOT'O CPEJCTBA, B TEUYECHUE NATH PabOUYMX JHEW CO JHS MOCTYIUICHUS OT
3asiBUTENIsl OTBETa Ha JAHHBIN 3allpoc HAIpaBiIsIeT TAaKOW OTBET B 3KCIEPTHOE yupexaeHue. B ciydae
HEMNpEeJICTaBICHNUs MO0 HCTEUYEHUHU JIEBSHOCTa pabouMx [HEH 3asBUTENEM OTBETa Ha JaHHBIA 3ampoc
YIOJHOMOYEHHBIN (eiepalibHbIil OpraH UCHOJHUTENBHOM BIIACTH, BBIJABIIMIA 3a/laHuEe Ha MPOBEACHUE
AKCIIEPTHU3BI JIEKAPCTBEHHOTO CPEICTBAa, B TE€YCHHE MATH PabOUYMX THEH HampaBiseT B SKCIEPTHOE
YUPEXKJEHUE YBEAOMIIEHHE O HENPEJCTABICHUU 3asBUTEIEM OTBETAa Ha 3alpoOC YKa3aHHOIO OpraHa.
Bpewmst co nHs HampaBiieHHs 3ampoca SKCIEPTHOTO YUPESKICHHS B YIMOJTHOMOUYEHHBIN (enepanbHbIi
OpraH HCIIOJIHUTEJBHOMN BJIACTU A0 JHS MOJTYYEHMs SKCIIEPTHBIM yUPEKJICHHUEM OTBETa Ha 3alpoc WU
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YBEIIOMJICHHSI O HEMPEICTaBICHHH OTBETAa Ha 3alpOC HE YYHUTBHIBACTCS MPH HMCUYUCICHHH CpPOKa
MIPOBEICHUS IKCIIEPTU3HI JIGKAPCTBEHHOTO CPE/ICTBA.
(dactb 4.1 BBegena denepanbHbiM 3akoHOM oT 25.11.2013 N 317-D3)

4.2. Ecnu B cocTaBe perucTpalioHHOTO JI0ChEe Ha JIEKAPCTBEHHBIN IMpernapaT A1 MEAUIIMHCKOIO
IIPUMEHEHHUsI COJEPKUTCSA TpeaycMoTpeHHas crtatbed 18, wacteto 1.1 crarem 30 u crateenn 34
Hacrosimero @enepanbHOr0 3aKOHA KOMHUS PELICHUS YIIOJHOMOYEHHOIo (elepaabHOro opraHa
UCIIOJIHUTENIBHOM BJIACTU O IPOBEJEHUM HMHCIEKTHPOBAHMS NPOU3BOIUTEINS JIEKAPCTBEHHBIX CPENCTB,
9KCHEepPTy A0 O(GOpPMIICHUS PE3yJIbTaTOB SKCIEPTU3bI JICKAPCTBEHHOTO CPEJCTBAa IPEJOCTABISIETCS B
MOPSAJIKE M Ha YCIOBUSX, KOTOPbIE IMpPEeNycMOTpeHbl yacTsiMu 4 u 4.3 Hacrosueld cTaTbd, KOIUs
3aKJIIOYEHUSI O COOTBETCTBMM MPOM3BOAMUTENS JIEKAPCTBEHHBIX CPEICTB TPEeOOBAaHUSM MPABHI
HaJuIexalled MpOU3BOJCTBEHHONW MPAKTUKH, BBIJJAHHOTO YMOJHOMOYEHHBIM (efepaibHbIM OpraHOM
HCIIOJIHUTEIILHOM BJIACTH.

(uacts 4.2 BBeeHa @enepanbHbIM 3akoHOM OT 04.06.2018 N 140-D3)

4.3. 3asBuTens 00s3aH MPEICTAaBUTh B YIOJTHOMOYEHHBIN (eepanibHbIil OpraH HCIONTHUTEIHHON
BIIACTH KOTIMIO 3aKIIFOUEHUS O COOTBETCTBHH TPOM3BOAMTENS JICKAPCTBEHHBIX CPEJICTB TPEOOBaHUSIM
[paBWJ HAJJIEKAIIEH MPOU3BOJCTBEHHOM MPAKTUKU B CPOK, HE MPEBBIMIAIONMIMNA CTa BOCBMHIECITH
pabouux AHEH CO NMHS TMOJYYEHHs 3alpoca O €€ MPEJOCTABJICHHUH. Y TOJTHOMOYEHHBIN (enepalbHbIN
OpraH HCIIOJHUTEJIBHOW BIIACTH, BBIJABIIMK 3aJaHUE HA IPOBEICHUE SKCIEPTU3bl JIEKAPCTBEHHOTO
CpEICTBa, B T€UEHHUE MIATH pabouux AHEW CO THS MOCTYIUICHHUS OT 3asBUTENs KOMUHU 3aKIIOYCHHS O
COOTBETCTBUHM TPOU3BOIUTENSI JICKAPCTBEHHBIX CPEACTB TpPeOOBAHMSAM TMpaBUI  HaANEKalei
MPOU3BOJACTBEHHOM MPAKTHUKY, HAIIPABIIIET €€ B IKCIIEPTHOE yupexkaeHue. B ciyyae HenmpeacraBiieHUs
3asBUTEJIEM B YKA3aHHBIM CPOK KOMMUHU 3aKJIIOUYEHHUS O COOTBETCTBHM MPOU3BOJUTENS JIEKAPCTBEHHBIX
CpencTB TpeOOBaHUSM TPaBUJ HAJICKAIIEH TMPOWU3BOJCTBEHHOW TMPAKTUKU  YIIOJTHOMOYEHHBIN
(denepanbHBIE OpraH HCIOJHUTENBHON BIIACTH, BBIIABIIMN 3a/laHWE Ha TMPOBEACHHUE DSKCIEPTU3bI
JIEKapCTBEHHOT'O CPEJCTBa, B TEUEHHUE IMSITH PaOOUMX JHEH HampaBiseT B JKCIEPTHOE YUPEKICHHE
YBEIOMJICHHE O HENPEACTABICHUM 3asBUTEJIEM KONWU 3aKIIOYECHHS O COOTBETCTBHM IPOU3BOIAUTENS
JIEKapCTBEHHBIX CPEACTB TPEOOBAHUSAM IMPABWII HaJJICkKAIIeH MPOU3BOJCTBEHHON MPaKTUKU. Bpems co
JTHSL HAINpaBJICHHUS 3ampoca SKCHEPTHOTO YUPEKICHUS B YIOJHOMOUYCHHBIN QeaepalbHblii opraH
WCTIOJIHUTEJIBHON BJACTH 1O JHS TOJYYEHHS] JKCIEPTHBIM YUYPEKICHUEM KOMUU 3aKIIOYEHUS O
COOTBETCTBUM IPOU3BOAUTENS JICKAPCTBEHHBIX CPEACTB TpPeOOBAHMUAM TMpaBWI  HaAJeKalel
MPOU3BOJCTBEHHON MPAaKTUKU WIM YBEAOMIIEHHS O €€ HENpPEJICTaBICHUU HE YUYUTBHIBACTCS IpHU
HCUYUCIICHUU CPOKA MPOBEICHUS IKCIEPTU3BI JIEKAPCTBEHHOI'O CPEICTBA.

(dactb 4.3 BBegeHa denepanbubiM 3akoHoM 0T 04.06.2018 N 140-D3)

5. OkcrepT HpH NPOBEIEHUH IMOPYYEHHOH €My pPYKOBOJHUTENEM SKCIEPTHOTO YUpEKICHUS
9KCHEPTHU3bI JIEKAPCTBEHHOT'O CPEJCTBA 00s3aH:

1) IIPOBECTU IIOJIHOEC HCCICAOBAHUC IIPCACTABICHHBIX CMY O6”beKTOB, MaTCprajIoB, daTb
000CHOBAaHHOE M OOBEKTHBHOE 3aKJIIOUYEHHE II0 ITOCTABICHHBLIM nepea HUM BOIIpoOCaM WA
MOTUBHUPOBAHHOC 3aKIIIOYCHHUC O HCBO3MOXHOCTH TMPOBCACHUA HM JSKCICPTHU3BI JICKAPCTBCHHOI'O
cpeacrBa, €CJIM MNOCTABJICHHBLIC BOIIPOCHI BBIXOAAT 3a MPCACIIbI CIHCHHUAIIBHBIX 3HAHUI 9KCIICpTa,
00BEKThI I/ICCJ'IGI[OBaHI/Iﬁ " MaTCpuajibl HCIIPUT'OJAHBI MJIX HEAOCTATOYHBI JJIA IPOBCACHUSA I/ICCJ'ICI[OBaHI/II\/'I
n aadv 3aKIH4YCHHUA h11%(s10) COBpeMeHHHﬁ YPOBE€Hb pa3BHUTHA HAYKHW HC IIO3BOJIACT OTBCTUTH HaA
IIOCTaBJICHHBIC BOIIPOCEHI;

2) He pa3riamarh CBEIEHUs, KOTOPbIE CTAIM €My M3BECTHBI B CBSI3U C IPOBEIEHUEM HKCIEPTH3BI
JIEKapCTBEHHOI'O CPEJCTBA, & TAK)XKE CBEJEHMS, COCTABIISAIOIINE IOCYJapCTBEHHYI0, KOMMEPUECKYIO WM
HHYI0 OXpaHsAEMYI0 3aKOHOM TaiiHy;
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3) obecrednTh COXPaHHOCTD NPEICTABICHHBIX 00BEKTOB UCCIIEIOBAHUI U MaTEPHAJIOB.
6. DKcnepT He BIIpaBe:

1) npoBOIUTH SKCIEPTU3Y JIEKAPCTBEHHOT'O CPEJCTBA 110 OOpAILlEHUIO HEMOCPEICTBEHHO K HEMY
OpraHu3aIyi Wik GU3NIECKUX JIHII;

2) caMOCTOATEIbHO cOOMpaTh MaTepuajbl JUIsl TPOBEIACHHS] HKCHEPTU3bl JIEKaPCTBEHHOT'O
CpEeICTBA;

3) MMPOBOAUTD SKCIICPTUIY JICKAPCTBCHHOI'O CPEACTBA B KAUCCTBC HEI'OCYAAPCTBECHHOT'O 3KCIIEpTaA.

7. B ciyuae HEOOXOIMMOCTH OKCHEpPT BIIPaBE XOJATalCTBOBATh Iepell PYKOBOAUTEIEM
JKCIIEPTHOTIO YUYPEXKACHMS O IPUBICUYECHUU K IIPOBEICHMIO SKCIEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA
JOPYTUX 3KCIEPTOB.

8. Kaxnplil sKcnepTt, BXOIAIIUN B COCTAaB KOMUCCHHU HKCHEPTOB, KOTOPOM MOPYYEHO MPOBEIACHUE
JKCNEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA, HE3aBUCUMO M CAMOCTOSITEIBHO IPOBOAMT HCCIEAOBAHUSA,
OILICHHUBAET Pe3yJbTAThl, OTyYEHHbIE MM JIMYHO U JOPYTHMMH JKCIEpTaMu, U (POPMYITUPYET BHIBOJBI
OTHOCHUTEJIBHO ITOCTABJIEHHBIX BOIPOCOB B IIPEAEIaX CBOMX CIEUNUAIBHBIX 3HAHUM.

9. PesynbTaThl AKCHEPTH3BI JICKAPCTBEHHOTO CPEACTBAa O(GOPMIIIOTCS 3aKIIOYCHHEM KOMHCCUHU
JKCMEepPTOB. B 3akimoueHWH KOMHUCCHU SKCHEPTOB YKA3bIBAIOTCS IEpPEUYEHb HCCIEIOBAaHUN, 00BEM
MPOBEACHHBIX KaXJBIM DJKCIIEPTOM HCCJICAOBAHHM, YCTAaHOBJICHHBIE KaXJbIM W3 HHUX (aKThl |
CIeNaHHble B pe3yJbTaTe HCCIEIOBAHUM BBIBOJBL. OKCIEPT, MHEHHE KOTOPOIO HE COBIAJIAET C
pelIeHrneM KOMHUCCHHM JKCIEepTOB, BIpPaBE BBIPA3UTh CBOE MHEHHE B MUCHbMEHHOU (opme, KOTopoe
MPHOOIIAETCS K 3aKIIFOUEHUIO0 KOMUCCHH IKCIIEPTOB.

10. DkcmepThl, BXOISIIME B COCTaB KOMHCCUH, HPEAYNpPEXNaloTcsi 00 OTBETCTBEHHOCTH B
COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccuiickoi ®enepanuu 3a Aady 3aKIOYEHHUS, COACPIKAILIETO
HEOOOCHOBaHHBIC WM (aTbCU(UIIUPOBAHHBIC BBIBOJIBI, O YEM OHHM JIAIOT MOITUCKY.

11. Onpenenenue ypoBHs MpodecCUOHATBHON MOANOTOBKH IKCIEPTOB M aTTECTAllUs MX Ha IIPABO
MIPOBEICHUS SKCIEPTU3BI JIEKAPCTBEHHBIX CPE/ICTB OCYIECTBIISAIOTCS 3KCIEPTHO-KBATU(UKATMOHHBIMU
KOMHCCHUSIMH B [IOpSAJKE, YCTAaHOBJICHHOM COOTBETCTBYIOUIMM YHOJHOMOYEHHBIM (enepaabHbIM
OpPraHOM HCIIOJIHUTEIBHON BIACTU. YPOBEHb NPOQPECCHOHATBHON MOATOTOBKH 3KCIIEPTOB IMOMJICKUT
NIEPECMOTPY YKa3aHHBIMA KOMHMCCHUSIMH HE PEKE YEM OJIMH Pa3 B IIATH JIET.

12. TlpaBwia mpoBeACHHUS SKCIEPTU3BI JICKAPCTBCHHBIX CPEJICTB W OCOOCHHOCTH 3KCICPTH3BI
OTHETBHBIX BHJIOB JICKAPCTBEHHBIX IpernapaToB (pedepeHTHBIX JICKapCTBEHHBIX IPENapaTos,
BOCIIPOU3BE/ICHHBIX JICKAPCTBEHHBIX MpENaparoB, OHOJOTMYECKHX JIEKaPCTBEHHBIX IPEraparos,
OMOaHANOTOBBIX (OMOMOAOOHBIX) JIEKAPCTBEHHBIX TMpernapaToB (OMOAHAJIOrOB), TOMEOMATHUYECKHUX
JEKapCTBCHHBIX ~ MPEMapaToB,  JIGKAPCTBEHHBIX  PACTUTENBHBIX  MpENaparoB,  KOMOWHAIIHIA
JIEKapCTBCHHBIX  IpemnaparoB), (OpMBI 3aKIFOUYEHUH KOMHCCHH JKCIIEPTOB  YCTAHABIIMBAIOTCS
COOTBETCTBYIOIIUM YIIOJTHOMOYCHHBIM (peiepalbHbIM OPraHOM HCITOJIHUTEIBHOMN BITACTH.

(dactp 12 B pen. @enepanpHoro 3akona ot 22.12.2014 N 429-D3)

Cratba 17. Nogaya n paccMmoTpeHne 3asBJIEHMA O rocyfapCTBEHHOW perncrpauum
NleKkapCTBEHHOro npenapara AnsA BeTepUHaAPHOro NpuMeHeHus
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(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Jlng rocynapCTBEHHOM pErucTpaluy JIEKAPCTBEHHOIO IIpernapaTa JUisi BETEPUHAPHOIO
MPUMEHEHUS pa3paboTYMK TaKOro JIEKAPCTBEHHOrO Mpenapara WM YIOJIHOMOYEHHOE WM Jpyroe
IOpUAMYECKOe JIMIO (Jajiee B HACTOSILENH CTaThe - 3asBUTENb) MPEACTABISAET B YIOJIHOMOYEHHBIN
(denepanbHBIE OpraH HCHOJHUTENIBHOM BIIACTH, OCYIIECTBISIONIUN TOCYIapCTBEHHYIO PErHCTpaIUIo
JIEKapCTBEHHBIX MpEnapaTtoB MM BETEPUHAPHOTO TNPUMEHEHHS, B DJIEKTPOHHON ¢opmMe wuiM Ha
OyMa)XHOM HOCHUTENE 3asBIICHHE O TOCYJApPCTBEHHOH PErHCTpalMy JIEKApCTBEHHOTO Mpemapara s
BETCPUHAPHOTO TMPUMEHEHMs, a TaKkKe B MOPSJIKE, YCTAHOBJICHHOM COOTBETCTBYIOIINM
YIOJHOMOYCHHBIM (eIepaTbHBIM OPTaHOM HCIIOTHUTEIBLHOW BIACTH, B AJICKTPOHHOU (hopMe Wi Ha
OyMa)XHOM HOCHUTEJIe HEOOXOAMMBIE JOKYMEHTBI, U3 KOTOPHIX (OPMUPYETCS PETUCTPALIMOHHOE J10ChE
Ha JIEKapCTBEHHBIN Ipenapar Jyuisi BETEPUHAPHOIO IPUMEHEHHUS.

2. B 3asBneHUN 0 rOCYJapCTBEHHOMN perucTpaliy JeKapCTBEHHOTO Mpenapara JJisi BETepUHAPHOTO
IIPUMEHEHHUS YKa3bIBAIOTCS:

1) HaumeHOBaHME U ajapec 3asiBUTENs, pa3paboTYMKa M IPOU3BOJIUTEINS JIEKAPCTBEHHOI'O
mpernapata /s BETEPUHAPHOTO NPHUMEHEHUS U aJpec MecTa OCYIIECTBIECHUS IPOU3BOJICTBA
JIEKapCTBEHHOI'0 Tpernapara /i BETEepUHAPHOTO IMpPUMEHEHHUs (B cllydae HaJW4Usl HECKOJIbKUX
YYaCTHHKOB Ipoliecca MPOU3BOACTBA HEOOXOJUMO YKa3aTh KaXJI0T0 U3 HUX);

2) HAaNUMCHOBAHUC JICKAPCTBCHHOI'O IIpCiapaTta JJIs1 BETCPUHAPHOI'O0 IIPUMCHCHU A (Me)K,I[yHapOI[HOG
HCIMAaTCHTOBAHHOC, WJIX I'PYIITMPOBOYHOC, NI XUMHYCCKOC U TOPTOBOC HaI/IMCHOBaHI/I}I);

3) MEpCUCHDb HeﬁCTBYIOHlHX " BCIIOMOI'aTCJIbHBIX BCIICCTB, BXOAAIINX B COCTAB JICKAPCTBCHHOI'O
npemnapara Jjid BETCPUHAPHOT0 MPUMEHCHU A, C YKa3aHUECM KOJIMUCCTBA KAXKAO0T'O U3 HUX;

4) nexapcTBeHHass (opma, TO3UPOBKA, CHOCOOBI BBEACHHS W TPUMEHEHHS, CPOK TOIHOCTH
JIEKapCTBEHHOI'O IIperapara Jisi BETepUHAPHOTO PUMEHEHHUS;

5) papmakoTrepaneBTHUECKas IpymIa;

6) HEOOXOAUMOCTh MMPUMEHEHHS YCKOPEHHOW TIPOIEAYPhI SKCIIEPTU3bI JICKAPCTBEHHBIX CPEICTB B
LETISIX TOCYIapCTBEHHOM PEerucTpaluu JeKapCTBEHHOTO MIpernapara;

7) KOIIMK TOKyMEHTOB, OATBEPKAAIOIINX YIIJIATy TOCY1apCTBEHHON MOLUIUHBIL:

a) 3a MPOBEJIEHUE HKCIEPTHU3bl KauecTBa JICKAPCTBEHHOI'O CPEICTBAa U SKCIEPTU3bl OTHOILIEHUS
OKHJIaeMOW IOJIb3bl K BO3MOXKHOMY PHMCKY IPUMEHEHHsI JIEKapCTBEHHOro Ipernapara Jyls
BETEPUHAPHOTO MPUMEHEHHUS IIPU €ro roCy1apCTBEHHON perucTparim;

6) 3a BbIAa4y PCrUCTPAIUOHHOTO YAOCTOBCPCHUA JICKAPCTBCHHOTI'O MPCIIapara,

8) HamMuue corjacus, MPeJyCMOTPEHHOTO 4YacTbi0 7 HACTOSIIEH CTaThH, €CIM C MOMEHTa
peructpanuu peepeHTHOro JIEKAPCTBEHHOTO IperapaTa Uisi BETCPUHAPHOTO MPUMEHEHUS TPOIILIIO
MeHee YeM IIECTh JIET.

(B pen. deaepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

3. PerucrpannonHoe A0Che B LIESX SKCIEPTU3bI JIEKApCTBEHHOr0 Mpernapara il BETEpUHAPHOTO
pUMEHEeHHs (HOPMUPYETCs U3 CIEAYIOMINX TOKYMEHTOB U CBEJICHUM:
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(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 478-D03)

1) cBeneHusa o Aare NPENOCTABIEHUS U PETUCTPALMOHHOM HOMEpPE JIMIIEH3UMM Ha MPOM3BOACTBO
JEKapCTBEHHBIX CPEJCTB, IPENOCTABICHHON NPOU3BOAUTEII0 PErHCTPUPYEMOro JIEKAPCTBEHHOIO
npenapara Jiisi BETepUHapHOTO PUMEHEHMs], Il POCCUUCKUX NPOU3BOIUTENEH;

(B pen. ®enepanbHbix 3aKk0HOB OT 04.06.2018 N _140-P3, ot 27.12.2019 N 478-D3)

2) cBeleHMs O JaTe MPEJOCTaBIECHUS U PErHCTPAlMOHHOM HOMEpE JIMIEH3UHM Ha MPOU3BOJCTBO
JICKapCTBEHHBIX CPEJICTB, NPEIOCTABIEHHON MNPOMU3BOJUTENIO (papMalleBTUYECKOH CyOCTaHIMH,
BXOJSILIEN B COCTaB PErMCTPUPYEMOro JEKApCTBEHHOTO Ipemnapara JUlsi BETEpPUHAPHOTO NPUMEHEHHS,
JUISL POCCUMCKUX ITPOU3BOAUTEIICH;

(B pen. ®enepanbHbix 3aKk0HOB OT 04.06.2018 N_140-P3, ot 27.12.2019 N 478-D3)

2.1) xommsi JOKyMEHTa, BBIIAHHOTO YTOJHOMOYEHHBIM OPTaHOM CTPaHbl TPOU3BOIUTEINS MJIS
KOKIOW  MPOU3BOJCTBEHHONW IUIOMIAJAKH  PErHCTPUPYEMOro  JIEKApCTBEHHOrO Ipemapara s
BETEPUHAPHOTO TMPUMEHEHHUS U TMOATBEP)KIAIOIIETO COOTBETCTBUE MPOU3BOJAUTENS JIEKAPCTBEHHOTO
mpemapata TpeOOBaHUSAM MPABWI HaJUIekKAIIeW MPOU3BOJCTBEHHOW MPAKTUKU, U €ro TepeBOj] Ha
PYCCKHUU SI3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM MOPSJIKE, a TAKXKE KOIMHMS 3aKIIOYEHUS O COOTBETCTBUU
MIPOU3BOUTENS JICKAPCTBEHHBIX CPEJICTB TPEeOOBAHUSAM TPABWI HaJIekKAIICH MTPOU3BOACTBEHHOMN
MPaKTUKH, BBIAAHHOTO YIOJHOMOYEHHBIM (enepanbHbIM OpPraHOM MCHOJHUTEIBLHON BIACTH IS
KOKIOW  MPOU3BOJCTBEHHONW IUIOMIAJAKH  PErUCTPUPYEMOro  JIEKApCTBEHHOrO Ipemapara s
BETEPUHAPHOTO MPUMEHEHUS, TNO0 KOMUS PEIIEHUS O MPOBEICHUU MHCIIEKTUPOBAHUS TTPOU3BOIUTENS
JIEKapCTBEHHBIX CPEJACTB, MPUHSATOTO YIOJHOMOYEHHBIM (pelepalbHBIM OpPraHOM HCTOTHUTEIBHOM
BJIACTH JISI KaXI0M MPOU3BOACTBEHHOM IIIOMIAJIKU PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Mpernapara Jjist
BETEPUHAPHOTO MPUMEHEHUs. YKa3aHHbIE JOKYMEHTHI MPEACTABISAIOTCS B CIIy4ae, €CJId MPOU3BOJICTBO
JIEKapCTBEHHOTO TIpernapara OCylIecTBIAETCS 3a npenenamu Poccuiickon denepannu;

(. 2.1 BBenen ®enepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

2.2) xomusi JOKYMEHTa, BBIAAHHOTO YMOJHOMOYEHHBIM OPraHOM CTpPaHbl MPOU3BOIUTENS
(dapmaneBTHUECKON ~ CcyOCTaHIIMM W TMOATBEPKAAIOIIETO COOTBETCTBUE  MPOU3BOJUTENS
(dapmareBTHUECKON CyOCTaHIIMH, BXOJAIIEH B COCTaB PErHCTPUPYEMOroO JIEKAPCTBEHHOIO IMpernapara
JUTsl BETEPUHAPHOTO MPUMEHEHHS, TPEOOBAHUAM MPABHII HAAJIEkKAIIEH MPONU3BOJCTBEHHON MPAKTUKU, U
€ro MEPeBoJT Ha PYCCKUMN S3BIK, 3aBEPCHHBIC B YCTAHOBJICHHOM IOPSIKE, B CIy4ae, €CIIH MPOU3BOICTBO
(hapMmareBTHUECKOM CyOCTaHITMU OCYIIECTBISAETCS 3a npeaenamu Poccuiickoit deneparuu;

(m. 2.2 BBeneH denepanbHbiM 3ak0oHOM OT 04.06.2018 N 140-D3)

3) MMPOCKT HOPMATUBHOI'O JOKYMCHTA Ha HeKapCTBGHHLIf/'I npenapar i1 BCETCPHUHAPHOTIO
MIPUMCHCHUS

4) DOKYMEHT, COJACpKaIlMi CIEAYIONIyI0 HH(pOpMaIuo o dapMaleBTHIECKONH CyOCTaHIMH WA
(hapmaieBTHUECKUX CyOCTaHIMIX, BXOIAUIMX B COCTaB JIEKAPCTBEHHOI'O Mpernapara Ui BEeTepUHAPHOTO
IIPUMEHEHHUS:

a) HauMeHOBaHHE (papMaleBTUUECKOW CyOCTaHIIMU, €€ CTPYKTypa, oOimue CcBoiicTBa (mpu
TOCYJapCTBEHHON  perucTpalud  HMMMYHOOMOJIOTHYECKUX  JIGKAPCTBEHHBIX  MpEnapaTtoB s
BETEPUHAPHOTO TMPUMEHEHUsS] MPEACTABISIOTCA CBEACHHUA O IITaMMe, BKIIOYash €ro HanmMEHOBAHUE,
WHPOPMALIHIO O TPOUCXOKICHNH, €0 CBOWCTBAX, XapAKTEPUCTUKAX U MECTE ICTOHUPOBAHMS);

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

0) HaMMEHOBAaHUE U a/IpeC MPOU3BOAUTENS;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

B) TEXHOJIOTHUS IMPOU3BOACTBA C OIIMCAHHUEM cTagui IMPOU3BOACTBA U METOJ0B KOHTPOJISI HA BCEX
CTaudgXx IMPOU3BOACTBA,

r) wuHpopmammsi o mnpuMecsx (HE TMPEACTABISETCS TPU TOCYAAPCTBEHHOW PETUCTpALUU
MMMYHOOHOJIOTHUECKUX JIEKAPCTBEHHBIX MPETapaToB JIJIsl BETEPUHAPHOTO MPHUMEHEHWS);
(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

n) crnenudukanmus Ha  (apMalEeBTHUECKYH  CyOCTaHIMI0O (HE TMpEACTaBIsAETCS  TMpH
TOCYJapCTBEHHON  PErucTpalid  MMMYHOOMOJIOTUYECKUX  JIGKAPCTBEHHBIX  MpPENapaTtoB s
BETEPUHAPHOTO MPUMEHEHHS );

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

€) onucaHle METOIUK KOHTPOJISl KauecTBa;

) pe3yJbTaThl aHalnW3a cepuil (apmareBTHUEeCKONM cyOcTaHIMU (HE MpeACTaBisSIOTCS Mpu
rOCYyJapCTBEHHON  perucrpalud  HMMMYHOOMOJIOTMYECKHUX  JIEKAPCTBEHHBIX  IPEnapaTtoB  JJs
BETEPUHAPHOTO IPUMEHEHHUS);

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

3) MepeyYeHb CTaHJAPTHBIX 00Pa3ILI0B UM BEIECTB, UCIOIb3YEMBIX MPU OCYIIECTBICHUN KOHTPOJIS
KauyecTBa;

1) ONHUCaHKNe XapaKTEePUCTHK U CBOWCTB yIIAKOBOYHBIX MaTEPHAJIOB U YKYIIOPOUHBIX CPEJICTB;

K) JaHHbIE O CTA0WIBHOCTH (HE NPEACTABISAIOTCS TNPH TOCYJAPCTBEHHOH pErHCTpaIiy
MMMYHOOMOJIOTMYECKUX JIEKaPCTBEHHBIX MPENapaToB Ui BETEPUHAPHOTO IPUMEHEHUS);
(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

J) CPOK FOJIHOCTH, YCIIOBHUS XpaHEHMUS],

5) oTtuer o pe3ynpTaTax AOKIMHUYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOTO CpPEACTBA JUIs
BCTCPHUHAPHOI'O IPMMCHCHUA, BKJ'IIO‘IaIOHH/Iﬁ OIMMCAHUEC METOAOB OMNPCACICHUA OCTAaTOYHBIX KOJNYCCTB
JEUCTBYIOIIETO BellecTBA (JICHCTBYIONIMX BEIIECTB), JOCTHTAIOLIETO (ZOCTUTAIOMINX) CHCTEMHOTO
KPOBOTOKA, B TPOJIYKLUUH >KUBOTHOTO IMPOMCXOXKICHHUS IOCIE NMPUMEHEHUS TaKOro JEKapCTBEHHOTO
CpEeZCTBa, a TaKXKe JOKYMEHTAIbHOE MOJITBEPKACHUE (BaIUJalMs) YKa3aHHBIX METOJIOB;

(B pen. @exnepanbHoro 3akona ot 02.08.2019 N 297-03)

6) ordyer O pe3yibTaTaXx KIMHUYECKOIO MCCIEAOBAHUS JIEKApCTBEHHOTO Ipenapara Juls
BETCPUHAPHOTO TPUMEHEHUS Y KaXJOro BHJA IKUBOTHBIX, VYKa3aHHBIX B HWHCTPYKIUU IO
BETEPUHAPHOMY IIPUMEHEHHUIO;

7) TPOEKT MHCTPYKUUH IO BETEPUHAPHOMY IPUMEHEHHIO JIEKapCTBEHHOTO IIpernapara,
COJEpIKALIEH CIEeNYIOIHUE CBEICHNUS:

a) HaMMEHOBaHNUE JIEKaPCTBEHHOTI'O MIpernapara JJil BETEpUHAPHOIO IPUMEHEHUS (MEXAYHAapOIHOE
HENaTeHTOBAHHOE, WK IPYNIUPOBOYHOE, UM XUMUYECKOE U TOPIOBOE HAUMEHOBAHMUS);

0) JsekapcTBeHHas ¢opMa C yKa3aHUEM HANMEHOBAaHUHW M KOJIMYECTBEHHOTO COCTaBa
JCHCTBYIOIINX BEIIECTB M KAUECTBEHHOT'O COCTAaBA BCIIOMOTATEIIbHBIX BEIICCTB;

www.consultant.ru CrpaHvua 34 n3 136
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=330696&date=13.12.2021&dst=100032&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=330696&date=13.12.2021&dst=100033&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=330696&date=13.12.2021&dst=100034&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=330696&date=13.12.2021&dst=100035&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=330696&date=13.12.2021&dst=100036&field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

B) OINMMCAHUC BHCIIHET'O BUA JICKAPCTBCHHOI'O IIpCIiapaTta IJisi BETCPUHAPHOTI'O IPUMCEHCHU S

r) (QapmakoTepaneBTHUECKasi TIpyMmna JEKapCTBEHHOTO IMpenapara s BETEPUHAPHOTO
IIPUMEHEHHUS WIM yKa3aHHUe "TOMEONaTH4YeCKH JIEKapCTBEHHbIN npenapar';

n) ¢dapmakomuHamMuka W (papMakOKMHETHKAa (3a  HCKIIOYeHWEeM  (papMaKOKWHETUKU
TOMEOIIaTUYECKUX JIEKAPCTBCHHBIX IPENapaToB M PACTUTEIBHBIX JICKAPCTBEHHBIX TMPEMapaToB) WIIH
OIHMCaHNEe UMMYHOOHOIOTHUECKHUX CBOWCTB JIEKapCTBEHHOTO Mpernapara;

€) MOoKa3aHus JIsl IPUMEHEHHS,

’K) IPOTUBOIOKA3aHUs AJi1 IPUMEHEHHUS,

3) MepbI IPEJOCTOPOKHOCTH PU IPUMEHEHUHY;

M) yKa3aHue BO3MOXHOCTH U OCOOCHHOCTEH MPUMEHEHUS y OEpEMEHHBIX KHUBOTHBIX, Y )KUBOTHBIX
B [IEpUOJ JIAKTALMH, Y IOTOMCTBA )KUBOTHBIX;

K) PEXUM OO3UPOBAHUA, croco0 BBCACHUA WU IIPUMCHCHMU:A, IIPHU H606XO,Z[I/IMOCTI/I BpEMA IIpruEMa
JICKApCTBCHHOTO IIpeliapaTa JJIs1 BETCPUHAPHOI'O MPUMCEHCHU A, ITPOAOJIZKUTCIIBHOCTD JICUCHU

71) BO3MOKHBIE TTOOOYHBIC IEHCTBUS, HEXENATEeIbHbIE PeaKINK MPU MPUMEHEHUH JIEKapCTBEHHOTO
npenapara Jijisi BEeTepuHapHOr0 MPUMEHEHHS;

M) CUMIITOMBI IEPEIO3UPOBKH, MEPHI IO OKA3aHUIO MIOMOILY IPU NEPETO03UPOBKE;
H) B3aUMOJICHCTBUE C IPYTUMH JIEKAPCTBEHHBIMU IperapaTaMu U (M) KopMaMu;
0) GopMBbl BBIITyCKa JEKapCTBEHHOTO Mpernapara Jjisl BETEpPUHAPHOTO IPUMEHEHMS,

1) ykazaHue (Ipu HEOOXOJMMOCTH) OCOOEHHOCTEW AEWCTBUS JIEKapCTBEHHOI'O IMpemnapaTa Jis
BETEPUHAPHOTO IPUMEHEHMSI IIPU IIEPBOM MPUEME WIIN IIPU €I0 OTMEHE;

p) onucanue (Ipu HEOOXOIUMOCTH) ACUCTBHI CIEIUAINCTA B 007aCTH BETEPUHAPHUU, BIIAJICIIbIIA
KUBOTHOTO TIpHU TMPOMYCKE MpUeMa OMHOW WM HECKOJBKUX J103 JIEKAapCTBEHHOIO TIpemnapara Jist
BETEPUHAPHOTO MPUMECHEHUS;

(B pen. deaepanbroro 3akoHa ot 02.08.2019 N 297-D3)

C) CPOK TOAHOCTH W YKA3aHUC Ha 3alpeT IMNPUMCHCHUA JICKAPCTBCHHOI'O IIp€riapara IJid
BCTCPUHAPHOTI'O MPUMCHCHUA 110 UCTCUCHUHN CPOKaA I'OJHOCTH;

T) YCJIOBUS XpaHEHUS;

y) yKa3zaHHE€ Ha HEOOXOJUMOCTh XpaHEHHs JIEKapCTBEHHOTO IpenapaTra Ui BETEpUHAPHOTO
MPUMEHEHHUS B MECTaX, HEJOCTYIHBIX Ui JETeH;

¢) ykazanue (mpu HEOOXOIMMOCTH) CHELMAIBHBIX MEpP MPEAOCTOPOKHOCTH NMPU YHUUYTOKEHUU
HEHCIOJIB30BaHHBIX JIGKAPCTBEHHBIX MPENapaToB AJIsi BETEPUHAPHOTO MTPUMEHEHNUS;

X) CPOKH BO3MOKHOI'O UCIIOJB30BAHUSA NPOAYKIHUHN JXUBOTHOI'O IMPOUCXOKACHUA ITOCIIC BBCIACHUSA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

KUBOTHOMY JIEKaPCTBEHHOT'O TIperapara Jisi BETEpUHAPHOTO MPUMEHEHUS;
1) YCIIOBUS OTITYCKa;

Y) HAMMEHOBAHUS W aJpeca IMPOU3BOJCTBEHHBIX IUIOMIAJO0K MPOU3BOJUTENS JIEKAPCTBEHHOIO
npenapara Jijisi BEeTepuHaApHOTO MPUMEHEHHS;

II) HAaNMEHOBAHWE, aJpec OpraHW3aIlH, YIOJIHOMOYCHHOW JepXKaTelieM WM BIaJelbIeM
PETHCTPAllHIOHHOTO ~ YIOCTOBEPEHUSI JICKAPCTBEHHOTO TIperapara Ha MPHHATHE MPETEH3HH OT
MOTpeOUTENS;

8) IMPOCKTHI MAKCTOB HepBI/I‘-IHOI\/'I YIaKOBKH U BTOpH‘-IHOﬁ YIAaKOBKH JICKAPCTBCHHOI'O IIpCIiaparta
AJI1 BETCPUHAPHOT'O IPUMCHCHMUA

9) cnenyromue cCBeIEHHs O JISKAPCTBEHHOM IIperapare JJisi BETEPHHAPHOTO IIPUMEHEHUS:

a) OTHMCaHHUE U COCTAB JICKAPCTBEHHOTO Tpemapara Jjisi BETEPHHAPHOTO TIPUMEHEHUS;

0) onucanue hapMalneBTHUECKONU pa3padOTKH;

B) OMHCaHUE MpoIlecca MPOU3BOJICTBA U €r0 KOHTPOJIS, TOAMMCAHHOE B TIOPSIIKE, YCTAHOBICHHOM
B COOTBETCTBUU C YACThIO | HACTOsIIIEH CTaThH;

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

I) ONHCAaHWE KOHTPOJISI KPUTHUYECKHX CTaIUi TPOW3BOACTBA W TPOMEKYTOYHOM MPOIYKIIHH,
MOJITMCAHHOE B TIOPSIJIKE, YCTAHOBJICHHOM B COOTBETCTBHUH C YaCThIO | HACTOSIIIEH CTaThH;

(B pen. deaepanbroro 3akoHa ot 02.08.2019 N 297-D3)

1) HAaMMEHOBAaHWs W ajapeca pa3paboTuMka, ACpHKaTeNis WU BIaJeiblla PErHCTPAUMOHHOTO
yAOCTOBEPEHUS  JICKAPCTBEHHOTO IIpemapaTa, MPOM3BOACTBEHHBIX IUIOMIAJOK  POU3BOIUTENS
JICKApCTBEHHOTO Tpenapara JJisi BETEPUHAPHOTO MPUMEHEHHUS C YKa3aHUEM CTaJuii TEXHOJIOTUYECKOTO
mporiecca, OCYIIECTBISIEMBIX Ha MPOW3BOJICTBEHHBIX IUIOMIA/IKAX MPOM3BOIUTENS JICKAPCTBEHHOTO
npernapara Juisi BETepUHAPHOTO TPHUMEHEHYS
(B pen. @eaepanbubix 3akoHOB oT 13.07.2015 N 241-P3, ot 02.08.2019 N 297-D3)

e) hapmareBTHYECKasi COBMECTHMOCTB;

’K) MUKPOOHOJIOTHYECKHE XapaKTePUCTHKHY;

3) MaTepHaIbHBIN OanaHc ISl MPOU3BOICTBA CEPUH FOTOBOTO MPOIYKTa;

1) OMUCAHKE XapaKTEPUCTUK U CBOWCTB YITAKOBOYHBIX MATEPUAIIOB U YKYIIOPOYHBIX CPEJICTB;

K) JOKYMEHTaJIbHOE MOATBEPKACHHE (BaIMIalusl) MPOLIECCOB U (UIIN) UX OLIEHKA;

) TpeOoBaHUS K KadyeCTBY BCIIOMOTATEIbHBIX BemecTB (cepTuduKar, crenudukanus Ha
BCIIOMOTATEIIbHBIC BEIIECTBA U UX 0OOCHOBAHUE),

M) AHAIIUTUYCCKUC MCTOAUKH, HUCHOJB3YCMBIC IIpU OCYIICCTBJICHUNW KOHTPOJA Ka4YCCTBa
BCIIOMOT'aTCIBHBIX BCIICCTB,

www.consultant.ru CrpaHuua 36 n3 136
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=330696&date=13.12.2021&dst=100039&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=330696&date=13.12.2021&dst=100040&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=182628&date=13.12.2021&dst=100020&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=330696&date=13.12.2021&dst=100041&field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

H) AOKYMCHTAJIbHOC MOATBCPKIACHUC (BaJ'II/I,[[aI_II/ISI) AHAIIUTUYCCKUX METOAUK, UCIIOJIB3YEMbBIX IMPU
OCYHICCTBJICHUU KOHTPOJII Ka4€CTBA BCIIOMOT'aTCIIbHBIX BCIICCTB,

0) I/IHCI)OpMaL[I/ISI 00 HCIIOJB30BAaHUM BCIIOMOTATEIbHBIX BCIICCTB YCIIOBCUYCCKOT'O M KHMBOTHOI'O
MIPOUCXOKIACHUA,

) yrpatui cuiy. - ®enepanbabiii 3akod ot 02.08.2019 N 297-03;

p) TpeboBaHMS K KadeCTBY JIEKaPCTBEHHOT'O IIperapaTta [yl BETEPHHAPHOTO IPUMEHEHHS
(cepTudukar, cnenudukays Ha JeKapCTBEHHBIN Mpenapar u uX 000CHOBaHUE);

C) AHAIIUTUYCCKUC MCTOAUKH, HCIOJIb3YCMBIC IIPpU OCYHICCTBIICHHU KOHTPOJIA KaucCTBa
JICKApCTBCHHOTO IIplriapaTa JJIs1 BETCPUHAPHOTI'O IIPUMCHCHUS

T) AOKYMCHTAJIbHOC IMOATBCPIKIACHUC (BaJ'II/II[aIII/Iﬂ) AHAIIUTUYCCKUX METOAUK, MCIIOJIB3YyCMbIX IIPpH
OCYHICCTBJICHNHN KOHTPOJIA Ka4€CTBaA JICKAPCTBCHHOT'O IMPEriapaTa JJIA BETCPHUHAPHOT'O IPUMCEHCHU A,

y) JIOKYMEHT, MOATBEPKAAIOIIMIA KayecTBO JIEKAPCTBEHHOI'O IMperapara TPeX MPOMBIIUIEHHBIX
cepuil (MPOTOKOJ aHAIM3a WM cepTU(UKAT aHanIM3a), OJHA CEPUS KOTOPOTo JOJDKHA COBMAAATh C
cepueil oOpasiia JeKapCTBEHHOTO Mpernapara, oAaHHOTO Ha PeruCTpalyio;

¢) xapakTepucTHKa MpuMeceii;

X) MepevYeHb CTaHIApTHBIX 00pa3loB, UCIOIb3YEMbIX NPU OCYIIECTBIEHUU KOHTPOJIS KauyecTBa
JIEKApCTBEHHOTO IpernapaTa il BETepUHAPHOTO IPUMEHEHUS;

H) JaHHBIC O CTaOMIBLHOCTHU JICKAPCTBCHHOTI'O IIpCIiapaTta IJisi BETCPUHAPHOT'O IIPUMCHCHMS

10) xomusi AOKyMeHTa, coepxaiiero MHGpOpMalHui O HAaTUYUA UM 00 OTCYTCTBUH (HAKTOB
pEerucTpalny JeKapCTBEHHOIO Ipenapara JJii BeTepUHApHOro MPUMEHEHHUs 3a npeaenaMu Poccuiickoi
Oenepauuu;

11) cornacue B nmuchbMeHHOU (popme, MpeayCMOTPEHHOE YacThi0 7 HACTOSILEN CTaThbU, B CIy4yae
perucTpanuy BOCIPOU3BEIEHHOTO JIEKaPCTBEHHOT O IIperapara;
(B pen. deaepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

12) komust JOKYMEHTa Ha pPYCCKOM s3bIKE€, 3aBEPEHHOT0 B YCTAHOBJIEHHOM TOpPSJKE U
MOATBEPKIAOLIETO TPAaBOMOYHOCTh 3asBICHHUA O TOCYJapCTBEHHOM PEruCTpalMM JIEKapCTBEHHOIO
Ipernapara Jyisi BETEpUHAPHOIO IPUMEHEHUS (I0BEPEHHOCTb);

13) cBemeHWss O TOCYIApCTBEHHOH pETHCTPAllMM T'€HHO-WH)XEHEPHO-MOIU(HUIIMPOBAHHBIX
OpPTaHU3MOB, TpPEIHA3HAYCHHBIX /IS BBIIYCKa B OKpYXKAIOIIyl0 cpeay (IpH TOCYIapCTBEHHOM
perucTpanyy JIEKapCTBEHHBIX IPENapaToB JJs BETEPUHAPHOIO INPUMEHEHUs, IOJIYYEHHBIX C
NPUMEHEHUEM T'eHHO-UHXEHEPHO-MOAU(DUIIMPOBAHHBIX OPraHU3MOB WM  COZAEpXKALIMX  Takue
OpTraHU3MBI).

(n. 13 BBenen denepanbHpiM 3akoHoM oT 02.08.2019 N 297-03)

4. Ilpu npoBeAeHMHM YCKOPEHHOH MpOLEAYpbl 3KCIEpPTU3bl JIEKApCTBEHHOTO Ipernapara ajs
BETEPUHAPHOTO MPUMEHEHUS B LEJISIX €r0 TOCYIapCTBEHHON PETUCTPallii BMECTO OT4eTa pa3padoTyuka
O pe3ynbTarax IOKIMHMYECKOTO HCCIECJOBAHMS JIEKAPCTBEHHOIO CPEACTBA [UIsl BETEPUHAPHOIO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

MPUMEHEHHUS MOXET OBbITh MpPEICTaBlIeH 0030p HAy4YHBIX pabOT O pe3ylbTaTax IOKIMHHYECKOTO
uccienoBaHus peepeHTHOTO JEKapCTBEHHOTO Mpernapara Juisi BETepUHAPHOTO MPUMEHEHUSs, a BMECTO
oTyeTa O pe3yJsibTaTax KIMHUYECKOI'O MCCIIEOBAHMS JIEKApCTBEHHOI'O IMpenapara Jjsi BETEpUHAPHOIO
MPUMEHEHUS OTYeT O pe3yJibTaTax HCCIeOBaHUN OHWOAKBUBAJICHTHOCTH BOCIPOU3BEIECHHOTO
JIEKapCTBEHHOTO MperapaTa sl BETepUHAPHOTO TPUMEHEHUSI.

(dactb 4 B pen. DenepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

5. Ha »skcmepTusy pa3muyHbIX JIEKapCTBEHHBIX (OPM OJHOTO M TOTO K€ JIEKApCTBEHHOTO
npenapara i BETEPUHAPHOIO TPUMEHEHMS 3asgBUTENb MPEACTABISECT OTICIbHBIC 3asBICHUS U
PETUCTpAIIMOHHBIE I0Che HAa KKAYIO JeKapcTBeHHYI0 ¢opmy. IIpu ycmoBun ogHOBpEeMEHHOH MOJauu
Ha JKCTEePTU3Y OIHOM JIEKApCTBEHHOW (POPMBI C Pa3IMUHBIMU JO3UPOBKOM, KOHIIEHTpAIKEH, 00BeEMOM
3asBUTEIb MPEJCTABIACT OJHO 3asBJIICHHE W PETUCTPALMOHHOE JOChE C NPUII0KEHHEM MAKETOB
MIEPBUYHOM YINAaKOBKM W BTOPUYHOW ymnakoBkM. Ha makerax NEepBHYHONW yNAKOBKM M BTOPUYHOMN
YIAaKOBKU YKa3bIBAIOTCS BCE MPOU3BOAMMBIE JTO3UPOBKH, KOHIIEHTPAIMH, 00BEMBI U KOJIMYECTBO 103 B
yIaKOBKE JICKapCTBEHHOTO Ipenapara Juisi BETEPUHAPHOTO TPUMEHEHHUS.

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

6. B cimyyae HenpeacTaBleHUs C 3asiBICHHEM O TOCYJApCTBEHHOMN PErHMCTpalluy JIEKapCTBEHHOTO
npenapara Jijisi BETepHHAPHOTO MPUMEHEHUS JOKYMEHTOB, MOTBEPKIAFOIINX YIIATy TOCYIapCTBEHHOM
[ONUIMHBI M YKA3aHHBIX B IMyHKTE 7 YacTU 2 HACTOSILEH CTaTbU, CBEICHUHN O JIMIEH3UAX, YKa3aHHBIX B
nyHkTax 1 u 2 wyactu 3 HacTosAmled CTaThbM, a TaKXke BbIIaBaeMbIX (IIPEIOCTABIISIEMBIX)
YIOJTHOMOYCHHBIMH (efepalbHBIMU OpraHaMH HUCIIOJHUTENHLHOW BIACTU JTOKYMEHTOB (CBEICHHIA),
yKa3aHHbIX B TyHKTe 2.1 wactu 3 Hacrosield CTaThH, YIOJHOMOYEHHBIM (efepanbHbIi OpraH
WCTIOTHUTENIbHOW ~ BJIACTH  3alpalliMBaeT  yKa3aHHbIE JOKYMEHTHl  (CBENEHHWs) B  TOPSIKE
MEKBEJIOMCTBEHHOT'O HH(POPMAIIMOHHOTO B3aNMOICHCTBHUSI.

(dactpb 6 B pen. DenepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

7. He pomyckaeTrcs WCIONB30BaHHE B KOMMEPUECKHUX IeNsAX HHpOpMaluu O pe3yibTaTrax
JOKJIMHUYECKUX  HMCCIIEIOBAHMM  JIGKAPCTBEHHBIX CPEACTB M KIMHUYECKUX  HCCIEAOBAHUI
JIEKAPCTBEHHBIX TMpEnapaToB JUIsi BETEPUHAPHOTO IMPUMEHEHHUS, MPEJICTABICHHON 3asBUTENEM st
rOCyJJapCTBEHHOM PErucTpalvy JICKapCTBEHHBIX MPENapaToB, 0€3 €ro coryiacusi B TEUCHHUE MIECTH JIET C
JaThl TOCYJApCTBEHHOW pETHUCTpaluK pPePEepeHTHOrO JIEKApCTBEHHOTO IMpemapara B Poccuiickoit
denepanuu.

8. Jlep>xaTenb WM BiaJelel] PerUCTPAallMOHHOTO YOCTOBEPEHUS JIEKAPCTBEHHOTO MpernapaTa Jyis
BETEPUHAPHOTO MPUMEHEHUS MPEICTABISICT B YIIOTHOMOUYCHHBIN (eiepaibHbII OpraH UCTIOTHUTEIHHON
BJIACTH OTYET MO pe3yjbTaraM (hapMaKoHAI30pa OJAMH pa3 B IIECTh MECALEB B TEUCHUE BYX JIET MOCIE
FOCYy/JApCTBEHHOW PETHCTPALMU JIEKApCTBEHHOro mnpenapata B Poccuiickoit ®enepauuu, 3aTem
€XETOTHO B TCUCHUE MOCIICAYIONIUX TPEX JIET U B TAJIbHEHIIIEM OJIUH pa3 B TPH TOJa.

(dactp 8 BBenena denepanbHbiM 3aK0HOM OT 02.08.2019 N 297-D3)

Cratbsa 18. NNopgaya n paccmoTpeHne 3asBIEHMA O rocyfapCTBEHHOW perncrpauum
fleKkapCTBEHHOro npenapara Ans MeauLMHCKOro NnpuMeHeHus
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. I[J'IH FOCYI[&pCTBGHHOfI peructpanvu JICKApCTBCHHOI'O IIpf€rapara I MCEIAUIUHCKOI'O
MNPUMCHCHUA HOPUINUYCCKOC JIMIO, ﬂeﬁCTByIOHleC B COOCTBEHHBIX HHTCpECAaX WM YHNOJHOMOYCHHOC
NpEACTABIATE UHTCPECHI APYroro rOpUAUYICCKOTO JIMla U 3asBJIAIOIICC HeKapCTBeHHBIﬁ npemnapar Ha

rOCYJJapCTBEHHYIO PETUCTpalfio (JajJee B HACTOSIIEH CTaThe - 3asgBUTENb), MPEICTABISAECT B
YIIOJTHOMOYEHHBIN benepabHBIN opraH WCTIOJTHUTEIIBHOM BJIACTH, OCYIECTBISIOIIUI
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

TOCYy/apCTBEHHYIO PEruCTpaIfio JICKAPCTBEHHBIX MpPENapaToB [UIsi MEIUIUHCKOTO TpPHUMEHEHUus, B
INMEeKTpOHHOH QopMe W Ha OyMaXKHOM HOCHUTENe 3asBICHHE O TOCYJapCTBEHHOH perucTpanuu
JIEKApPCTBEHHOTr'0 Mpernapara Uil MEAUIIMHCKOTO MPUMEHEHHUs, a TaKXKe B IMOPSIKE, YCTAHOBJIEHHOM
YIOJHOMOYCHHBIM (he/iepaIbHbIM OPraHOM HCIIOJIHUTEIHHONW BIIACTH, B JJIGKTPOHHOH (opMe W Ha
OyMa)XHOM HOCHTEJIE HEOOXOJMMBIE JIOKYMEHTHI, U3 KOTOPHIX (POPMUPYETCS] PETHCTPALIMOHHOE JOChE
Ha JICKapCTBEHHBIN Ipenapar Jyisi MEIUIIMHCKOTO TPUMEHEHUSI.

(uacts 1 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. B 3adBlIeHUH 0 rOCYJapCTBEHHOM pEerucTpaniy JEKapCTBEHHOrO Mpernapara Juisi MEAULUHCKOTO
IIPUMEHEHHUs YKA3bIBAIOTCS:

1) HamMeHOBaHWE, ajpec 3asiBUTEISI W IMPOW3BOAUTENS JICKAPCTBEHHOTO Ipemnapara Juls
MEUIIMHCKOTO MMPUMEHEHHSI, CBEJICHUS 00 WX PETUCTPAllMU B KaYECTBE HAJOTOILIATEIIBITUKA B CTPaHE
perucTpanyu (i1 POCCUICKUX IOPHIUYECKUX JIUI] - HICHTH()UKAIMOHHBI HOMEP HAJIOTOIIATEIIbIUKA
(MHH), nns WHOCTpaHHBIX  IOPUIMYECKUX JIUI[ - CTpaHa PETUCTPAllMM, HaUMCHOBaHHE
PETUCTPHUPYIOIIETO OpPTaHa, PETUCTPALIMOHHBIA HOMEP, KOJ] HAJIOTOIUIATE IbIIUKA B CTPAHE PETUCTPAINH
(MHKOpPIIOpalK) WJIM €ro aHajor) W aJpec MecTa OCYIIECTBICHHS IMPOU3BOJCTBA JIEKAPCTBEHHOTO
mpemapaTta (B ciay4yae HaIUYHsS HECKOJBKUX YYaCTHUKOB TIPOIlEcca €ro IMPOW3BOJCTBA HEOOXOIMMO
yKa3aTh KaKJIOT0 YIaCTHUKA B COOTBETCTBUU C OCYIIECTRBISIEMOMN CTaIneH TIPON3BOICTBA);

(n. 1 B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

2) HAMMCHOBAHUC JICKAPCTBCHHOI'O IIpeTiapaTa IJIs1 MCAUIITUHCKOTO ITPUMCHCHU A (Me)K,I[yHapOI[HOG
HCIMAaTCHTOBAHHOC, WJIX I'PYIITMPOBOYHOC, NI XUMHYCCKOC U TOPTOBOC HaI/IMCHOBaHI/I}I);

3) MEpCUCHDb ﬂeﬁCTBYIOHlHX " BCIIOMOI'aTCJIbHBIX BCIICCTB, BXOAAIINX B COCTAB JICKAPCTBCHHOI'O
npemnapara Jjid MEAUIUHCKOrO IPUMCHECHH A, C YKa3aHUEM KOJIMYCCTBA KaXXK10Ir'0 U3 HUX;

4) nexapcTBeHHass (opma, TO3UPOBKA, CHOCOOBI BBEACHHS W TPUMEHEHHS, CPOK TOIHOCTH
JIEKapCTBEHHOT'O MpernapaTa Jisi METUIUHCKOTO MPUMEHEHUS;

5) (dapmakoTepaneBTHUECKas rpymnma, KOJI aHATOMO-TEPANeBTUYECKO-XUMUYECKON
KJaccu(UKaluy, pPeKOMEHAOBaHHONH BcemupHOW opranuzanueil 31paBOOXpaHEHHs, 3asBIsSEMbIE
IIOKa3aHus Ui IPUMEHEHHUS JIEKapCTBEHHOT' O Mpernapara i MEAULMHCKOTO IPUMEHEHHUS;

6) OTCYTCTBHE HEOOXOJMMOCTH TIPEIOCTaBICHUS OTYeTa O pe3yJbTaTax KIMHUYECKOTO
WCCIICIOBAHMSI, UCCIIEAOBAaHUS OMOIKBHBAJICHTHOCTH JIGKAPCTBEHHOTO IIperapara, pa3pemeHHOTo s
MEJMIMHCKOTO TpuMeHeHusi B Poccuiickoit ®eneparnuu Oosiee aBaAnaTH JeT, C YKa3aHUEM
HOPMATHUBHBIX MPABOBBIX AKTOB, OJTBEPKIAIONINX TAHHBIH CPOK MPUMEHEHHSI,

7) HeoOxoauMocTh oopMIIeHHUsI pa3pelieHus Ha BBO3 B Poccuiickyro ®enepannio KOHKpETHON
NapTUU  3apPETUCTPUPOBAHHBIX M (MJIM)  HE3apETUCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJNCTB,
MpeHa3HAYEHHBIX JUIsl TPOBENEHUSI IKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB B LIETSAX I'OCYAapCTBEHHON
perucrpanmy;

8) HCO6XO,Z[I/IMOCTB IMPOBEACHUA OKCIIEPTHU3bI NOKYMCEHTOB, IPCACTABJICHHBIX I OIIPCACIICHUA
BO3MOXHOCTH pacCMaTpuBaTb J'IeKapCTBCHHHﬁ npenapar ajdd MCEAULIUHCKOIO IMPUMCHCHHUA IIpU
OCYHICCTBJIICHUU FOCYHapCTBCHHOﬁ pEerucTpanu B Ka4€CTBC Op(l)aHHOl"O JICKApPCTBCHHOTO IIpCIiapara;

9) He00XOAMMOCTh MPUMEHEHUSI YCKOPEHHOM MPOIETyphl SKCIIEPTU3HI JICKAPCTBEHHBIX CPE/ICTB B
LEJAX TOCYTapCTBEHHOM PETUCTPALMU JIEKAPCTBEHHOTO IIpenapara;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

10) koMK JOKYMEHTOB, TOATBEPKAAIOLINX YIUIATy FOCY1apCTBEHHON MOIMIINHBI:

a) 3a TPOBEJCHHE SKCIEPTU3bI TIOKYMEHTOB, MPEICTABICHHBIX ISl OMpPEIeICHHUS BO3MOXXHOCTHU
paccMaTpuBaTh JIEKAPCTBEHHBIN MpernapaTr I MEAMIMHCKOTO NPUMEHEHUS MpPU OCYIIECTBICHUU
rOCYJapCTBEHHOHN PETUCTPAIH B Ka4eCcTBE OPPAHHOTO JICKAPCTBEHHOTO MPerapara;

0) 3a MPOBEACHUE DKCIEPTU3Bl KAa4eCTBa JICKAPCTBEHHOTO CPEACTBA U IKCIEPTH3BI OTHOIICHUS
OKUJaeMON TOJIB3bl K BO3MOXKHOMY PHUCKY MPUMEHEHHS JIEKApCTBEHHOrO Ipernapara, pa3perieHHOTro
JUIS MEMLIMHCKOTO npuMeHeHus B Poccuiickoit denepanuu Oonee 1BaaaTH JIET, IPU OCYLIECTBICHUN
roCyJJapCTBEHHOM pErucTpaliy JIEKapCTBEHHOTO Mpernapara;

B) 3a MPOBEACHUE SKCIIEPTU3bl KAaueCTBA JIEKAPCTBEHHOI'O CPEACTBA M SKCIEPTU3bl OTHOILEHUS
O)KMJIa€MOM TIOJIb3bl K BO3MOKHOMY pHCKY IIPUMEHEHHs JIEKapCTBEHHOIO IIpenapara Juis
MEJIMIUHCKOrO MPUMEHEHUS IIPH €0 IOCYIapCTBEHHON PETUCTPALUN;

I) 32 NPOBEJEHHUE IKCHEPTU3bl KAuecTBa JIEKAPCTBEHHOI'O CPEJACTBA M SKCIEPTU3bl OTHOLICHHUS
OKUJAEMON TMOJNb3bl K BO3MOXKHOMY PHUCKY IPUMEHEHMS JIEKapCTBEHHOIO Ipenapara Ul
MEJULUHCKOTO IMPUMEHEHHUs, B OTHOLICHUH KOTOPOr'O IPOBEACHBI MEXKIYHAPOIHBIE MHOIOLICHTPOBBIE
KJIIMHUYECKHE HCCIIEIOBAaHMs, YacTb M3 KOTOpbIX IIpoBeneHa B Poccuiickon ®enepanuu, npu
OCYIIECTBIICHUH I'OCYJapCTBEHHOM PETUCTPALMK JEKaPCTBEHHOIO IIPEIapara;

11) Hamuuue corymacusl MPOM3BOIUTENS JIEKAPCTBEHHOTO IIpemapara, MPOU3BOJCTBO KOTOPOTO
ocymiecTBisiercss 3a mpenenamu Poccuiickoit denepanuu, Ha NpOBEACHHE HHCIEKTHPOBAHUS
MIPOU3BOUTEINS HA COOTBETCTBHE TPEOOBAHUSAM MPABHII HaANEXKAIEH MPOU3BOACTBEHHON MPAKTUKH;

12) Hanuuue cornacusi, Ipe1yCMOTPEHHOIO YacThO 18 HacTosIIEeN cTaThy;

13) yka3zaHue BuJa JIEKQPCTBEHHOrO IMpernapara, IMPEACTABICHHOTO Ha  PETUCTPAIUIO
(pedepeHTHBII  NEKapCTBEHHBI  TpemapaT, BOCIPOWM3BEIEHHBIN  JIEKAPCTBEHHBIH  Ipemnapar,
OMOJIOTMYeCKHi JIEKapCTBEHHBIN MpenapaT, OnoaHanoroBelid (OMOMOT00HbIN) JIEKApCTBEHHBIN MpenapaT
(Omoanasor), roMeonaTU4eCcKuil JIeKapCTBEHHbIH Mpenapar, JIeKapCcTBEHHBIN pacTUTENbHBIN IIpenapar).
(uacts 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. PerucrpanmoHHOE JOChe Ha JICKAPCTBEHHBIN Npenapar isi MEAMIUHCKOTO MPUMEHEHUS
mpenocTaBisieTcs B (hopMe 00IIeT0 TEXHUIECKOTO JOKYMEHTA.
(dactpb 3 B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4. Paznen MOKyMEHTalMKi aIMUHUCTPATHUBHOTO XapaKkTepa BKIFOUAET B ceOsl:

1) 3asBiIeHME O rocyIapCTBEHHON PErMCTpalMM JIEKAPCTBEHHOIO INpernapara JUlsl MeIULMHCKOIO
NPUMEHEHUS B 3JIEKTPOHHOH opme U Ha OyMa)kHOM HOCUTEIIE;

2) KONMHI0O JOKyMEHTa Ha pPYCCKOM $3bIKE, 3aBEPEHHOIO B YCTAaHOBJIIEHHOM INIOpSAAKE U
MIOJITBEP K IAIOLLETO TIPABOMOYHOCTD 3asiBUTENIS [10/1aBATh 3asIBJIEHUE O OCYAAPCTBEHHOW PErUCTpaluu
JIEKapCTBEHHOI'O Ipernaparta Juisi METUIIMHCKOTO IPUMEHEHMS (JOBEPEHHOCTD);

3) cBenmeHUs O JaTe MPEIOCTABICHHUS M PETHCTPAIMOHHOM HOMEpE JIMIICH3WH Ha MPOU3BOJICTBO
JIEKapCTBEHHBIX CPEJCTB WJIM CBEICHHS O JaTe MPeAOCTaBICHHUS M PETUCTPALMOHHOM HOMEpE
3aKJIIQYEHHsT O COOTBETCTBUHM TMPOM3BOAMTENS JIEKAPCTBEHHBIX CPEICTB TpeOOBAaHUSM IPABHI
HaJJIeXxKalled MPOU3BOJCTBEHHOW TPAKTUKH, BBIJAHHBIX (TIPEJOCTABICHHBIX) YIIOJIHOMOYEHHBIM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(denepanbHBIM OPraHOM HCIIOJHUTENBHOW BJIACTH B OTHOIIEHWU TMPOM3BOJACTBEHHOM MJIOMAAKU
PEruCTpUPYEMOr0O JIEKaPCTBEHHOI'O IIpenapara, B Clly4ae, €CJIM IPOU3BOACTBO JIEKAPCTBEHHOI'O
npermnapara ocyuectisiercs B Poccuiickoit @enepanuu;

(B pen. ®enepanbHbix 3aKk0HOB OT 04.06.2018 N_140-P3, ot 27.12.2019 N 478-D3)

4) KOTMHIO TPEIOCTABIECHHON YIOJTHOMOYEHHBIM OPTaHOM CTPaHbI MPOW3BOIAUTEINS JTUIICH3UH HA
MPOU3BOACTBO JICKAPCTBEHHOI'O IIpernapara M €€ INEepPeBOJ] Ha PYCCKUW S3bIK, 3aBEPEHHBIE B
YCTAHOBJICHHOM MOPSAKE, a TaKKe KONHUI0 3aKIIOUYEHHUS O COOTBETCTBUU IPOU3BOJUTENS
JIEKapCTBEHHBIX CPEACTB TPEOOBAHUSAM MPABUIT HAJUJICKAIICH MPOU3BOJACTBEHHON MPAKTUKH, BBITAHHOTO
YIOJTHOMOYEHHBIM (heJiepaTbHbIM OPTaHOM HCIIOJIHUTEIHHON BJIACTH B OTHOIICHHH MPOU3BOJCTBEHHON
IJIOMIAIKK PETHUCTPUPYEMOTO JIEKAPCTBEHHOTO TpernapaTa, WM KOMUI0 PEHICHUS YIMOIHOMOYEHHOTO
(dbenepaslbHOTO OpraHa HWCIOJTHUTEIBHOW BIACTH O MPOBEJACHUU HWHCIEKTHPOBAHUS TPOU3BOIUTENS
JICKapCTBEHHBIX CPEJICTB, B CiIy4yae, €Clii MPOU3BOACTBO JIEKAPCTBEHHOIO MpernapaTa OCyIIeCTBISETCS 3a
npenenamu Poccutickont @enepanuu;

(B pen. @enepanbhbix 3akoHOB 0T 04.06.2018 N _140-D3, ot 27.12.2019 N 478-D3)

5) MIpOeKT MHCTPYKUMHM [0 MEIUIMHCKOMY NPUMEHEHHUIO JIEKapCTBEHHOI'O IIpernapara,
cozlepaKalleH CIeqyOIIe CBEACHUS:

a) HAMMEHOBAaHHWE JIEKAPCTBEHHOTO TMpernapata (MEXIyHapOJHOE HEMaTeHTOBAHHOE, WIH
IPYHIHPOBOYHOE, WM XUMHUYECKOE U TOPrOBO€ HAUMEHOBAHMS);

0) nekapcTBeHHas ¢opMa C yKa3aHMEM HAaMMEHOBAaHMM M KOJIMYECTBEHHOI'O COCTaBa
JCUCTBYIOIMX BEIIECTB U KAaUeCTBEHHOTO COCTaBa BCIIOMOIATENBbHBIX BELIECTB (MPH HEOOXOIUMOCTH
KOJIMYECTBEHHOI'0 COCTaBa BCIIOMOT'aTEIbHBIX BEILIECTB);

B) OIKMCaHUE BHEIIHErO BU/IA JIEKAPCTBEHHOTO MpenapaTa sl MeIULUHCKOTO IPUMEHEHUS;

r) pu3MKo-XuMU4ecKre cBOMCTBA (s paarodapMaleBTHYECKHUX JIEKapCTBEHHBIX IperapaToB);

1) (apmakoTepaneBTHUYECKass TIpylma, KOJA JIEKapCTBEHHOIO Ipenapara Uil MEAMLIUHCKOTO
NPUMEHEHUs [0  aHATOMO-TEPaleBTHUECKO-XMMHUYECKOM  KiacCU(UKAIMM, PEKOMEHJI0BaHHOMN
BcemupHoii opraHuzanueil 3ApaBOOXpPAHEHHs, WIM YyKa3aHHME '"TOMEONATUYECKUIl JIEKapCTBEHHBIN

npenapat";

e) (dapmakogmHammka ©  (dapMaKOKWMHETHKa (32  UCKIIOYeHHEM  (hapMaKOKWHETHUKU
TOMEOTIATHYECKUX JICKAPCTBECHHBIX MPENapaTOB M PACTUTEILHBIX JICKAPCTBEHHBIX TPEIApaToB);

) TIOKa3aHUs ISl IPUMEHEHHS,

3) IPOTUBOIIOKA3aHHUS JIJIsl IPUMEHEHHUS;

1) MEpBI IPETOCTOPOKHOCTU IIPU IPUMEHEHNH;

K) YKa3aHHE BO3MOKHOCTH M OCOOEHHOCTeH NpHUMEHEHHMs JIEKapCTBEHHOTO Ipenapara Jis
MEJHUIMHCKOTO TPHUMEHEHHS OCpEeMEHHBIMH JKCHIIUHAMHM, >KCHIIMHAMH B TIEPHOJ TPYAHOTO
BCKapMJIMBaHUS, 1€TbMH, B3POCIBIMHU, UIMEIOIIMMU XpPOHUUYECKHE 3a00JIeBaHuUS;

J) PeKUM J03UPOBaHUs, CIIOCOOBI BBEJCHHUS U MPUMEHEHUs, IPU HEOOXOAMMOCTH BpeMs IpuemMa

JICKApCTBCHHOT'O IIpfraparta A MCAUIHUHCKOI'O IPUMCHCHUS, MPOAOJLKUTCIBHOCTE JICUCHUA, B TOM
YucJiC 'y JIeTel 4O U IOCJIe OJHOTO roaa,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

M) BO3MOJKHBIC HCKCIIATCIIbHBIC PCAKIMU IPpHU NPHUMEHCHUU JICKAPCTBECHHOI'O IIpCIiapara IJid
MCIUITUHCKOT'O IPUMCHCHUS

H) CUMIITOMBI IEPEJO3UPOBKH, MEPHI TI0 OKA3aHUIO TOMOLIH IIPU IEPEIO3UPOBKE;
0) B3aMMOJICICTBHE C APYTUMH JIEKAPCTBEHHBIMU NpenapaTaMu U (WIH) NUIIEBBIMU IPOAYKTaMU;
1) popMBI BhIITyCKa JIEKapCTBEHHOT'O IIperapara;

p) ykaszaHue (Ipu HEOOXOJAMMOCTH) OCOOCHHOCTEH ICHCTBHS JIEKAPCTBEHHOI'O MperapaTta s
MEIUIUTHCKOTO IPUMEHEHHUS TIPU TIEPBOM MTPHEME HITH TP €r0 OTMEHE;

c) omucaHue (MpuU HEOOXOAMMOCTH) NeHCTBUU Bpaua (denpamepa) u (WIM) MalKdeHTa MpPU
MPOIMYCKE MpUeMa OJHOM WJIM HECKOJbKHX J03 JIEKAPCTBEHHOrO Ipenapara JUisi MEIUIIMHCKOTO

MIPUMCHCHUSA

T) BO3MOXXHOC BJIMAHUC JICKAPCTBCHHOI'O IIpf€riapara MJjiId MCAUIUHCKOTO INPHUMCHCHHA Ha
CIIOCOOHOCTD YHOpaBJIATh TPAHCIIOPTHBIMU CPCACTBAMU, MCXaHU3MaMU;

y') CPOK TOAHOCTH H YKA3aHUC Ha 3allpeT IPUMCHCHHUA JICKAPCTBCHHOI'O IIpfliapara I
MCOUITUHCKOI'O TPUMCHCHUS 11O HCTCUCHUHN CPOKA 'OAHOCTHU;

&) ycrnoBus XpaHEHHUS;

X) YKa3aHue€ Ha H€O6XOZ[I/IMOCTI) XpaHCHHUA JICKAPCTBCHHOI'O Iperapara I MCEAULIUHCKOIO
IMPUMEHCHUA B MECTaX, HCAOCTYIIHBIX IJIA HeTeﬁ;

1) yka3zaHue (Ipu HEOOXOIMMOCTH) CIEUUATbHBIX MEp NMPEAOCTOPOKHOCTH MPU YHUUTOXKEHUU
HEHCIOJB30BaHHBIX JICKAPCTBEHHBIX MPENapaToB A1 MEAUIIMHCKOTO IPUMEHEHHUS,

q) yCJIOBUS OTIYCKa;

1) HAUMCHOBAHHsI M aJpeca MPOU3BOACTBEHHBIX IUIONMIAJ0K MPOU3BOAUTEINIS JIEKAPCTBEHHOTO
npernapara;

II) HAUMEHOBAaHHWE, aJpEeC OpPraHMU3aLUM, YIOJIHOMOYEHHOW JepiKaTesieM WM BIaJeibleM
PErUCTPALIMOHHOIO yIOCTOBEPEHHsI JIEKAPCTBEHHOrO Ipenapara Uil MEJUIMHCKOTO INPUMEHEHUs Ha
MIPUHATHE IPETEH3UH OT MOTPEOUTEIS;

6) MHCTPYKLHIO IO MEAULIMHCKOMY IIPUMEHEHUIO MU KPAaTKYI0 XapaKTEPUCTHKY JIEKapCTBEHHOTO
rpenapara, yrBepKJICHHbIEC B CTpaHEe IIPOU3BOAUTEIIS;

7) MPOEKTHl MAaKETOB MEPBUYHON YNAKOBKM M BTOPUYHOMN YIMAKOBKHU JIEKAPCTBEHHOI'O INpernapara
JUTSL MEULIMHCKOTO TPUMEHEHNS;

8) IpOEKT HOPMATHBHON JOKyMEHTAallMM WJIM HOPMATHUBHOI'O JIOKYMEHTa Ha JIEKapCTBEHHBIH
npemnapar Al MEJUIMHCKOT0 MPUMEHEHHsI TM00 yKa3aHHe COOTBETCTBYIOIIEH (apMaKoneiHON CTaThy;

9) noKyMeHT, cojepKamuii HHPOPMALUIO O HAIMYMUA UIH 00 OTCYTCTBUHU (DAaKTOB PErHCTPALUU
JIEKApCTBEHHOTIO IIpernapara il MEIULMHCKOr0 pUMEHeHus 3a npenenaMu Pocculickoit denepanuu;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

10) xomWMu JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJICHHOM IOPSJIKE W MOATBEPXKIAIONIHMX (aKT
perucTpalyy JISKapCTBEHHOTO IMperapara B HHOCTPAHHBIX T'OCYIapCcTBaX B KadecTBe Op(haHHOTO
JICKapCTBEHHOTO Ipernapara;

11) nman ynpaBieHuss pHUCKaMU Ui OHOJIOTMYECKUX JIEKAPCTBEHHBIX IIPEnapaToB Ul
MEJMIINHCKOTO PUMEHEHMS;

12) nmokymeHT o cucreme GapMakoHaa30pa JAepiKarens WM BIaJeNblla PErUCTPALMOHHOTO
yIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpernapara;

13) moKyMeHT, MOATBEPKAAIONINN KauyecTBO JIEKAPCTBEHHOTO MpemapaTa TpeX MPOMBIILIEHHBIX
cepuil (IIPOTOKOJN aHANM3a WM CepTU(UKAT aHAIN3a), OJJHA CEpUs KOTOPOTO JIOJDKHA COBIAAATH C
cepueill oOpaslia JIEKapCTBEHHOI'O IpernapaTta A MEIUIMHCKOrO MPUMEHEHUSs, IMPEICTaBICHHOTO Ha
roCy/apCTBEHHYIO PETUCTPAIIHIO.

(dactb 4 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

5. Paznen xummuueckol, papManeBTUYECKON M OMOIOTHYECKON JOKYMEHTAI[MH BKIIOYAeT B ce0s
JOKYMEHTBI, coJepKaimue HHPOpMaluuioo o (apMaleBTHYeCKOH CyOCTaHIIMM M JIeKapCTBEHHOM
npernapaTe il MEIULMHCKOTO INPUMEHEHHs, IPOLECCe €ro MPOM3BOACTBA M METOJAX KOHTPOJIS
KauyecTBa, B TOM UYHUCIIE:

1) xomuio JOKYMEHTa, COJEp)Kallero Cieaylomyo uHbopMauo o  dapMaleBTUIECKON
cyOcTaHuu uiu ¢papMaleBTHYECKUX CYOCTaHIIMAX, BXOSAIIUX B COCTaB JIEKAPCTBEHHOIO Mpernapara, 3a
UCKITIOYeHHeM uHpopManuu o (papManeBTUYECKHX CYOCTAHIIMAX, BKJIIOUEHHBIX B TOCYAAapCTBEHHBIN
pEECTp JIEKapCTBEHHBIX CPEJCTB B COOTBETCTBHUHM €O cTaThel 34 HacTosmero denaepanbHOro 3aKOHa:

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 462-03)
a) HaMMEHOBaHME (papMaIeBTHICCKON CyOCTaHINH, €€ CTPYKTypa, OOIIHne CBOMCTBA,
0) HaMMEHOBaHUE U aJIpeC MPOU3BOIUTENS;

B) TEXHOJIOTrUs IMPOMU3BOACTBA C OIIMCAHHUEM CTaI[I/Iﬁ IMPOU3BOJACTBA U MCTOJOB KOHTPOJISI Ha BCEX
CTaugXx IMPOU3BOACTBA,

I') ONKCaHKe pa3pabOTKH Mpoliecca MPOU3BOICTBA;

1) OIMCaHWE KOHTPOJISI KPUTUYECKUX CTAAUM IPOU3BOJICTBA U IPOMEKYTOYHON IPOAYKIIMH;
€) TOKYMEHTaJIbHOE TIOJITBEPIKICHUE (BATHIAIIMSI) IPOIIECCOB U (UJTM) UX OIEHKA;

) CBOMCTBA U CTPYKTYpa JCHCTBYIOIINX BEILIECTB;

3) XapaKTepHUCTUKA IPUMECEI;

n) crieundukanys Ha hapMaleBTHUECKYIO CyOCTaHIINIO U €e 000CHOBAaHUE;

K) aHaJUTHYECKHe METOAMKH, UCIOIb3yeMble TPU OCYIIECTBICHWH KOHTPOJS KauecTBa
(hapmaneBTHYECKON CyOCTaHIINY;

J'I) AOKYMCHTAJILHOC MOATBECPKIACHUC (BaJ'II/II[aHI/Iﬂ) AHAIIUTUYCCKUX MCETOAUK, UCIIOJIB3YEMBIX IMPU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"O6 obpalueHun nekapcTBeHHbIX cpeacTs”

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 13.12.2021

OCYILIECTBIIEHMH KOHTPOJIS KauecTBa (papmalieBTH4ecKoil cyOcTaHIny;
M) pe3yJIbTaThl aHAJIM3a cepuil papmalieBTHUECKOM cyOcTaHIINY;

H) TlepedeHb CTaHIAPTHBIX OOpa3lOB WM BEIIECTB, HCIOJBb3YEMBIX MpPHU OCYLIECTBICHUU
KOHTpOJIS Ka4eCTBa;

0) OTMCAHNE XaPaKTEPUCTHUK U CBOMCTB YITAaKOBOYHBIX MAaTEPHUAJIOB U YKYIIOPOYHBIX CPEJICTB;

1) JJaHHBIC O CTAOMIILHOCTH (hapMaIeBTUUECKON CyOCTaHIINH;

P) CPOK TOJTHOCTH;

1.1) B oTHomeHun (apMareBTUUECKUX CYOCTaHIIM, BXOJISAIIMX B COCTaB JICKAPCTBEHHOTO
mpermapaTa ¥ BKJIIOYCHHBIX B TOCYAAPCTBEHHBIM PEeCTp JIGKAPCTBEHHBIX CPEJCTB B COOTBETCTBHUH CO

cratbeil 34 Hacrosuero denepanbHOro 3aKOHA, - KOMHUS JOKYMEHTA, COJEPHALIEro CIIECAYIOIIYIO
nH(pOpMaILIHIO:

a) HauMeHOBaHue (papMaleBTUUYECKON CyOCTaHINH, ee CTPYKTypa, 00IlI1e CBOICTBA,
0) HaMMEHOBaHUE U aJIpEC MPOU3BOAUTENS;
B) pe3yJIbTaThl aHAIN3a Cepuil papMalleBTUIECKON CyOCTaHIINH;

') CPOK T'OJIHOCTH;
(m. 1.1 BBenen denepanbHbIM 3aK0HOM OT 27.12.2019 N 462-D3)

2) JOKYMEHT, COJepKalluil CcIeAyIolMe CBEACHHUS O JIGKApCTBEHHOM IIpemnapare s
MEIUIIMHCKOTO MPUMEHECHHUS:

a) OIMMCAHUC U COCTAB JICKAPCTBCHHOT'O IIpCIiapaTta AJId MEAUIUHCKOTO ITPUMCHCHU,

0) ommcanue ¢apMaleBTUUECKONH pa3paboTku (00OCHOBaHME BBIOOpa COCTaBa, MEPBUYHOMN
YIaKOBKU U UHOTO);

B) TEXHOJIOTHSI TIPOM3BOJICTBA C ONMMCAHMEM CTAJWK MPOU3BOJICTBA M METOJIOB KOHTPOJIA HAa BCEX
CTaJusX MPOU3BOJICTBA;

I') ONHCAaHWE KOHTPOJS KPUTHYECKUX CTaAWil TIpolecca MPOU3BOJACTBA W IMPOMEKYTOUHOU
MIPOTYKIUH;

1) HANMEHOBAHKE U aJ[pec MECTa OCYIIECTBICHUS MPOU3BOJICTBA JIEKAPCTBEHHOTO Mpernapara Jsis
MCIUIIMHCKOI'0 MNPHUMCHCHUSA (B CJIydyac HaJIM4Yusg HCCKOJIBKUX YYAaCTHHKOB IIpOLCCCa IPOU3BOJACTBA
HE0OXO0IMMO yKa3aTh KaKJOTO U3 HUX),

e) ¢apmareBTUIECKasi COBMECTUMOCTH;

’K) MUKPOOHOJIOTHYECKHE XapaKTePUCTHKY;

3) MaTCpI/IaJ'ILHHﬁ OajaHc AJIA TIPOU3BOACTBA CEPHUU I'OTOBOT'O ITPOAYKTA,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1) OMUCaHKNE XapaKTEePUCTHK U CBOWCTB YIIAKOBOYHBIX MAaTEPHANIOB U YKYITOPOUHBIX CPEJICTB;
K) JOKYMEHTAJIbHOE MOATBEPKACHHE (BATHIAIMS) POIIECCOB IPOU3BOCTBA U (WJIM) UX OIICHKA;

J) TpeboBaHMS K KayecTBY BCIIOMOTATENBHBIX BellecTB (ceprudukar, cnenudukanus Ha
BCIIOMOTaTeJIbHbIE BELIECTBA U UX OOOCHOBAHUE);

M) AHAIIUTUYCCKUE MCETOJAUKH, HCIIOJB3YEMBIC TIIpU OCYHICCTBJICHUNW KOHTPOJIA KadeCTBaA
BCIIOMOT'aTCJIBbHBIX BCIICCTB,

H) AOKYMCHTAJIbHOC MOATBCPIKIACHUC (BaJ'II/I,[[aI_II/ISI) AHAIIUTUYCCKUX MCETOAUK, UCIIOJIB3YEMbBIX IMPU
OCYHICCTBJICHUU KOHTPOJII Ka4€CTBA BCIIOMOT'aTCIIbHBIX BCIICCTB,

0) I/IHCI)OpMaL[I/ISI 00 HCIIOJB30BAaHUM BCIIOMOTaTEIbHBIX BCIICCTB YCIIOBCUYCCKOT'O MW KHMBOTHOI'O
MIPOUCXOKIACHUA,

1) uH(opmanus 06 UCIOJIb30BAHUN HOBBIX BCIIOMOTaTEIbHBIX BEILIECTB;

p) TpeOOBaHMA K KadecTBYy JIEKaPCTBEHHOTO IIperapara sl MEIUIMHCKOTO IPUMEHEHHS
(cepTudukar, cnenudukaysa Ha JeKapCTBEHHBIN Mpenapar U uX 000CHOBaHUE);

C) AHAIIUTUYCCKUC MCTOAUKH, HCIOJIb3YCMBIC IIPpU OCYHICCTBIICHHU KOHTPOJIA KadcCTBa
JICKApCTBCHHOTO IIpCriapaTa JJI1 MCIUIUHCKOI'O IPUMCHCHUS ;

T) AOKYMCHTAJIbHOC IMOATBCPIKIACHUC (Bannz[aum[) AHAIIUTUYCCKUX MCETOAUK, MCIIOJIB3YyCMbIX IIPH
OCYHICCTBJICHNHN KOHTPOJIA KAa4Y€CTBA JICKAPCTBCHHOTO ITpe€riapaTa Jjid MEJUIWUHCKOI'O IPUMCHCHHA

y) pe3yJIbTaThl aHAIN30B CEPUl IEKAPCTBEHHOTO IIpenapara st MEIUIIMHCKOTO IPUMEHECHNS;
&) xapakTepucTuKa mpUMecei;

X) NEepCUCHb CTAHAAPTHBIX 06pa3u013, HCIIOJIB3YCMBIX IPU OCYHICCTBIICHUMU KOHTPOJIA KauCCTBa
JICKApCTBCHHOTO IIperiapaTa JJI1 MCIUIUHCKOI'O IPUMCHCHUS

11) JaHHBIE O CTA0MJIBHOCTH JIEKAPCTBEHHOI'O IIperapara Jyisi MEJULIMHCKOTO IPUMEHEHMSL.
(uactp 5 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. Paznen ¢gapmakonornueckoi, TOKCUKOJIOTUYECKONW JOKYMEHTAIMU BKJIIOYAeT B ce0sl OTYETHI O
pe3ynbTatax JOKIMHUYECKHX HCCIENOBAaHUN JIEKapCTBEHHOTO CpeICcTBa Uil  MEIUIIMHCKOTO
MIPUMEHEHHUS, B TOM YHCIIE:

1) otueT 0 hapMaKOoIMHAMUYIECKIX UCCIICTOBAHMSIX;

2) ot4eT 0 (hapMaKOKMHETHYECKUX HCCIICIOBAHUSIX;

3) OT4ET O TOKCUKOJIOTHYECKUX MCCIICTIOBAHUSIX.
(dactpb 6 B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7. Paznen kKauHUYECKOMH AOKYMCHTAIlMU BKIIFOYACT B cebsl OTYETHI O pe3yiibTaTaXx KIMHHUYCCKUX
HCCIIeJOBaHU JICKAPCTBCHHOT'O IIpcIiapaTa AJid MCAUIIMHCKOT'O IPUMCHCHUA, B TOM YHUCJIC!
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
( T 11.06.2021) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 RO " [ara coxpaHenus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1) ordersl 00 wHcClIEIOBAHUAX OMOAOCTYNHOCTH W OWOIKBMBAJIEHTHOCTH, MHCCIEJOBAHUSAX,
YCTaHaBJIMBAIOUINX KOPPEJSLNIO PE3YIbTaTOB, MOJYUYSHHBIX B YCIOBUX in Vitro U in vivo;

2) oTueThl 0 PapMaKOKUHETUIECKIX UCCIICIOBAHMSIX;
3) otueTsl 0 (hapMaKOAMHAMUICCKUX UCCIICIOBAHUSIX;
4) oT4eTH 0 KIMHUYECKUX HCCIeI0BaHuAX () (PEeKTUBHOCTH U 0€30M1aCHOCTH;

5) OTYET O MOCTPETUCTPALIMOHHOM OIIBITE TPUMEHEHUS (TIPH HAJTUYHUH ).
(uacts 7 BBenena denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

8. TpeboBanus k 00beMy HH(DOPMAIUH, MTPETOCTABISIEMON B COCTaBe PErUCTPALMOHHOTO JI0ChE,
JUIsL OTZIEIIbHBIX BUJOB JICKAPCTBEHHBIX MPENAapaTOB JUIsi MEJUIMHCKOIO IIPUMEHEHUS yCTaHABINBAIOTCS
YIOJHOMOYEHHBIM (eiepabHbIM OPTaHOM HCIIOTHUTEIbHON BIACTH.
(uactp 8 BBeneHa denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

9. B oTHOLIEHNH JIEKAPCTBEHHBIX MPENapaToB, pa3pelIeHHbIX A MEIULMHCKOTO NPUMEHEHUS B
Poccuiickoit ®enepanun Oosee ABaaUaTH JIET U B OTHOIIEHHMH KOTOPHIX HEBO3MOXKHO IPOBEACHUE
UCCIIEIOBAaHUM WX OMOPKBHUBAJICHTHOCTH (32 HCKJIIOUEHHEM OHOJIOTMYECKHX JIEKapCTBEHHBIX
IpernaparoB), JOIyCKAaeTCsl BKJIIOYEHHE B COCTaB paszena (papMakoIOrHUecKOl, TOKCHKOJIOIMYECKOM
JOKYMEHTAIlM! U pazjiena KIMHUYECKON TOKYMEHTAallud BMECTO OTYeTa pa3paboTduKa O pe3yJibTaTax
COOCTBEHHBIX JOKIMHUYECKHX HCCIIEOBAHUM JIEKAPCTBEHHBIX CPEACTB M KIIMHUYECKUX HUCCIEeTOBAaHUMN
JIEKapCTBEHHBIX MPEnapaToB Uil MEIUIMHCKOTO IMPUMEHEHHs 0030pa HaydHbIX paboT O pe3yJbTaTax
JOKJIMHUYECKUX MCCIEOBAHUN JIEKApCTBEHHBIX CPEACTB M KIMHUYECKMX HCCIIEIOBAaHUM JaHHBIX
JIEKapCTBEHHBIX NIPENAPATOB, B TOM UUCIIE BKJIFOYAs ONBIT UX NOCTPETUCTPALIMOHHOTO TPUMEHEHHUS.
(uactp 9 BBeneHa PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepanbHoro 3akoHa oT
27.12.2019 N 475-®3)

10. IIpu rocynapCTBEHHON PErMCTPAalMM BOCIPOM3BEICHHBIX JIEKAPCTBEHHBIX IPENapaToB s
MEJULUHCKOIO IPUMEHEHHs JIOIyCKAeTCsl BKJIIOYEHHE B COCTaB paszziena (hapMakoIOruyecKow,
TOKCUKOJIOTHYECKOM JOKYMEHTAallMM W paslena KIMHUYECKOM JTOKyMEHTAllUH BMECTO OT4YeTa
pa3paboTyMKa O pe3ysbTaTax COOCTBEHHBIX JOKIMHUYECKHUX HMCCIEIOBAHUH JIEKAPCTBEHHBIX CPE/ICTB
0030pa HayuHBIX paboT O pe3ynbTaTax AOKIMHHUYECKUX HCCIEIOBAaHUN peEepeHTHOro JEKapCTBEHHOTO
npernapaTa U MpeAcTaBiIeHNEe BMECTO KIMHUYECKUX HCCIIEOBAHUN B MOJIHOM O00BbEME, YCTAHOBICHHOM
paszesnoM KIMHUYECKOW NOKYMEHTAallMu, OTYeTa O pe3ysbTaTax HCClIeAOBaHUNA OMOIKBUBAJICHTHOCTH
BOCIIPOM3BEJICHHOIO JIEKAPCTBEHHOr'0 Ipernapara Juid MeIULMHCKOro npumeHeHus. He tpeOyercs
NPEJCTaBICHUE OTYeTa O pe3yibTaTax Hcciael0BaHUNH OMOIKBHUBAJIEHTHOCTH BOCIPOU3BEICHHOTO
JIEKApCTBEHHOI'0  Ipemapara Uil  MEIULUUHCKOIO  INPUMEHEHHs, €CIM  PErUCTPUPYIOTCS
BOCIIPOM3BEICHHBIE JICKAPCTBEHHBIE IIPENapaThl Uil MEAULMHCKOIO IPUMEHEHNUs, KOTOpbIE:

1) mpenHazHayeHbl JJI1 MApPEHTEPAIBHOTO (MOAKOKHOTO, BHYTPHUMBIIIEUHOTO, BHYTPUBEHHOIO,
BHYTPUIJIA3HOTO, BHYTPHUIIOJIOCTHOTO, BHYTPUCYCTaBHOI'O, BHYTPUKOPOHAapHOIO) BBEJIEHUS U
IIPEJCTABISAIOT cO00M BOAHBIE PACTBOPHI;

2) npeAcTaBISIOT cO0O0M PacTBOPHI AJIsl IEPOPATILHOTO IPUMEHEHHUS;

3) IMPOU3BCJACHLI B (I)opMe MMOPOIIKOB WA .III/IO(bI/IJ'II/IBaTOB AJId IIPUTOTOBJICHUSA paCTBOPOB;
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4) ABNAIOTCS ra3aMu;

5) ABNAIOTCS YITHBIMHU MJIHM TJIa3HBIMU JICKApPCTBEHHBIMHU IIpeTapaTaMu, IPOU3BEICHHBIMU B (hopme
BOJIHBIX PaCTBOPOB;

6) npeaHa3HAYEHbI 111 MECTHOT'O IPUMEHEHUS U PUTOTOBJIEHBI B (JOPME BOJIHBIX PACTBOPOB;

7) mpenCcTaBIsAIOT COOOW BOJHBIE PACTBOPHI JJI UCIOJIB30BAHUS B (POpME HMHTAISIIUNA C TIOMOIIIBIO
HeOyJaii3epa Wik B Ka4eCTBE Ha3aJbHBIX CIIPEEB, IPUMEHSIEMBIX C IOMOIIBIO CXOHBIX YCTPONCTB.
(uacts 10 BBegena deaepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

11. [ns cnydaeB, yka3aHHbIX B mnyHktax | - 3, 5 - 7 uactu 10 Hacrosmed cratbu,
BOCIIPOM3BE/ICHHBIN JIEKAPCTBEHHBIA Tpernapar A MEAUIIMHCKOrO MPUMEHEHHS JIOJDKEH COlepKaTh
TaKue K€ BCIIOMOTATEJIbHBIE BEIIECTBA B TAKUX K€ KOJIMYECTBaX, KaK M peepeHTHBIN J€KapCTBEHHBIN
npenapat. Ecinu cocTaBbl BCIOMOTATENBHBIX BEIMIECTB PA3INYAIOTCS, 3asIBUTENb JTOJDKEH MPEICTaBUTh
JI0Ka3aTeNIbCTBAa TOTO, YTO HCIOJIb3yEeMbIE B JAHHBIX KOHIIGHTPAIMSIX BCIIOMOTaTelbHbIC BEIIECTBA HE
BIUSIOT Ha 0e30macHOCTh U (uiu) 3G (GEeKTUBHOCTh JIEKAPCTBEHHOTO Mpernapara A MEeIULHUHCKOTO
npuMeHeHus. B ciyuae, ecnu 3asBUTENIb HE MOXKET MPEACTaBUTh TaKHE J0Ka3aTeIbCTBAa U (WMJIU) HE
HMMEET J0CTyIa K COOTBETCTBYIOIIMM JaHHBIM, OH JIOJIKEH MPOBECTHU COOTBETCTBYIOIINE MCCIICIOBAHUS
JUTSL I0Ka3aTeIhCTBAa OTCYTCTBUS BIMSHMS Pa3HBIX BCIIOMOTATENIbHBIX BEIIECTB MJIM BCIIOMOTATEIIBHBIX
YCTpPOUCTB Ha Oe30macHOCTh U (Min) 3((PEKTUBHOCTD JIEKAPCTBEHHOTO Tpemnapara Jjis MEIUIIMHCKOTO
MPUMEHEHHUS B COOTBETCTBUU C AaKTaMH, COCTaBISIOIIMMHU MpaBo EBpasuilckoro sKOHOMHYECKOTO
coro3a.

(actp 11 BBenena ®enepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pea. PeaepanbHOro 3aKOHa OT
22.12.2020 N 444-D3)

12. Tlpu rocymapCTBEHHOW  perucTpanuv KOMOWHAIMM  paHee  3aperuCTPUPOBAHHBIX
JIEKAPCTBEHHBIX IPENapaToB JUIi MEIUIUHCKOTO NPHUMEHEHHS JOIyCKAeTCsl BKIIIOYEHHE B COCTaB
paznena  (apMakoJIOTUYECKOM, TOKCHUKOJIOTMYECKON JIOKyMEHTAallMh U paslena KIMHUYECKOM
JOKYMEHTAaIlMd BMECTO OT4YeTa pa3padoTyuka O pe3yjbTarax COOCTBEHHBIX JOKIMHUYECKHX
WCCIICZIOBAaHUM JIEKAPCTBEHHBIX CPEJCTB 0030pa HAyyHBIX pPabOT O pe3yibTarax IOKIMHUYECKUX
UCCIICIOBAaHUH pe(PEepeHTHBIX JIEKAPCTBEHHBIX IMPENapaTroB, BXOJAIIMX B COCTaB KOMOMHALIUU
JIEKapCTBEHHBIX MPENapaToB, U 00 OTCYTCTBUH UX B3aUMOJEUCTBUS B OJIHOH JIEKapCTBEHHOU (hopMe.
(uactp 12 BBegena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

13. Ha skcrnepTu3y pas3iuyHbIX JIEKapCTBEHHBIX (OPM OJHOTO M TOTO K€ JIEKaPCTBEHHOI'O
npenapara Juisi MEIUIMHCKOTO MPUMEHEHUs 3asiBUTENb MPEACTABISIET OTACIbHbIE 3asBICHUS U
PETUCTPAIIMOHHBIC JIOChe Ha KaXAYI0 JIeKapcTBeHHYI0 ¢Gopmy. [Ipu ycroBuM OIHOBPEMEHHOH MOJa4H
Ha DKCHEPTU3Y OJIHOM JIEKApCTBEHHOU (DOPMBI C Pa3IUYHBIMU JO3UPOBKOM, KOHIIEHTpALUEH, 00beMOM
3asBUTENIb MPEACTABISACT OOHO 3aABJICHUE W PETHUCTPALMOHHOE JOChE C MPHIOKEHHEM MAKETOB
YIIaKOBOK Ha KKIYIO JIO3MPOBKY, KXY KOHIICHTPAIIUIO, KAKIBIH 00hEM U KaKI0€ KOJUYECTBO 103
B YIIAKOBKE.

(uacts 13 BBegena deaepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

14. Ilpu roCcyaapCTBEHHOM perucTpanuu Op(aHHOTO JEKAapCTBEHHOIO Npenaparta 3asBUTEIb
NpeaCTaBiseT HHPOPMAIINIO, HEOOXOTUMYIO Uit (POPMHUPOBAHUS pa3jiesia KITMHUYECKOH TOKYMEHTAlINH,
B 00bEMeE, YCTAHOBJIEHHOM YTIOJIHOMOYEHHBIM (eIepaIbHBIM OPTraHOM HCIIOTHUTEIHHOMN BIIACTH.

(uactp 14 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)
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15. Tlpu peructpanuu OHOJIOrMYECKOrO JIEKAPCTBEHHOrO Ipernapara, MOJIy4eHHOIO W3 KPOBH,
IJ1a3Mbl KPOBHM 4EJIOBEKA, B COCTAaBE PErMCTPAllMOHHOIO JOChE€ Ha JIEKApCTBEHHBIM Npenapar ais
MEUIMHCKOTO IPUMEHEHUSI TOJIKHBI OBITH IPECTABJIEHBI JONOJIHUTEIBHO:

1) B pa3gene JOKyMEHTAallMM aJMHHUCTPATHBHOTO XapakTepa JOKYMEHT, COJepIKalluit
nH(popMalrio 0 cyObeKTax oOpalieHus TOHOPCKOW KpOBU U (WJIM) €€ KOMIIOHEHTOB, O TOM, rje Obuia
OCyIIEeCTBIIEHA JoHaIus (KpoBH W (WIM) IUTa3Mbl KPOBH), a TaKXke JaHHbIE 00 HWHQEKIIMOHHBIX
3a005IeBaHUAX, MEPEAAIINXCS TMapeHTepadbHbIM MMyTeM, WH(poOpMalus O cyObekTax oOpalieHus
JIOHOPCKOW KpOBM M (MJIM) €€ KOMIIOHEHTOB, B OTHOIIEHHWH KOTOPBIX OCYILECTBIISETCS KOHTPOJb
JTOHOPCKOM KPOBU U (WJIM) €€ KOMIIOHEHTOB;

2) B pazaene XuMHUYECKOH, (hapMarieBTHYECKON 1 OMOJIOTHYECKON JTOKYMEHTAIIHH:

a) KpUTEpPUH U CIIOCOOBI 0TOOPA, TPAHCIIOPTUPOBAHUS U XPAHEHUs JOHOPCKOW KPOBH M (WJIH) ee
KOMIIOHEHTOB;

0) pe3yabTaThl HCCIEI0OBAHUN OTOOPAHHBIX IOHOPCKOM KPOBU U (MJIM) IUIa3Mbl KPOBU M ITyJIOB Ha
HaMyue Bo30yauTened wuHpeKuuil, BriIoyas HWHGOpManuilo 00 HCHOIb30BAHHBIX METOAUKAX
HCCIIEIOBAaHUM W B CiIy4yae WCCIEIOBaHMs IIyJIOB IUIa3Mbl KPOBU pE3yJbTaThl JOKYMEHTAJIbHOIO
MOATBEPKIEHUS (BAJIMJAIMH) UCIIOJIBb30BAHHBIX METOIUK;

B) TEXHUYECKHE XapaKTEPUCTUKU YIIAKOBKHU I OTOOpa TOHOPCKOW KPOBU U (WUJIH) MJIa3Mbl KPOBH,
BKJIFOYasi HH(GOpMaIHIO 00 UCIIOIb30BaHHBIX PACTBOPAX AHTHKOATYJISIHTOB.
(uacts 15 BBegena deaepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

16. Knnanueckue ucciaeoBaHus JEKapCTBEHHOIO Mpemnapara sl MEAUIMHCKOTO MPUMEHEHUS B
LEJIAX €ro roCyAapCTBEHHOW peructpauuu npoBoaiatcs B Poccuiickoir ®Penepauuu B MOPSIKE,
YCTaHOBJIEHHOM cTaTthaMu 38 - 44 Hacrosimero ®enepanbHOoro 3akoHa. OTYET O NPOBEACHHBIX
HCCIEA0BaHMUAX BKJIKOYAETCS B COCTAB pasjiena KIMHUYECKOW JOKYMEHTAIlMU PETUCTPALMOHHOIO JOChE
Ha JICKapCTBEHHBIM Npenapar sl MEIULMHCKOTO NMpUMeHEHHUs. [ JIeKapCTBEHHBIX MpEenapaToB I
MEJIULMHCKOTO MPUMEHEHHUs, B OTHOUIEHWU KOTOPBIX B pe3yJbTaTe€ »JKCIEPTU3bl JTOKYMEHTOB,
MPEJCTABIEHHBIX JUISl OINpPEIEICHUs]T BO3MOXHOCTH pAaccMaTpuBaTh JIEKAPCTBEHHBIN Npenapar s
MEIULMHCKOTO MPUMEHEHHs B KadecTBe Op(haHHOTO JEKapCTBEHHOTO MpernapaTa, Takas BO3MOXKHOCTh
MpU3HAHA W B OTHOLICHWH KOTOPBIX MPOBEACHBbI KIMHUYECKHE HWCCIICIOBAHUSA, BBIIIOJHEHHBIE 3a
npeaenamu Poccuiickoii dexepanu B COOTBETCTBHH C TIPaBWJIAMHU HaJJIeXKaled mpabopaTopHOI
MPAaKTUKU W IIpaBUJIaMHU HaAJUIeKAIEHd KIMHUYECKOW INPAKTHKHU, IOIYCKAeTCsl BKIIIOYEHHE B COCTaB
pasziena KIMHUYECKOM JOKYMEHTAaIlMM BMECTO OTYeTa O pe3yjbTaTax KIMHUYECKUX MCCIIEJOBAaHUN
JIEKapCTBEHHOTO ITpernapara il MEIUIIMHCKOrO TPUMEHEHUS, IPOBEICHHBIX B Poccuiickon Penepannu,
OT4YETa O pe3yJbTarax KIMHUYECKUX HCCIENOBAaHUM, BBINOJHEHHBIX 3a npeaenamu Poccuiickoit
denepanuu.

(uactp 16 BBegeHa deaepanbHbIM 3akK0HOM OT 22.12.2014 N 429-D3)

17. B ciiydae HenpeACTaBIeHUs € 3asBICHUEM O FOCYJIapCTBEHHOM PErUCTPALMH JIEKAPCTBEHHOIO
npenapara AJis MEAUIMHCKOTO MPUMEHEHHS JOKYMEHTOB, OATBEPKAAIOIIUX YIUIATY TOCYJapCTBEHHOM
MOIUIMHBI M YKa3aHHbIX B myHKTe 10 yactm 2 HacTosled CcTaTbd, a TakKe BBbIJIABAEMbBIX
(IpenocTaBIsieMbIX)  YIOJTHOMOUYEHHBIMH  (e[epaTbHBIMU  OpPraHaMU  HCIIOJIHUTEIBHON  BIIACTH
JIOKyMEHTOB (CBEJICHUI), YKa3aHHBIX B MyHKTax 3 U 4 yacTtu 4 HACTOSIICH CTaThH, YIIOJTHOMOUYEHHBII
(dbenepabHBI OpraH HWCIOJHHUTEIBHOW BJIACTH 3alpaliuBaeT YKa3aHHbIE TOKYMEHTHI (CBEICHUS) B
MOPSAIKE MEKBEIOMCTBEHHOTO HH(POPMALIMOHHOTO B3aUMO/ICHCTBUSI.
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(uactp 17 B pen. @egepanbpHoro 3akona ot 27.12.2019 N 478-03)

18. He nomyckaeTcss MCHONB30BaHWE B KOMMEPYECKUX IENAX HHPOPMAIMU O pe3ybTarax
JOKJIMHUYECKUX  HMCCJICIOBAHMM  JIGKAPCTBEHHBIX CPEACTB M KIMHUYECKUX  HCCIEAOBAHUI
JIEKAPCTBEHHBIX TMPENapaToB I MEIUIIMHCKOTO TPUMEHEHHUS, MPEACTABICHHONW 3asiBUTEIEM ISt
TOCYJIapCTBEHHOM PEruCcTpalliy JEKApCTBEHHOTO TMpemnapara, 0€3 ero corjacus B TEUCHHE IECTH JIET C
JaThl TOCYJApCTBEHHOW PpErHUCTpalMK PEePEpPeHTHOrO0 JICKApCTBEHHOTO Ipemnapara B Poccuiickoit
denepauuu.

(uactpb 18 BBenena denepanbHbIM 3aKoHOM OT 22.12.2014 N 429-03)

19. JlepxaTeib UM BaJellel pETUCTPAlMOHHOIO YAOCTOBEPEHUS JIEKapCTBEHHOTO IIpenapara Ha
OMOTEXHOIOTHYECKHI Wi ophaHHBIH JIEKapCTBEHHBIH Mperapar 00s3aH MpeA0CTaBIsATh Ha BO3ME3IHOM
OCHOBE 00pa3ipbl peepeHTHOro JIEKapCTBEHHOI'O IpenapaTa 3asBUTENAM JJI  MPOBEICHUS
KIMHUYECKUX HccaenoBaHuil. CTouMocTh oOpasla pe(epeHTHOro JEeKapCTBEHHOIo IIpenapara,
BKJIFOYEHHOT'O B [I€pPEYEHb JKU3HEHHO HEOOXOAMMBIX M Ba)KHEHMIIMX JEKapCTBEHHBIX NpEnapaToB, HE
JOJDKHA TIPEBBINIATh 3aPETUCTPUPOBAHHYIO IMPEACIbHYIO OTIYCKHYIO IIeHy Ha pedepeHTHBIH
JIEKAPCTBEHHBIN ITpenapaT Wi LEHy Ha JICKapCTBEHHBIN IIperapaT B CTPaHe IPOU3BOUTES.

(uactp 19 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

20. 3asBIIEHHE O rOCYJapCTBEHHOM PETHCTPALlMU BOCIIPOU3BEIECHHOIO JIEKAPCTBEHHOTO IIpenapara
Ul MEIUIMHCKOIO NPUMEHEHUS MOXKET OBbIThb NOJaHO B YIOJIHOMOYEHHBIH (enepalibHblil OpraH
UCTIOJHUTENIBHOM BJACTH, OCYILIECTBISIOMIMKA TOCYJAapCTBEHHYIO PErMCTPALUIO  JIEKAPCTBEHHBIX
IpernaparoB, MO HCTEUEHHM 4YeThIpeX JIeT C JaThl T'OCYJapCTBEHHOH perucTpanuu peepeHTHOTo
JIEKapCTBEHHOT O Ipenapara B Poccuiickont denepauuu.
(uactp 20 BBegeHa denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

21. 3asBieHwe O TOCYJapCTBEHHOW peructpanud OuoaHajgoroBoro (OMOmMomI00HOTO)
JIEKapCTBEHHOI0 MpemnapaTta (OHoaHanora) MoKeT ObITh MOJaHO B YMOJIHOMOYEHHBIN (enepanbHblii
OpraH HCIOJHUTENBHON BIACTH, OCYIIECTBISIONINI TOCYAApCTBEHHYIO PErHCTPAINIO JIEKAPCTBEHHBIX
IpernaparoB, MO HCTEUYEHUM TpPeX JeT C JAaThl TOCYJapCTBEHHOH pEerucTpanuu pedepeHTHOTo
JIEKapCTBEHHOT O Ipenapara B Poccuiickont denepauuu.

(uactp 21 BBegeHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

22. [epxaTenb WU BIAJEJel PErHCTPAIMOHHOTO YAOCTOBEPEHHUS JIEKQpCTBEHHOrO Mpernapara
MIPEJICTaBIseT B YIOJHOMOYEHHBIN (peliepalbHblii OpraH HCIOIHUTEILHONW BIIACTH, OCYLIECTBIISIOIINN
(yHKIIUU IO KOHTPOJIIO U HAJ30py B chepe 3apaBoOXpaHeHHs, OTYET MO pe3yibTaraM (apMakoHaaA30pa
OJIMH pa3 B LIECTh MECSIIEB B TEUEHHE JIBYX JIET IIOCIIE TOCYIaPCTBEHHON PETUCTPALIUU JIEKAPCTBEHHOTO
npemnapara B Pocculickoit @eaepanuu, €XErogHo B TEUCHHUE MOCIECAYIOMMX TPEX JIET U B JAJbHEUIIEM
OJIUH pa3 B MATH JIET.

(uactp 22 BBegeHa PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

Cratbsa 19. anHﬂTVIe peweHnAa O Bblaa4dye IKCNnepTHOMYy y4pexaeHuro 3agaHunsa Ha
npoBeAeHMe 3KCNepTU3bl NEeKapCTBEHHOro cpeacTBa
(B pen. @exnepanbHoro 3akoxa ot 22.12.2014 N 429-03)

1. B Tedenwe paecsaTH pabouumx JHEW CO MAHS TPUHATHS 3asBICHUS O TOCYIapCTBEHHON
pEerucTpaly JIEKAPCTBEHHOT'O IperapaTa COOTBETCTBYIOIIMMA YIIOJHOMOYCHHBINA (eepanbHbId OpraH
WCIIOJTHUTENLHOM BIACTH MPOBOJAUT MPOBEPKY MOJHOTHI, JOCTOBEPHOCTH U MPABMIBHOCTH O(OpMIIEHUS
MPEICTABIEHHBIX JTOKYMEHTOB PETMCTPALIMOHHOIO JOChE HAa JIEKAPCTBEHHBIM Ipenapar U NPUHUMAET
pELLIEHKE O BbIIAU€ 3aJaHus Ha IPOBEACHUE:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1) skcmepTHU3bl JOKYMEHTOB, MPEACTABICHHBIX NJISl ONpeAeTeHUs] BO3MOXKHOCTH paccMaTpUBaTh
JIEKApCTBEHHBIA Mpenapar Ajs MEIUIUHCKOTO MPUMEHEHHUS NPH OCYIIECTBICHHH TOCYIapCTBEHHOU
perucTpanuu B KauecTBe opphaHHOTO JEKAPCTBEHHOTO TIperapara;

2) BKCIepTHU3bl JIEKapCTBEHHOTO CpEACTBA B YACTU DSKCIEPTU3bl KauyecTBa JIEKAPCTBEHHOI'O
CpeicTBa M DKCIEPTU3bl OTHOUIEHUS OKMUAAEMOM TMOJB3bl K BO3MOXHOMY PHCKY IPUMEHEHHS
JIEKApCTBEHHOTIO IIpernapara Jjis MEIULIUHCKOr0 IPUMEHEHNS;

3) sKcmepTusbl JIEKApCTBEHHOI'O CPEICTBA B YacTU O3KCIEPTHU3bl KauecTBa JIEKaApCTBEHHOTO
CpPEICTBA M DSKCIEPTU3bl OTHOUICHMSI OKMIAEMOW TMOJb3bl K BO3MOKHOMY PHUCKY NPUMEHEHUS
JIEKapCTBEHHOI'0 Ipernapara il MEAMIMHCKOIO IPUMEHEHHUS B MOPSAKE YCKOPEHHOH IpoLenyphl
9KCIIEPTU3bl JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBUU CO cTaThell 26 Hacrosuiero denepanbHOro
3aKOHa;

4) OKCIICPTU3BI JICKAPCTBEHHOT'O CpEACTBA B OTHOIICHHHU JICKAPCTBCHHOI'O IIp€Iiapara I
BCTCPUHAPHOI'O IIPUMCHCHUS.

2. YIIOITHOMOYEHHBIN (eiepaabHbIil OpraH UCIOJIHUTEIBHONW BIACTH YBEAOMIISET B JIEKTPOHHOU
¢dopme mnu Ha OyMa)KHOM HOCHUTENE 3asgBHTENS M SKCIEPTHOE YUPEKICHHE O MPUHATOM PEIICHHH O
BbIayuc SaILaHI/Iﬁ Ha MPOBEACHHUEC DOKCICPTHU3, NMPEAYCMOTPCHHBIX YaCTHIO 1 H&CTO?[HIGI\/'I craTbd, U B
cllydae HEOOXOAMMOCTH O BblJaue paspelieHus Ha BB0O3 B Poccuiickyro denepannio KOHKpPETHOMN
NapTUH, CEPUH 3aPErMCTPUPOBAHHBIX U (MJIM) HE3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB UM 00
OTKa3€ B IPOBEACHUHU IIPELYCMOTPEHHBIX IKCIIEPTU3 C YKa3aHUEM IIPUYMH TAKOTO OTKa3a.

3. B cnyuyae BBIIBICHMS OTCYTCTBHMS HJIM HEIOCTOBEPHOCTHM WH(pOpMAalUHU, coAepxalieiics B
MPEJCTABICHHBIX 3asSBUTENIEM JOKYMEHTaX, YIOJHOMOUYCHHBIH (penepanbHblii OpraH MCIOTHUTEIHHON
BJIACTM HANpaBISIET 3asBUTEIIO 3alMpoc 00 YTOYHEHWHM JToW wH(opMamuu (mamee - 3ampoc
YHOJHOMOYEHHOTO (efiepalbHOr0 OpraHa MCHOJHUTENBHON BIIACTH), KOTOPBIM MOXET ObITh MepeaaH
YIOJIHOMOYEHHOMY MPEACTABUTENI0 3asSBUTENS JINYHO IO PACIHCKY, HAIIPABJIEH IO NOYTE 3aKA3HBIM
MUCHEMOM WJIM TIepe/iaH B 3JEKTPOHHOU (hopMe MO TEIeKOMMYHHUKAIMOHHBIM KaHallaM CBsi3U. B ciydae
HampaBJICHUs 3alpoca YMOJIHOMOYEHHOTO (eepaJbHOr0 OpraHa UCIOJHUTENBHOW BIACTU MO IOYTE
3aKa3HbIM IHCbMOM OH CUMUTAETCS MOJYYEHHBIM II0 MCTEUYEHHUM ILECTU JHEH C JaThl HAIpaBJICHUS
3aKa3HOTO MHUCHMA.

4. 3asBuTens 00s3aH MPEJCTaBUTh OTBET HA 3alPOC YIOJHOMOUYEHHOIO (heAepalbHOrO OpraHa
UCIIOJIHUTEJIBHOM BJIACTH B CPOK, HE NPEBBIIAOIINN JEBIHOCTa PA0OUYMX JTHEH CO JIHA €ro MOIy4eHUs.
Cpok, ykazaHHBIN B yacTH | HacTOsIIEH CTaTbU, MIPUOCTAHABIMBACTCS CO JHS HAIpaBJICHUS 3asBUTEIIIO
3arpoca yMoJIHOMOYEHHOTro (peepaibHOr0 OpraHa MCIOJHUTEIBHOW BJIACTH O AHSA TOJYYEHUS UM
COOTBETCTBYIOLLETO OTBETA.

5. OcHoBaHMEM JUIsl OTKa3a B OpraHU3alluu 3KCIEPTU3, MIPEyCMOTPEHHBIX YacThio 1 HacTosel
CTaTbM, SIBJSIETCS TMPEICTABIEHHE HEOOXOAMMBIX [UIsl TMPOBENEHUS MPEIyCMOTPEHHBIX HKCIEPTHU3
JOKYMEHTOB B HEIOJIHOM 00BbEME MU HENpe/ICTaBICHUE 3asIBUTEIEM B YCTAHOBJIEHHBIN CPOK OTBETA Ha
3aMpoc YIOJHOMOUYEHHOTo (e/lepaJbHOro OpraHa MCIOJHHUTEIbHON BIIACTH, a TAaKXKe MpeACTaBICHUE
JOKYMEHTOB, HE COIEPKaIIMX UCUEPIBIBAIOLIETO NMEPEUHsI HEOOXOAUMBIX CBEICHUM.

6. Ilpu oTka3e B opraHu3allMi IKCHEPTU3bI, NIPEAYCMOTPEHHON MyHKTOM 4 yacTu | HacTosein
CTaTbH, TOKYMEHTHI, BXOJSIINE B COCTAaB PErHCTPALlMOHHOTO JI0ChE Ha JIEKApCTBEHHBIM Mpemnapar s
BETEPUHAPHOTO MPUMEHEHUS], MOTYT OBITh BO3BpAILEHBI 3asBUTENIO0 HA OCHOBAHMM €r0 MHCbMEHHOI'O

www.consultant.ru Crpanuua 50 n3 136
HafeXHasa npaBoBas noaaepXxka


https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

3arpoca, HallpaBJIeHHOTO B YIIOJIHOMOYEHHBIN (heiepalbHblii OpraH UCTIOJHUTENIbHON BIACTH B TEUEHUE
TpUAUATH pabouyMx JHEHW CcO JAHA TPUHATHS ~ YIOJIHOMOYEHHBIM  (elepaJbHbIM  OpraHOM
HCIIOJIHUTEJILHOM BJIACTH pelleHHs 00 OTKa3e B OpraHU3allMy TaKOW 3KCHEPTU3bI. YIIOJIHOMOYEHHBIN
(benepanbHBIi OpraH MCIIOJHUTENIFHOW BJIACTH BO3BPAIIAET 3asBUTENIO0 YKa3aHHBIE JOKYMEHTHI B
TEUYEeHUE JAeCITH pabounx JHEN co THS MOTYyUYEHHUS] COOTBETCTBYIOILIETO 3alpoca 3asBUTES.

(dactp 6 BBenena denepanbHbiM 3aK0HOM OT 02.08.2019 N 297-D3)

Ctatbsi 20. JkcnepTu3a [AOKYMEHTOB, NpeACTaBreHHbIX AnA onpepeneHus
BO3MOXHOCTU paccMmaTpuBaTb JieKapCTBEeHHbIN npenapat pAgns  MegULMHCKOro
npumMmeHeHnsas npu ocCcyLwecTBlieHnn rocynapCTBeHHoﬁ peructpaumm B Ka4decTBe
Opd)aHHOFO JIeKapCTBeHHOro npenaparta

(B pen. @enepanpHoro 3akonHa ot 22.12.2014 N 429-D3)

1. DkcnepTr3a JOKYMEHTOB, MPEACTABICHHBIX ISl OMPENEICHUs BO3MOXKHOCTH paccMaTpHUBaTh
JICKapCTBEHHBIM nIpenapaTr Uil MEIUIMHCKOrO IMPUMEHEHUS MPH OCYIUECTBIEHUU TOCYAApCTBEHHOU
perucTpanuy B Ka4yecTBe Op(aHHOTO JICKAPCTBEHHOTO Mpernapara, COCTaBICHHE KOMUCCHUEH HKCIIEPTOB
3aKJIFOYEHUST O BO3MOKHOCTH WJIM HEBO3MOXKHOCTH PacCMaTpHBATh JIEKAPCTBEHHBIM Mpenapar s
MEIMIIMHCKOTO TIPUMEHEHUs TMpU OCYIIECTBICHUM TOCYJapCTBEHHOM pErucTpalvy B KadyecTBE
ophaHHOr0 JEKapCTBEHHOI'O MperapaTa U HAMpaBlIEHHWE JAaHHOTO 3aKIIOYCHHS] B YHNOJHOMOYEHHBIN
(denepanbHBI OPraH UCTIOTHUTEIHLHOM BIACTH OCYIIECTBIISIFOTCS B CPOK, HE MPEBBIIAIONINA TPUILATH
paboumx JgHEW CO JHS TONYYCHHS] OKCICPTHBIM YUYPEKIACHHEM 3aJaHUSl  YIIOJHOMOYEHHOTO
(enepabHOTO OpraHa MCIIOJHUTEIFHON BIIACTH M B AJIEKTPOHHON (hopMe MITH Ha OyMaKHBIX HOCHUTEIISX
HEOOXOJMMBIX JIOKYMEHTOB, YKa3aHHBIX B MyHKTax 1, 2, 5, 6, 10 wactu 4 u B wactu 7 cratbu 18
Hacrosero deaepaibHOro 3aKoHa.

2. JIOKyMEHTBI, COJEp)KalllMecs] B PErMCTPAlMOHHOM JIOChE Ha JIEKapCTBEHHBIN Ipenapar u
MOCTYNHUBIIME Ha OYMaXHbIX HOCHUTENSX B D3KCIEPTHOE YUPEKACHUE [UIS OCYILECTBICHUS HX
JKCIEPTU3Bl Ul  OIPEACNICHHUs BO3MOKHOCTM PpacCMaTpuUBaTh JIEKAPCTBEHHBIA IIpenapar Juist
MEUIIMHCKOTO MPUMEHEHHS B KauecTBE OpPaHHOIO JIEKAPCTBEHHOIO Mpenapara, MoJjiekaT BO3BpaTy B
YIOJHOMOYEHHbIN (efepaiabHblii OpraH HCHOJHUTENbHON BJIACTU OAHOBPEMEHHO C 3aKIHOYEHHUSIMH
COOTBETCTBYIOIUX IKCIIEPTH3.

Cratba 21. PewleHne 0 BO3MOXHOCTM paccMaTpuBaTb JIEKAPCTBEHHbIN npenapar
npuM OCyLWeCcTBNEeHUM rocyAapCTBEHHOW perncrpauMm B KayecTBe opdaHHOro
neKkapcTBeHHOro rnpenapara

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

1. B cpok, He mpeBBIIAIONINH MATH pabouuX JTHEH CO JHS MOIy4EHHUs 3aKII0YEeHUs, YKa3aHHOTO B
yactu 1 crarbu 20 HacTosimero PenepaabHOrO 3aKOHA, YHOJIHOMOYEHHBIH (enepanbHblii opra
UCIIOJIHUTEJIBHOM BJIACTH OCYILIECTBISET OLEHKY IIOJIy4EHHOIO 3aKJIIOYEHMs Ul ONpPEIEIICHUS €ro
COOTBETCTBUS 3a/laHUI0 Ha IMPOBEJEHUE COOTBETCTBYIOIIEH 3KCHEPTU3bl U YBEIOMIISET 3asiBUTENS B
UIEKTPOHHON (opMe mnM Ha OyMa)XHOM HOCUTENIE O pe3ysbTaTax IPOBEACHHOW SKCIEPTU3bI C
MIPUIIOKEHUEM KOIUHU SKCIIEPTHOTO 3aKIIOUEHUs (C COXpaHEHHEM KOH(HIEHLINAIbHOCTH UHPOPMALUU
O COCTaBe OJKCIEPTHOW KOMHUCCHUHM) M O BO3MOXKHOCTM MM HEBO3MOXHOCTH pPaccMaTpUBaTh
JIEKapCTBEHHBIN IMpenapar Uil MEIUIUHCKOIO NPUMEHEHMS NPU OCYIIECTBIECHUHM TOCYAApCTBEHHOU
perucTpayy B KauecTse op(haHHOTo JIEKAPCTBEHHOTO IIpenapara.

2. llpu BBIHECEHMHM KOMHCCHUEW SKCHEPTOB 3aKJIIOUYEHHs] O BO3MOXXHOCTH pacCMaTpUBaTh
JIEKapCTBEHHBIA TIpenapar s METUIIMHCKOTO TMPUMEHEHHS TPH OCYIICCTBICHHH TOCYIapCTBEHHON
peructpalyu B KayecTBE Op(aHHOTO JIEKApCTBEHHOTO Ipernapara YIOJIHOMOYEHHBINH (enepanbHblii
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

OpraH MCIIOJIHUTEIbHON BJIACTH B CPOK, HE MPEBBIMIAIOUINA MATH pabouux JHEH CO JHS MOTydYeHHs
JAHHOT'O 3aKJIIYEHHUs, IPUHUMAET PEIICHNUE O BblJadye 3aJaHMs HAa MPOBEACHHUE SKCIIEPTU3bl KaueCcTBa
JIEKapCTBEHHOI'O CPEJCTBA M HKCHEPTU3bl OTHOLIEHUS OXHAAeMOH IO0JIb3bl K BO3MOKHOMY PHCKY
MIPUMEHEHHUs JIEKapCTBEHHOI'O IpernapaTa A MEAMIMHCKOIO MPUMEHEHMsI B TOpPSAKE YCKOPEHHOMU
MPOLIEYPBl 3KCIEPTU3bl JIEKAPCTBEHHOI'O CPEJICTBA B COOTBETCTBHM CO CTaThbed 26 HACTOSIIETO
denepanbHOro 3aKOHa.

3. B ciyuae npuHATHS peUIeHus: 0 HEBO3MOKHOCTH paccMaTpHUBaTh JIEKapCTBEHHBIN MTpenapar ajis
MEJUIIMHCKOTO TPHMEHEHUsS TpU TOCYJNApCTBEHHON perucrpalu B KadecTBe Op(aHHOTO
JIEKapCTBEHHOTO TIperapara yIOJTHOMOYCHHBIH (efepadbHblii OpraH MCIOJHUTEIBHOW BIACTH
MpeKpalaeT Mpoueaypy TroCyJapCTBEHHOM pETrUCTpaluy JIEKapCTBEHHOI'O Ipernapara. 3asBUTENb
BIpaBe OOpPATUTHCA B PETHCTPUPYIONIMI OpraH C 3asBJICHHEM O TOCYJAApCTBEHHOW pPETUCTpaIliu
YKa3aHHOT'O JIEKapCTBEHHOI'O Ipernapara B COOTBETCTBUU €O cTaThel 18 HacTosiuero denepaabHOTO
3aKOHa.

Cratba 22. Ytpatuna cuny ¢ 1 uwona 2015 ropa. - ®epepanbHbii 3aKOH OT
22.12.2014 N 429-93.

Ctatba 23. JKcnepTu3a KayecTBa JIeKapCTBEHHOro cpeacTtBa M 3KcnepTusa
OTHOLUEHUA OXUAaeMoW MOJSib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUA JleKapCTBEHHOro
npenapara ans MeauLUHCKOro npuMeHeHus

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

1. DxcnepTu3a KauecTBa JIEKAPCTBEHHOTO CPEACTBA U HKCIIEPTHU3a OTHOLLIECHUS O’KUAAEMOMN TOJIB3bI
K BO3MOXXHOMY PHCKY IPUMEHEHHs JICKapCTBEHHOIO Ipenapara s MEJULMHCKOrO IPUMEHEHHS,
COCTaBJIEHME KOMHCCUSMHU DKCIEPTOB 3aKIIOUEHHI 10 pe3yibTaTaM IPOBEACHHBIX OJKCIEPTH3 U
HampaBJICHUE ATUX 3aKJIIOYEHUI B YIMOJIHOMOYEHHBIH (helepabHbIi OpraH HMCIOJHUTEIBHON BIACTH
OCYIIECTBIISIOTCS B CPOK, HE IIPEBBILIAIOIINN CTa AeCATH pabOUMX AHEW CO JIHS MOJyUYEHUS IKCIIEPTHBIM
YUpEeXJIEHUEM  COOTBETCTBYIOIIETO  33JaHHUS  YIOJHOMOYEHHOro  (perepaJbHOrO  OpraHa
WCIIOJIHUTENIbHON BJIACTH M HEOOXOJIUMBIX JOKYMEHTOB B AJIEKTPOHHOM ¢opMe WM Ha OyMaskHBIX
HOCHUTEIISX.

2. B TeueHue neBsHOCTA AHEH CO JHS IMOJyYEHHs pEIICHUS YIMOJHOMOUYEHHOTo (enepaabHOro
OpraHa MCIOJHUTEIbHONW BJIACTU O NMPOBEAECHUU 3KCIEPTHU3, NPEAYCMOTPEHHBIX YacThio | HacTosAlen
CTaTbH, 3asBUTEb IPEJCTABISIET B SKCIIEPTHOE YUPEKICHHUE JUIsl MPOBEAECHUS SKCIEPTU3bl KauecTBa
JIEKapCTBEHHOI'O CpPEJACTBA 00pa3libl JIEKAPCTBEHHOTO IpernapaTa JUisli METUIMHCKOTO MPUMEHEHMS,
MIPOM3BEICHHOTO B COOTBETCTBUU C TPEOOBAHUSIMH OIBITHO-IIPOMBIIUIEHHOTO U (MJI) IPOMBIIIIIEHHOTO
PErIaMEHTOB, YTBEPXKICHHBIX PYKOBOIUTEIEM IIPOU3BOIUTEIS JICKAPCTBEHHBIX CPEICTB, a4 TAKXKE B
COOTBETCTBYIOIMX  clay4asx  oOpas3mbl  (apMaleBTHUECKOM  cyOcTaHIMM, — TecT-IITaMma
MHUKPOOPIaHU3MOB, KYyJIBTYpbl KJIETOK, OOpa3libl BEIIECTB, MPUMEHSEMBIX IS KOHTPOJIS KauecTBa
JIEKapCTBEHHOI'O CpEACTBA IIyTEM CPaBHEHHUS C HHUMHU MCCIEAYEMOrO JIEKapCTBEHHOI'O CpPEJCTBA, B
KOJIMYECTBAX, HEOOXOIMMBIX JUIS BOCTIPOM3BECHHUS METOA0B KOHTPOJISI KAUECTBA.

3. Tlpu monmydeHun oOpa3loOB JIEKAPCTBEHHOTO Tpemapara u (apMaleBTUUECKOW CyOCTaHIUU
SKCIIEPTHOE YUYPEKJCHHE BBIJACT 3aSBUTENIO JOKYMEHT, MOATBEPXAAIOIIUNA IMOJIyYeHHUE YKa3aHHBIX
00pasIoB, U B CPOK, HE MPEBBIIIAIOIINI TPeX padounx IHEH, YBEJOMIISET B JJIEKTPOHHON opMe WK Ha
OyMaXHOM HOcHTeJIe 00 TOM YIOJTHOMOYEHHBIN (peiepalibHbII OpraH UCTIOTHUTEIHFHOM BIACTH.

4. Vka3aHHbIE B 4acTAX 2 ¥ 3 HACTOALLEH CTaThbU CPOK JAJIs NIPEACTABICHUS 3asiBUTEIIEM 00pa3lioB
JIEKapCTBCHHOTO Tpemnapara U (apManeBTUIECKOW CYOCTaHIIMM W CPOK YBEIOMIICHHS SKCIEPTHBIM
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06 obpalLeHn nekapCTBEHHbIX CPeACTB

yupexJaeHueM o0 d3ToM Ha OyMaXHOM HOCHTENE YIOJIHOMOYEHHOro ¢eAepanbHOro OpraHa
WCIIOJTHUTENIbHON BJIACTH HE BKJIIOYAIOTCS B CPOK MPOBEICHUS SKCIIEPTU3, MPETYCMOTPEHHBIX YacThiO 1
HACTOSIIEN CTaTbH.

5. JIOKyMEHTBI, IOCTYNHMBIIME B 3KCIEPTHOE YYPEKACHUE Ui IIPOBEACHUS DKCIEPTH3,
MPEAYCMOTPEHHBIX YacTbIO | HACTOSIIEW CTaThH, TMOJJIEKAT BO3BpPaTy B  YINOJIHOMOYEHHBIN
(benepanbHbli OpraH HCIOJIHUTEIBHOM BJIACTH OAHOBPEMEHHO C 3aKIIOYEHUSMH, IMOJYyYEHHBIMH IO
pe3yabpTaTaM COOTBETCTBYIOLIUX IKCIIEPTH3.

Ctatbs 24. JKkcnepTv3a KayecTBa JleKapCTBEHHOro cpeacTBa WM 3KcnepTu3a
OTHOLUEHUSI 0XXMOAEMOM MOJib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUs1 NIeKapCTBEHHOro
npenapara ons BeTepuHapHOro NnpuMeHeHus

1. OkcnepTu3a KauecTBa JIEKAPCTBEHHOI'O CPEACTBA U HKCIIEPTU3a OTHOLLIEHUS OKUAAEMOM TIOJIb3bI
K BO3MOXKHOMY PHCKY IPUMEHEHUs JIEKapCTBEHHOI'O Ipenapara i BETEPUHApPHOIO IPUMEHEHUS,
COCTABJIICHUE KOMMCCHUSIMU DKCIEPTOB 3aKIIOYEHUN 10 PE3yJbTaTaM yKa3aHHBIX J3KCIEPTU3 U
HampaBJICHNE TAaKUX 3aKIIOYCHUH B YIIOJHOMOYEHHBIN (pelepanbHbIii OpraH MCHOJTHHUTENBHOW BIACTH
OCYLIECTBIISIIOTCS B CPOK, HE MPEBBILIAIOIINM cTa AeCATH pabouuX JHEH CO JTHS MOJyUYEHUs SIKCIIEPTHBIM
YUPEXKAECHUEM 3a/laHusl  YIOJIHOMOYEHHOIo (eepanbHOr0 OpraHa HCIOJIHUTENBHOM BIAcTU C
JOKYMEHTaMH, YKa3aHHbIMU B 4acTu 3 cTaThk 17 HacTosmero @enepajbHOro 3aK0Ha.
(B pen. @enepanbhbix 3akoHOB 0T 22.10.2014 N 313-P3, ot 13.07.2015 N 241-D3)

2. B Teuenue TpuauaTH pabouyux JHEH CO JHA IIOJIyYEHUS PEIICHUS YIOJHOMOYEHHOIO
(denepanbHOrO OpraHa HWCHOJHUTEILHOW BJIACTH O TPOBEJACHWHM YKa3aHHBIX B 9acTH | HacTosIel
CTaThU SKCIIEPTU3 3aABUTENb MPEACTABISAET B dKCHEPTHOE YUPEXKICHHUE VISl MPOBEACHUS SKCIEPTU3bI
KauecTBa JIEKApPCTBEHHOTO CpeAcTBa o0O0Opa3ipl JIEKAPCTBEHHOrO Ipemapara Uil BETEpUHAPHOTO
MPUMEHEHHUS, MPOU3BEIEHHOTO B COOTBETCTBHHM C TPEOOBAaHUSMH TEXHOJOTUYECKUX PErJIaMEeHTOB,
YTBEPKICHHBIX  PYKOBOAMTENIEM  IIPOU3BOAMTENA  JICKAPCTBEHHBIX  CPEACTB, a Takke B
COOTBETCTBYIOIIUX  CIy4yasX TECT-LITAMMbl MMKPOOPIaHM3MOB, KYyJbTYpbl KIJIETOK, O0Opa3lbl
¢dapMareBTHUECKOW cyOcTaHIMU, O0Opas3lbl BEUIECTB, MPHMEHSEMBIE Ui KOHTPOJII KadecTBa
JIEKapCTBEHHOI'O CPEJICTBA, B KOJUYECTBAX, HEOOXOIMUMBIX JJIi BOCIPOHU3BEICHHUS METOJ0B KOHTPOJIS
KaydecTna.

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

3. Ilpu momy4yeHun oOpa3lOB JIEKAPCTBEHHOrO Mpenapara W (apMaleBTHUECKOW CyOCTaHIUU
JKCIIEPTHOE YYPEXKACHUE BBIAACT 3aABUTEIIO JAOKYMEHT, IOATBEPKAAOIIMM IOJy4CHHE YKa3aHHBIX
00pa3moB, U B CPOK, HE MPEBBIIIAOIMINN TpeX pabouux JHEH, yBeIOMIISeT B MUCbMEHHOH (opme 00
STOM YHOJIHOMOYEHHBIN (eepabHbIi OpraH UCIIOTHUTEIbHON BIACTH.

4. Cpox Juid TpeACTaBIEHUS 3asBUTENEM O00pas3loB JIEKAPCTBEHHOI'O IIpernapara u
¢dapManeBTHUECKOH CyOCTaHLIIMM M CPOK YBEIOMJICHHMs SKCIEPTHBIM YYpEeXIeHHEeM 00 3TOM B
MUCHbMEHHON (hopMe YHOTHOMOYEHHOTO (pe/iepalbHOr0 OpraHa UCIOJHUTEBHON BIACTH, YKa3aHHbBIC B
yacTsX 2 U 3 HacTOSIILEH CTaTbU, HE BKIFOYAIOTCS B CPOK IIPOBEIEHUS YKA3aHHBIX B 4acTH | HacTosmen
CTaTbH KCIIEPTU3.

5. JIokyMeHTBI, IOCTYIMUBIINE B SKCIIEPTHOE YUPEKJACHUE AJIS MPOBEACHUS yKa3aHHBIX B 4acTH |
HACTOAIIEH CTaTbU »SKCIEPTH3, IOJUIeKAT BO3BpaTy B YIOJIHOMOYEHHBIM (QenepalibHblil oprax
WCIIOJTHUTENIBHON BJIACTU OJTHOBPEMEHHO C 3aKJIFOUEHHUSIMU 110 pe3yJIbTaTaM YKa3aHHBIX SKCIEPTH3.

CraTtba 25. [loBTOpHOE NpoBeAeHne IKCNepTU3bl NIeKapCTBEHHbIX CPeACTB
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06 obpalLeHn nekapCTBEHHbIX CPeACTB

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

1. B chywasx HeZOCTaTOYHOW OOOCHOBAHHOCTH WJIM HETOJMHOTHI 3aKITIOYCHUS KOMHUCCUU
JKCIIEPTOB, HAIUYHS B HEM IPOTUBOPCUYMBBIX JAHHBIX, (DATbCUPUKANNN BBIBOJIOB JKCIEPTHU3HI
JICKApPCTBEHHOTO CPEJICTBA, COKPBITHSA OT YIOJHOMOYEHHOTO ()eJepalbHOTO OpraHa HMCIIOIHUTEIHHON
BJIACTH OCHOBAaHWH ISl OTBOJA OKCIIEPTa BCIEACTBHE €r0 3aMHTEPECOBAHHOCTH B PE3yJIbTaTax
COOTBETCTBYIOIIEH AKCHEPTH3bI, HAIMYMS IaHHBIX O MPSIMOM JHOO KOCBEHHOM BMEIIATEIILCTBE B
MPOLIECC COOTBETCTBYIOMIEH AKCHEPTU3BI JIMI, HE YYACTBYIOIIUX B €€ IMPOBEICHUHU, HO OKa3aBIINX
BIIUSTHUE HA TMPOLIECC U PE3YNbTAThl €€ MPOBEICHHS, YIOJIHOMOUYEHHBIM (eepaibHBIM OpraHOM
WCTIOJTHUTEIIGHON BJIACTH HAa3HAYAETCS IMOBTOPHAS OSKCIEPTU3a JICKAPCTBEHHOTO cpeicTBa W (WIIH)
ATHYECKAs SKCIIEPTH3A.

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

2. TloBTOpHAs 3KCIEPTH3a JIEKAPCTBEHHOTO CPEJICTBA MPOBOAUTCS C YYETOM pe3yJIbTaTOB paHee
MPOBEJICHHOW JKCIEPTH3bl B CPOK, YCTAHOBJICHHBIH YIOJHOMOYEHHBIM (helepaabHbIM OpraHOM
WCTIOJIHUTEIILHON BIIACTU W HE TPEBHINIAIINNA TpuANatd pabodumx JHEH cO JHA TONydeHUs
IKCIIEPTHBIM YUPESKICHUEM 3aJlaHUsl Ha TIPOBEJCHUE IMOBTOPHOW JKCIEPTU3BI JICKAPCTBEHHOTO
CpencTBa.

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

3. ®unaHcoBoe oOecrieueHHe BBIIOJHEHMS 3a/JaHUSl Ha IPOBEACHUE MOBTOPHOWM 3KCIIEPTU3bI
JIEKapCTBEHHOI'O CPEJICTBA HE OCYIECTBIISIETCS.
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

Cratbs 26. yCKOpeHHaH npoueanypa 3kcnepTu3bl rIeKapCTBeHHbLIX cpeancTB

1. YckopeHHas mpolnenypa 3KCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB B LENSIX T'OCYJapCTBEHHOMN
perucTpanyy JIEeKapCTBEHHBIX IMpEenapaToB MPUMEHSETCS B OTHOLICHHM OP(AHHBIX JIEKAPCTBEHHBIX
IIpenapaToB, IEPBBIX TPEX JEKAPCTBEHHBIX NIPENapaToB, perucTpupyeMsix B Pocculickonn denepanuu B
Ka4yeCcTBE BOCIPOU3BEIECHHBIX JIEKAPCTBEHHBIX IPENapaToB, OYEPEAHOCTbh KOTOPBIX OIpPEAeseTcs B
COOTBETCTBUM C HOMEPOM M JIaTOM BXOJAUIMX 3asBICHUNM O TOCYJapCTBEHHOM pErucTparuu
JIEKapCTBEHHBIX IIPENapaToB B PaMKax OJHOTO MEXKIyHAPOIHOTO HENAaTCHTOBAHHOIO HAaUMEHOBAHMS
JIEKapCTBEHHOI'0 IIpernapaTra WM TIPyNIMPOBOYHOIO HAMMEHOBAaHUS JIEKAPCTBEHHOIO Ipenapara, |
JIEKApCTBEHHBIX [Ipenaparos, IIPEeIHA3HAYEHHBIX HCKIIFOUUTEIIHO JUTS [IPUMEHEHUs
HECOBEPIICHHOJIETHUMH I'PAKJAHAMU.

(B pen. @eaepanbHbix 3ak0HOB 0T 22.12.2014 N 429-03, ot 13.07.2015 N 241-D3)

2. YckopeHHas Tporeaypa SKCIEPTH3bl JIGKAPCTBEHHBIX CPEACTB B IENAX TOCYAapCTBEHHOU
perucTpaluy JeKapcTBEHHbIX MIPEenapaToB He MPUMEHSETCS B OTHOIICHHUU:

1) 6uoananoroBbix (6MOMOIOOHBIX) JIEKAPCTBEHHBIX MpenapaTroB (010aHaIOTOB);

2) pedepeHTHBIX JEKapCTBEHHBIX INpenapaToB (3a HCKIIOUYEHHEM Op(aHHBIX JIEKapCTBEHHBIX
IIpenapaToB);

3) BOCHpPOM3BEACHHBIX JIGKAPCTBEHHBIX TMpErnapaToB (3a HUCKIIOYEHHEM TIEPBBIX Tpex
peructpupyeMbix B Poccuiickoii ®enepanyii B KauyeCTBE BOCHPOU3BEICHHBIX JIEKAPCTBEHHBIX
IpenapaToB M JIEKaPCTBEHHBIX IPENapaToB, MNPEIHA3HAYECHHBIX HCKIIOUNUTEIBHO MJI1 NPUMEHEHHS
HECOBEPIIEHHOJETHUMHU IPAKIAHAMU);
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4) HOBBIX KOMOUHAIIMI 3apETUCTPUPOBAHHBIX paHee JEKapCTBEHHBIX MpenapaTos;

5) 7neKapCTBEHHBIX NPENapaToB, 3apETUCTPUPOBAHHBIX pPaHEE, HO MPOMU3BEICHHBIX B JAPYIHX
JIEKapCTBEHHBIX ()OpMax B COOTBETCTBHH C MEPEUHEM HAUMEHOBAHUI JIEKApPCTBEHHBIX ()OPM U B HOBOM
JO3UPOBKE.

(dacth 2 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. YckopeHHas mporeaypa SKCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB IPOBOJIUTCS 110 PEIICHHIO
COOTBETCTBYIOIIETO YIOJIHOMOUYEHHOTO (peiepallbHOTO OpraHa MCIOJIHUTEIbHONW BIACTH Ha OCHOBAaHUU
3asIBJICHUS 3asBUTENS B CPOK, HE MPEBBIMIAIONINI BOCBMUAECIATH padounx aHel. [lpu aToM skcrnepTuza
JIOKYMEHTOB, COJIEpKAIIMXCS B PETHCTPALlMOHHOM J0ChE Ha JICKAPCTBEHHBIN Ipenapar, MPOBOJUTCS B
CPOK, HE TPEBBIMIAOIINN JAECATH pabouux AHEH, IKCIEepPTHU3a KadecTBa JIEKAPCTBEHHOT'O CPENCTBA U
AKCTIEPTH3a OTHOIICHHSI OXHJAAEMOW TOJIb3bI K BO3MOXKHOMY PHCKY TPHUMEHEHUS JICKaPCTBEHHOTO
rpenapara mpoBOISTCS B CPOK, HE MPEBHIIAIONTUN IIECTHACCATH PaOOUNX JTHEH.

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

3.1. B orHomeHHUH Op(}aHHBIX JEKAPCTBEHHBIX MPEnapaToB MOTYT OBITh MPEICTaBICHbI
pe3yabTaThl JOKIMHUYECKUX HMCCIICIOBAHUN JIEKAPCTBEHHBIX CPEACTB U KIMHUYECKHX MCCIIEIOBAHUN
JIEKApCTBEHHBIX TMpENapaToB [UIi MEAMIIMHCKOTO TIPUMEHEHHS, BBIMOJHEHHBIX 3a TNpeleIaMu
Poccuiickoit @enepaiiii B COOTBETCTBMU C IpaBWJIaMU HaAJexallell 1adopaTOpHON NpPaKTUKH U
MpaBUJIaMU HaJUICKAIEH KIMHUYECKOW MTPAKTUKH.

(uacts 3.1 BBenena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

4. VYckopeHHas mpouLeaypa SKCHEPTU3bl JIEKapCTBEHHBIX CPEACTB IMPOBOJIUTCS B IOPSIKE,
yCTaHOBJIEHHOM crtaThsiMu 17 - 20, 23 u 24 Hacrosiuuero denepanbHOro 3akoHa, U HE O3HAYAET
CHIDKEHHSI TpeOOBaHUH K 0€301MacCHOCTH, KaueCTBY M 3()()eKTUBHOCTH JICKAPCTBEHHBIX MPETIapaToOB.

CraTtbAa 27. PewweHne o rocyaapCTBEHHOW perncTpauuu fieKapcTBEHHOro npenapara

1. B cpok, He mpeBbIIAOMINN AeCATH pabounx THEH CO JHs MOJyueHHs 3aKIIOUYeHUH KOMHCCUU
JKCIIEPTOB 110 PE3yJIbTaTaM HKCIIEPTU3bI Ka4eCTBa JICKAPCTBEHHOT'O CPEACTBA U IKCIIEPTU3bI OTHOLICHUS
OKMJJa€MOM  TMOJB3bl K  BO3MOKHOMY DHUCKY IIPUMEHEHHs JIEKapCTBEHHOIO  IIpernapara,
COOTBETCTBYIOIIUHN YIIOJTHOMOUYEHHBIN (heiepaabHblii OpraH UCIIOJHUTEIBHOMN BIACTH:

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

1) pasmemaer Ha cBoeM o(uUIaTBHOM caiite B ceTH "HTepHeT" COOTBETCTBYIONINE 3aKIFOUSHHS
KOMHCCHUHU 3KCIIEPTOB M OCYIIECTBIISAET HMX OLEHKY JJIsi OIpEeesIeHHs] COOTBETCTBUS 3aJaHUIO Ha
MIPOBEICHUE ITUX IKCIIEPTH3;

(n. 1 B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

2) mpuUHUMAET pelIeHHe O TOCYJapCTBEHHON PETUCTpalliy JIEKapCTBEHHOTO Mperapara Wiu o0
OTKa3e B TOCYJJapCTBEHHOM perucTpaiyy JeKapCTBEHHOrO IIpenapara;

3) BHOCUT IpU NPHUHIATHUU PELIEHHsI O TOCYIapCTBEHHON PErucTpalvy JEKapCTBEHHOI O Mpenapara
JaHHBIE O 3aperuCTPUPOBAHHOM JIEKAPCTBEHHOM IIpernapare, B TOM 4HCIEe O (apMaleBTUYECKOH
cyOcTaHIMM, BXOJAIIEH B COCTaB JICKAPCTBEHHOTO IMperapara, B TOCYJapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEJICTB M BBIAAECT 3asBUTEII0 PETHUCTPALMOHHOE YAOCTOBEPEHHUE JIEKAPCTBEHHOIO
npemnapara, opMa  KOTOPOTO  yTBEPXKAAETCA  YIMOJIHOMOYEHHBIM  (peiepalibHbIM  OpraHOM
UCIIOJIHUTEJIBHOW BJIACTH, COIVIACOBAHHBIE HOPMATUBHYIO JOKYMEHTAIMI0, HOPMATHUBHBIM JOKYMEHT,
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WHCTPYKILHIO TO TPUMEHEHHIO JIEKQpCTBEHHOTO Tpernapara M MakeThl MEePBUYHON YMAaKOBKU U
BTOpPUYHOW (MOTPEOUTENHCKON) YMAKOBKM C yKa3aHHEM Ha HUX HOMEpa pPErHCTPAlMOHHOTO
yAOCTOBEPEHUS JIEKAPCTBEHHOT'O Ipenapara U JaThl €ro rocy1apCTBEHHOM PEerucTpaluy Wik B Cilydae
NPUHITHS pemeHuss o0 OTKa3e B TOCYJapCTBEHHOW PETHCTpAIMH JIGKAPCTBEHHOTO TIperapara
YBEIIOMJISIET B TUCBMEHHOM (popMe 3asBUTENA 00 9TOM € YKa3aHHEM IPUYMH TaKOTO OTKa3a. 3a BbIAATY
PErUCTPAIIMOHHOTO YIOCTOBEPEHHMSI JICKAPCTBEHHOT'O TIperapara B3MMAEeTCsl TOCY1apCTBEHHAS MOILIMHA
B COOTBETCTBHUU C 3aKOHONATEeNbCTBOM Poccuiickoit denepannu o Hanorax u coopax.

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

2. OcHOBaHuEM I OTKa3a B TOCYJApPCTBEHHOM PETUCTPALUU JIEKAPCTBEHHOIO IpernapaTa Ajs
MEIUIMHCKOTO  TIPUMEHEHUs  SBJISETCS  3aKIOYEHHE  COOTBETCTBYIOLIETO  YHOJHOMOYEHHOI'O
(denepanbHOrO OpraHa HCIOJHUTEIBHOW BJIACTH O TOM, YTO KadyecTBO U (uiau) 3¢ (PEeKTUBHOCTh
PETUCTPUPYEMOI0 JIEKAPCTBEHHOIO IIpenapara Al MEIUIMHCKOIO NPUMEHEHUs HE MOATBEP)KICHbI
MOJlyYEHHBIMH JIaHHBIMU WJIM YTO PUCK NPUYMHEHUS Bpena 370pOBBI0 YEJIOBEKa BCJEJICTBHE IpuemMa
JICKapCTBEHHOTO Tpenaparta sl MEIUIMHCKOTO NPUMEHEHHs MpeBblmaeT 3(QeKTUBHOCT €ero
MIPUMCHCHUA.

(uactsp 2 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

3. IloBTOpHOE mpeAcTaBieHWE B COOTBETCTBYIOIIMM YIMOJIHOMOYEHHBIN (heaepaabHbli OpraH
UCIIOJIHUTEJIBHOM BJIACTU JIEKAPCTBEHHOr'O IIperapara, B OTHOIIEHHMH KOTOPOro IOJIY4YeH OTKa3 B
rOCYJJapCTBEHHOHN perucTpaluy U KOTOPBIA BIIOCIEICTBUM MOABEPICsS N3MEHEHHIO B YaCTH €r0 COCTaBa,
paccMaTpuBaeTCsl Kak MPEJCTaBICHUE HOBOTO JIEKAPCTBEHHOI'O Ipenapara Ha €ro rocylapCTBEHHYIO
pErucTpanmio He3aBUCUMO OT COXPAHEHUSI €0 IEPBUYHOI0 HAMMEHOBAHUS.

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

4. Tlpu TpemoCTaBICHUHU 3asBHUTEIEM B COCTaBE PETHCTPAMOHHOTO JOChe Ha JIEKAPCTBEHHBIN
npenapar JUisi BETEpHHAPHOTO IPUMEHEHUS KOIIMU PEIIeHUs] YIIOJIHOMOYSHHOTO (eiepaibHOro OpraHa
UCTIOJTHUTEIEHON BJIACTH O TNPOBEACHUHM WHCIIEKTHPOBAHHS IMPOM3BOIMTEINS JIEKAPCTBEHHBIX CPEICTB
CPOK TMPHHATUS pEIIeHUs O TOCYJapCTBEHHOM perucTpaluy JEeKapCTBEHHOIO Ipernapara Juls
BETEPUHAPHOTO MIPUMEHEHHS TPUOCTAHABIMBACTCS CO JIHS MOJTYUYECHHUS 3aKII0UEHUH, yKa3aHHBIX B YaCTH
1 Hacrosmie#l cTaThu, A0 THS NPUHSATHS YIIOJHOMOYEHHBIM (hefepallbHbIM OpraHOM HCHOJTHHUTEIBHOM
BJIACTH PEIICHHS O BBIJaYe WM 00 OTKa3e B BbIJAYe 3aKIIOUEHHS O COOTBETCTBUHU TPOHM3BOIUTEIS
JIEKapCTBEHHBIX CPEACTB TPeOOBAaHWSM IPaBWJI Ha/IeXalled MPOM3BOACTBEHHOW INMPAaKTHUKH, HO HE
OoJiee 4eM Ha CTO BOCEMBAECAT PadOYHX JTHEH.

(uacts 4 BBeneHa denepanbHpiM 3aK0HOM 0T 04.06.2018 N 140-D3)

5. OcHoBaHMEM ISl OTKa3a B TOCYJAPCTBEHHON pErucTpaluy JIEKapCTBEHHOTO MIpernapara s
BETEPUHAPHOTO TMPUMEHEHUs SIBIACTCS 3aKIIOYEHHE YIOJIHOMOYEHHOro (heepaibHOTO oOpraHa
WCTIOTHUTEIPHOW BJIACTH O TOM, YTO KauecTBO u (wiu) 3((PEKTHUBHOCTH PETUCTPHPYEMOTO
JIEKAPCTBEHHOI'0 Tpernapara [Jjisi BETEPUHAPHOTO IPUMEHEHUs HE MOJITBEPKACHBI IMOJYyYEHHBIMU
JAHHBIMH WJIHM YTO PUCK MPUUYMHEHHUS Bpela 310POBbIO dKUBOTHOTO BCIEACTBUE ITPUEMA JIEKAPCTBEHHOTO
mpemapaTta JUis BETEPUHAPHOTO MPUMEHEHUS MpeBbIIIaeT A(P(EeKTUBHOCTh €ro MPUMEHEHUS, OTKa3
YIOJTHOMOYECHHOTO (heiepanbHOr0 OpraHa WCIOJMHHUTEIBHOW BJIACTH B BBIIAYe 3aKIIOYCHUS O
COOTBETCTBUHM TIPOU3BOIMTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHWUSM MPaBWI  HaJIeKaIeh
MPOM3BOJICTBEHHON TMPAKTUKUA IS KaKJIO0M TMPOW3BOJCTBEHHOW TUIOMIAJKU PETUCTPHPYEMOTO
JIEKApCTBEHHOr'0 Ipernapara il BETEPUHAPHOrO IPUMEHEHHsS B Cllydae, €CJIM IPOU3BOJCTBO
JIEKApCTBEHHOr'0 TIpernapaTta s BETEPUHAPHOTO TPUMEHEHMsI OCYIIECTBISIETCS 3a NpelaeaamMu
Poccuiickoii deneparuu, Ui OTCYTCTBUE TAKOTO 3aKJIFOUEHUS.

(dactb 5 BBenena denepanbubiM 3akoHOoM OT 04.06.2018 N 140-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

KoncynprantlIntoc: npumeyanue.
O mnopsiake U Cpokax OIpe/eseHHs] B3aMMO3aMEHSEMOCTH JIEKApCTB JIEKaPCTBEHHBIX MPENaparos,
3apeructpupoBanHbix 10 01.03.2020, cm. ¢1. 3 @3 o1 27.12.2019 N 475-D3.

Cratba 27.1. B3aumo3amMeHsieMOCTb JIeKapCTBEHHbLIX MpenapaTtoB  AnA
MeAULIMHCKOro NpMMeHeHuns
(B pen. denepanpHoro 3akoHa oT 27.12.2019 N 475-D3)

1. B3auMo3ameHseMOCTb JIEKAPCTBEHHBIX NPENapaToB Uil MEAULIMHCKOIO IPUMEHEHUS
OTIPEIENISCTCS YIIOJIHOMOYEHHBIM (heZiepaibHbIM OPTaHOM HCTIOJIHUTENIFHON BIIACTH, OCYIIECTBIISIOLIIM
rOCYJapCTBEHHYIK0 PErMCTPALMI0 JIEKAPCTBEHHBIX IPENapaToB Uil MEAUIMHCKOIO IPUMEHEHMs, B
paMKax OJHOTO MEXIYHapOAHOTO HEMAaTEHTOBAHHOIO (WIM XHMHYECKOTO, WM TIPyNIHPOBOYHOIO)
HAaUMEHOBAHMsS Ha OCHOBE 3aK/IIOUEHUS KOMHMCCHHM DJKCIEPTOB OKCIEPTHOTO YUYPEKICHUS O
B3aMMO3aMEHAEMOCTH JICKApPCTBEHHOI'O Ipernapara Juisi MEIUIMHCKOrO NMPUMEHEHUs 100 O TOM, 4TO
JIEKApCTBEHHBIN IIpenapar A1 MEAULMHCKOTO IPUMEHEHHUs HE SBJISETCS B3auMo3aMeHseMbIM. Llopanok
ONpEIEIICHUST B3aUMO3AMEHSAEMOCTH JIEKAPCTBEHHBIX IIPENAapaToB Uil MEIUIMHCKOTO NPUMEHEHUsS U
dbopMa 3aKJIOYEHUS KOMMCCHU HKCIEPTOB OJKCHEPTHOTO YUPEXKAECHHS O B3aUMO3aMEHSIEMOCTH
JIEKapCTBEHHBIX IPENapaTroB A MEIUIMHCKOIO NPUMEHEHHs MO0 O TOM, 4YTO JIEKapCTBEHHBIN
mpernapar s MEIMLMHCKOIO IPUMEHEHHs HE SBJSETCS B3aUMO3aMEHSEMBIM, YCTAHABIUBAIOTCS
IIpaBurensctBoM Pocculickoit denepanuu.

2. Kommuccusi 9KCIEPTOB KCHEPTHOTO YUPESKICHUS AeT 3aKIIOYCHHE O B3aUMO3aMEHSEMOCTHU
JICKApCTBCHHOT'O IpfriapaTta A MCAUIMUHCKOrO IMPUMCHCHHA ambo o TOM, 4YTO JIeKapCTBeHHI)If/'I
npemnapar ajid MCAUIHUHCKOro IIPUMCHCHHSA HC ABJIACTCA B3aMMO3aMCHACMBIM, Ha OCHOBaHHUU
CIIEIYIOIINX KPUTEPHUEB (XapaKTEPUCTHUK):

1) DSKBUBaJEHTHOCTh (11 OMOAHAOTOBBIX (OMOMOMOOHBIX) JIGKAPCTBEHHBIX IPENapaToB
(OmoaHanmoroB) -  CONOCTaBMMOCTb)  KadeCTBEHHBIX M  KOJHMYECTBEHHBIX  XapaKTEPUCTHUK
(apMareBTHUECKNX CyOCTaHIIUI MM COMOCTAaBUMOCTh aHTHUI€HHOT'O COCTaBa BakIMH. Mcmonb3oBaHue
Pa3NUYHBIX COJIEH, F3(PUPOB, KOMIUIEKCOB, H30MEPOB, KPUCTAIUIMIECKUX (POPM U JAPYTUX MPOU3BOIHBIX
OHOTO ¥ TOTO € JCHCTBYIOIIEro BEIIECTBA HE SBISETCS MPEMATCTBHEM IS  ONpPEICTICHHS
B3aMMO3aMEHSIEMOCTH  JICKAPCTBEHHBIX IpEMapaTtoB, €CIW MpHU TPOBEICHUU  HCCIICIOBAHUS
OMOSKBUBAJIICHTHOCTH  JICKAPCTBEHHOTO  Mpemapara  WIM  WCCICAOBAaHHS  TEPareBTHYCCKOM
HKBHBAJIEHTHOCTH JIEKAPCTBEHHOT'O Iperapara JOKa3aHO OTCYTCTBUE KIIMHUYECKU 3HAYMMBIX PazInuuit
¢dapmakokuHeTuku W (win) 3((EeKTUBHOCTH M OE30MaCHOCTH JIEKAPCTBEHHOTO IMperapara JUls
MEJIUIMHCKOTO TPUMEHEHHUS;

2) SKBHBAJICHTHOCTD JICKAPCTBEHHOH (hopMbl. [101 SKBUBAJICHTHBIMH JICKAPCTBECHHBIMU (hOpMaMHU
MTOHUMAIOTCSI pasHble JIEKapCTBEHHBIE (OPMBI, UMEIOIINE OIMHAKOBBIC CIIOCOO BBEIEHHS MU CIIOCO0
NPUMEHEHHS, OOJIAJAlOIINEe  COTMOCTABUMBIMH  (DaPMAKOKWHETHUSCKUMH  XapaKTCPUCTHKAMH U
(hapMaKoIOTHYECKUM  JIeHCTBMEM H  OOecledyHuBaloNIfe TakKe JIOCTIKEHHE HEOOXOAMMOTO
knmuHUYeckoro dddexra. Paznuums sekapcTBEHHBIX (OpM HE SBISIOTCA MNPENSATCTBHEM IS
OTIpe/IeTICHUS] B3aMMO3aMEHSIEMOCTH JICKAPCTBECHHBIX MPENapaToB, €CIIU MPH MPOBEACHUN UCCIICTOBAHUS
OMOPKBHBAJICHTHOCTH  JICKAPCTBEHHOTO  IIperapara  WIM  HCCICJAOBAaHUS  TEPAICBTHUSCKON
HKBUBAJICHTHOCTH JICKAPCTBEHHOTO Mpernapara JOKa3aHO OTCYTCTBUE KIIMHUYECKU 3HAYMMBIX Pa3IHunit
(dapmakokuHeTHKH # (Wiau) 3(PEGEKTUBHOCTH W 0O€30MacHOCTH JIGKQPCTBEHHOTO TIperapara Jyis
MEUIIMHCKOTO IPUMEHECHHUS,

3) 9KBUBAJICHTHOCTH HUJIM COIIOCTABUMOCTBL COCTaBa BCIIOMOI'AaTCJIBHBIX BCHICCTB JICKAPCTBCHHOI'O
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 11.06.2021) [okyMeHT npepoctasneH KoHcynbraHTlntoc

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

mpenapara Uil MEIUIMHCKOTO MpHUMeHeHMs. Pa3nmuums cocTaBa BCHOMOTaTeIbHBIX —BEILECTB
JICKapCTBEHHOTO TpernapaTa HE SBISIOTCA MPENATCTBHEM Ul ONpPEAEICHUs B3aWMO3aMEHSEMOCTH
JICKApCTBEHHBIX  TpEnapaToB, €CIM TpPU TPOBEJACHUU HCCIECJOBAHUS  OMOIKBHUBAJICHTHOCTH
JIEKApCTBEHHOTO TIpernapaTa WM WCCIEAOBAHMS TEPareBTHUECKOW SKBUBAJICHTHOCTH JIEKAPCTBEHHOTO
mpernapaTa JI0Ka3aHO OTCYTCTBHE KIMHUYECKH 3HAUYMMBIX pa3iuyuil (apMaKOKMHETUKH U (WIJIH)
3¢ GEeKTUBHOCTH U OE30IIaCHOCTH JIEKApCTBEHHOI'O INpernapara il MEeIMIUHCKOro npumeHeHus. Ilpu
HAIMYUW KIMHUYECKH 3HAYUMBIX paznuuuil  (apMakoKUHETHKH # (wnu) dSPQPEKTUBHOCTH U
0€30MacHOCTH JICKApCTBEHHOTO TMpernapaTta Ui MEAMIMHCKOTO IMPHUMEHEHHs B3aUMO3aMEHSIEMOCTb
OTIpEJIeNIACTCS ¢ yKa3aHHEeM Ha UCKIIFOUYEHUE OT/IEIbHBIX TPYII MallUeHTOB;

4) MAEHTUYHOCTH CTI0CO0a BBEJICHHSI U CTIOCO0a MPUMEHEHHS,

5) COOTBETCTBHE MPOU3BOIUTENS JIEKAPCTBEHHOTO Cpe/ICTBAa TPEeOOBAHMSM IPABWI HaJaJeKalei
MIPOU3BOJICTBEHHON MPAKTHKHU.

3. OHpeI[eJ'ICHI/Ie B3aUMO3aMCHACMOCTH BOCIIPOU3BCACHHBIX JICKAPCTBCHHBIX IIPCIApaTOB IJId
MCIUIIUHCKOI'0 IMPUMCHCHUS, YKA3aHHBIX B YaCTHU 10 cratpu 18 HaCTOAIICTO d)e;[epaanoro 3aKOHa,
OCYHICCTBJIACTCA 0e3 H€06XOI[I/IMOCTI/I J0Ka3aTcJIbCTBA UX OHO’KBUBAJICHTHOCTH.

4.  OcoOEHHOCTH OIpENeNICHUs]  B3aMMO3aMEHSIEMOCTH  OHMOJIOTUYECKHAX  JICKapCTBEHHBIX
npenapaToB, KOMOWHHUPOBAHHBIX JICKAPCTBEHHBIX IMpenapaToB (CoAeprKalux KOMOWHAIMIO JIBYX H
Oojee JEHCTBYIOIIMX BEIIECTB), JICKAPCTBEHHBIX IIPENapaToB [UIsl MAapeHTEpajIbHOrO MUTAHUS U
HEJO3UPOBAHHBIX JIEKAPCTBEHHBIX MpenapaToB ycTaHaBnuBaroTcs [IpaButenbctBoM Poccuiickoit
denepauuu.

5. OHpeI[eJICHI/Ie B3aUMO3aMCHACMOCTH HC OCYIICCTBIIACTCA B OTHOWICHHUH JICKAPCTBCHHBIX
PACTUTCIIBHBIX MTPEIapaToB, TOMCONMATHYICCKUX JICKAPCTBCHHBIX IIPEIIapaToB.

6. q)OpMI/IpOBaHI/Ie NEPCUYHA B3aMMO3aMCHACMBIX JICKAPCTBCHHBIX IPEIIapaToB I MCIUITHUHCKOI'O
IIPUMEHCHUA OCYIICCTBIIACTCA SKCIIEPTHBIM YUPCIKACHHUEM ITOCPCACTBOM 06T>GIII/IHGHI/I$I JICKAPCTBCHHLBIX
npenapartoB B OTACIbHBIC TPYIIIBI, B KaXJaou u3 KOTOPBIX JICKAPCTBCHHBIC IIPCIIAPATBI SABJIAOTCH
B3aMMO3aMCHACMBIMMU.

7. B ciydyae BKJIIOYEHUS B MHCTPYKLMIO II0 MEJUUMHCKOMY IPUMEHEHHUIO JIEKaPCTBEHHOTO
Ipenapara Ha OCHOBAaHUU Pe3yJIbTaTOB COOTBETCTBYIOLIUX MCCIIENOBAHUM NTOKA3aHUM ISl IPUMEHEHUS,
KOTOPBIE OTINYAKOTCA OT MOKA3aHUHU I NPUMEHEHUS APYTHX JIEKaPCTBEHHBIX IIPENapaToB U3 IPYIIIbI
B3aMMO3AMEHSEMbIX JICKAPCTBEHHBIX IIPENApPAaTOB, B IEPEYHE B3aUMO3aMEHICMBIX JIEKapCTBEHHBIX
[IpenapaToB JUId MEAULUHCKOIO IPUMEHEHHUS JOJKHA OBITh YKa3aHa COOTBETCTBYIOLIAst HH(pOpMAIIHSL.

Koncynprantllntoc: npumeuanue.

HepequL B3aUMO3aMCHACMBIX JICKAPCTBCHHBIX IMPCIapaToB, B OTHOIICHWHN KOTOPBIX HMCHOTCA
PE3YIbTAaThI I/ICCJIG,ZIOBaHI/Iﬁ OMOAKBUBAJIEHTHOCTH WJIA TepaHQBTH‘{eCKOﬁ SKBUBAJICHTHOCTH, OTOJI’KCH
ObITh CHOPMUPOBAH U pa3MellleH Ha oduunansHoM caiite Munzapasa Poccun 1o 01.07.2020. (D3 ot
27.12.2019 N 475-®3).

8. IlepeueHp B3aMMO3aMEHSAEMBIX JIEKAPCTBEHHBIX MPENaparoB ISl MEIUIMHCKOTO MPUMEHEHUS
pa3Meniaercs yrnoJHOMOYEHHBIM (eiepalibHbIM OPraHOM HCIOJHUTENIBHOMN BJIACTH, OCYIECTBIISIIOIINM
rOCyIapCTBEHHYIO PErMCTPAlUIO JIEKAPCTBEHHBIX IMPENapaTroB Ul MEIULUHCKOIO NPUMEHEHHs, Ha
cBoeM o¢unuansHoM caiite B cetu "HuTepHer". WHdopmanus B mnepedyHe B3auMO3aMEHSEMbIX
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" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

JICKApCTBCHHBIX IIPCIIaApaTOB AJIsI MCAUIHUHCKOI'O IMPUMCHCHUA 00OHOBIIIETCS YKa3aHHbIM (I)eI[epaJ'IBHLIM
OpraHomMm HCIIOJIHUTENILHOMN BIIACTH C YUC€TOM HOBBIX 3apCTrUCTPHUPOBAHHBIX JICKAPCTBCHHBIX MPCIIapaTOB
Al MCOUIUHCKOIO MNPHUMCHCHHUA W BHCCCHHBIX W3MCHCHUI B JOKYMCHTBI, COJACpIKalIUECd B
PETUCTPAIMOHHBIX AOOCHE Ha 3apCTUCTPUPOBAHHBIC JICKAPCTBCHHBLIC INpCrapaTrbl A MCAUIHHCKOI'O
IIPUMCHCHUA.

9. llopsi10K KCIIONIb30BaHUA UHPOPMAIIMK O B3aUMO3aMEHIEMbIX JIEKApPCTBEHHBIX IpernapaTax Jijis
MEIUIIMHCKOTO TPUMEHEHUS M TMOPSIOK Jayd pa3bsCHEHWI IO BOMpOcaM B3aUMO3aMEHSEMOCTHU
JIEKApCTBEHHBIX MpenapaTroB [Jsi MEIUWLHWHCKOTO NPUMEHEHUs ycTaHaBiauBawoTcs [IpaBuTenscTBOM
Poccuiickoit ®eneparum.

Koncynprantlntoc: npumeyanue.
Cpok perucrpainuu JiekapcTBEHHOTO npenapara, ucrekarommuid ¢ 15.03.2020 no 31.12.2020, npoasien
Ha 12 mecsiues (IlocranoBnenue [IpaButenscrsa PO ot 03.04.2020 N 440).

CraTtbAa 28. PeructpaumoHHoe yaocToBepeHne nekapCTBEHHOro npenapara

1. PerucrpammoHnHoe yIOCTOBEpEHHE JICKAPCTBEHHOTO TIperapara ¢ yKa3aHHEM JIEKapCTBEHHBIX
GbopM M [03UPOBOK BBIIAETCS OECCPOYHO, 33 HCKIIOUEHHEM PErMCTPALMOHHOIO YyJIOCTOBEPEHMS
JIEKapCTBEHHOTO  IIpernapara, BbIJIABAEMOI0 CO CPOKOM JEHCTBUS NATh JIET, Ha BIIEPBbIE
peructpupyemsie B Poccuiickoit @enepanuu JeKapcTBEHHbIE NIPENaparshl.

2. Ilo ucreyeHMM yKa3aHHOTO B 4acTH | HacTOsAIIEW CTaTbU CpOKa BBLAAETCS OeccpouHoe
PEruCTPallMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOIO IIperapara IpU YCIOBUU IOATBEPKICHUS €ro
rOCyJapCTBEHHOM PErUCTPALMH.

3. B cnydae BHeceHHSI B COOTBETCTBUU cO cTarhsiMu 30 u 31 Hactosimero denepaibHOro 3aKoHa
W3MEHEHUN B COJEpKallfecss B PETHCTPAlMOHHOM JOChE€ Ha 3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapar JOKYMEHThI, 3aTParuBalOIINX CBEICHUS, OTPAKEHHbIE B PErUCTPALMOHHOM YyIOCTOBEPEHUH
JIEKapCTBEHHOTO TpernapaTa, yIoJIHOMOYEHHBIN (eiepaabHblil OpraH MCIOJHUTEIHHON BIACTH BBIAAET
HOBOE€ PETUCTPALIMOHHOE YJIOCTOBEPEHHE JIEKAPCTBEHHOT'O Mpernapara, CoJAeprKallee BHECEHHBIE B HETO
N3MCHCHUS.

(dgactpb 3 BBenena denepanbHBIM 3aK0HOM OT 22.12.2014 N 429-D3)

4. B cnydae yTpaThl WM TOBPEXIACHUS PETUCTPALMOHHOIO YIOCTOBEPEHHS JIEKAPCTBEHHOTO
mpenapara MO 3asBJICHHUI0O B IUCbMEHHOM (opme aepikarens WIM Biajeiblia PEerucTPalloOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOIO IIpenapara Wik yIOJHOMOYEHHOIO UMHU IPYroro IPUANYECKOro Juna
0 BBIgaue ayOnMKaTta — PerucTPAallMOHHOTO  YJOCTOBEPEHHMS  JIGKAPCTBEHHOTO  Mpemnapara
YITOJITHOMOYCHHBINH (heiepanbHblid OpraH MCIOJHUTEIBHON BJIACTH B CPOK, HE MPEBBIMAIOIINNA JECATH
pabounx AHEH co AHS MOCTYIUICHHS 3asBJICHMS, BbIAAET MyOIHKAT PErHCTPAlMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO  Mpemapara. 3a  Bblgadyy  AyOnWKaTa  PEeTMCTPAllMOHHOTO  YIOCTOBEPEHHUS
JIEKapCTBEHHOI'O  IIpernapara  B3UMAeTCsl TIOCYAApCTBEHHAas  [OUUIMHA B COOTBETCTBUM  C
3akoHoJaTeabcTBOM Poccuiickoit dexepanuu o Hasorax u coopax.

(uactp 4 BBeneHa denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

Koncynsrantllntoc: npumedanue.
Cpoxk peructpainuu JIeKapcTBEHHOTO Tipenapara, ucrekarommuid ¢ 15.03.2020 no 31.12.2020, npoasien
Ha 12 mecsiues (Ilocranosnenue [IpaButenscrsa PO ot 03.04.2020 N 440).
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Cratba 29. loartBepXxaeHMe rocyaapCTBEHHOM perncrpaumm nekapcTBEeHHOro
npenapara
(B pen. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. TlonTBepkaeHUE TOCYITAPCTBEHHOM PErMCTpalMy JIEKApCTBEHHOTO MpenapaTa OCYyIIEeCTBISETCS
IpHU BbIJa4€ OECCPOUHOTO PETHCTPAMOHHOTO YJIOCTOBEPEHHMsI JIEKAPCTBEHHOIO IpernapaTa B cllydae,
yKa3aHHOM B 4acTH 2 crtartbu 28 Hactosmero denepanbHOro 3akoHa, B CPOK, HE IPEBBIIIAIOIINI
IIECTUICCATH PpadOUnX JHEU CO JHS TMOJYUYEHHS COOTBETCTBYIOIIMM YHOJHOMOYEHHBIM (eaepaabHbIM
OpPraHOM HCHOJIHUTENBHOM BJIACTU 3asBJICHUS O IMOATBEPKICHUU TOCYJAPCTBEHHOM pETrUCTpaLiu
JIEKapCTBEHHOro npenaparta. He ocymiecTBiseTcss MOATBEPKACHUE TOCYAAPCTBEHHOM PErucTpauvyd B
OTHOIIIEHUH JIEKAapCTBEHHOTO Mpernapara, He HaXOAUBIIETOCs B oOpamenun B Poccuiickoit denepanuu B
TEUeHHE Tpex M Oojee JIeT, a TaKkKe B OTHOIICHWU JIEKAPCTBEHHOTO CPEACTBA, MPOU3BEIECHHOTO C
HapylleHrneM TpeOoBaHus, YCTaHOBIEHHOTO YacThio 3.7 ctaThu 71 HacTosimiero deaepaibHOro 3aKOHA.

2. 3asBIIeHHE O TIOATBEPKICHUH TOCYIapCTBEHHON PEruCcTpaIiuil JEKapCTBEHHOTO Mpernapara Jis
MEIUIIMHCKOTO TPUMEHEHHUsI TPEJCTABIACTCS B COOTBETCTBYIONIMH YIOTHOMOYCHHBIN (henepaabHbIi
OpraH MCIOJHUTEIHLHOW BJIACTH HE paHEee YeM 3a CTO BOCEMBJIECAT JHEH J0 UCTEYCHHS CPOKa ICHCTBUS
PETHCTPAIIMOHHOTO YAOCTOBEPEHUS JICKAPCTBEHHOTO Mpemnapara il MeJIUIIMHCKOTO TPHUMCHEHUS.

(B pen. deaepanbroro 3akoHa ot 02.08.2019 N 297-D3)

2.1. 3asBiEeHHE O MOATBEPKACHUM TOCYAapCTBEHHOM pEerucTpanuu JIEKApCTBEHHOrO Ipernapara
JUIsL BETEPUHAPHOTO NPUMEHEHUsI TMPEACTaBISETCS B  COOTBETCTBYIOIIMM  YIOJIHOMOYEHHBIN
(denepanbHBIA OpraH MCIIOJHUTEIHHONW BIACTH HE paHEE YeM 3a CTO BOCEMBJECAT JHEH 10 MCTCUCHUS
CpoKa JEMCTBUSI PETUCTPALMOHHOTO YJIOCTOBEPEHHS JICKAPCTBEHHOTO Tpemnapara Jijisi BETePUHAPHOTO
MIPUMEHEHHUS U HE TT03/THee OKOHYAHHS CPOKA €T0 ICUCTBUS.
(dactp 2.1 BBeaeHa denepanbHbiM 3akoHOM 0T 02.08.2019 N 297-D3)

3. [lonTBeprkaeHNE TOCYAAPCTBEHHOM PErHCTPAIMU JISKAPCTBEHHOT'O MpenapaTa OCyIIeCTBIISETCS
M0 pe3yjbTaTaM SKCIEPTHU3bl OTHOLICHHS OKUAAEMOW IMOJb3bl K BO3MOXKHOMY PHUCKY NPUMEHEHUS
JIEKapCTBEHHOTO MpernapaTa Ha OCHOBAHUH PE3yJIbTAaTOB MOHUTOPHHTA 3()(HEeKTUBHOCTH M 0€301MacCHOCTH
JIEKapCTBEHHOTO IMpemnapara, HpPOBOAMMOIO Jep)KaTeleM WIN BJIaJeNIblleM PpETUCTPALUOHHOTO
YIOCTOBEPEHUS JICKapCTBEHHOTO TIpenapaTta 00 YIOJTHOMOYCHHBIM WUMH HOPUAWYESCKHM JIHIIOM, a
TaKKE€ COOTBETCTBYIOUIMM YIOJHOMOYEHHBIM (e/iepabHBIM OpPraHOM HCIIOJIHUTEIBHONW BIIACTH B
COOTBETCTBHUH C TpeOOBaHUSIMU cTaThu 64 HacTosmiero dexepaabHOro 3aKOHA.

4. K 3agBiIeHHIO O MOATBCPIKACHUN FOCY)I&pCTBGHHOfI peructpanuu JCKApCTBCHHOI'O0 IpcriapaTta
AT MCAULUHCKOTO ITPUMCHCHUS IMPUJIArarOTCs:

1) nOKyMeHTBI, cojepraliue pe3yJabTaTbl MOHUTOpUHTa 3(P(EeKTUBHOCTH U 0€30MacHOCTH
JIEKapCTBEHHOI'0 IpernapaTa s MEJULUHCKOrO MPHUMEHEHHs, NPOBEICHHOIO JeprKaTelieM WIH
BJIAJIENIbLIEM PETUCTPALIMOHHOIO YJIOCTOBEPEHMsI JIEKAPCTBEHHOI'O Ipernapara Juil MEIUIIMHCKOTO
IpUMEHEHHUs JHMO0O0 YIOJIHOMOYEHHBIM UM IOPUAWYECKMM JHMLIOM, MO (opme, yTBEpKICHHOH
YIOJIHOMOYEHHBIM (peIepaIbHBIM OpPraHOM HCIIOJHUTEIBHOM BIIACTH;

2) CBCACHUA O OaTC MNPCAOCTABJICHUA U PETUCTPAIMOHHOM HOMCPC JIMLCH3UW Ha MNPOU3BOIACTBO
JICKApCTBCHHBIX CPCACTB WM CBCACHHUA O AaT€ MNMPEAOCTABICHHA W PEruCTpaiiOHHOM HOMEPE
3AKJIIOYCHHUA O COOTBETCTBUM IIPOU3BOAUTCIIA JICKAPCTBCHHBIX CPCIACTB Tpe6OBaHI/I${M IpaBuJI
Haﬂnemameﬁ HpOI/I3BOI[CTBeHHOI7[ IMPAaKTHUKH, I[IPEAOCTABIICHHBIX YIIOJJHOMOYCHHBIM (beﬂepaHBHHM
OpraHomMm HWCIIOJIHUTEILHOM BIIACTH B OTHOIICHHU HpOHSBO)ICTBGHHOﬁ Ijiomaaku JICKApCTBEHHOT'O
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

npernapara JUisi MEAULIUHCKOTO IIPUMEHEHUS, TOCYJapCTBEHHAs PETUCTPALUsl KOTOPOTO MOATBEPKAAETCS
B Ciy4ae, €CIM IPOM3BOJCTBO JIEKAPCTBEHHOIO IIpemapara s MEAWLUHCKOIO IPUMEHEHUs
ocymectsisiercs B Poccniickoit denepanuu;

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 478-03)

3) KOIIuA HpeHOCTaBHeHHOﬁ YIOOJIHOMOUYCHHBIM OpraHOM CTpaHbl MPOU3BOAMTEIIA JTUICH3WUHU Ha
MPOM3BOCTBO JICKAPCTBEHHOTO MpernapaTa Jjsi MEIUIMHCKOTO PUMEHEHHUS U €€ TEePEeBOJ Ha PYCCKHUM
S3bIK, 3aBEPCHHBIC B YCTAaHOBJIICHHOM IIOPSZAKE, a TAaKXKEe KOMUS 3aKIIOYCHUS O COOTBETCTBHUU
MIPOU3BOJIUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM TPABMII HAJIEXKaIed MPOU3BOICTBEHHON
MPAaKTUKH, BBIAAHHOI'O YIOJHOMOYCHHBIM q)eﬂepaJIBHbIM OopraHom HWCIOJHUTEIbHOM BJIACTH B
OTHOIICHUU HpOI/I?;BO)ICTBeHHOI\/JI miom@aaky  JICKapCTBCHHOI'0  mpfrapara ajdd MEOAUIUHCKOIO
IIPUMEHEHUs, TOCYHApCTBEHHAsA pETUCTpalUsA KOTOPOIO IIOATBEPIKIAAETCSA, WIM KOIUS peLIeHUs
YIIOTHOMOYEHHOTO (heiepaIbHOro OpraHa MCHOJHUTEIBHOW BJIACTH O MPOBEICHUU HWHCIIEKTHPOBAHUS
MIPOM3BOANTES JISKAPCTBEHHBIX CPEJICTB B CIIydae, €CIIM MPOM3BOJICTBO JEKAPCTBEHHOTO Mpenapara st
MEJIULMHCKOTO MPUMEHEHHUS OCYILIECTBIIsIETCS 3a mpeaenamu Poccuiickoit denepanuu.

(B pen. @enepanbHoro 3akona ot 27.12.2019 N 478-03)
(uactp 4 B pen. @enepanpHoro 3akoHa ot 04.06.2018 N 140-D3)

4.1. B OTHOIIEHNU OMOJOTHYECKHUX JICKAPCTBEHHBIX MPEMapaToB Ui MEIUIIMHCKOTO IPUMEHEHUS
3asfBUTENb JOMOJHUTEIBHO NPEACTABISCT PE3yIbTaThl MEPONPHUITHH, NPETyCMOTPEHHBIX ILIAHOM
YIPaBJICHUSI PUCKAaMH, YTBEP)KICHHBIM YIIOJTHOMOYEHHBIM (hefiepaibHbIM OPraHOM HCIOJIHUTEIBHOM
BJIACTU TIPH OCYILECTBIEHUH TOCYJApCTBEHHON pETUCTpalMy JIEKApCTBEHHOIO Ipemnapara i
MEJIULIUHCKOTO TPUMEHEHHUS.

(uactsp 4.1 BBeneHa ®PenepanbHbIM 3akoHOM OT 04.06.2018 N 140-D3)

4.2. K 3asBJIEHUIO O NMOATBEPKICHUHN IOCYIapCTBEHHOW PErHCTpaIlM JICKAPCTBEHHOTO IIpenapara
JUIsl BETEPUHAPHOIO MPUMEHEHHs MPUIIAratoTCs JOKYMEHTBI, COAEpIKallue pe3ysbTaTbl MOHUTOPUHIA
3¢ (}eKTUBHOCTH U 0E30MaCHOCTH JIEKAPCTBEHHOIO TMpemnapara Uis BETEPUHAPHOTO MPUMEHEHUS,
MPOBOJIUMOIO JIEp>KATENIEM WM BJIAJAENbLEM PErUCTPALMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
mpemapaTa JJisi BETEPUHAPHOTO MPUMEHEHHUs MO0 YIMOJTHOMOYECHHBIM UM IOPUAMYECKUM JIUIOM, TI0
dbopme, yTBEpKACHHOM YIOJIHOMOYECHHBIM (PerepaibHbIM OpPraHOM HCIIOJHHUTENBHOW BIACTH, H
JIOKYMEHTBI, yKa3aHHbIe B MyHKTax 1, 2 - 2.2, noamynkTax "a", "6", "k", "n" nynkra 4 yactu 3 crateu 17
Hactosmero @enepanpHOro 3akoHa. B OTHOIIEHMM WMMYHOOHOJIOTHYECKHX JIEKapCTBEHHBIX
MpenaparoB Il BETEPUHAPHOIO MPUMEHEHHUS HE MPEACTABIISIIOTCS CBEJCHUSA, YKA3aHHbIE B MOAMYHKTE
"k" mynkra 4 yactu 3 crtarbu 17 Hactosimero denepanbHOro 3akoHa. B OTHOIIEHNHU JIEKapCTBEHHBIX
IpenaparoB TUTSt BETEPUHAPHOTO MIPUMEHEHUS, MOy YEHHBIX c MIPUMEHEHUEM
TCHHO-MH)KCHEPHO-MOIU(UIIMPOBAHHBIX ~ OPTAaHM3MOB WM  COJCpPXKAIIMX TaKWe  OPTaHHU3MBI,
JIOTIOJTHUTEIBHO TPENICTABISAIOTCS CBEJCHUS, YKa3aHHbIe B IMyHKTe 13 wactu 3 crarbu 17 Hactodiero
denepanbHOro 3aKOHa.
(uacts 4.2 BBenena denepanpubiM 3ak0HOM OT 04.06.2018 N 140-D3; B pen. @enepalbHOr0 3aKOHA OT
02.08.2019 N 297-®3)

4.3. 3asBuUTENb BIpPaBE INPEICTaBUTb C 3aABJICHUEM O TOATBEPKICHUM TI'OCYAapCTBEHHON
peTUCTpalii  JIGKAPCTBEHHOTO  Iperapara KOMWIO0  JIOKYMEHTa, IIOATBEPKIAIOIIET0  yIUIaTy
TOCYJQpCTBEHHON TMONUIMHBI 3a TOATBEPXKICHUE TOCYAapCTBEHHOW PErHCTPalliil JICKapCTBEHHOTO
npemnapara, a Takke BbIJaBaeMble (TIPeOCTaBIsieMble) yIIOJTHOMOYEHHBIMH (eepalbHBIME OpraHaMH
UCTIOJTHUTENEHON BJIACTH JOKYMEHTHI (CBEICHUS), YKa3aHHbIE B MYHKTax 2 M 3 4yacTé 4 HACTOSILEH
cTatbu. B ciyyae uX HeNpelICTaBlIEHHUs YIOJHOMOYEHHBIH (eaepanbHblii OpraH HCHOJIHUTEIbHOM
BJIACTM 3alpalllBaeT YKa3aHHbIE JOKYMEHTHl (CBEIEHHsS) B TIOPSJIKE MEKBEIOMCTBEHHOTO
WH(POPMAIIMOHHOTO B3aMMOICHCTBHSL.

www.consultant.ru CrpaHuua 61 n3 136
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=387158&date=13.12.2021&dst=100196&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=387158&date=13.12.2021&dst=100197&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=299421&date=13.12.2021&dst=100031&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=299421&date=13.12.2021&dst=100036&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=122056&date=13.12.2021&dst=100009&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=299421&date=13.12.2021&dst=100038&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=330696&date=13.12.2021&dst=100057&field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(uacts 4.3 B pen. @exnepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

5. B Tedenume pecaTu pabouyumx JgHEH cO JAHS TPUHATHS 3asABICHUS O TMOJTBEPKICHUU
roCyJJapCTBEHHOM perucTpanuu JEeKapCTBEHHOIO Mpernapara U JIOKYMEHTOB, COACPIKAIIUX Pe3yJIbTaThl
MOHUTOpUHTA Y (HEKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTO MperapaTa, IpOBOIUMOTO JepiKaTeIeM
WIKM  BIQAENBLEM  PEruCTPalMOHHOTO  YAOCTOBEpEHHUs  JIEKApCTBEHHOro  Ipemapata  JUOO
YIOJHOMOYEHHBIM  HMMH  IOPHIMYECKUM  JIMIOM,  YIOJHOMOYEHHBIH  (enepanbHbli  Oprax
WCTIOJTHUTENBHON BIIACTH:

1) mpoBOAUT MPOBEPKY MOJHOTHI CBEJICHUN, COJIEPKAIIMXCA B MPEACTABICHHBIX 3asBUTEIIEM
JIOKYMEHTAaX;

2) npUHMMAET PELIEHHE O MPOBEICHUM WM 00 OTKa3e B MPOBEIECHUU IKCHEPTU3bl OTHOILEHUS
OKUJaeMOM MOJIb3bl K BO3MOKHOMY PHUCKY NPUMEHEHHs JIEKapCTBEHHOTO Mperapara Ha OCHOBAaHUU
pe3yNbTaTOB  MOHUTOpPUHTa J(PQGEKTUBHOCTH U  0€30MacHOCTH  JIEKAPCTBEHHOrO  Iperapara,
MPOBOJIUMOI0 JI€p>KATENIEM WM BJIAAEIbLEM PErUCTPALMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
npernapara 00 YIOJIHOMOYEHHBIM HMMHU IOPUIMYECKUM JIMIIOM, a Takxke (eaepalbHbIM OpraHoM
WCTIOJTHUTENIBHOW BJIACTU B COOTBETCTBUHM C TpeOOBaHUSMH cTaThul 64 Hactosimero denepanbHOTO
3aKOHa;

3) yBemoMisieT B JJICKTPOHHOW (opMe WIM TUCBMEHHOW (opMe 3asBUTENSI W OKCIEPTHOE
YUpPEXKJEHUE O MPUHATOM pelIeHHH JU00 B cllydyae NPUHATHS pElIeHUs 00 OTKa3e B IMPOBEACHUU
AKCIIEPTU3BI YKA3HIBAET MPUUYUHBI TAKOTO OTKA3a.

6. B ciywae BbISIBIEGHMS HEJOCTOBEPHOCTH M (WJIM) HEJOCTAaTOYHOCTH WH(OpMaIUH,
coJiepKaleiics B MPeICTaBICHHBIX 3asBUTENEM IOKYMEHTaX, YIOJHOMOYEHHBIH (eaepanbHblid OpraH
WCTIOJTHUTENIGHOW BIIACTH HAIPABIISIET 3asBUTENIO 3ampoc 00 YTOYHEHHWH yKa3aHHON WHQOpMaLuu.
3anpoc yMNOJIHOMOYEHHOTO (peepalbHOr0 OpraHa HCIOJHUTEIBHON BIIACTH MOXXET OBITh IepenaH
YIOJIHOMOYEHHOMY NPEACTABUTEIIO 3asiBUTEIA JIMYHO IO/ PACIUCKY, HApPaBIEH IO MOYTE 3aKa3HbIM
MUCbMOM WJIM NEpeAaH B 3JIEKTPOHHOU (opMe MO TeleKOMMYHHKAIIMOHHBIM KaHaiaM CBsi3u. B ciyuae
HampaBJICHUs 3alpoca YMOJIHOMOYEHHOTO (eepaJbHOr0 OpraHa UCIOJHUTENBHOW BIACTU MO IOYTE
3aKa3HbIM I[HCbBMOM OH CYMTACTCS IOJYYECHHBIM II0 MCTCUYECHHMM IIECTH IHEH C JaThl HAIPABJICHMS
3aKa3HOro NMHUChMa.

7. 3asBuTenb O0SA3aH MPEACTaBUTH OTBET HAa 3alpoC YMOJIHOMOUYEHHOro (eaepaibHOro opraHa
UCIIOJIHUTEJIBHOM BJIACTH B CPOK, HE NPEBBIIAOIINN JEBIHOCTa PA0OUYMX JTHEH CO JIHA €ro MOIy4eHUs.
Cpok, yKazaHHBIH B 4aCTU 5 HACTOSILEH CTaTbU, MIPUOCTAHABIMBACTCS CO JHS HAIpaBJICHUS 3asBUTEIIIO
3arpoca yNoJIHOMOYEHHOIro (peepanibHOr0 OpraHa MCIOJHUTEIBHOW BJIACTH 0 AHSA TOJYYEHUS UM
COOTBETCTBYIOILIETO OTBETa W HE YUYUTHIBAETCA IPU HCYHUCIEHUU CpPOKA IOJATBEPKICHUS
roCy/1apCTBEHHON PETUCTPALlMU JIEKAPCTBEHHOTO Mpernapara.

8. OcHoBaHMEM MJi OTKa3a B NPOBEJACHHM SKCIEPTH3bl OTHOLICHMSI OXKHJIa€MOU MOJb3bl K
BO3MOKHOMY PHUCKY NPHMEHEHHsI JEKapCTBEHHOIO Iperapara sBJseTcs NpeACTaBIeHUEe JOKYMEHTOB,
COJIepKALMX Pe3yJIbTaThl MOHUTOPUHTA 3(p(PEeKTHBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTr'O Ipernapara,
u (WIM) B OTHOWICHMM OWOJOTHYECKUX JIEKAPCTBEHHBIX IPENapaToB pe3yJbTaTOB OCYIIECTBICHUS
MepOHpI/ISITI/Iﬁ B COOTBCTCTBHUHM C IIJIAHOM YIIPABJICHUSA PUCKAMH, YTBCPIKICHHBIM YIIOJIHOMOYCHHBIM
(beneparTbHBIM OPTaHOM WCTIOJTHUTENBHOW BIIACTH MPU OCYIIECTBICHUN TOCYIapCTBEHHON PETUCTPAIIH
JIEKapCTBEHHOI'O IpernapaTta, B HEMOJHOM 00beMe, OTCYTCTBHE MH(OpMAalUU, MOATBEpKIatomeil (akT
yIjiaThl  TOCYAAPCTBEHHOM  IONIUIMHBI 32  MOATBEPXKICHHE TOCYJapCTBEHHOH  perucTpanuu
JIEKapCTBEHHOT'O IpenapaTa, Ju00 HENpeJCTaBICHHUE 3asBUTEJIEM B YCTAHOBJICHHBIM CPOK OTBETa Ha
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y1(a3aHHHI>i B yactu 6 HaACTOSAIIEH CTaTbHu 3arpoc YHOJHOMOUYCHHOTO @enepaHLHoro opraHa
HCIIOJIHUTEIbHOMN BJIaCTH, a4 TAKKC OTCYTCTBHC B YKA3aHHBIX JOKYMCHTAX I/IH(l)OpMaI_II/II/I, KOTOpasa
JOJDXKHa OBITh B HUX OTpaXCHa.

9. DkcnepTr3a OTHOLIEHUS OXHMJIA€MOM TMOJb3bl K BO3MOXHOMY pPHCKY NPUMEHEHUS
JIEKAPCTBEHHOTO IperapaTa B LENsIX MOATBEPKICHHs I'OCYIapCTBEHHON PETUCTPalUy JIEKaPCTBEHHOTO
Ipenapara IIpoBOAUTCA KOMHUCCHEH DKCIEPTOB KCIIEPTHOTO YUPEKICHHS B CPOK, HE IPEBBIIIAOIINN
COpOKa pabo4Mx JIHEH.

10. B ciy4yae HEZOCTAaTOYHOCTH INPEACTABIEHHBIX JKCIEPTY MATEPUAJIOB JUIS JauM 3aKIIOUEHUS
JKCIEpPT O0Opam@ercss K pPYKOBOAUTEIIO JKCIEPTHOIO YYPESKACHUS O IPEAOCTaBICHHH €My
HEOOXOJMMBIX  MaTepHajoB.  PyKOBOAWTENb  HKCHEPTHOTO  YUPEXKACHUS  oOpamiaercss ¢
COOTBETCTBYIOIIIMM 3allpOCOM B YIOJHOMOYEHHBIN (enepalibHblil OpraH MCIOJHUTEIBHONW BIACTH,
BBIJIABIINHI 33JaHUE HA IIPOBEICHUE IKCIEPTU3bI OTHOIICHUS 0’KHIA€MOMU IOJIb3bI K BO3MOKHOMY PHCKY
IIPUMEHEHHs JIEKAPCTBEHHOI'O IIperapara Ha OCHOBAaHUM JOKYMEHTa, COJIEP/Kallero pe3yJbTaThl
MOHHUTOpHHTA 3((HEKTUBHOCTH U 0€30IaCHOCTHU JIEKAapCTBEHHOIO MpenapaTa. B TedeHue nartu padbounx
JHEW CO JHS MOCTYIUICHUS 3aIpoca PYKOBOIUTENS SKCIIEPTHOTO YUPEKICHHUS YKa3aHHBIN (enepaabHbIi
OpraH HCIIOJIHUTEIbHON BJIACTH HAINpPABJSET 3asABUTENIO 3allpOC O MPEJCTABIECHUU HEOOXOJUMBIX
MaTepUajIoB, KOTOPbII MOXKET ObITh MepejaH YIIOJIHOMOYEHHOMY IPEICTaBUTENIO 3asIBUTEIS IUYHO MO
pacnucKy, HampaBleH [0 [04YTe 3aKa3HbIM I[HCBMOM WM [EpelaH B 3IIEKTPOHHOM (opMe 1o
TEJIEKOMMYHUKAllMOHHBIM KaHalaM CBsi3u. B ciydyae HampaBiieHHs 3amnpoca yIOJHOMOYEHHOIO
(denepanbHOrO OpraHa HCHOJHUTEIBHOW BJIACTH IO TOYTE 3aKa3HBIM IHUCHBMOM OH CYHMTAaeTCS
IIOJIyYEHHBIM 10 UCTEYEHUU LIECTHU JTHEU C JaThl HAIIPABICHUS 3aKa3HOTO MUChMa.

11. 3asBuTens 00s3aH MPEACTaBUTh OTBET Ha 3alpoC YHOJIHOMOYEHHOTO (elepalibHOTO OpraHa
WCTIOTHUTEIIPHON BJIACTH B CPOK, HE TPEBBIMAIOIMINNA MECTUICCATH pad0uYnX THEH CO JTHS TOTyYCHHS
YKa3aHHOTO 3amnpoca. YTOJHOMOYEHHBIN (enepaibHblii OpraH HCIOJHUTEIBHON BIIACTH, BBLAABIIUN
3aJlaHue Ha TMPOBEIEHHE SKCIEPTH3bl OTHOIICHHS OXXHUIAEMOW TONB3bl K BO3MOXKHOMY DHCKY
MIPUMEHEHHUS JIEKapCTBEHHOTO MpernapaTa HAa OCHOBAaHUM JOKYMEHTA, COJAEPIKAILIEro pe3yJbTaThbl
MOHUTOpHUHTA 3(PeKTUBHOCTH U 0E30MACHOCTH JIEKAPCTBEHHOTO Mpernapara, B TEYEHUE MATH pabodnx
JTHEH co JTHS MOCTYIUIEHHs OT 3asiBUTEJNs OTBETa Ha 3allpoC YIOJHOMOYEHHOIO (peepaJbHOro opraHa
WCTIOTHUTENIPHOW BJIACTH HAMpaBIAeT JTOT OTBET B OKCIEPTHOE YupexaeHue. B ciydae
HEMpPEeJICTaBICHUS O HCTEUYEHUHU IIECTHAECATH pabouyux IHEH 3asBUTENEM OTBETa Ha YKa3aHHBIN
3ampoc yHOJTHOMOYEHHBIN (enepalbHblii OpraH HCIOJIHUTEIbHOW BIACTH, BBIAABIIMN 3aqaHHe Ha
MPOBEACHUE OSKCHEPTU3bl OTHOIICHHUSI OXUAAEMOM TMOJNb3bl K BO3MOXKHOMY PHCKY NPHUMEHEHHS
JIEKApCTBEHHOr'0 TMperapaTa Ha OCHOBAHUM JOKYMEHTA, COJEpKalllero pe3yjbTaThl MOHUTOPHHIA
3¢ (HeKTHBHOCTH W OE30MaCHOCTH JICKApCTBEHHOTO IMIperapara, B TEUYCHHE ISITH pPadouyux JHEH
HaIpaBJIsieT B JKCIEPTHOE YUPEKICHUE YBEIOMJICHHE O HEMPEICTaBICHUU 3asBUTENIEM OTBETa Ha
3ampoc yKa3zaHHOro opraHa. Bpems co AHS HampaBlieHUs 3ampoca SKCIEPTHOTO YUPEXKACHUS B
YIOJHOMOYEHHBIN (efepanbHbli OpraH HCHOJHUTENBHOM BJIacTH 10 AHS TMOJNYyYEHHUS SKCIEPTHBIM
YUpEXKICHUEM OTBETa Ha 3ampoc WIM YBEJOMIICHHUS O HENpEACTaBICHUM OTBETa Ha 3ampoc He
YUUTBIBACTCA IIPU HCUYHUCICHHUHN CPOKa IMPOBCIACHHUA SKCIICPTU3bl OTHOIICHHA omnaaeMoﬁ IIOJIB3BI K
BO3MOKHOMY PHCKY TPUMEHEHUS JIEKAPCTBEHHOTO TperapaTa Ha OCHOBAHUHU JIOKYMEHTA, COIEPKAIIETO
pe3yabTaThl MOHUTOPHHTA 3(H(PEKTUBHOCTH M OE30MACHOCTH JIEKAPCTBEHHOTO Mperapara.

12. B cpok, HE MpeBBIIAIONIUN ASCITH Pad0OUNX THEH CO AHS MOJYYCHHUS 3aKITFOYCHUS KOMUCCUU
SKCIEPTOB MO pe3yjbTaTaM >KCHEPTHU3bl OTHOIIEHUS OXHAAEMOW MOJb3bl K BO3MOXKHOMY PHUCKY
MIPUMEHEHHUS JICKQpPCTBEHHOTO IpernapaTa, COOTBETCTBYIONIMIA YIIOTHOMOUYCHHBINH (efepaibHblid OpraH
HUCIIOJIHUTEILHOM BJIACTH:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1) OCYHICCTBJIACT OLCHKY J3TOr'0 3aKIOYCHHUA I ONPCACIICHUA €TI0 COOTBCTCTBUSA 3aJAHUIO Ha
MIPOBCACHUC YKaBaHHOﬁ OKCIICPTHU3BI;

2) IpUHMMAET PELIEHUE O MOATBEPKICHUM TOCYJapCTBEHHOM pErucTpanuy JEKapCTBEHHOI'O
mpernapata Wik 00 OTKa3e B NOJATBEPXKIECHUH TOCYAApCTBEHHOW pErucTpanul JEKapCTBEHHOI'O
npernapara;

3) BHOCUT NpU HPUHATUM PEUICHUS O TMOATBEPKIACHUM TOCYJapCTBEHHONW perucTpanuu
JIEKapCTBEHHOT'O TMpernapara CBEJCHHUS B TOCYIapCTBEHHBIN peecTp JEKapCTBEHHBIX CPEJCTB U BHIAAET
3asIBUTEI0 OECCPOUHOE PETHCTPAIIIOHHOE YAOCTOBEPEHHUE JIEKAPCTBEHHOTO Mpernapara.

13. OcHoBaHMEM Jisi OTKa3a B MOJATBEPKICHUH TOCYIApCTBEHHOW PETUCTPAIMH JICKAPCTBEHHOTO
mperapaTta  SBJISICTCS 3aKIIOYEHHE COOTBETCTBYIONIETO YIOJHOMOYCHHOTO (eepaibHOrO OpraHa
WCTIOJTHUTEIIEHON BJIACTH O TOM, YTO PUCK NMPUYMHCHHUS Bpea 3J0POBBIO YEJIOBEKa WIIM KUBOTHOTO
BCJICJICTBHE ITPHEMa JICKaPCTBEHHOT'O Tpernapara mpepsimaet 3h(OEeKTHBHOCT €ro IPUMEHEHUS.

(B pen. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

14. B mnepuon mpoBeACHUS MPOLEAYpPbl MOATBEPKACHUS TOCYJIAPCTBEHHOW pEerucTpanuu
JIEKapCTBEHHOT O TpernapaTa ero odparmienue B Poccuiickoit @enepannu He MPUOCTAHABIMBACTCSI.

15. Jomyckaercsi oOpallleHHE JIEKapCTBEHHBIX IpEenapaToB [0 HCTEUEHUS CpOKa TOJHOCTH,
IMPOU3BCACHHBIX B TCYCHHUE CTa BOCBMHIACCATH KaJICHAAPHBIX JIHGf/i IMoCJIC€ [OaTbl TIPHUHATHA
YIOJIHOMOYEHHBIM (heZiepajIbHbIM OpPraHOM MCIIOJHUTEIBHOM BIIACTH PEIIEHUS O IOATBEPKACHUU
rOCYJapCTBEHHON pEerucTpanyy, B COOTBETCTBMM C HH(pOpMaIMed, coaepkalieics B JTOKYMEHTax
PETUCTPALIMOHHOTO 1OChE HA JIEKAPCTBEHHBIN MTpenapaT 10 1aThl IPUHITHS TAKOT'O PELLIECHUS.

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

Cratba 30. BHeceHMe Wu3MeHeHMM B [AOKYMEHTbl, coAepxawmuecs B
permncTpauMoHHOM A0Cbe Ha 3aperucTpupoBaHHbLIM JleKapCTBEHHbLIM npenapaTt Aans
MeAULMUHCKOro npuMeHeHus

1. B nensx BHeCEHUS U3MEHEHUH B JOKYMEHTBI, COJAEpIKAIlMecs B PErMCTPALMOHHOM JIOChE Ha
3aperucTpUPOBAHHBIA JIEKAPCTBEHHBIN IpenapaT Ui MEIULIUHCKOTO MPUMEHEHHUs, Jep)KaTellb WIn
BJIaJIeNIel] PETUCTPALIMOHHOTO YJOCTOBEPEHMs JICKApCTBEHHOIO Ipenapara WM YIOJHOMOYEHHOE UM
Apyroe MOpUAMYECKOe JIMLO (Jajee B HAcTOsIIEH cTaThe - 3asBUTENb) IPEICTABISET B
YIOJIHOMOYEHHBIH (peiepaabHblil OpraH HUCIOJHUTENIBHOW BIIACTH 3asBJIE€HHE O BHECEHHWU TaKHMX
U3MEHeHUH 1o (opmMe, YCTAaHOBJIEHHOW YMOJIHOMOYEHHBIM (hefiepalbHbIM OPraHOM HCIIOJHUTEIBHON
BJIACTH, W IIpWJIaraéMple K HEMY W3MEHEHHMS B YyKa3aHHblE JOKYMEHTBHI, a TakKXe JOKYMEHTHI,
MOJITBEP K IA0IIUE HEOOXOAUMOCTh BHECEHUS TAKUX U3MEHEHUIA.

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 04.06.2018 N_140-D3)

1.1. HpI/I H606XOI[I/IMOCTI/I BHCECCHHA B JOKYMCHTBI, COACPKAIIUECCA B PETUCTPALITMOHHOM O0CBE HaA
Sapel"I/ICTpI/IpOBaHHHﬁ J'ICKapCTBeHHHﬁ npenapar Ml MCEIAUIUHCKOIO IHNPHUMCHCHUA, HSMGHCHHﬁ,
YKa3aHHbIX B ITYHKTC 3 gactu 2 HaCTOSIIJ_[eﬁ CTaTbu U Tpe6yIOIJ_[I/IX MMPOBCACHUA SKCIICPTU3LI KAYCCTBA
JICKApCTBCHHBIX CPCACTB, 3asABUTCIIb JOIIOJHUTCIIBHO IMPEACTABIIAACT B YHOJIHOMO‘-IGHHBIf/'I (bez[epanLan?I
opran HCIIOJIHUTCIILHON BJIACTH CBCACHUA O nOaTre HNpCAOCTaBJICHUA H PETUCTPALIMOHHOM HOMEPEC
JJUIOCH3WHU Ha IPOU3BOJACTBO JICKAPCTBCHHBIX CPEACTB WM CBCACHHUA O JaTc¢ MNPCAOCTAaBJICHUA U
PErUCTPpalMOHHOM HOMEPE 3aAKIIOYCHHUA O COOTBETCTBHH IPOU3BOAUTCIIA JICKAPCTBCHHBIX CPCACTB
Tpe6OBaHI/IHM OpaBujl Haz[nexcameﬁ HpOHSBO,I[CTBGHHOfI IMMPAKTHUKHU, BBIAAHHBIX (HpeILOCTaBHCHHHX)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 11.06.2021) [okyMeHT npepoctasneH KoHcynbraHTlntoc

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

YIOJTHOMOYEHHBIM (efepaibHbIM OPraHOM HCIIOJIHUTEIbHONW BIACTH B OTHOIICHMM HW3MEHEHHOW W
(W1M) MOMONHEHHOW NPOU3BOACTBEHHOM IUIOIMIAJKK JIEKAPCTBEHHOrO Ipemnapara, B cllydae, eciu
MIPOM3BOJICTBO JIEKAPCTBEHHOTO Mpenapara ocymiecTpisiercs B Poccuiickoit denepaiinu, 100 cBeICHUS
0 JaTe MPEAOCTaBIICHUS] U PETUCTPAIIMOHHOM HOMEpE BBIIAHHOW YIOJTHOMOYEHHBIM OPTraHOM CTpaHBI
MIPOM3BOUTENS JIMIEH3UU Ha MPOU3BOJCTBO JIEKAPCTBEHHOTO Mperapara M ee NepeBOj Ha PYyCCKUM
SI3bIK, 3aBEPEHHbIE B YCTAaHOBJIIEHHOM IMOpSJIKE, a TaKXe CBEICHUS O JaTe MPEIOCTaBICHUS H
PETUCTPAIIMOHHOM HOMEpEe 3aKIIOYEHHUS O COOTBETCTBUHM IPOM3BOAUTENS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM TMpaBWI HaJIEKAlIe MPOU3BOACTBEHHON MPAKTUKH, BBIIAHHOTO YIIOJIHOMOYEHHBIM
(denepanbHBIM OPraHOM HCIIOJIHUTEIBHON BJIACTH B OTHOIICHWU W3MEHEHHOW WM (WJIM) JOTIOJTHEHHOMN
MIPOU3BOJICTBEHHON IUIONIAIKU JIEKAPCTBEHHOTO Tpernapara, WiIM CBEICHHs O JlaTe MPEIOCTaBICHUS U
PErUCTPAIMOHHOM HOMEpE PEIICHUS YIOJIHOMOYEHHOTO (eaepalbHOrO0 OpraHa HWCIOJHUTEIbHON
BJIACTH O NPOBEJICHUM HMHCIEKTUPOBAHMS MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB B Cllydae, €clid
MIPOM3BOJICTBO JIEKAPCTBEHHOT'O MIpenapara OCyIIeCTBIseTCs 3a mpeneinamu Poccuiickoit deneparuu.
(uactpb 1.1 BBenena denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. denepaibHOro 3aK0Ha OT
27.12.2019 N 478-03)

1.2. TIpu HeoOX0AMMOCTH BHECEHHUS B JOKYMEHTBI, COJEPKAIIUECS B PETUCTPAIIMOHHOM JIOChE Ha
3apEeTUCTPUPOBAHHBINA JICKAPCTBEHHBIM Tpenapar Juisi MEIUIMHCKOTO TNPUMEHEHHS, W3MEHEHUH,
yKa3aHHBIX B MyHKTE 4 4acTH 2 HACTOSIIECH CTaThbW M TPEOYIOIMUX MPOBEACHUS IKCIIEPTHU3bI KaueCcTBa
JIEKapCTBEHHBIX CPEJICTB, 3asBUTENH JOMOJHUTENBHO MPEACTABISAET B YIOJTHOMOYEHHBIN (perepanbHbIii
OpraH WCIIOJHUTEIbHOW BJIACTH CBEJAEHUS O JlaT€ MPEJOCTABICHHUS W PErHUCTPAlMOHHOM HOMEpe
JULEH3UM Ha TMPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB WM CBEACHUS O JaTe MPEJOCTABJICHUS U
PEruCTPAallMOHHOM HOMEpPE 3aKIIOYEHHS O COOTBETCTBUHM TMPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUAM TIPaBWII HaJICKAIICH MPOWU3BOJCTBEHHOW MPAKTHKH, BBIAAHHBIX (TIPEIOCTABICHHBIX)
YIOJIHOMOYEHHBIM (heJIepaIbHBIM OPTaHOM HCIIOJTHUTEIIBHOW BJIACTH B OTHOIIICHUH MTPOU3BOACTBEHHOM
IJIOIIAKK JIEKApCTBEHHOIO Ipernapara, B Cllydae, €ClId MPOU3BOJICTBO JIEKAPCTBEHHOI'O Iperapara
ocymiectBisiercss B Poccmiickoii ®enepanuu, nuO0 CBEAGHUS O JaTe TMPEAOCTaBICHUS U
PEruCTPallMOHHOM HOMEpE BBIIAHHOW YMOJHOMOYEHHBIM OPTaHOM CTpPaHbl MPOU3BOJUTENS JIMIICH3UU
Ha TIPOU3BOJCTBO JIEKAPCTBEHHOI'O TIpermapara W €€ IMepeBOJ] Ha PYCCKUH S3bIK, 3aBEPECHHbBIC B
YCTAHOBJICHHOM MOPSJIKE, a TaK)Ke CBEACHHUS O JaTe MPEIOCTaBICHUS W PErHUCTPAIIMOHHOM HOMEpe
3aKJIIOYEHUST O COOTBETCTBUU TPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHMSIM  IpPaBUII
HaJJIexalled MPOU3BOJCTBEHHONW MPAKTUKH, BBIIAHHOTO YMOJHOMOYEHHBIM (efepaibHbIM OpraHOM
WCIIOJTHUTENIbHOW BIIACTH B OTHOLIEHUH MPOU3BOACTBEHHOM IMIIOMIAJIKU JIEKAPCTBEHHOTO IMpernapara,
WU CBEJICHMS O JaTe MPEJOCTABJICHHUS W PETUCTPALMIOHHOM HOMEpE pEeLICHUs YIOIHOMOYEHHOTO
(deneparbHOTO OpraHa HWCIOJHUTEIBHON BIACTH O TMPOBEACHUM WHCIICKTUPOBAHUS TPOW3BOIHUTEIS
JIEKApCTBEHHOTO CPEJICTBA B CIIydae, €CJIM MPOU3BOJCTBO JIKAPCTBEHHOTO MperapaTa OCYIIECTBISETCS
3a nipeaenamu Poccuiickoit @enepannu.

(uacts 1.2 BBenena denepanbubiM 3ak0oHOM OT 04.06.2018 N 140-D3; B pen. denepalbHOr0 3aK0Ha OT
27.12.2019 N 478-®3)

1.3. [lpunsaTHe pemieHuss O BHECEHUM W3MEHEHHMU WiIM 00 OTKa3e BO BHECCHHHM W3MCHCHUU B
JOKYMEHTBI, COAEPKALIUECS B PETMCTPALMOHHOM JIOChE€ HA 3apEerMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npernapaTr JUIsli METUIIMHCKOTO MPUMEHEHMs, B Cllydae HEOOXOAMMOCTH MPOBEACHUS HKCIEPTU3BI
KauecTBa JICKAPCTBEHHBIX CPEJCTB U (UJIM) SKCIIEPTU3bI OTHOLICHHS 0XKH1aeMO MOJIb3bI K BO3MOKHOMY
PUCKY NMPUMEHEHHUs JIEKapCTBEHHOTO Mperaparta Uisi MEAUIIMHCKOTO MPUMEHEHHUs OCYIIECTBIISIETCS B
CPOK, HE MPEBBIIIAIONINHA EBIHOCTa pabOUMX JIHEH, a B OCTAJIBHBIX CIy4asX B CPOK, HE MPEBBIIIAIOIHIHA
TPUIATH padOYMX THEH CO THS MPUHATHS YIIOTHOMOUYEHHBIM (e/lepaIbHbBIM OPraHOM HCIIOTHUTEIHHON
BJIACTH 3asIBJICHUS O BHECEHUU TaKUX U3MECHECHMIA.

(uacte 1.3 BBeneHa @enepanbHbIM 3akoHOM OT 04.06.2018 N 140-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1.4. YnonHoMO4eHHBIH (enepanbHbli OpraH HCHOJIHUTENBHOM BIACTH C yY€TOM pe3yJIbTaToB
(apMakoHa 30pa U MPOBEPOK COOTBETCTBHUS JIEKAPCTBEHHBIX CPEJCTB, HAXOJAIIUXCA B TPAXKITaHCKOM
000poTe, YCTaHOBIIEHHBIM TpPEOOBaHMAM K MX KAayecTBY B TEUYCHHE JAECATH paboumx IHEW co IHA
MOCTYIUIEHHUST COOTBETCTBYIOLIEH HH(OpPMAlMK pa3MelIaeT Ha CBOEM OQHUIMAIbHOM CalTe B CETU
"NnTepHer" cBeneHuss 0 HEOOXOJUMOCTH BHECEHHUS B MHCTPYKIMIO 10 MEIULHWHCKOMY MPUMEHEHHIO
JIEKapCTBEHHOI'O Ipenapara MU3MEHEHMH B OTHOUICHWM CBEACHHH O IOKAa3aHMAX [UIsl NIPUMEHEHUS U
NPOTUBOINOKA3aHUAX [UId TPUMEHEHHUs JIEKapCTBEHHOIO Iperapara, BbIABICHHBIX IOOOYHBIX
JeUCTBUSAX, HEXKENATeIbHBIX PeakUsaX NPy NPUMEHEHNH JIEKApCTBEHHOTO MpernapaTta U yBeIOMIIsieT 00
3TOM B JJIEKTPOHHOH (opMe WM NHUCbMEHHOH ¢opme (Ha OyMaKHOM HOCHUTENE) JepKaTems WU
BJIaJIeNIblIa PErMCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO Ipernaparta (WM yIOJIHOMOYEHHOE UM
Apyroe IPUINUYECKOE JIUI0), a TAKKE JepaKaTeleld UM BIaJeNblEB PETUCTPALIMOHHBIX YAOCTOBEPEHUN
JICKapCTBEHHBIX IpenaparoB (WIM YHOJIHOMOYEHHBIX HMH JAPYTUX HOPUIAMYECKUX JIUI[), KOTOpbIE
SBJIIOTCS B3aUMO3aMEHSIEMbIMHU.

(uactb 1.4 BBennena denepanbHbIM 3aKOHOM OT 27.12.2019 N 475-03)

1.5. lepxatenp Win BiaJelel] peruCTPAallMOHHOTO YOCTOBEPEHHUS JIEKAPCTBEHHOIO IIpenapaTta, a
TaKKe JepXKaTelny WIM BIAJEIbLbl PETUCTPAMOHHBIX YJAOCTOBEPEHUM JIEKAPCTBEHHBIX IMPENapaToB
(WK YyIOJIHOMOYEHHbIE UMM JpyTHe IOPUAWYECKUE JIUIA), KOTOpbIE SBISIOTCS B3aUMO3aMEHSIEMBIMU,
00s13aHBbI NIPEICTABUTh B YIIOJIHOMOYEHHBIN (hefiepalibHblA OpraH UCIOJIHUTEIbHON BIACTH 3asiBICHUS O
BHECEHWM M3MEHEHMM B  JOKYMEHTBI, COJICpXallMecs B  PErMCTPalMOHHBIX  JIOCBE  Ha
3apETrUCTPUPOBAHHBIC JICKAPCTBEHHBIC IIpenaparsl Uil MEIULMHCKOTO IPUMEHEHHUS, B OTHOIICHUHU
CBEJICHUH, YKA3aHHBIX B MHCTPYKLUHU 110 MEAUIIMHCKOMY IPUMEHEHMIO JICKAPCTBEHHBIX IIPENapaToB, B
TEYEHHE COpOKa pabouymx IHEW cO JOHS pPa3MENICHHsS YIOJTHOMOYEHHBIM (enepanibHbIM OpraHoM
WCIIOJIHUTENILHOM BJIacTH MH(pOpMAIUK, YKa3aHHOH B yacTu 1.4 HacTtosimel ctarbu. JlaHHOEe TpeboBaHue
HE pAaCIpOCTpaHseTCd Ha CiIy4al BHECEHHS B MHCTPYKLHMIO 10 MEAMIHMHCKOMY IPUMEHEHHUIO
JIEKapCTBEHHOI'O Ipenapara W3MEHEHUM B OTHOLIEHUMM HOBBIX IIOKA3aHUW I HPUMEHEHHUS
JIEKAPCTBEHHOI'O IIperapaTa Ha OCHOBAHUM PE3yJIbTaTOB COOTBETCTBYIOIIMX UCCIEAOBAHUM.

(dactpb 1.5 BBegena denepanbHbiM 3akoHOM 0T 27.12.2019 N 475-D3)

2. DKcrnepTH3a JEKapCTBEHHBIX CPEJCTB B YaCTU SKCIIEPTU3bl KAUECTBA JIEKAPCTBEHHOT'O CPEJICTBA
u (WIM) DOKCIEPTH3bl OTHOIIEHUS O0XXHMJIAeMOM TOJb3bl K BO3MOXXKHOMY pPHUCKY IPUMEHEHUs
JIEKApCTBEHHOI'0 Ipernapara g MEIULHMHCKOrO IPUMEHEHUSA IIPOBOAUTCA B Clly4ae BHECCHUSA
U3MEHEHUN B JOKYMEHTBI, COIEpP)KAlUecs B PETrUCTPALMOHHOM JOChE Ha 3aperuCTPUPOBAHHBIN
JIEKAPCTBEHHBIN IpEnapar, B OTHOLLICHWH:

1) cBeneHui, yka3aHHbIX B HHCTPYKLUHU 110 MEIUIMHCKOMY IPUMEHEHMIO JIEKaPCTBEHHOI'O
mpernapara:

a) JekapcTBeHHas (opma C yKa3aHMEM HAaMMEHOBAaHMM M KOJMYECTBEHHOIO COCTaBa
NEHCTBYIOIIMX BEUIECTB U KaYECTBEHHOI'O COCTaBa BCIOMOTATENIbHBIX BELIECTB (MIPH HEOOXOIUMOCTU
KOJIMUYECTBEHHOTO COCTaBa BCIIOMOTATEIbHBIX BEIIECTB);

0) ¢dapmakoguHamMuka W (apMakOoKMHETHKa (32  UCKIIOYEHHEM  (papMaKOKMHETHKHU
TOMEOIIATHYECKUX JIEKAPCTBEHHBIX MPEMApaTOB M PACTUTEILHBIX JIEKAPCTBEHHBIX MIPEMAapaToB);

B) TIOKa3aHUs JJIs1 IPUMEHEHUS;

') IPOTUBONOKA3aHUs JJIsi IPUMEHEHUS;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1) MEPBI MPEIOCTOPOKHOCTH NP MTPUMEHEHUH;

e) YKa3aHue BO3MOXHOCTH H oco0eHHOCTEH NPUMCHCHUA JICKAPCTBCHHOI'O IIpCliapaTa IJIAd
MCIUIIUHCKOI'0 IMMPUMCHCHUA 6epeMeHHHMI/I JKCHINWMHAMH, IKCHINWMHAMU B IICPUOJ TPYAHOTO
BCKapMJIMBaHHusA, 1€TbMU, B3PpOCIIbIMU, UMCIOIIUMHU XPOHUYCCKUEC 32160J'I€BaHI/I$[;

) PEKUM JT0O3UPOBAHUS, CIIOCOOBI BBEJCHUS U MPUMEHEHHS, TPU HEOOXOAMMOCTH BpeMsi puemMa
JIEKapCTBEHHOI'O IIpenapara, MpOJOJIKUTENBHOCTD JICYEHHS], B TOM 4YUCIIE Yy AETEH N0 W IOCIE OJHOrO
roja;

3) BO3MOXHBIC TIO0OYHBIC JICHCTBHS W HEKEIATEIbHbIC PEAKIMA TPU [MPUMCHCHHU
JICKapCTBEHHOTO Ipernapara;

1) CUMIITOMBI IEPEO3UPOBKH, MEPHI IO OKA3aHUIO TOMOLIH MPU NEPEIO3UPOBKE;
K) B3aUMOJICMCTBHE C APYTUMHU JIEKAPCTBEHHBIMHU ITpernapaTamMy U (WJIN) MUILEBBIMHU MPOIYKTaMU;
1) (OpMBI BBIITyCKa JIEKAPCTBEHHOI'O Mpenapara;

M) ykazaHue (IIpH HEOOXOIUMOCTH) OCOOEHHOCTEW NEHCTBMS JIEKAPCTBEHHOrO IpenapaTta Hpu
IIEPBOM IIPUEME UJIHU NPU €ETO OTMEHE;

H) CBCACHUSA O BOBMOXXHOM BJIMAHUU JICKAPCTBCHHOI'O IIpCIriapata Ajid MEAULUHCKOTO IPUMCHCHUA
Ha CIIOCOOHOCTh YOpaBJIATh TPAHCIIOPTHBIMHU CPECACTBAMU, MCXaHU3MAMU

0) CPOK TOJHOCTH W YKa3aHHE Ha 3allpeT MPUMEHEHHsI JIEKAPCTBEHHOTO Tpernapara 1o NCTCUCHUH
CpOKa TrOJHOCTH;

1) YCIIOBHS XPaHCHUS;

P) YCIIOBUS OTITYCKa;

2) cocTaBa JIEKapCTBEHHOIO Mpernapara Jjsi MeJUIIUHCKOTO MPUMEHECHHUS;

3) u3MeHEeHUsT MeCcTa MPOU3BO/ICTBA JICKAPCTBEHHOTO Mpemnapara il MEIUINHCKOTO IPUMEHEHUS;

4) M3MCHEHHSI TOKa3zaTellell KadecTBa JICKQpCTBEHHOT'O Ipfriapara JId MCAUIUHCKOTO
IIPUMEHCHUA U (I/IJ'II/I) MCTOJOB KOHTPOJIA KadCCTBaA JICKAPCTBCHHOI'O IIpCIiapara i MCAUIUHCKOI'O
MIPUMCHCHUS

5) HU3MCHCHUA CPOKA T'OJHOCTH JICKAPCTBCHHOTO IIperiapaTta JJis1 MCIUIIUHCKOI'O TPUMCHCHUS

6) cBeleHUN O HEOOXOIMMOCTH BHECCHHSI WHBIX M3MEHEHHH B WHCTPYKIHUIO MO MEAUIIMHCKOMY
NPUMEHEHUIO JIEKapCTBEHHOrO IMpenapara, a Takke B MHbIE JOKYMEHTBI, COJAEp)KalIHecs B
PETUCTPALIMOHHOM JIOCh€ Ha 3apEeTrHCTPUPOBAHHBIN JIEKapCTBEHHBIN mpemnapar. [Ipu 3ToM pemieHue o
MIPOBEJICHUN DSKCIEPTU3bl KAdyeCcTBAa JICKAPCTBEHHBIX CPEACTB U (WJIM) DSKCHEPTU3bl OTHOILEHUS
0KMJIa€MOM TIOJIb3bl K BO3MOKHOMY pHUCKY MPUMEHEHHs JIEKapCTBEHHOIO Ipemapara Jyis
MEIMIMHCKOTO TNPUMEHEHHS MPUHUMAETCS B COOTBETCTBUM C YTBEPXKIACHHOM YIIOJIHOMOYEHHBIM
denepanbHBIM OpPraHOM HWCIHOJHUTEIBHON BJIACTH KIaccHUKAIMEHl W3MEHEHHH, BHOCUMBIX B
JOKYMEHTBI, COJIEpXkKalIMecs] B PErUCTPAMOHHOM JIOCh€ Ha 3apETrHCTPUPOBAHHBIN JIEKAPCTBEHHBIN
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npemnapar.
(dactsp 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. 3asBUTENh BIpaBe NPEICTAaBUTh IO COOCTBEHHOW WHHIIMATUBE BMECTE C 3asBICHUEM O
BHECEHHMM HM3MEHEHMM B  JIOKYMEHTBI, COJEp)KallMecsi B  PETUCTPAIlMOHHOM  JIOCh€  Ha
3apeTUCTPUPOBAHHBIN JIEKAPCTBEHHBINA TpEmapar Jjisi MEIUIIMHCKOTO MPUMEHEHHUSI, KOTTUU IOKYMEHTOB,
MOATBEPKIAIOIINX YILIATy TOCYJAapCTBEHHOW MOIUIMHBI 32 BHECEHUE B JOKYMEHTBI, COJEPKAIIUeCs B
PETUCTPAIIMOHHOM JIOCh€ Ha 3aperHCTPUPOBAHHBIA JIEKAPCTBEHHBIM Mpenapar Aias MEIHIIMHCKOTO
MPUMEHEHUS, U3MEHEHM, TPeOYIONINX MPOBEACHUS SKCIEPTU3bI JICKAPCTBEHHBIX CPEJICTB B YaCTH
AKCIEPTU3bl KAUECTBA JICKAPCTBEHHOI'O CPEICTBA U (MJIM) KCIIEPTU3bI OTHOIICHUS OXUIAEMOU MOJIb3bI
K BO3MOXXHOMY PHCKY NpPHUMEHEHUS JICKapCTBEHHOTO TMperapaTta s MEAUIIMHCKOTO TPUMEHEHUS,
TrOCYJJapCTBEHHOM MOIUIMHEI 32 BHECEHUE B JIOKYMEHTHI, COCPIKAIUECs] B PETUCTPAIIMOHHOM JI0ChE Ha
3apEeTUCTPUPOBAHHBIN JICKAPCTBEHHBIM Mpenapar Uil MEIUIMHCKOTO NPUMEHCHHS, M3MEHEHUU, He
TpeOyIOIMX TMPOBEACHUS OKCHEPTU3bl JIEKAPCTBEHHOTO CpPEACTBa, a TakKe BblJaBacMble
(mpenocraBisieMble) YIOTHOMOYEHHBIMU — (pelepalibHBIMH  OpraHaMH  WCIOJNHUTENIBHON  BIIACTH
JIOKYMEHTHI (CBeleHMsI), yKa3zaHHble B uyacTsax 1.1 wm 1.2 Hacrosmed crarbu. B ciayuae wux
HEMPEJICTABICHHUS YIIOJTHOMOYCHHBI (eepabHBI OpraH HWCIOJHUTEIBHON BIIACTH 3alpallliBacT
yKa3aHHbIE  JIOKYMEHTHl  (CBEJEHHWs) B  TOPSAKE MEXKBEIOMCTBEHHOTO  HMH(POPMAIIMOHHOTO
B3aUMOJICHCTBHS.

(dacts 3 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

4. B TeueHue naecAaTd paboumMx THEH CO JHS MOCTYIUICHHs yKa3aHHOTO B 4acTh | HacTosIien
CTaThbH 3aSBJICHUS W HEOOXOJUMBIX JIOKYMEHTOB YIOJHOMOYCHHBIM (enepanbHbiii  OpraH
HUCIIOJHUTEILHOM BJIACTH:

1) nmpoBOIUT POBEPKY MOJTHOTHI U JOCTOBEPHOCTH CBEACHMIM, COAECPKAIIMXCS B MPEACTaBICHHBIX
3asBUTEJIEM MaTepHalax;

2) INPpUHHUMACT PpCHICHUEC O IIPOBCACHHUU YKA3dHHBIX B YaCTH 2 HacCTOAIEeH CTaTbu
COOTBCTCTBYIOIIHX SKCIICPTU3 JICKAPCTBCHHOT'O CPpCACTBA UIIN 00 OTKa3e B UX IMPOBCACHUH,

3) yBegoMIIseT B 3JEKTPOHHOM WJIM MHUCbMEHHOW (OopMe 3asBUTENS O MPHUHATOM PEUICHUU WU B
cllydae TIPUHSATHUS pEIIeHHs 00 OTKa3e B NMPOBEJCHHH COOTBETCTBYIOMICH 3KCIIEPTHU3BI C yKa3aHUEM
MIPUYMH TAaKOTO OTKAa3a.

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

4.1. B cnyuyae BBIABICHHS HEJOCTOBEPHOCTH CBEJICHUW, COAEPKALIUXCS B MPEICTABICHHBIX
3asBUTEJIEM MaTepHaax, yIoJIHOMOYEHHBIN (hefiepalibHbIi OpraH UCIOIHUTENBHOM BIACTH HAIIPABISET
3asiBUTEII0 3ampoc 00 yTOYHCHHHM YKa3aHHBIX CBeJeHWHA. JlaHHBIN 3ampoc MOXeT OBbITh IepenaH
YIIOJIJHOMOYEHHOMY INPEICTABUTEIIO 3asABUTEISI JIMYHO I10J PACIHUCKY, HAIIPABJIEH IO MOYTE 3aKa3HBIM
MMCBMOM WJIM Tepe/iaH B 3JEKTPOHHOU (hopMe Mo TeIeKOMMYHHUKAIIMOHHBIM KaHallaM CBsi3U. B cirydae
HalpaBJI€HUs [AHHOI'O 3alpoca [0 IOYTE 3aKa3HbIM MHUCBMOM OH CUMTAETCS IOJYyYEHHBIM 10
WCTEUYEHUU IIECTH THEW C JaThl HAIIPABJIEHUS 3aKa3HOrO MMHChMa.

(uactb 4.1 BBennena denepanbHbIM 3aK0HOM OT 25.11.2013 N 317-03)

4.2. 3asBuTenb 0053aH MPEACTABUTH OTBET HA 3alpOC YIOJIHOMOYEHHOTO (heaepaabHOro OopraHa
HWCIIOTHUTETbHON BIIACTH B CpOK, HC HpCBI)IHIaIOHII/Iﬁ JCEBAHOCTA pa60qu I[Hefl CO JHA TMOJYYCHUA
naHHoro 3ampoca. Cpok, yKa3aHHBIA B 4YacTH 4 HACTOSIIEH CTaThU, MPUOCTAHABIWBACTCS CO JIHS
HaIpaBIICHUS 3asBUTEIIO 3allpoca YIOJHOMOYEHHOTO (peiepaibHOr0 OpraHa MCHOJIHUTEIBHOM BJIACTH
710 THA TIOJY4YEHHS UM OTBETa Ha JAHHBIN 3aIpPOC U HE YUUTHIBACTCS MPHU MCUUCIECHUHN CPOKA MPUHSATHUS
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pellieHHsl O BHECCHWW HM3MCHECHUH B JIOKYMEHTBI, COJICpIKAIIMECs B PETUCTPAIIMOHHOM JIOChE Ha
3aperucTPUPOBAHHBIN JTEKAPCTBEHHBIN Mpenapar A MEAUIIMHCKOTO TPUMEHEHHS.
(dactb 4.2 BBegeHa denepanbHbiM 3akoHOM oT 25.11.2013 N 317-D3)

5. OcHoBaHWEeM /il OTKa3a B MPOBEJECHUU YKA3aHHBIX B YacTU 2 HACTOSIIEH CTAaThU SKCIEPTH3
ABJISIETCA MPEACTABICHUE TOKYMEHTOB, IEPEUHUCICHHBIX B 4acTAX | M 3 HaCTOAIIEH CTaTbU, B HEMOJIHOM
o0beMe, HENpeJCTaBICHUE 3asBUTEIEM B YCTAaHOBJICHHBIM CPOK OTBETa Ha yKa3zaHHBIA B yacTtu 4.1
HACTOAIIEH CTaThH 3aIPOC YIIOJTHOMOUYEHHOTO (peIepaIbHOTO OpraHa MUCIIOHUTEIHHON BIACTH, a TaKXKe
OTCYTCTBHE€ B  MPEACTABIEHHBIX JOKYMEHTAax JIOCTATOYHBIX CBEICHHM, IOATBEPKIAFOLIUX
HE0OXOTUMOCTh BHECCHUS M3MEHEHHM, UITU OTCYTCTBHE MH(POPMAIUH, MTOATBEPIKAAFOIICH (PaKT yriaTsl
rOCYIapCTBEHHBIX MOIUINH, YKa3aHHBIX B YaCTH 3 HACTOSIIEH CTAThH.

(B pen. ®eaepanbubix 3ak0oHOB 0T 25.11.2013 N 317-D3, o1 22.12.2014 N 429-D3)

6. YKa3aHHbIC B 4aCTH 2 HACTOSIIECH CTAThU SKCIEPTHU3bI MIPOBOJATCS B MOPSJIKE, YCTAHOBICHHOM
cTatbeii 23 Hactosiero denepanbHOro 3aKOHa.

7. B cpok, He MPEBBIIAIOMINA JECATH padOYUX THEH cO JHS MONTYYCHHS 3aKIFOYCHUNH KOMUCCUI
AKCIEPTOB M0 PE3yJibTaTaM YKa3aHHBIX B YacTH 2 HACTOAILIEH CTAaTbU SKCHEPTHU3, YIMOTHOMOUYEHHBIN
(denepanbHBIA OPraH UCTIOJHUTEIIHHON BIIACTH:

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

1) IIpUHUMACT PCIHICHUE O BHCCCHUU H3MCHEHHI B AOKYMEHTBI, COJACpKalIueCsa B
PEruCTpaiiOHHOM JOChE Ha SapeFI/ICTpI/IpOBaHHI:Jﬁ J'ICKapCTBeHHHﬁ npenapar mse MEAUIHUHCKOI'O
NPUMCHCHUSA, NN 00 OTKa3e BO BHECEHUU TaKUX H3MeHeHPII>i;

2) BHOCUT B TOCYJapCTBEHHBIH PEECTp JIEKapCTBEHHBIX CPEICTB HA OCHOBAHWU PELICHUS O
BHECEHMM M3MEHEHMM B  JIOKYMEHTBI, COJEpXKallhecs B  PETUCTPAllMOHHOM  JIOChE  Ha
3aperucTPUPOBAHHBIA JIEKAPCTBEHHBIM MpemapaT [Uisi METUIMHCKOrO IMPUMEHEHMs, HeoOXOIuMble
M3MEHEHUS U BO3BPALLAET UX 3as1BUTEIIIO;

3) BbLIAET 3asBUTENIO HOBOE PETUCTPALMIOHHOE YAOCTOBEPEHHUE JIEKapCTBEHHOIO Ipernapara B
Clly4ae U3MEHEHHUs CBEJCHUM, CONEPIKALUXCS B HEM.
(. 3 BBeneH PenepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-03)

8. OcHoBaHMEM i1 OTKa3a BO BHECEHMHM W3MEHEHHUH B JOKYMEHTBI, COJIEpKalluecs B
PErMCTPAallMOHHOM JIOChE Ha 3aperHCTPUPOBAHHBIM JICKAPCTBEHHBIM Ipenapar A MEIUIMHCKOTO
MPUMEHEHHUS, SIBISIETCA 3aKIIOYCHHE YIOJIHOMOYEHHOro (efepaibHOro OpraHa HCIOJIHUTEIbHON
BIIACTH O BO3MOKHOCTH CHUKEHHsI 0€30MacHOCTH, KauecTBa, 3((hEeKTUBHOCTH JIEKAPCTBEHHOTO CPE/ICTBA
B ClIy4ae BHECCHUS TaKUX U3MECHECHUM.

9. Jomyckaercsi oOpalleHHe JIGKAPCTBEHHBIX MPENaparoB i MEIUIIMHCKOTO MPUMEHEHHS 0
WCTEUCHHS CPOKA TOJHOCTH, MPOU3BEJICHHBIX B TEYEHUE CTa BOCBMHECSITH JTHEW MOCIE TaThl TPUHSATHUS
YIOJTHOMOYEHHBIM (he/IepabHBIM OpPTraHOM HCIIOJHHUTEIBHOM BIACTH PEIICHUS O BHECEHHH M3MEHEHUH
B JIOKYMEHTHI, COJEp)Kalluecs B PETHUCTPALMOHHOM J0ChE, B COOTBETCTBHH C HWH(OpMaImei,
colepiKalleiics B JOKyMEHTaX PErHCTPAllMOHHOTO J0Ch€ Ha JIEKAPCTBEHHBIM Mpemapar 10 JaThl
MIPUHATHUS TAKOTO PEILICHHS.

(dactp 9 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratba 31. BHeceHMe WU3MeHeHMM B [AOKYMEHTbl, cojepxawmecs B
perncTpauMoHHOM [0Cbe Ha 3aperucTpupoBaHHbLIM JleKapCTBEHHbLIM npenapaTr Aans
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BeTepuHapHoOro npumMmeHeHunA

1. B mensx BHECEHUs U3MEHEHUH B JOKYMEHTBI, COJEpIKAIIMECs B PErHCTPAIMOHHOM JIOChE Ha
3aperHCTPUPOBAHHBINA JICKAPCTBEHHBIN TIpenapar Uil BETCPUHAPHOTO TNPUMEHEHUSs, Jep)KaTeilb WU
BJIQJIENICI] PETUCTPAIIMOHHOTO YIOCTOBEPEHHS JICKApPCTBEHHOTO Mpernaparta WM YIOJTHOMOYEHHOE UM
Ipyroe MOpUAMYECKOE JIMIO (Jajee B HACTOSIIEH CTaThe - 3asBUTENb) MPEICTABISET B
YIIOJIHOMOYCHHBIA (peiepaabHbIii OpraH WCIIOJHUTEILHOW BJIACTH 3asBICHHE O BHECCHHUU TaKHX
W3MEHEHUN 10 (opMe, YCTAHOBIEHHOW YIOIHOMOYEHHBIM (heepanbHbIM OPraHOM HCIIOJHUTEIHHON
BIIACTH, W TMIpWJIaracMble K HEMYy H3MEHEHHS B YyKa3aHHbIC JTOKYMEHTHI, a TakKe JOKYMEHTBI,
MOATBEPIKIAIONINE HEOOXOMUMOCTh BHECCHHsSI TakWX W3MeHeHWH. [Ipm HEoOXOAMMOCTH BHECEHUs
W3MCHECHUH B JOKYMEHTBI, COJIEpKalllecss B PETHCTPAIIMOHHOM JIOChe Ha 3apeTHCTPHPOBAHHBIN
JICKApCTBEHHBIN Tpemnapar JUisi BETEPHHAPHOTO TPUMEHEHHUsS, B ClIydasX H3MCHEHUS U (WIH)
JIOTIOJTHEHUST  TIPOM3BOJICTBCHHOM TUIOMIAJKK JIGKAPCTBEHHOTO CpPEICTBa, a TaKKe HM3MCHEHUS
MOKa3aTesei KauecTBa JIGKApCTBEHHOTO IMpernapaTa A BETePUHAPHOTO MPUMEHEHUsS U (UJIM) METOJI0B
KOHTPOJISI KadecTBa JIGKAPCTBEHHOTO TIperapara i BETEPHHAPHOTO TIPUMEHEHUS 3asiBUTEIb
JIOTIOJTHATEIHHO TIPEACTABIISICT B YIOJTHOMOYCHHBIN (henepaabHbli OpTraH WCIIOTHHUTEIBHOW BIIACTH
CJIEYIOIINE JOKYMEHTHI (CBEJICHUS ):

(B pen. deaepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

1) cBemeHus O gare MpeJOCTAaBICHUS M PETHCTPAIMOHHOM HOMEPE JIMIICH3WU Ha MPOU3BOJICTBO
JICKapCTBEHHBIX CPEJCTB, MPEJOCTaBICHHONW TPOU3BOAMUTENIO JIEKAPCTBEHHOTO TpemnapaTta i
BETEPUHAPHOT'0 IPUMEHEHUS, I POCCUMCKUX IIPOU3BOJUTEIICH;

(B pen. ®exnepanbHoro 3akona ot 27.12.2019 N 478-03)

2) CBCIACHUA O OaTC MPEAOCTABIICHHUA W PETUCTPAIMOHHOM HOMEPC JIMOCH3UKW Ha MPOU3BOJCTBO
JIEKapCTBEHHBIX CPEJCTB, IPEIOCTABICHHOW TPOM3BOIUTENIO (hapMaleBTHUECKON CyOCcTaHIMH,
BXOJAIIEH B COCTaB JIGKAPCTBEHHOTO Mpemnapara sl BETEPUHAPHOTO MPHUMEHEHUS, IS POCCHUHCKUX
MIPOU3BOIUTEIICH;

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 478-03)

3) KOImUus OOKYMCHTA, BBIJAHHOI'O YIIOJHOMOYCHHBIM OpPraHoOM CTpaHbl IIPOU3BOJUTCIIA IJIA
Ka)kJI0M MMPOU3BOJCTBEHHOM IIIOIIAJIKY JIEKAPCTBEHHOTO MperapaTa JUlsi BETEpUHAPHOTO IPUMEHEHUS U
MOATBEPKIAIOIIET0 COOTBETCTBUE IMPOU3BOIUTENS JIEKAPCTBEHHOI'O INpemnapara TpeOOBaHUSAM IPABHII
HaJJIexalled MPOU3BOJICTBEHHOW TMPAKTUKHU, W €ro IMepeBOJl Ha PYCCKUW S3BbIK, 3aBEPEHHBIE B
YCTaHOBJICHHOM TOPSIKE, & TAK)KE KOMUS 3aKI0YEHUS O COOTBETCTBUU ITPOU3BOAMUTENS JIEKAPCTBEHHBIX
CpeICTB  TpeOOBaHWUSM  MpaBWUI  HAJIeKAIIEH  MPOW3BOJCTBEHHOM  MPAKTHUKH,  BBIAAHHOTO
YIOJHOMOYCHHBIM (pelepallbHBIM OPTraHOM HCTIOTHUTEIHLHOW BIACTH JJIS KAXIOH MPOU3BOJICTBEHHOM
IJIOMIAIKK JICKAPCTBEHHOTO TIpemnapara JJis BETEPUHAPHOTO MPUMEHEHHsI, JIMOO KOMHUS PEelIeHUs O
MIPOBEJICHUU WHCIIEKTUPOBAHUS IPOU3BOJUTENST  JIGKAPCTBEHHBIX  CPEICTB, MPUHSATOTO
YIOJHOMOYEHHBIM (hefiepadbHbIM OPraHOM HMCIIONHUTEIHHON BIACTH IS KaXKIOW MPOU3BOJCTBEHHON
IJIOIIAKU JIEKAPCTBEHHOrO MperapaTa g BETEPUHAPHOTO NPUMEHEHUs. YKa3aHHbIE JIOKYMEHTBI
IIPEJICTABIISIIOTCS B Cllydae, €CJIM IMPOU3BOACTBO JIEKAPCTBEHHOI'O IIpernapara il BETEPUHAPHOIO
MPUMEHEHUS OCYLIECTBIIsIETCA 3a peAenamu Poccuiickoin enepanmu;

4) KOImusg JOKYMCHTA, BbIAAHHOI'O YIOJHOMOYCHHBIM OpPraHoM CTpaHbl ITPOHU3BOJUTEIIA
¢dapmaneBTHUeCKOil  cyOCTaHIIMM W MOATBEPXKJAIOIIETO  COOTBETCTBHE  MPOU3BOAUTENS
(apmaieBTHUECKON CyOCTaHIIUU, BXOJSIICH B COCTaB JIEKAPCTBEHHOTO MperapaTa Jjisl BETEpUHAPHOTO
MPUMEHEHHUS, TPeOOBaHMUSAM OPABHI HAJUJICKAIIEH MPOU3BOJICTBEHHONW MPAKTHKH, U €r0 TMEpeBOJ Ha
PYCCKUW  A3BIK, 3aBEPEHHbIE B YCTAaHOBJICHHOM IMOpPSAKE, B Ciydyae, €CJIM IPOU3BOJICTBO
(dhapmareBTHUECKOIM CyOCTaHIINM OCYIIECTBISIETCS 3a IpeeaMu Poccuiickoit Deeparium.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(uacts 1 B pen. @enepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

1.1. B ciay4yae u3MeHeHUs U (WIK) JOMOJHEHUs NMPOU3BOACTBEHHON IJIOUIAJIKU JIEKAPCTBEHHOTO
CpEICTBA JIOKYMEHTBI, yKa3aHHbIE B 4YacTW | HacTOsALIeW CTaTbM, NPEICTABIISIIOTCS 3asBUTEIIEM B
OTHOIIEHWU U3MEHsAeMOM U (WIK) [OMOJHSAEMOW MPOU3BOJACTBEHHOW IUIOMIAJIKU JIEKaPCTBEHHOIO
cpenctBa. PelieHne 0 BHECEHNH M3MEHEHUM B JOKYMEHTBI, COJIEpKAIIMECS B PETUCTPALMOHHOM JIOChE
Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar [uisd BETEPUHAPHOTO NIPUMEHEHHUs, WM 00 OTKa3e B
UX BHECEHMM IPHHHUMAETCS B clyyae HEOOXOAMMOCTH IPOBEACHUS HKCHEPTH3bl JIEKApCTBEHHOTO
CpeACTBa B CPOK, HE NPEBBIIIAIOIINN JIeBIHOCTa pabouux JHEH, a B OCTAJbHBIX CIydyasX B CPOK, HE
MPEBBIIAIONINNA TPUALATH PA0OYHMX THEH CO IHS MPUHATUS YHOIHOMOYEHHBIM (eiepaTbHbIM OpPraHOM
WCIIOJTHUTENIBHOW BIIACTH 3asIBJICHUS O BHECEHUH TAKUX U3MEHEHM.

(uacts 1.1 BBenena @enepanbHbM 3akoHOM OT 04.06.2018 N 140-D3)

1.2. B ciayuyae peopraHmsanmu AeprkaTelld WIM Biaaeiblia PErHCTPALMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOT'O Ipernapara A BETEPHUHAPHOIO NPUMEHEHUs, pa3padOT4yMKa WIM HPOU3BOIUTENS
JIEKAPCTBEHHOI'O IIpernapara Jjisl BEeTEPUHApPHOIO0 INPUMEHEHUS B 3asBJICHUU O BHECEHUU U3MEHEHUU B
JOKYMEHTBI, COACPIKALIUECH B PETMCTPALIMOHHOM JIOChE HA 3apEerUCTPUPOBAHHBIN JIEKAPCTBEHHBIN
rpenapar s BETEpUHAPHOTO IPUMEHEHUs, YKa3blBalOTCA JAaHHBIE JOKYMEHTA, MOATBEPKIAOLIETO
BHECEHHE COOTBETCTBYIOUIMX M3MEHEHHI B ENUHBIN rocy1apcTBEHHBIN peecTp I0OpUANYECKUX JULl (A5
OpraHu3alyii, 3aperucTpUpOBaHHBIX Ha TeppuTopun Poccuiickoil Penepanuu), UM HHOTO JTOKYMEHTa,
MOJITBEPKIAOLIETO PEOPTaHU3ALUI0 FOPUANYECKOTO JIUIa (JUIsl OpraHu3aluii, He 3aperucTPUPOBAHHBIX
Ha Tteppuropun Poccuiickoii ®enepaunn). 3asgBICHHME O BHECEHWM W3MEHEHMM B JOKYMEHTHI,
coJepaKaIMecss B PErMCTPALlMOHHOM JIOChE Ha 3aperMCTPUPOBAHHBIN JICKAPCTBEHHBIM Ipenapar it
BETCPUHAPHOTO INPHUMEHEHMs, W IpWIaraéMple K HEMY JOKYMEHTBI IPEICTaBIAIOTCA B
YIOJHOMOYEHHbIN (eiepalibHbIil OpraH MCIOJHUTEIBHONW BJIACTH HE IO3[HEE YeM uepe3 TPUALAaTh
pabouux JIHEH CO JIHS BHECEHMs COOTBETCTBYIOLIMX M3MEHEHMH B ENUHBIN rocynapCTBEHHBIH peecTp
IOPUIMYECKUX JIML (U1 OpraHu3aluid, 3aperucTpupoBaHHbIX Ha Tepputopun Poccuiickoit denepanun)
UIX CO JHS IPHUHATUS COOTBETCTBYIOIIETO JOKYMEHTA, IMOATBEPXKAAIOLIETO pPEOPraHU3aLNIO
IOpUAMYECKOr0 JMLa (Ui OpraHu3aluii, HE 3aperuCTpPUPOBAHHBIX Ha TeppuTopuu Poccuiickoit
Oenepanun). B ciayuyae peopranuzanuu aepikatess WiM BIaAeNbla pEruCTPallMOHHOTO yI0CTOBEPEHUS
JIEKApPCTBEHHOI'0 Ipenapara Juisi BETEPUHAPHOTO NMPHUMEHEHMS 3asBJIICHHE O BHECEHMM W3MEHEHUN B
JOKYMEHTBI, COIEpKalluecsi B PErHCTPAllMOHHOM JOChE Ha 3apETMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
mpernapaTr Uil BETEPUHAPHOIO INPUMEHEHMs, MOJAETCS IOPUAMYECKHM JIMIOM, KOTOPOMY B XOz€
peopraHu3anuu nepelaHo MpaBo BIIAJECHU TAKUM PETUCTPALMOHHBIM yYA0CTOBEPEHUEM.

(dactpb 1.2 BBenena denepanbubiM 3akoHoM ot 02.08.2019 N 297-D3)

2. B cimydyae BHecCeHUS M3MEHEHHU B JIOKYMEHTBI, COJIEpKAIINECs] B PETUCTPAIIMOHHOM JIOChE Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIA TMpernapaT il BETEPUHAPHOTO NPUMEHEHHUS, B OTHOIICHUH
CBEJICHUH, yKa3aHHbIX B moamynkrtax "e", "x", "k", "n", "H", "c", "X" nynkrta 7 vactu 3 crtateu 17
HacTosmero denepalbHOr0 3aKOHa, U3MEHEHHUS U (WJIM) JOMOJHEHUS MPOM3BOACTBEHHOM IMIIOIIAIKU
JIEKApCTBEHHOT'O CPEACTBAa, a TAKXKE B CIyyae HM3MEHEHHUs IOKa3aTelled KauyecTBa JIEKapCTBEHHOTO
npenapara Jyisi BETEpUHAPHOTO MPUMEHEHUSI U (WJIM) METOJOB KOHTPOJIA KauecTBa JICKAPCTBEHHOTO
npenapara Jjisi BETEpUHAPHOTO MPUMEHEHHUS! TIPOBOJUTCS HKCIIEPTHU3a JIEKAPCTBEHHOTO CPEICTBA IS
BETEpUHAPHOTO TMpUMEHEHUs. B ciaydae HEOOXOIUMOCTH BHECEHMSI MHBIX M3MEHEHWW B JOKYMEHTHI,
coJiepXKaIlrecss B PErMCTPAlMOHHOM JIOChE Ha 3apeTrMCTPUPOBAHHBINA JICKAPCTBEHHBIN Ipenapar it
BETEPUHAPHOTO MPUMEHEHHS, SKCIIEPTH3a JIEKAPCTBEHHOTO CPEACTBA ISl BETEPUHAPHOTO IPUMEHEHUS
HE MPOBOJIUTCA.

(B pen. @enepanbubix 3akoHOB 0T 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. 3agBureib BIIpaB€ INpCACTaBUTL II0 COOCTBEHHOM HMHUIUATUBE BMECTEC C 3asdBJICHUCM O
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

BHECEHWU M3MEHEHHH B  JOKYMEHTBI, COJEpKallhuecs B  PETUCTPALMOHHOM  JIOChE  Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN MTpenapar Jjsi BETEpUHAPHOTO MPUMEHEHUsI, KOITUU IOKYMEHTOB,
MOATBEPKIAIOIIUX YIUIaTy FOCYAapCTBEHHOW MOIUIMHBI 32 BHECEHUE B JIOKYMEHTHI, COJIEpIKalIUECs B
PErUCTPallMOHHOM [JOCh€ Ha 3aperuCTPUPOBAHHBINA JIEKApPCTBEHHBIM IpemnapaTr Ais BETEPUHAPHOIO
MPUMEHEHUS, W3MEHEHUl, TpeOymoImMX NpPOBEACHUS HKCIEPTHU3bl JIEKAPCTBEHHOTO CPEACTBA, WU
W3MEHEHUH, He TpeOymoImuX MPOBEACHUS HKCIEPTU3bl JIEKAPCTBEHHOro cpeactsa. B ciydae
HEOOXOMUMOCTH HM3MEHEHHsS] CBEJCHHM, COIEp)KAIIMXCSd B PETUCTPALMOHHOM YIOCTOBEPEHUU
JIEKApCTBEHHOT'0 MpernapaTta Uisi BETEPUHAPHOTO MPUMEHEHHUs], C 3asBIICHUEM, YKa3aHHBIM B 4acT |
HACTOSIIEH CTAaThH, 3asBUTEJb BIPABE MPEACTABUTH 110 COOCTBEHHOW MHHIIMATHBE KOIUIO JOKYMEHTa,
MOATBEP>KIAIOIIET0 YIIaTy FOCYAapCTBEHHOM MOIUIMHEI 3@ BbIJIa4y PETUCTPALIMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOT'O Mpenapara. 3asBUTENb BIPaBe MPEICTaBUTh 110 COOCTBEHHOW MHUIIMATUBE CBEACHUS O
JTUIEH3UAX, yKa3aHHble B MyHKTax | M 2 yactu | Hacrosmiedl cTaThbM, a TakKe BbIaBaeMbIe
YIOJHOMOYEHHBIMH (eiepalbHBIMU OpraHaAMH HCIIOJHUTEIBHONW BIIACTH JOKYMEHTHI, yKa3aHHbBIE B
nyHkre 3 yactu | HacTosel ctaTtebu. B ciayuae HenpeacTaBieHus YKa3aHHbIX JOKYMEHTOB (CBEICHUM)
YIIOJIHOMOYEHHBIN (pesiepanbHblii OpraH UCIIOJIHUTEIFHON BIACTH 3alpalluBaeT YKa3aHHbIC JOKYMEHTHI
(cBeneHus1) B OPSIKE MEXBEIOMCTBEHHOTO HH()OPMAITMOHHOTO B3aUMOJICHCTBHUS.

(uactp 3 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

4. B cpok, He MpeBHIIAIONUN AecITH pabouuX THEH CO AHS MOCTYIUICHHUS YKa3aHHOTO B YacTu |
HACTOAIIEH CTAaThU 3asABJICHHS U HEOOXOAMMBIX JOKYMEHTOB, YIIOJTHOMOUYEHHBIH (hefepaibHbId OpraH
WCTIOJTHUTENIbHON BIIACTH:

1) mpoBOAUT IPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEACHUM, COAECPKAILUXCS B IIPEACTABIEHHBIX
3asBUTEJIEM JOKYMEHTAX;

2) nOpUHMMaeT peuieHHe O TMPOBEACHWU OKCHEPTU3bl JIEKAPCTBEHHOTO CpelicTBa s
BETEPUHAPHOTO IPUMEHEHHUsS WK 00 OTKa3e B €€ IPOBEICHNUM;

3) yBenoMIsieT B MMCbMEHHON (hopMe 3asiBUTENSI O MPUHATOM PEIICHUU WU B Clydyae MPUHATHUSL
pemieHrst 00 OTKa3e B MPOBEAECHUHM HKCHEPTH3bI JIEKAPCTBEHHOI'O CPEACTBA U BETEPUHAPHOTO
IIPUMEHEHHUS C YKa3aHUEM IPUYMH TaKOTr'0 OTKa3a.

4.1. B ciyudae BbISIBJICHHS] HEIOCTOBEPHOCTHU U (MJIM) HEJOCTaTOUHOCTH CBEJICHUH, COJEPKAIINXCS
B MPEJCTABIICHHBIX 3asiBUTENIEM JOKYMEHTAaX, YIIOJIHOMOUYEHHBIN (pe/iepalibHbIi OpraH HUCIIONIHUTEIbHON
BJIACTU HAIPABIISAET 3asBUTENIO 3alpoCc 00 YTOYHEHUHU YKa3aHHBIX CBEJEHHUH. 3ampoc MOXKET ObITh
nepeaH yIoJIHOMOYEHHOMY MPEICTABUTEINIO 3asIBUTENS MOJ] PACIUCKY, HAPABJIEH M0 MOYTE 3aKa3HbIM
MUCHMOM WJIM TIEpeaH B 3JEKTPOHHOU (opMe Mo TeNeKOMMYHHKAIIMOHHBIM KaHalaM CBsi3u. B ciyuae
HaNpaBJICHUs 3a1poca 00 YTOYHEHUH YKAa3aHHBIX CBEICHUH 10 MOYTE 3aKa3HBIM MHUCbMOM OH CUUTAETCS
MIOJIy4E€HHBIM 110 UCTEYEHHUH LIECTH THEHN C JaThl HAIPaBJIEHUS 3aKa3HOIO MUChMa.
(uacts 4.1 BBeneHa PenepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

4.2. 3agBuTenb 00s13aH MPEICTABUTh OTBET HAa 3aIllpOC YIMOJHOMOYEHHOTO (eAepabHOTO OpraHa
WCIIOJHUTENLHON BIACTH B CPOK, HE MPEBBIMIAIONINN JIEBIHOCTa PabOUMX IHEH co AHS MOTydeHUs
naHHoro 3arpoca. CpokH, ykasaHHble B yacTu 1.1 HacTosimied craTby, MPUOCTAHABIMBAIOTCS CO JHS
HaIpPaBIICHUS 3asSBUTEINIO 3allpoca YIOJHOMOYCHHOTO (perepalibHOTO OpraHa MCTOTHUTEIHLHOW BJIACTH
JI0 JHS TOJY4YeHHUs OTBETa Ha JAaHHBIMA 3alpPOC U HE YUUTHIBAIOTCS MPU UCUUCICHUU CPOKA MPUHSITHS
pelieHusT 0 BHECEHHM HW3MEHEHHH B JIOKYMEHTBHI, COJEpKAIIHecs] B PETHCTPAIIOHHOM JIOChe Ha
3apeTUCTPUPOBAHHBIN JICKAPCTBEHHBIN Npenapar Uisi BETEPUHAPHOTO TPUMEHEHHS.

(uacts 4.2 BBeena @enepanbHbIM 3akoHOM OT 04.06.2018 N 140-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

5. OcHoBaHMEM ns OTKaza B IPOBEACHHUU OKCIEPTU3bl JIEKAPCTBEHHOIO CPEACTBA UL
BETEPUHAPHOTO0 TNPUMEHEHMS SBIIAETCS NPEICTABICHHE JOKYMEHTOB, YKa3aHHBIX B dacTax 1 u 3
HACTOSIIEH CTaThH, B HEMIOJIHOM 00bEMe M OTCYTCTBHE B IIPECTABICHHBIX JOKYMEHTaX JOCTATOYHBIX
CBEJCHMI, TOATBEP)KIAIOIIMX HEOOXOAMMOCTh BHECEHHMS HW3MEHEHUH, JMO0 HenpeacTaBleHue
3asBUTEJIEM B YCTAHOBJICHHBIM CPOK OTBETAa HA yKa3aHHbBIM B 4dacTh 4.1 HacTOsAIEH CTaTbU 3ampoc
YIOJIHOMOYEHHOTO (heiepabHOI0 OpraHa UCIOJHUTEIbHOM BIACTH.

(B pen. ®enepanbHoro 3akona ot 04.06.2018 N 140-D3)

6. DkcrepTu3a JICKapCTBEHHOTO CPEACTBA JUIsl BETEPUHAPHOTO MPUMEHEHHUS! B IIEJISIX BHECEHUS
U3MEHEHUH B JIOKYMEHTBI, COJEpP)KaIUeCs B PETrUCTPALMOHHOM JOChE Ha 3aperuCTPUPOBAHHBIN
HeKapCTBeHHBIﬁ npenapar 4 BETCPUHAPHOIO IMPUMCHCHMUS, OCYHICCTBIACTCA B  IIOPAIKE,
YCTAHOBJIEHHOM cTaTheil 24 HacTosmero denepaabHOro 3aKoHa.

6.1. B cpok, He nmpeBhIIarONui 1ecATH padodnx THEH CO JTHS MOJYYCHHS 3aKITI0UEHUS KOMUCCUU
9KCIIEPTOB MO pe3yibTaTaM YKa3aHHOW B YacTH 2 HACTOSINEH CTaThU SKCIEPTHU3bI, YIIOJIHOMOUYEHHBIN
(denepanbHBIA OPraH UCMIOTHUTEBHOM BIIACTH:

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

1) nDpuHMMaeT penieHHME O BHECEHMHM UW3MEHEHUH B JIOKyMEHTBHI, CcoOjAepXKalluecs B
PErMCTPAallMOHHOM JI0OCh€ Ha 3apErHMCTPUPOBAHHBIM JIEKAPCTBEHHBIM IpenapaTr i BETEPUHAPHOTO
IIPUMEHEHHUS, WM 00 0TKa3e BO BHECEHUU TaKUX U3MEHEHMUIA;

2) BHOCUT B TOCYIApPCTBEHHBIH pEECTp JEKapCTBEHHBIX CPEJCTB Ha OCHOBAaHMM PELICHUS O
BHECECHMM M3MEHEHMM B  JIOKYMEHTBI, COJEpXKalllMecs B  PETUCTPAllMOHHOM  JOChE  Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIA Mpenapar i BETEPUHAPHOTO NPUMEHEHUs, HEOOXOIUMbIE
W3MEHEHUS U BO3BPAILAET ATH JOKYMEHTHI 3asIBUTEIIO;

3) BBIIAET 3asABUTEIIO HOBOE PETHCTPAIIMOHHOE YJOCTOBEPEHHE JICKAPCTBEHHOTO Tpernapara s
BETEPHHAPHOTO MIPUMEHEHHS B ClTy4ae HEOOXOJMMOCTH U3MEHEHHS CBEACHUM, COePIKAIINXCS B HEM, C
COXpaHEHHEM HOMepa paHee BBIAAHHOTO PETHCTPAIMOHHOTO YAOCTOBEPEHHUS JIEKaPCTBEHHOTO
npernapara Juisi BETepUHApHOTO MTPUMEHEHHUS.

(n. 3 BBennen denepanibubiM 3akoHoM OT 02.08.2019 N 297-D3)
(uacts 6.1 BBeneHa ®@enepanbHbIM 3akoHOM OT 22.10.2014 N 313-D3)

6.2. B cnydae BHEeCEHHs U3MEHEHUHN B JJOKYMEHTBI, COJIEpPKAIIHNECS B PETHCTPALTMOHHOM JOChE Ha
3apErUCTPUPOBAHHBIA JICKAPCTBEHHBIM IIpenapar il BETECPUHAPHOIO IIPUMEHEHUs, B YacTH,
Kacaroliencss M3MEHEeHUus M (WIM) JIOTOJIHEHUs TPOU3BOACTBEHHON IUIOIAJKH JIEKApCTBEHHOTO
npernapara, Ipy MpeICTaBICHUH 3asBUTEIEM B COOTBETCTBUHU C ITyHKTOM 3 yacTH | HacTosIed craTbu
KOIIMM PELICHUS YHNOJHOMOYEHHOTO (hefiepalbHOrO0 OpraHa HCHOJIHHUTENBHOM BJIACTH O MPOBEACHUHU
MHCIIEKTUPOBAHMS IIPOU3BOAMTENS JIEKAPCTBEHHBIX CPENCTB CPOK, YKAa3aHHBIM B yacTu 6.1 Hacrosmien
CTaThH, IPUOCTAHABIIMBAETCS CO JIHS MOJYYEHHUs 3aKIIFOUCHHS] KOMUCCUN SKCIEPTOB 10 JHS MPHUHSITHS
YIOJIHOMOYEHHBIM (heZiepaibHbIM OpraHOM HCIIOJIHUTENBHON BIACTU PELIeHUs O BblJaue Wi 00 oTKasze
B BbIJJau€ 3aKJIFOYEHHS O COOTBETCTBMU MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUSAM MPABUI
Ha/IIeallel MpoU3BOJCTBEHHONW MPAKTUKU, HO HE O0Jiee 4eM Ha CTO BOCEMBECAT pabouMX JTHEH.
(uacts 6.2 BBeneHa PenepanbHbIM 3akoHOM OT 04.06.2018 N 140-D3)

7. OcHoBaHME€M Ul OTKa3a BO BHECEHHMM W3MEHEHHH B JOKYMEHTBI, COJEpiKalluecs B
PErUCTPAallMOHHOM JI0OCh€ Ha 3apErMCTPUPOBAHHBIM JIEKAPCTBEHHBIM IpenapaTr il BETEPUHAPHOTO
IIPUMEHEHHUS, B CIIy4asx, He TPeOYIOLUX IPOBEACHUS IKCIEPTU3bI JIEKAPCTBEHHOTO CPEICTBA, SIBIISIETCS

www.consultant.ru Crpanvua 73 n3 136
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=299421&date=13.12.2021&dst=100059&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=330696&date=13.12.2021&dst=100064&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=330696&date=13.12.2021&dst=100065&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=170097&date=13.12.2021&dst=100021&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=299421&date=13.12.2021&dst=100060&field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

NIPEJCTaBICHUE JOKYMEHTOB, YKa3aHHBIX B yacTAX 1 M 3 HacTosIed cTaThbH, B HEMOJHOM O00beMe WU
OTCYTCTBHUE B MPECTABICHHBIX JOKYMEHTaX CBEACHHUN, KOTOPbIE JOJKHBI OBITh B HUX OTPa’KEHBI, JTHO0
HENpEJICTaBICHUE 3asBUTEJIEM B YCTAHOBJICHHBIM CPOK OTBETa Ha yKa3aHHBIM B yacTu 4.1 Hacrosiuen
CTaThH 3aIPOC YIOTHOMOYEHHOTO (heiepaIbHOr0 OpraHa UCIIOJHUTENIFHOM BIACTH.

(uactp 7 B pen. ®enepanbroro 3akoHa ot 04.06.2018 N 140-D3)

7.1. OcHOBaHMEM M1 OTKa3a BO BHECEHUMM W3MEHEHMM B JOKYMEHTBI, COJEpKallvecs B
PETUCTPALIMOHHOM [IOChE HA 3apErHCTPUPOBAHHBIN JIEKAPCTBEHHBIM IpenapaTr Al BETEPUHAPHOIO
NPUMEHEHMS, B Cly4asX, TPeOYIOIUX MPOBEIACHUS HKCIEPTHU3bI JIEKAPCTBEHHOTO CPEJCTBA, SIBIISETCS
3aKIIIOYCHUE YIOJIHOMOYEHHOTO (e/lepaIbHOr0 OpraHa HWCIOJIHUTEIBHOW BIACTH O BO3MOXKHOCTH
CHUXKCHUA 6630HaCHOCTI/I, Ka4dyecCTBa, 3(1)(1)€KTI/IBHOCTI/I JICKApPCTBCHHOI'O Iperiapata BCJICACTBUC BHCCCHUA
W3MEHEHHH B  YyKa3aHHbIe JOKYMEHTBhI, OTKa3 YIOJHOMOYEHHOro (enepaqpHOr0O  OpraHa
UCIIOJIHUTEIIBHOM BJIACTH B BBINAYE 3aKIIOYECHHUS O COOTBETCTBUHM IPOU3BOIUTEINS JIEKApPCTBEHHBIX
CpeACTB TpeOOBaHUAM MpaBHJI HaJyIeXkKallleil MPON3BOACTBEHHON PAKTUKHU B Cllyyae U3MEHEHUs U (MJIH)
JOTIOJIHEHUSI INPOU3BOJCTBEHHOM IUIOINAJKHM JIEKAPCTBEHHOI'O IIpenapara, €ClId IPOU3BOJCTBO
JIEKAPCTBEHHOI'0 IIpenapara s BETEPUHAPHOIO IIPUMEHEHHMs OCYIIECTBISIETCS 3a IIpelaeiIaMu
Poccuiickoit @eneparnuu, Wik OTCYTCTBUE 3TOTO 3aKIOYEHUS.

(dactp 7.1 BBenena denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

8. Homyckaercsi oOpallieHue JIEKapCTBEHHBIX MpPErapaToB JJsi BETEPUHAPHOTO MPUMEHEHHUS [0
HCTEYEHHUS CPOKa TOAHOCTH, MPOU3BECHHBIX B TEUCHHUE CTA BOCBMHUAECATH THEH TOCTe AaThl MPUHSATHUS
YIOJTHOMOYEHHBIM (pe/lepabHBIM OPraHOM HCTIOJHUTEIBHOM BIACTH PEIICHUS O BHECEHHH W3MEHEHUN
B JIOKYMEHTBI, COJIepXkallfecss B PErUCTPALIMOHHOM JIOCh€ Ha JIEKAPCTBEHHBIM IMpemnapar, B
COOTBETCTBUU C UH(pOpMaIMel, coJepkameics B JAOKYMEHTaX pPEruCTPAllMOHHOTO JO0Che Ha
JIEKapCTBEHHBIN Mpenapar /10 AaThl IPUHATHS TAKOTO PEIICHHUS.

(dactp 8 B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratbsa 32. OTMeHa rocyaapCcTBEHHOW perucTpauuvm nekapcTtBeHHOro npenapara

Pemenne 06 oTMeHe rocy1apcTBEHHOW PErHCTpaliy JIEKAPCTBEHHOTO TpernapaTa U UCKIIIOYSHUN
JIEKapCTBEHHOTO Ipenapara M3 TOCYJapCTBEHHOTO PEECTpa JIEKaPCTBEHHBIX CPEACTB IPUHUMAETCS
YIOJIHOMOYEHHBIM (e/iepalibHBIM OPraHOM HCIIOJIHUTEIBHOM BJIACTH B CIIydae:

1) nmpencraBieHUsT  COOTBETCTBYIOIIMM  YIOJHOMOYEHHBIM  (eiepalibHbIM  OpraHOM
WCTIOJTHUTENIBHOM BJIACTH 3aKIIOYEHHS O PHUCKE WIM 00 yrpo3e 3J0pOBBIO, XKH3HH 4YEJIOBEKa MU
KHBOTHOTO TNPH NPUMEHEHUHU JIEKApCTBEHHOTO Mpernapara, MPEBBIIAIIUX ero 3(QQeKTUBHOCTD, IO
pe3ysbTaTaM OCYyIIECTBISEMOr0 UM MOHUTOPHUHTA 0€3011aCHOCTH JIEKapCTBEHHOTO Mpenapara;

2) mojaum Jep)KaTelieM WM BIAACNBbIIEM PETHCTPAIMOHHOTO YIAOCTOBEPEHHUS JIEKapCTBEHHOTO
rnpenapara WiId YIOJHOMOYECHHBIM MM JIPYTUM IOPUIMYECKAM JIMIIOM 3asBJICHHS 00 OTMEHE
rOCyAapCTBEHHOW PETUCTPALIMU JIEKAPCTBEHHOTO Mpenapara;

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

3) HENOATBEPKIAEHUS IOCYJapCTBEHHOM perucrpanuy JeKapCcTBEHHOIO IpernapaTa 110 UCTEUEHUN
CpOKa JIEUCTBUS PETUCTPALMOHHOTO YOCTOBEPEHNUS, BBIJAHHOTO Ha MSTh JIET;

4) HempencTaBieHMs 3asBUTeNeM HHGOpMalUMU, KOTOpas MOXET TIOBJedb 3a CcoOoM
HEOO0XO/MMOCTh BHECEHUs M3MEHEHMH B JJOKYMEHTBI, COJEprKalllMecsl B PEruCTPAlMOHHOM J0ChE Ha
3apEerUCTPUPOBAHHBIM JIEKAPCTBEHHBIM Ipemnapar, B TeueHHe TPUALATH padoyux JHeH co JHS
HACTYIIJIEHUS dTUX U3MEHEHMI;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

5) ocylecTBIEHUs] TOCYAAPCTBEHHOM PErucTpaliy JIEKapCTBEHHOI'O Mperapara MoJ TOProBbBIM
HAaMMEHOBAHMEM 3apETUCTPUPOBAHHOIO paHEee IOJ TUM TOPrOBBIM HAUMEHOBAaHUEM JIEKAPCTBEHHOI'O
Ipenapara, OTJINYaroIIEerocsi KaueCTBEHHBIM COCTaBOM JEHCTBYIOIMX BEILLECTB;

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

6) OCyIIECTBIICHHSI TOCYIaPCTBEHHOW PETUCTPAIIMH OJHOTO M TOTO K€ JIEKAPCTBEHHOTO Iperapara
B OTHOIICHWH OJHOTO W TOTO K€ JEpKaTellsl WM BIIAJeNblla PETUCTPAIIMOHHOTO YIOCTOBEPEHUS
JICKApCTBEHHOTO Tpernapata B BHJIE JBYX M 0oJiee JIGKAPCTBEHHBIX NPENapaToB IO Pa3IHYHBIMU
TOPTOBBIMU HAMMEHOBaHUSIMU;
(. 6 B pen. ®enepanbuoro 3akoHa ot 04.06.2018 N 140-D3)

7) BBIHECEHUS CYIOM peHOICHWS O HapyImIeHWH TMpaB MpaBooOiamaTesis  OOBEKTOB
HHTEJUIEKTyalIbHON COOCTBEHHOCTH MPH 00paIleHUH JTEKAPCTBEHHBIX CPE/ICTB;

8) OTCYTCTBHUSA JICKapCTBEHHOTO Tpernapara B oOpameHnn B Poccuiickoit deaepanuu B TEUCHUE
Tpex u Oolee JeT;
(n. 8 BBenen denepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

9) HEBBINOMHEHUSA Jep)KaTeleM WM  BIAJEIbLEM PETUCTPALMOHHOTO  yJAOCTOBEPEHUS
JIEKapCTBEHHOTO TIpenapara Ju00 YImOIHOMOUYEHHBIM UMH JPYTUM IOPUANYECKUM JIUIIOM MEPOIPHUSTUN
mo oOecneyeHuto Oe30MacHOCTH JIEKAPCTBEHHBIX MPENapaToB, YCTAHOBJICHHBIX YIOJIHOMOYEHHBIM
(dbenepalbHBIM OPraHOM HCIIOJHUTEIBHOW BJIACTH B COOTBETCTBHH C YacTsMu 3 U 4 crathu 64
HacTosiero denepanbHOro 3aK0OHa, B paMKaxX OCYIIECTBICHUS (hapMaKOHAI30Da;

(n. 9 BBenen denepanibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

10) oTka3za nep)karenass WM BIAAEIbLA PETUCTPALIMOHHOIO YIOCTOBEPEHMS JIEKAPCTBEHHOI'O
npemnapara Ju00 YIMOJHOMOYEHHOTO MMH JIPYTOro FOPUAWYECKOTO JIMIA OT BHECEHHsS M3MEHEHHWU B
WHCTPYKIIMIO TI0 TIPUMEHEHUIO JIEKAPCTBEHHOTO Iperapara, KacaroIluXCs HOBBIX ITOATBEPIKICHHBIX
JAHHBIX O TOM, YTO PUCK IIPUYUHEHUS Bpea 30POBBIO YEIOBEKA UJIM )KMBOTHOI'O BCIIEJCTBUE IpUeMa
JIEKapCTBEHHOTO Mpenapara npeBblaeT 3pGeKTUBHOCTb €0 IPUMEHEHUS.

(n. 10 BBenen PeaepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

Koncynsrantlntoc: npumedanue.
C 01.01.2023 ct. 32 nononusercsa m. 11 (@3 ot 27.12.2019 N 475-D3).

CraTtba 33. FlocyaapcTBEHHbIN peecTp NIeKapCTBEeHHbIX CpeacTB

1. T'ocynapcTBeHHBIH pEECTP JIEKAPCTBEHHBIX CPEJICTB COJAEPKUT IEPEUYEHb JIEKApCTBEHHBIX
MpenapaToB, MPOIISANINX TOCYAaPCTBEHHYIO PETUCTPAIUIO, ITepedeHb (hapMaleBTHUECKUX CYyOCTaHITNMI,
BXOIAIHNX B COCTAB JICKAPCTBCHHBIX IPCIIAPATOB, U CIICAYIOIIYHO I/IHq)OpMaI_II/IIOZ

1) B OTHOIIEHNH JIEKAPCTBEHHBIX IIPENAapaTOB:

a) HAaMMEHOBAaHUE JIEKAPCTBEHHOrO TMpernapata (MEXIyHapOJHOE HEMAaTeHTOBAHHOE, WIH
IPYyIIHPOBOYHOE, MM XUMHUYECKOE U TOPrOBOE HAUMEHOBAHMS);

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

0) nexkapcTBeHHas popma ¢ yKazaHHEM JO3MPOBKHU JIEKAPCTBEHHOTO MperapaTa U ero KOJIu4ecTBa
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

B OTPEOUTETBCKON YIIaKOBKE;

B) HAUMEHOBAHHUE JIEpKATEIIs WM BJIAJENbLIa PETUCTPALIMOHHOTO YAOCTOBEPEHNUS JIEKAPCTBEHHOT O
IpernapaTa 1 CBEJICHUS O PErHCTpalMM JIepKaTells WU BIAJeNblia PETUCTPALIMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOTI'O MpenapaTa AJisi MEJUIIMHCKOr0 MPUMEHEHUS B KaueCTBE HaJIOroIJIaTeNbIINKa B CTpaHe
peructpanuu (JUisi pPOCCUMCKUX FIOPUINYECKUX JIUI] - UACHTU(UKAIIMOHHBIA HOMEDP HAJIOTOIIaTENbIIUKA
(MHH), nns MHOCTpaHHBIX IOPUAUYECKHX JIMI - CTpaHa pPErucTpaluy, HaUMEHOBAaHUE
PETUCTPHUPYIOIIETO OpPTraHa, PETUCTPALIMOHHBIA HOMEP, KOJ HAJIOTOIUIATE IbIIUKA B CTPAHE PETUCTPAINH
(MHKOpHOpaLMK) WK €T0 aHAJIOT);

(nm. "B" B pen. @enepanpHoro 3akoHa ot 28.12.2017 N 425-D3)

I') HAMMEHOBAaHHE U aJpec MPOU3BOIUTENS JIEKAPCTBEHHOI'O IIperapara U CBEJICHUS O PErUCTpalun
MIPOM3BOJUTENS  JIEKAPCTBEHHOrO IMpermapaTa Juisi MEAMIMHCKOIO TPHUMEHEHHS B  KauecTBe
HQJIOroIyIaTeNbIlMKa B  CTpaHe perucrpauuu (i POCCHUHCKUX  IOPUAMYECKUX — JUI -
UACHTUGUKAIMOHHBI HOMep Hajoromatensimka (MHH), mis mHOCTpaHHBIX IOPHIMYECKHUX JIMIL -
CTpaHa pErucTpanyy, HAaUMEHOBAaHHE PETUCTPUPYIOIIETO0 OpraHa, PETUCTPALMOHHBIA HOMEp, KOJ
HaJIOTrOIIaTENbIIMKA B CTPAHE pErucTpaliy (MHKOPIIOPALMK) WK €r0 aHaJIor);

(nm. "r" B pen. @enepanbHoro 3akoxa ot 28.12.2017 N 425-03)

) (hapmakoTepaneBTUYECKas rpy1ma, KO JIEKapCTBEHHOT'O npernapara o
aHATOMO-TEparneBTHYECKO-XUMUYECKON Kilaccu(UKaluy, peKkoMeH10BaHHONH BeemupHoii opranu3zamueit
3/IpaBOOXpPaHEHUS;

(mm. "n" B pen. @eaepanbHOro 3akoxa ot 22.12.2014 N 429-03)
€) MOKa3aHMsl ¥ IPOTUBOMNOKA3aHUS K IPUMEHEHUIO JIEKapCTBEHHOTO Mpenapara;
) TOOOYHBIE IEHCTBHS JIEKAPCTBEHHOTO MIPETapara;
3) CPOK F'OJJTHOCTH JIEKApCTBEHHOT'O Npenapara;
1) YCJIOBHS XpaHEHHUs JIEKAPCTBEHHOTO IIpernapara;
K) YCJIOBUS OTITyCKa JIEKApCTBEHHOI'O IIpenapaTa;

J) HoMep (apmakoneidHONH CTaTbl MM B ClOy4dae €€ OTCYTCTBHSI HOMEp HOPMAaTHUBHOMU
JOKyMEHTAIMH 100 HOPMATUBHOTO TOKYMEHTA;

M) Jara TOCYJapCTBEHHOW PErucTpaluy JIEKAapCTBEHHOTO Mpemnapara U €ro PerucTparmoHHBIN
HOMEp, JlaTa 3aMEHbl PETUCTPAIMOHHOTO YJOCTOBEPEHHUS JIEKAPCTBEHHOIO IMpernapara Ha OeccpouHoe
pPErUCTPAallMOHHOE  YAOCTOBEPEHHE JIEKAPCTBEHHOrO IIpermapara, Jara [ojadyd  3asBICHUS O
MOATBEP)KICHUU TOCYJapCTBEHHOW pErucTpalMd JIEKapCTBEHHOTO TMpemapara, Jara OTMEHbI
roCyJJapCTBEHHOM pErucTpaliy JIEKapCTBEHHOTO Mpernapara;

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-D3)

H) KaueCTBEHHBIH COCTaB M KOJWYECTBEHHBIH COCTAaB JCHCTBYIOUIMX BEIIECTB W Kau€CTBEHHBIM
COCTaB BCIIOMOTaTEIbHBIX BEIIECTB JICKAPCTBEHHOTO Mpenapara;
(. "H" BBeneH deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

0) uHpopMalus 000 BceX pa3pelIeHHbIX BHIaX BTOPHUHOM (MOTPEOUTENHCKOI) YITAKOBKH;
(nm. "o" BBeneH DenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1) JaTa NPUHATHS PEHIeHUs O BO3MOXHOCTH pPAacCMaTpHUBaTh JICKApPCTBEHHBIN NpenapaTr Hpu
TOCYJapCTBEHHON perucrpalMd B KadecTBe OpQaHHOIO JIEKapCTBEHHOro mpemapara  (ams
JIEKapCTBEHHBIX MIPENAPATOB JUIsl MEIULIMHCKOTO IPUMEHEHUS);

(nn. "n" BBeneH denepanbHbIM 3akoHOM OT 22.12.2014 N 429-@3; B pen. denepanbHoro 3akoHa oT
27.12.2019 N 475-®3)

p) HaJIM4YUE JICKAPCTBCHHOI'O IIpf€riapaTta B HOEPCYHE XHU3HCHHO HCO6XOI[I/IMBIX U BaXHEHIINX
JICKApCTBCHHBIX IIPCIIapaTOB (,I[J'ISI JICKAPCTBCHHBIX MpE€IIapaToB AJIs1I MCAUTTUHCKOI'O HpI/IMeHeHI/IH);
n.n

(mm. "p" BBenmen denepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03; B pen. PeaepanbHOro 3aKoHa OT
27.12.2019 N 475-03)

C) HaJIMYWe B JICKAPCTBEHHOM IperapaTe HApKOTUUECKUX CPEICTB, MCUXOTPOIMHBIX BEIIECTB U MX
MPEKYypCOpOB, MOUIeKAIIMX KOHTpoio B  Poccuiickoit  ®Penepauuu, B  COOTBETCTBUM  C
3aKoHOJaTeNbCcTBOM  Poccuiickoit  ®Denepanuu, MEXKIyHApOAHBIMU  JoroBopamu  Poccuiickoi
®epnepaunn, B TOM uncie EnnHON KOHBEHIMEH 0 HapkoTHueckux cpeactBax 1961 roga u Konpenmmei
0 MCUXOTPONHBIX BemecTBax 1971 roxa;

(nm. "c¢" BBenen deaepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

T) WHpOpMAIUS O TOM, SBISICTCS JIM JAaHHBIM JIGKAPCTBEHHBIM TMpemapat pedepeHTHBIM
JIEKapCTBCHHBIM TIPEIIapaToM;
(mm. "1" BBeneH denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

y) CBEIEHMsS O IoJlaue 3asBJICHUs O BHECEHHMHM HM3MEHEHUH B JOKYMEHTBI, COAEpKalluecs B
PETUCTPALIMOHHOM JI0ChE Ha JIEKapCTBEHHBIN ITpenapar;
(nm. "y" BBeneH PenepanbHbIM 3akoHOM 0T 22.12.2014 N 429-D3)

¢) yrpatun cuny ¢ 1 mapta 2020 rona. - @enepanbHblil 3akoH oT 27.12.2019 N 475-D3;

X) CPOK BBEJICHUS JIEKAPCTBEHHOI'O Ipernapara B rpaKaaHCKHU 060poT;
(. "x" BBeaeH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

2) B OTHOIIEHUHU (hapMaIleBTHUECKUX CYOCTaHIIMA:

a) HauMEeHOBaHHME (papMaleBTHUECKON cyOcTaHIMM (MEXIYHAapOJHOE HENaTeHTOBAHHOE, WIIU
IpyNIMPOBOYHOE, HIIM XUMHUYECKOE M TOPrOBOE HAUMEHOBAHMSA);
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

0) HaMMEeHOBaHUE U aJipec MPOU3BOAUTEINS (papMaleBTHUECKON CyOCTaHIINH;

B) CPOK TOAHOCTH (papMaIrieBTUIECKON CyOCTaHITNY;

I') YCIOBUS XpaHEeHUs (papMalleBTUYECKON CyOCTaHIINM;

) HoMmep (apMakoneidHONW CTaTbl WM B ClIy4ae €€ OTCYTCTBHSL HOMEp HOPMAaTHUBHOMU
JOKYMEHTAIH 00 HOPMATUBHOTO TOKYMEHTA;

€) Hajmu4ure (apMareBTUYECKON CyOCTaHIIMU B IIEPEUYHE HAPKOTHYECKUX CPEICTB, MICUXOTPOITHBIX
BEIIECTB U HUX MPEKYpPCOPOB, MOMJICKAIMX KOHTpoJtO B Poccuiickoin ®denepannv, B COOTBETCTBUU C
3aKoHOJaTenbCcTBOM  Poccuiickoit  ®denepanu, MEXKIyHApOAHBIMU  JoroBopamu  Poccuiickoi
®epnepaunn, B TOM uncie EnnHoON KOHBeHIMEN 0 HapkoTHUeckux cpeactBax 1961 roga u Konpenmmei
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

0 MCUXOTPOIHBIX BemecTBax 1971 roga.
(. "e" BBeneH DenepanabHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

2. @apmaneBTUUecKas cyOcTaHIUs, [IPOU3BEACHHAs ISl peajl3allii, MOXET OBITh BKJIIOYEHA B
TOCYJApPCTBEHHBII pPEecTp JIEKAPCTBEHHBIX CPEACTB HAa OCHOBAaHHMU 3asBICHHS pa3pabOTUYHKa WU
MIPOU3BOJUTENS JIEKAPCTBEHHOI'O CPEJACTBA JIMOO YHNOJHOMOYEHHOIO UMH IOPHIMYECKOro Jula MNpu
YCIIOBUU TPOBEICHUS B OTHOLICHHHM TakoW (apMaleBTUYECKOW CyOCTaHLMU SKCIEPTH3bl KauyecTBa
(dapmaiieBTHUECKON CyOCTaHIIMU B MOPSAIKE, YCTAaHOBIEHHOM cTaTheil 34 Hacrosimero denepanrbHOTO
3akoHa. B oTHomeHun (apmaneBTHUECKUX CyOCTaHIMN, NPOM3BEACHHBIX Ul pealn3aluy, B
rOCYJJapCTBEHHOM peecTpe JEKapCTBEHHBIX CPEACTB COACPKHUTCS CIEAYIOIas HHPOpMAaLUs:

1) HamMeHoBaHWE (apMaIeBTUYECKONH CyOCTaHIMH (MEXIyHapOJHOE HEMaTeHTOBAHHOE, WU
IPYNIHPOBOYHOE, WM XUMHUYECKOE U TOPrOBO€ HAUMEHOBAHMS);

2) HauMEHOBaHMeE, aJipec MPOU3BOAUTENS (papMalleBTUYECKON CyOCTaHIIUM, a TAKXKe B OTHOLICHUU
JIEKapCTBEHHBIX CPEACTB AJIS MEOULMHCKOTO NPUMEHEHUS CBEACHHUS O PETUCTPALUU MPOU3BOIUTEIS
¢dapMarieBTHUECKOW CyOCTaHIIMM B KAuyeCTBE HAJIOTOMJaTesbIlMKa B CTpaHe perucTpanuu (Juis
POCCUICKHX FOPUAMYECKUX JIMI - HICHTH(UKAUMOHHBIA HoMep Hamoromiarensimuka (MHH), mns
MHOCTPAHHBIX IOPUIUYECKUX JIMIl - CTpaHa PETUCTpAlU{, HAUMEHOBAHHE PErMCTPHUPYIOLIErO OpraHa,
PErucTpallMOHHBIA HOMEP, KOJ| HAJIOTOIUIATENbIIMKA B CTpaHE PErucTpaluru (MHKOPIIOpAlMu) WIA €ro
aHajor);

(m. 2 B pen. @enepanbHoro 3akona ot 28.12.2017 N 425-03)

3) cpok rogHOCTH (hapMaleBTUYECKON CyOCTaHINY;
4) ycioBus XpaHeHUs papMareBTUIECKON CyOCTaHINY;

5) Homep (¢apmakomeiHOW cTaThu MO0 B CiIy4ae €€ OTCYTCTBHS HOMEpP HOPMaTHBHOMN
JAOKYMCHTAIIMKU UJIW HOPMATHUBHOT'O TOKYMCHTA,

6) Hanuuue papMaleBTUUECKONW CyOCTAaHIIMM B N€pEYHE HAPKOTHUYECKUX CPE/ICTB, ICUXOTPOIHBIX
BELIECTB M UX MPEKYPCOPOB, MOJIEKAIINX KOHTpoato B Poccuiickoit denepannn, B COOTBETCTBUH C
3akoHomarenscTBOM  Poccuiickoit  Penepauuu, MeEXAyHapOAHBIMM  JorosopaMu  Poccuiickoit
®enepanyy, B ToM yucie EquHoN KOHBEHIIMEN O HapKOTHUECKUX cpenctBax 1961 roxa u Konpennuei
0 MCUXOTPOIHKIX BemecTBax 1971 roxa;

7) nata BKJIIOUEHUs (papMaleBTUYECKOW CyOCTaHIIMU B FOCYAAPCTBEHHBINA pEecTp JIEKAPCTBEHHBIX
CPEZCTB, JlaTa BHECEHUSI U3MEHEHHUH B TOKYMEHTHI (papMalleBTUUECKON CyOCTaHIMH, 1aTa UCKIIOUCHHS
(bapMareBTHUECKON CyOCTaHIIMH U3 TOCYJapCTBEHHOT'O peecTpa JeKapCTBEHHbBIX CPECTB.

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

3. Hopsiok BeaeHUs TOCYAAPCTBEHHOTO PEECTpa JEKAPCTBEHHBIX CPEACTB JJISI MEAUIIMHCKOTO
MPUMEHEHUS W [OPSAIOK BEIACHUS TOCYJapCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO TPUMEHEHHS YTBEPXKIAIOTCS COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM (eaepaabHbIM
OpraHOM HCHOJIHUTEIbHON BIACTH.

Cratba 34. BkniouveHue B rocyfapCTBEeHHbIM peecTp JieKapCTBEHHbIX CpeacTB U
UCKITIOYeHune u3 rocynapcTtBeHHOro peecTpa NeKapCTBEHHbIX cpencTs
chapmaueBTUYECKON CyOCTaHLMKN, NPOU3BEASHHON ANA peanu3auumn
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1. Hnsa BritoueHHs (apManeBTUYECKOH CyOCTaHIMM, TPOU3BEACHHON A peanu3aluu, B
roCy/apCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEACTB, IPOBOAUTCS IKCIIEPTHU3A €€ KAUECTBA.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

2. DOkcmepTu3a KadecTBa YyKa3aHHOW B dacTtu | Hacrosmied cratbu (papmaneBTHUECKON
CyOCTaHIIMM, COCTABJICHHE KOMUCCUEN 3KCIEPTOB 3aKIIOUCHHUN 10 pe3yJIbTaTaM 3TON 3KCIEPTU3bl U UX
HanpaBjeHUE B YIOJHOMOUYEHHBIN (hefiepanbHblii OpraH MCHOJIHUTENBHOM BIACTH OCYIIECTBIISIOTCS B
CPOK, HE MPEBBIAOIINNA IECTUACCATH pabounX JHEH CO JHS MOMYYCHHS SKCHEPTHBIM yUpexkIeHUEM
COOTBETCTBYIOLIETO 3aJaHUsl YMOJIHOMOYEHHOTO (elepaJbHOro OpraHa HWCHOJIHUTEIBHOW BIIACTH H
CJIEIYIOIIUX JOKYMEHTOB (CBEICHUI):

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 478-03)

1) cBeneHHs O JaTe MPEJOCTABJICHUS W PETUCTPAIMOHHOM HOMEpE JUIICH3MU Ha TPOHM3BOJICTBO
JICKQpPCTBEHHBIX CPEICTB WJIM CBEACHUS O JarTe NPEJOCTAaBICHHS KM PErHCTPAlMOHHOM HOMEpe
3aKJIIOUEHUsT O COOTBETCTBUHM TPOM3BOAMUTENS JICKAPCTBEHHBIX CPEICTB TPeOOBAaHUSM IPABHI
HaJJIeXkKalleld TMPOU3BOJICTBEHHOW TPAKTHKH, BBIJAHHBIX (TIPEJOCTABICHHBIX) YIIOJIHOMOYEHHBIM
(benepaTbHBIM OPraHOM HCTIOJIHUTENFHOW BIJIACTH, B CIIydYae, €CIIM IMPOW3BOJCTBO JIEKAPCTBEHHOTO
cpeacTBa ocyuiecTBisieTcs: B Pocculickoit @enepanuu;

(B pen. Deaepanbubix 3akoHOB 0T 04.06.2018 N _140-P3, o1 27.12.2019 N 478-D3)

2) Komusi JOKYMEHTa, BBIIAHHOTO YIOJHOMOYEHHBIM OpPIaHOM CTpaHbl IPOU3BOAUTEIS
JIEKapCTBEHHOT'O CPE/ICTBA U MOATBEPIKIAIONIETO pa3pelieHHe MPOU3BO/ICTBA JIEKAPCTBEHHOI'O CPEJICTBA,
U €ro MepeBoj Ha PYCCKHM S3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM IOPSJIKE, 8 TAKXKE KOMHS 3aKIFOUCHUS
O COOTBCTCTBUU MPOU3ZBOAUTECIIA JICKAPCTBCHHLIX CPEACTB TpC6OBaHI/I$IM IIpaBHJI Hazmexcameﬁ
HpOH3BOlICTBGHHOI>i IMPAKTUKH, BBIAAHHOT'O YIIOJTHOMOYCHHBIM q)ellepaJ'H)HBIM OopraHom UCIIOTHUTETbHOHN
BJIACTH, JUOO KOMHUS PELICHUs YIOJHOMOUYEHHOIo (elepajbHOrO OpraHa HMCIOJHHUTEIbHON BIIACTH O
NIPOBEICHUU HMHCIIEKTUPOBAHMS IPOU3BOAUTEINS JIEKAPCTBEHHOTO CPEACTBA. YKa3aHHbIE JOKYMEHTHI
NPEJCTABISAIOTCS B Cllyyae, €CJIM IPOU3BOJACTBO JIEKAPCTBEHHOTO CPEJCTBA OCYIIECTBISETCS 3a
npeaenamu Poccuniickoit denepanuu;

(. 2 B pen. @exnepanbHoro 3akoHa ot 04.06.2018 N 140-03)

3) TOKYMEHT, COJEPKAIIUN CISAYIOMNE CBEICHHS O (DapMaIleBTHUIECKON CyOCTaHITUH:
a) HauMeHOBaHue (papMaleBTUUYECKON CyOCTaHINH, ee CTPYKTypa, 00IlIre CBOICTBA;
0) HaMMEHOBaHUE U a/IpEC MMPOU3BOAUTENS;

B) TE€XHOJIOTHsSI POM3BOJICTBA C ONMKUCAHUEM CTAaJUN MPOU3BOJCTBA U METOJOB KOHTPOJSL Ha BCEX
CTaJusAX MMPOU3BOJCTBA;

T') ONMCaHKUE Pa3pabOTKHU Mpoliecca MPOU3BOJICTBA;

J1) OIHCaHUE KOHTPOJS KPUTHUUECKHX CTaJUl Ipolecca NPOU3BOACTBA M IMPOMEKYTOUHOU
POy KK,

€) IOKyMEHTaJbHOe MOITBEPKIeHUE (BaTUAAIINS) IPOIECCOB U (MIIM) UX OLICHKA,

7K) CBOIMCTBA U CTPYKTypa JEHCTBYIOIINX BEIIECTB;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

3) XapaKTepUCTUKA IpUMeECei;
u) cnenudukanys Ha papManeBTHUECKYI0 CyOCTaHIIMIO U ee 000CHOBaHHE;

K) aHAJIUTHYECKUE METOJUKH, UCIOJIb3yeMble TPU OCYIIECTBICHUM KOHTPOJs KayecTBa
(hapmareBTHIECKON CyOCTaHIINN;

J) TOKYMEHTAJIbHOE TOATBEPKICHNE (BamuaaIus) aHATUTHIECKUX METOJIUK, UCTIONB3YEMbIX TPH
OCYIIECTBIICHUM KOHTPOJIS KauecTBa (papMaeBTUUECKON CyOCTaHIINH;

M) pe3yJbTaThl aHAJIM3a cepuil papmaneBTHUECKOM cyOCcTaHIINY;

H) NepCUYCHL CTAaHAAPTHBIX o6pa3u0B Wi BCHICCTB, MUCIIOJIB3YCMbIX IIPU OCYIICCTBIICHUU
KOHTPOJIA Ka4€CTBaA,

0) ONMMCAHNE XAPAKTEPUCTUK U CBOIMCTB YIIAKOBOYHBIX MAaTEPHUAJIOB U YKYIIOPOUHBIX CPE/ICTB;
1) JaHHBIE O CTA0MJIBHOCTH (papManieBTHUECKON CyOCTaHIINH;
P) CPOK T'OJIHOCTH;

4) MOKyMEHT, COIEpKallluii CBEACHUS O PETUCTPALMU MPOU3BOIUTENS JEKAPCTBEHHBIX CPENICTB
JUISL MEAMIIMHCKOTO MPUMEHEHHS B KayeCTBE HAJOrOIUIATENbIIMKA B CTPaHE perucTpauuu (s
POCCUICKHX FOPUAMYECKUX JIMI - HICHTH(UKAUMOHHBIA HoMep Hanoromiarensimuka (MHH), mns
WHOCTPAHHBIX IOPUIUYECKUX JIMI[ - CTpaHa PETUCTpaIlii, HAUMEHOBAHUE PETHCTPUPYIOIIETO OpraHa,
PErUCTPAIIMOHHBIN HOMED, KOJ HAJIOTOIIATENIBIINKA B CTPAHE PETUCTpalK (MHKOPIIOPAIUN) WK €TO
aHajor).
(. 4 BBenen DenepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)
(dacts 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3 (pex. 13.07.2015))

3. [ns npoBeneHHs] SKCHEPTU3bl KayecTBa YyKa3aHHOM B dYacTu | Hacrosed CTaTbu
(dapmareBTHUECKON CyOCTaHIMK 3asBHTEIh MPEICTABISICT B YIOJTHOMOYCHHBIN (efepatbHBId OpraH
HUCIIOJIHUTEHLHOM BJIACTH:

1) 3asBieHHEe O BKIIOUYEHHHM B TOCYJapCTBEHHBIH peecTp JICKapCTBEHHBIX CPEJCTB JaHHOU
(hapmaleBTHUECKOI CyOCTaHIINY;

2) xonusl JOKYMEHTA, NMOATBEP)KJAIOLIET0 YIUIaTy IOCYJapCTBEHHON MONUIMHBI 32 BKIIOYEHHE B
TOCYJJapCTBEHHBIN pPeecTp JEKapCTBEHHBIX CPEACTB (papMalleBTUYECKON CyOCTaHIMU, MPOU3BEICHHON
JUIS  peanm3aliy, JM00 10 COOCTBEHHOW WHHIIMATHBE YKa3aHHBIA JOKYMEHT. B cioydae ero
HENpPEeJICTaBICHNUS 3asBUTENIEM YIIOJHOMOYEHHBIH (peiepalibHbIil OpraH MCIOJHUTENbHON BIIACTU
npoBepsieT (hakT ymiaThl TOCYJapCTBEHHON MOILIMHBI 3asSBUTENIEM C UCIOJb30BaHUEM HH(OpMaIu 00
yIlaTe TOCyIapCTBEHHOMN MOIUIHHBI, cofepkalieiics B ['ocymapcTBeHHON HHGOPMAITMOHHON CUCTEME O
rOCyJJapCTBEHHBIX U MYHUIIMMNAJIBHBIX IJIaTEXaX, HA OCHOBAHWUM IPEACTABICHHOW 3asiBUTEIEM KOMHHU
JOKYMEHTA, MIOATBEPKAAIOLIETO YIUIATy TOCYNapCTBEHHOM IOIINHBI;

(n. 2 B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

3) IOKyMEHTBI, yKa3aHHBIC B YaCTH 2 HACTOSAIIEH CTaThH;
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

4) zasdBIeHME O BblJaue paspelieHuss Ha BBO3 B Poccuiickyro ®enepannio KOHKpETHON MapTUH
HE3apErUCTPUPOBAHHOIO JIEKAPCTBEHHOTO CPEACTBA, NMPEAHA3HAYEHHOIO Ul NMPOBEACHUS YyKa3aHHOMU
9KCIEPTU3BIL.

(. 4 BBeneH ®enepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

3.1. B ciy4yae HenmpeacTaBlIEHHs C 3asBJICHHMEM O BKIIOYEHMH B TOCYIJapCTBEHHBIM peecTp
JIEKapCTBEHHBIX CPeACTB (hapMalleBTUUECKON CyOCTaHLMU JOKYMEHTOB, MOJTBEPKIAIOUINX YILIATy
rOCy/IapCTBEHHOW TOLUIMHBI M YKa3aHHBIX B MyHKTE 2 YacTW 3 HACTOAIIEH CTaThu, a Takke
BBIIABACMbIX (MIPEIOCTABISIEMbBIX) YIOTHOMOYEHHBIMHU (eAepaTbHBIMU OpraHAMH HCIIOJHUTEIHHON
BJIACTU JIOKYMEHTOB (CBEACHMII), YKa3aHHBIX B NyHKTax | M 2 4Yactu 2 HACTOSIIEH CTaThH,
YIOJTHOMOYEHHBIN (pe/iepanbHbIi OpraH UCTIOHUTEILHOW BIIACTH 3alpalluBaeT YKa3aHHBIC TOKYMEHTHI
(cBeneHusT) B IOPSIKE MEXBEIOMCTBEHHOTO HH()OPMAITMOHHOTO B3aUMOICHCTBHUS.

(dactp 3.1 BBegeHa denepanbHbIM 3ak0HOM 0T 27.12.2019 N 478-D3)

4. B TeueHue naecATH pabouux JHEH cO JIHSA NPUHATHS 3asBJICHUS O BKJIIOUYEHUHU YKa3aHHOW B
gyacth | Hacrosimiedl cratbum  (hapMaleBTHUECKOW CyOCTaHIIMM B TOCYAApCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEJICTB U JOKYMEHTOB, IIEPEUMCIEHHBIX B 4acTU | M myHKTEe 2 4yacTu 3 HacToslleH
CTaThH, YIOJIHOMOYCHHBIN (hefepabHbIli OpTraH UCIIOTHUTEIHHON BIIACTH:

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

1) mpoBOIUT MPOBEPKY MOJHOTHI M JIOCTOBEPHOCTH JAHHBIX, COAEPIKAIIMXCS B IPEACTABICHHBIX
3asBUTEJIEM JIOKYMEHTAX;
(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

2) NpUHUMAET PEIICHHE O HANpPaBJICHUM B SKCIEPTHOE YUPEKIACHUE 3aJaHUs HA IPOBEICHUE
IKCIIEPTH3BI KAUECTBA YKa3aHHOM B 4acTH | HACTOSIIEH cTaThu (papMarieBTUIeCKON CyOCTaHINH W 00
OTKa3€ B TAKOM HaIPABJICHUU;

3) yBEeIOMIISIET B 3JIEKTPOHHOW WJIM MMCHMEHHOU (hopMe 3assBUTENSI O MPUHATOM PEIICHUN WU B
clly4ae OTKa3a ¢ yKazaHHeM MPUYHUH TaKOTO OTKa3a.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4.1. B cnyuyae BBISABIEHHUS HEJOCTOBEPHOCTH CBEACHMH, COJAEPXKALIUXCA B IPEICTABIECHHBIX
3asBHUTENIEM MaTepHaiaX, yIIOJHOMOYEHHBIN (hefepalbHbIid OpraH UCIIOTHUTEIBHOMN BIIACTH HAIIPABIISET
3asBUTENIO 3ampoc 00 YTOYHEHMHM YKa3aHHBIX CBeJeHHMH. [laHHBIN 3ampoc MOXKeT OBITh mepenaH
YIOJIHOMOYEHHOMY MPEACTABUTENI0 3aSBUTENS JINYHO IO PACIHCKY, HAIIPABJIEH IO NOYTE 3aKA3HBIM
MUCHEMOM WJIM TIepeliaH B 3JEKTPOHHOU (hopMe MO TEIeKOMMYHHUKAIMOHHBIM KaHallaM CBsi3U. B ciydae
HaIlpaBJICHUs [AHHOI'O 3alpoca II0 II0YTe 3aKa3HbIM IMCbMOM OH CUMTACTCS IIOJYyYEHHBIM II0
HCTEYEHUU 1IECTH JTHEH C JaThbl HAIIPABJICHUS 3aKa3HOIO IMChMa.

(uactsp 4.1 BBeneHa ®PenepanbHbIM 3akoHOM OT 25.11.2013 N 317-D3)

4.2. 3agBuTenp 00s13aH MPEICTABUTHh OTBET Ha 3aIlpPOC YIMOJHOMOUYEHHOTO (eAepaTbHOTO OpraHa
WCIIOJIHUTENILHOM BIIACTH B CPOK, HE MPEBBIIAIONIMN JIEBIHOCTa PabOYMX JHEH co AHS MOTyYeHUs
naHHoro 3ampoca. Cpok, yKa3aHHbIA B 4acTH 4 HacTOsUIEH CTaTbU, NMPUOCTAHABIMBAETCA CO JHS
HaMpaBIICHUs 3asSBUTENIO 3allpoca YIOIHOMOYEHHOTO (pelepalbHOTO OpraHa MCTOIHUTEIHHOU BIACTH
JI0 JHSA TOJIyYEHHUs] MM OTBETa Ha JAHHBIA 3alpoC M HE YYUTHIBAECTCS IMPHU HMCUYUCIECHHUH CPOKa
JKCIIePTH3Bl KadecTBa (apMarieBTHUECKOH CyOCTaHIIMHM, HEHCIIOJIB3YeMO TIpH IMPOU3BOJICTBE
JIEKapCTBEHHBIX MPENAPATOB.

(dactp 4.2 BBeaeHa denepanbHbiM 3akoHOM OT 25.11.2013 N 317-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

5. OcHOBaHMEM [JIs OTKa3a B HAIIPABICHMH B DKCIEPTHOE YUYPEXKACHHUE 3alaHus Ha IIPOBEIICHUE
HKCHEepPTH3bl KauyecTBAa YKa3aHHOW B uyacTu | HacTosmed craThM (papmaneBTHUECKOH cyOcTaHIUU
SIBJIIETCS HEIPE/CTaBICHUE JIOKyMEHTOB, YKa3aHHbIX B YacTU 2 HACTOSIIEW CTaTbU, OTCYTCTBHE
uHpOpMaNKK, TOATBEPXKIAOMEH (aKT ymiaTel TOCYZAPCTBEHHOW MHONUIMHBI 33 BKIIOYCHUE
(dapmaiieBTHUECKON CyOCTaHIIMM, NPOU3BEACHHOM [UIsl peaju3alid, B TOCYAapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEICTB, HENPEACTABICHUE 3asIBUTEIIEM B YCTAHOBIECHHBI CPOK OTBETA HA yKa3aHHBIN
B yacTu 4.1 HacToslIed CTaThU 3arpoc YMOJIHOMOYEHHOro (elepaJbHOro OpraHa HMCIOJHUTEIbHON
BJIACTU WJIM TIPEJICTaBIIEHUE JIOKYMEHTOB, HE COJEpXKAIUX MCUEPIBIBAIOIIECTO MEPEUHsI HEOOXOIUMBIX
CBEICHUM.

(uactp 5 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B Teuenwe mnATHamuaTH paboOYMX JHEH CO JHS MOJYUYEHHUS DEIICHUS YIMOJIHOMOYEHHOTO
(henepalbHOTO OpraHa UCIOJIHUTEILHON BJIACTH O HAINPABJIEHUU B DKCIIEPTHOE YUPESKICHHUE 3aJaHUs HA
MPOBEJICHUE SKCIEPTU3bl KauecTBa yKa3aHHOW B yacTu | Hacrosimed cTaThl (papmaneBTHYECKON
CyOCTaHIIMH 3asBUTEIH MPECTABISIET B AKCIIEPTHOE YUPEKICHUE JJIsl POBEACHUS TaHHOM SKCTIEPTU3HI
o0Opa3iel  (hapMareBTHUECKOH CyOCTaHIIMM B KOJIWYECTBE, HEOOXOJUMOM Ui BOCIPOU3BEICHUS
METOJIOB KOHTPOJIS KauecTBa. DKCIIEPTHOE YUPEIKICHHE MIPH TMOTYUSCHUH 00pa3IoB yKa3aHHOM B yacTu |
HAaCTOSIIEH CTaThi (hapMaIeBTUYECKON CyOCTAHIIMM BBIJIACT 3asIBUTEIIO JOKYMEHT, MOTBEPIKIAFOIIII
MOJIy4eHUE STUX O00pas3IloB, U B CPOK, HE MPEBBIIIAIOIIMN TpeX pabodyux JTHEH, yBEAOMIIICT B
JNEKTPOHHOW WM TMHCBMEHHOM ¢opmMe 00 3TOM yINOJHOMOYEHHBIH (QenepalbHblii  opraH
WCIIOJTHUTENIbHON BIIACTU. DTU CPOKHU HE BKIIIOUAIOTCS B CPOK MPOBEJICHUS JAHHOM SKCIIEPTU3BI.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-D3)

7. JIOKyMEHTBI, IOCTYIIUBILINE B KCIIEPTHOE YUPEKACHHUE JUIS MPOBEICHUS DKCIIEPTU3bI KAYECTBA
yKa3aHHOM B vacTu | Hacrosimed craThu (apMaleBTHUECKON CyOCTaHIMM, MOAJIekKAT BO3BpaTy B
YIOJIHOMOYEHHBIN (hefiepabHblii OpraH MCIOJHUTEIbHON BIACTH OJHOBPEMEHHO C 3aKIFOUEHUSIMH I10
pe3ysbTaTaM NpOBEICHHON SKCIIEPTU3HI.

8. B cpok, He MPEeBBIMAONINI MATH PabOUMX THEH CO JHS TMOJYYCHUS 3aKITIOUEHUS KOMHUCCHH
JKCIEPTOB IO pe3yJibTaTaM »3SKCHEPTU3bl KayecTBAa YyKa3aHHOM B dacTu 1 HacTosmie cratbu
(hapmareBTHYECKON CyOCTaHIINH, YIIOJIHOMOUYEHHBIN (hefiepaabHbId OpraH UCIIOHUTEIIBHON BIIACTH:

1) OCYHICCTBJIACT OLCHKY TaKOIr'o 3aKIIOYCHHA JIA ONMPCACIICHHUA €ro COOTBCTCTBHA 3aJaHUIO HaA
IIPOBCACHUC ,Z[aHHOﬁ SKCIICPTU3EI;

2) T[pUHMMAeT pelIeHWe O BKJIIOYEHUM YyKa3aHHOM B wyactu | Hacrosimed cTaTbu
(dapMarieBTHUECKON CyOCTaHLIMU B TOCYJApPCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEACTB WM pelieHre 00
OTKa3€ B TAKOM BKJIFOUEHUU;

3) BHOCHUT TNpH TPHUHSATUU PEIICHHUS O BKJIIOUYEHWM YKa3aHHOM B YacTH | HacTosIIEH CTaThu
(dapmarieBTHUECKO  CyOCTaHIIMM B TOCYJApCTBEHHBIM  PEeCTp  JICKAPCTBEHHBIX  CPEJICTB
MPEAYCMOTPEHHYIO YacThio 2 cratbu 33 Hacrosmiero @DenepadbHOro 3aKkoHa HHPOPMAIMIO |
YBEAOMIISIET 00 3TOM B 3JIEKTPOHHON WIJIM MMUCEMEHHOU (hopMe 3asiBUTEIIS.

(B pen. @eaepanbHbix 3aKOHOB 0T 22.12.2014 N 429-D3, o1 27.12.2019 N 462-D3)

9. OcHoBaHMeM [uIsl OTKa3a BO BKJIOUEHUM YKa3aHHOW B dYacTu | Hacrosmed craTbu
(dapManeBTHYECKOW CyOCTaHIIMM B TOCYAAPCTBEHHBI PEECTp JICKAPCTBEHHBIX CPEICTB SBISETCS
3aKJIIOYEHHE COOTBETCTBYIOILIETO YIIOJIHOMOYEHHOTO (hefiepajibHOr0 OpraHa MCHOJHUTENBHOM BIIACTH O
TOM, YTO Ka4ecTBO (hapMalleBTHUECKON CyOCTaHIIMU HE TIOATBEPKICHO MOTyUYeHHBIMH JaHHBIMU.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(uactp 9 BBenena PexnepanbHbM 3akoHOM OT 22.10.2014 N 313-03; B pen. denepanbHOro 3aKoHa OT
04.06.2018 N 140-®3)

10. He nmomyckaercst BKJIIOYEHHE B TOCYAAPCTBEHHBIM PEECTP JIEKAPCTBEHHBIX CPEJCTB OJHOMU
(dapmareBTHUECKON CyOCTaHINH, TIPOU3BEICHHON /ISl PEaJIM3allMd M BBIITYCKAGMON OJHHM M TEM Ke
MIPOM3BOIUTENIEM, B BUJE IBYX U O0JIee peecTPOBBIX 3aIUCEH.

(gactp 10 BBenena denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

11. BHecenne u3aMeHeHUH B JIOKYMEHTHI Ha (hapMaleBTHUECKYI0 CyOCTaHLMIO, NPOU3BEICHHYIO
JUI pealIi3allii U BKJIFOUEHHYIO B TOCYJIaPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEACTB, OCYLIECTBIIAETCS
B Mopsjake, ycraHoBieHHOM crtatbsiMu 30 m 31 Hacrosmero denepalpHOro 3akoHa, C YIJIATON
rOCyJapCTBEHHOM IOLUIMHBI, NPEIyCMOTPEHHOM 3akoHoAaTesnbcTBOM Poccuiicko ®Penepanuu o
Hajorax u coopax.
(dactp 11 BBenena denepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

12. omyckaeTcst oOpaiieHue GpapManeBTHYeCKX CyOCTaHIIUN, MPOU3BEACHHBIX TSl pealln3allii,
B TEUCHHE CTa BOCBMHJIECATH JTHEH 10 W MOCIe MPUHATHS YIMOJTHOMOUYEHHBIM (eIepalbHBIM OPraHOM
WCTIOJIHUTEIILHON BJIACTH PEIICHHWsS O BHECCHHHM HW3MEHEHHH B JOKYMEHTHI Ha (apMaleBTHUECKYIO
cyOCTaHIIMIO, TPOW3BEACHHYIO I pealn3alldid W BKIOYEHHYI0 B TOCYIapCTBEHHBIM peecTp
JIEKapCTBEHHBIX CPEJICTB.
(dactp 12 BBenena denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

13. Pemenune 00 UCKIIOYEHUM U3 TOCYJapCTBEHHOTO peecTpa JIEKApCTBEHHBIX CPEICTB
(bapMarieBTHUECKONW CyOCTaHIIMH, NMPOU3BEICHHON MM pealn3aluy, NPUHUMACTCS YHOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM HCIIOJIHUTENFHON BIIACTH B CIIyYae:

1) mpencraBieHHsT — COOTBETCTBYIOIIMM  YIOJTHOMOYEHHBIM  ()eIepalilbHBIM  OpraHOM
WCIIOJIHUTENIbHOM BJIACTH 3aKJIIOUEHUS] O PUCKE WM 00 yrpo3e >KU3HU WU 3/I0pOBbIO YeJlOBEKa JTMO0
YKUBOTHOT'O TIPY UCIIOJIb30BaHUU JIEKAPCTBEHHOTO CPENICTBA;

2) mogauu pa3pabOTUMKOM JIEKAPCTBEHHOTO CPEICTBAa WM MPOU3BOAHUTENEM JIEKaPCTBEHHOTO
cpeacTBa MO0 YHNOTHOMOYEHHBIM UMHU JIPYTHM IOPUAMYECKAM JTUIIOM 3asBICHUS 00 MCKIIOYCHUU W3
rOCy/IapCTBEHHOI'O peecTpa JEKapCTBEHHBIX CPEICTB (papMareBTUIECKON CyOCTaHIIMH, TIPOU3BEICHHON
JUIS pealin3aluu;

3) oTcyTcTBHS (hapMaleBTUUECKONW CyOCTaHITNH, IIPOU3BEACHHOM VISl pean3aiii, B OOpaIieHu B
Poccuiickoit deneparuu B TeUCHUE TpeX U Ooee JieT.
(uacts 13 BBegena deaepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

Cratba 35. Ytpatuna cuny ¢ 1 uwona 2015 ropa. - ®epepanbHbii 3aKOH OT
22.12.2014 N 429-93.

Cratba 36. OGxanoBaHue pelweHUs o060 OTKaze B BblAaye paspelleHuMs Ha
npoBeAeHMe KIIMHUYECKOro uccrnenoBaHUA FfleKapCTBEHHOro rnpenapara, peweHusi o6
OoTKasze B rocyAapCTBEHHOW perncrpauvu rieKkapCTBEHHOro npenapara, 3aknoyeHusi
KOMMCCUM IKCNEPTOB IKCMEPTHOro YUYpPEXAEHUA UNKU 3aKNOYEHUs1 coBeTa No 3TUKe

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

Pemrenne COOTBETCTBYIOILICTO YIIOJIHOMOYCHHOI'O (bez[epaanoro opraHa HCIIOJIHUTEILHOHN BIIACTH
00 oTKaze B BbIJIA4Y€ pa3pClICHUSA Ha MPOBCACHUC KIIMHUYCCKOIO HCCICAOBAHUA JICKAPCTBEHHOI'O
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" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

npernapara, peleHHe YKa3aHHOro (elepallbHOrO OpraHa MCIOJHHUTEIbHON BiIacT 00 OTKase B
rOCy/JapCTBEHHON PETUCTPALIMK JIEKAPCTBEHHOI'O IIpenapara, 3aKI4YeHHEe KOMHUCCUU JKCIEPTOB
9KCIIEPTHOTO YUPEXKJEHUS WIH 3aKJIIOUYEHUE COBETA 10 3TUKE MOXET OBbIThb 00KajJOBaHO B IOPSAIKE,
YCTaHOBJIEHHOM 3akoHojaTenbcTBOM Poccuiickoit denepaunu. 3akiroueHHE KOMUCCUM SKCIIEPTOB
OKCIICPTHOI'0 YUYPCKIACHUA O B3aMMO3aMCHACMOCTHU JICKAPCTBCHHBIX IIPEMapaToB JIA MEAUIMUHCKOTO
IIPUMEHEHU JINOO O TOM, YTO JICKapCTBEHHBIN Ipenapar Uil MEIULMHCKOTO IPUMEHEHHS HE SIBIISIETCS
B3aMMO3aMEHSAEMBbIM, MOXET ObITh 00XKaJOBAaHO Jep)KaTeleM WM BIAAEIbIEM PErUCTPALMOHHOTO
yJIOCTOBEpEHHs JISKapCTBEHHOT'O TpernapaTa B yIOJIHOMOYEHHBIN (eiepabHbli OpraH UCIIOTHUTEIbHON
BIIACTH, KOTOPBIN MPUBIEKAET K PACCMOTPEHHUIO YKA3aHHOH KaIOOBI MOBEAOMCTBEHHBIC €My Hay4YHbBIC
OpraHu3alMy M 00pa3oBaTeIbHBIE OPraHU3alMM BBICHIETO O00pa30BaHUS, OCYILECTBIIAIOLIME
NeSITeNbHOCTh B cdepe oOpalleHHs JIEKapCTBEHHBIX CPEACTB. 3aKIIOYEHHE KOMHCCHU SKCIEPTOB
9KCHEPTHOTO YUYpEXkAEHUs, O(QOPMIIEHHOE II0 HMTOraM MepecMOTpa O00KaJIOBAaHHOTO 3aKIHOYEHUS
9KCIEepPTa, MOXKET OBITh OCIOPEHO JepKaTeleM WU BIIAJENbLEM PEruCTPAalMOHHOTO YAO0CTOBEPEHUS
JICKapCTBEHHOTO Ipernapara JU0O0 YIOJIHOMOYEHHBIM MMM JIMIIOM B TMOPSAAKE, YCTaHOBICHHOM
3akoHOoJaTenbcTBOM Poccuiickoit ®eneparm. [Ipu 00kajqoBaHUM pPEUICHUS YHOIHOMOYEHHOTO
(benepanbHOrO OpraHa HCIOJHUTEIBHONW BIACTH, 3aKIIOUEHMS HJKCIEpPTa WIM KOMHUCCHU 3KCIIEPTOB
9KCHEPTHOTO YUPEKACHUS, 3aKIF0UEHUS COBETA M0 3TUKE JIepKATENb WU BIIaJelel] PErUCTPALlMOHHOTO
yIIOCTOBEpEHHsI JIEKAPCTBEHHOI'O IIpenapara JMO0O0 YNOJIHOMOYEHHOE MMH JIMLO BIpPaBe IPEICTaBUTh
pe3yabTaThl KCHEPTU3bl JIEKAPCTBEHHOIO Mpernapara, MPOTOKOJIbI MOJYyYEHHBIX aKKpeIUTOBAHHBIMHU
UCTBITATEIbHBIMU Ja00paTOPUAMU (LIEHTPAMH) PE3YIbTATOB UCCIICAOBAHMM, UCTIBITAHUH.

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

Cratba 37. WUHdopmauusa, cBA3aHHaA C oOcywecTBNeHWeM rocyaapcTBeHHOW
perucTtpaumm nekapcTBeHHbIX npenapaTtoB, WH(popmMauua O 3aperncTpupoBaHHbIX
nekapcTBeHHbIX fMpenaparax W JfleKapCTBEeHHbIX MpenapaTtax, WCKMIOYEHHbIX U3
rocyfapcTBeHHOro peecTpa fiekapCTBeHHbIX CpeaAcTB

1. CooTBeTcTBYIOUIMI yHOJHOMOYEHHBIM (enepanbHblii OpraH HCHOJHUTENIBHON BIIACTH
pasMmemaer Ha cBoeM odunuanTbHOM caite B cetu "MHTepHer" wuHGOpMAIMIO, CBS3aHHYIO C
OCYILECTBJIEHUEM TOCYJIapCTBEHHONW PErUCTPALMM JIEKAPCTBEHHBIX IIPENapaTroB, B TOM YHUCIE
MPOBEJICHUEM OKCIEPTU3bl JIEKAPCTBEHHBIX CPENCTB (BKJIIOYAs pE3yNbTaThl €€ TMPOBEACHHUS),
MHPOPMALIMIO O 3apEerMCTPUPOBAHHBIX JIGKAPCTBEHHBIX IpenapaTax M JIGKAPCTBEHHBIX IpenapaTax,
HCKJIIOYEHHBIX M3 IOCYJAapCTBEHHOI'O PEECTpPa JIEKAPCTBEHHBIX CPEICTB, HE IIO3JHEE 4YE€M 4Yepes3 ILITh
paboumnx aHEH cO AHS MOJTYYCHHUS YIOTHOMOYEHHBIM (eiepaibHBIM OpPraHOM HCIIOJTHHUTEIBHON BIACTH
COOTBETCTBYIOIIEH HHPOPMAIIUH.

(B pen. deaepanbHbiX 3aK0HOB 0T 22.12.2014 N 429-03, ot 02.08.2019 N 297-D3)

2. Cpoku W TOPSJIOK pa3MeIlleHus ykKa3aHHOW B vactu | Hacrosimed cTatbu WHGOpMaLUU
YCTaHABIMBAIOTCSA YIOJTHOMOUYEHHBIM (he/iepanbHbIM OpraHOM UCTIOTHUTENbHOUW BracTH. MHbopmanus,
yKa3aHHas B 9acTU | HACTOSIIEW CTAThH, SBISETCS OTKPBHITOW M OOIIEHOCTYITHOW M MPEIOCTABIISACTCS
3aMHTEPECOBAHHBIM JIMIIAaM B COOTBETCTBHUU C 3aKOHOAATENLCTBOM Poccuiickoit denepanuu.

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

Mnasa 7. KIIMHWYECKUE UCCNEOOBAHUA NIEKAPCTBEHHbIX
NPEMAPATOB AJ1A MEANLUWHCKOIO NPUMEHEHUA, OrOBOP
Ob UX NPOBEAEHUW, MPABA NMALUUEHTOB, YHYACTBYIOLLUUX
B 3TUX UCCINTIEAOBAHUAX

Cratba 38. KnuHunuyeckme wuccnegoBaHus JNIeKapCTBeHHbIX npenapatoB AnAd
MeaAULUUHCKOro npuMmeHeHus

www.consultant.ru CrpaHvua 84 n3 136
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=341762&date=13.12.2021&dst=100051&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=342016&date=13.12.2021&dst=100596&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=330696&date=13.12.2021&dst=100067&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=342016&date=13.12.2021&dst=100597&field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1. Knuandeckue uccneoBaHus JEKapCTBEHHBIX MPENaparoB il METUIIMHCKOTO MPUMEHEHUs, B
TOM YHCIIe MEXKIYHAPOIHBIC MHOTOLIGHTPOBEIC, MHOTOIICHTPOBBIE, TOCTPETHCTPAIIOHHBIC, TIPOBOJISATCS
B OJHOW WJIM HECKOJBKHX MEIUIMHCKHX OPTaHM3AIMIX B COOTBETCTBHU C MPABWIAMHU HajIeXkarien
KIIMHUYECKOW TTPAKTHKH, YTBEP)KICHHBIMH YIIOJTHOMOYCHHBIM (pe/IepaIbHBIM OPTaHOM HCIIOJTHATETHHON
BJIACTH, COOTBETCTBEHHO B CJICAYIONIUX IEIISIX:
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

1) ycraHoBieHHe O€30MACHOCTH JIEKAPCTBEHHBIX IMPENapaToB MAJs 3J0POBBIX JTOOPOBOIBIEB U
(W1M) MEepeHOCUMOCTH HX 3J0POBBIMU JOOPOBOJIBLIAMM, 32 HCKIIOUEHHEM TaKUX HCCIeAOBaHUI
JICKapCTBEHHBIX MPEMApaTOB, MPOU3BEICHHBIX 3a npeaenamu Poccuiickoit denepanuu;

2) no6op ONTUMAIBHBIX TO3UPOBOK JIEKAPCTBEHHOTO Mpernapara u Kypca JeueHus 1715 MalMeHTOB
C ONpE/EJICHHBIM 3a00JIEBaHUEM, ONTHUMAIBHBIX 103 M CXE€M BaKIMHALMKM MMMYHOOHOJOIMYECKUMHU
JIEKapCTBEHHBIMHU ITpenapaTaMu 310pOBBIX JOOPOBOJIBIIEB;

3) ycraHoBieHHE O€30IaCHOCTH JIEKApCTBEHHOro Ipemapara W ero 3((eKTuBHOCTH A
MAIMEHTOB c OIIpeIETICHHBIM 3a00JIeBaHUEM, npopUIAKTUIECKOM 3P PEKTUBHOCTH
MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MPETIapaToB I 3I0POBBIX JOOPOBOJIBIIEB;

4) wu3yueHHUE BO3MOKHOCTH pACHIMPEHUS TMOKa3aHWUM Ui MEIUIUHCKOTO NPUMEHEHUs U
BBISIBJIGHUSI PAaHEE HEU3BECTHBIX IOOOYHBIX JIEHCTBMH 3aperuCTpPUPOBAHHBIX  JIEKAPCTBEHHBIX
[penaparos.

2. B oTHOUEHHWHM BOCHPOM3BEJCHHBIX JIEKAPCTBEHHBIX NpPENapaTroB [Uisi MEAUIMHCKOIO
MPUMEHEHUS  TMPOBOASTCS  UCCIAEAOBaHUS  OMOPKBUBAJICHTHOCTH U (WJIM)  TEPaneBTHUYECKOM
SKBUBAJEHTHOCTH B IOPSIKE, YCTAHOBJICEHHOM YIOJHOMOYEHHBIM  (eIepaibHbIM  OpraHOM
HUCIOJIHUTEILHON BJIACTH.

3. OpFaHI/ISaHI/II-O IMPOBEACHUA KIMHHUYCCKHUX I/ICCJ'IC,Z[OBaHI/Iﬁ JICKAPCTBCHHOI'O IIpf€riapara I
MCOUITUHCKOI'O IPUMCEHCHUS BIIPABC OCYIICCTBIIATD:

1) pa3pa60TqI/H< JICKApCTBCHHOTO IIpCIiapaTa WK YIIOJITHOMOYCHHOC UM JIUI O,

2) o0Opa3oBaTeibHBIE OPTraHM3AlMK BBICHIETO OOpa30BaHUs, OPraHU3ALMH JIOMOJIHUTEIBHOIO
poecCHoHATLHOTO 00pa30BaHUS;
(. 2 B pea. ®exnepanbHoro 3akona ot 02.07.2013 N 185-03)

3) HayYHO-UCCIIEOBATENLCKUE OPTaHU3aIIH.

4. KinuHHuYecKHe HUCCeIOBAaHMs JIEKapCTBEHHOI'O Mpernapara il MEIULUHCKOrO MPUMEHEHUs
MPOBOJSATCS HA OCHOBAHHMM Pa3pEIICHUS HA MPOBEACHUE KIMHUYECKOTO UCCIEA0BAaHMS JIEKAPCTBEHHOIO
mpernapaTta, BBIJAHHOTO YIOJHOMOYCHHBIM (hefepadbHbIM OpPraHOM HCIIOJIHUTEIBHONW BIACTH.
YromHOMOYCHHBIH — (hefiepaibHBId  OpraH HWCIHOJHUTEIBHOM BJIACTH BENET PEeCTp BBIIAHHBIX
pa3pelieHuii Ha MPOBEACHUE KIMHUYECKUX HMCCIEAOBAHUM JICKAPCTBEHHOTO Mpenapara, COJepKalluii
yKa3aHue Ha UX LEJb WIH LIeJIU, B yCTAHOBIEHHOM 3TUM OPraHOM HOpPSJIKE.

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)

5. ¥Yrpatun cuny ¢ 1 utons 2015 roaa. - @exnepanbHblil 3akoH oT 22.12.2014 N 429-03.
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6. K opranuzanuu npoBeleHUs KIMHUYECKUX HCCIIEOBAHMM JIEKapCTBEHHOTO Ipernapara i
MEIULMHCKOTO TIPUMEHEHHUSI pa3pabOTYMKOM JIEKapCTBEHHOI'O TpenapaTa MOTYT IPHUBIEKATHCS
IOPUIMYECKHE JIMIA JII0OOH OpraHU3allMOHHO-TIPAaBOBOM (OPMBI TIPU  YCIOBHUH  OOecreueHus
COOTBETCTBUS ITUX UCCIIEN0BaHUN TpeOOBaHUAM HacToswero denepanbHOro 3aKOHa.

7. Knuauueckue WCClIeOBaHUS JIEKAPCTBEHHBIX TPEMApaTOB IS MEIUIIMHCKOTO TPUMEHEHUS
MPOBOJATCS B MEAMIIMHCKUX OpraHU3alMsIX, aKKPEIUTOBAHHBIX YIIOJTHOMOYEHHBIM (eaepaabHbIM
OpraHOM HCIIOJIHUTEIBHOW BIACTU B TMOpsiAKe, ycTraHoBiIeHHOM [IpaButenbctBoM Poccuiickoit
denepauuu.

8. IlepeueHp MEOUIMHCKUX OpraHM3alMi, MMEIOIIUX @PaBO IPOBOJUTH KIMHUYECKHE
UCCIIEIOBaHMs JIEKAPCTBEHHBIX MPENapaToB JUIsl MEAMLMHCKOIO MPUMEHEHHs, U PEEeCcTp BbIIaHHBIX
paspelieHuii  Ha  NpPOBEACHHME  KIMHUYECKUX  HCCIEOBAaHUN  JIEKAPCTBEHHBIX  IIPENapaToB
OIyOJIMKOBBIBAIOTCS U Pa3MEIIAIOTCS YIOJHOMOUYEHHBIM (DeepanbHbIM OpPraHOM HCIOJIHHUTEIbHOM
BJIACTU B YCTAaHOBJIEHHOM UM IOps/IKE Ha CBOeM o(duinansHOM caifte B cetu "MHTepHeT".

CraTtba 39. PeweHne o npoBeaeHMU KITMHNYECKOro UccrnenoBaHuUs fieKapCTBEHHOro
npenapara Ansa MeguUMHCKOro NnpMmMmeHeHus
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

1. KnuHnuueckoe uccieqoBaHHE JIEKAPCTBEHHOIO Ipemnapara Juisi MEAMLIMHCKOIO NPUMEHEHUS
IIPOBOJUTCS HA OCHOBAHUU pa3pelLICHUs HAa IIPOBEACHUE KIIMHUYECKOIO UCCIIEIOBAHUS JICKAPCTBEHHOTO
npernapara, BBLIAHHOTO YHOJHOMOYEHHBIM (elepajabHbIM OpPraHOM HCHOJIHUTEIBHOM BIIACTH 10
pe3ysbTaTtaM 3KCIEepPTH3bl JOKYMEHTOB, HEOOXOIAMMBIX Ui MOJY4YEHHUs pa3pellieHuss Ha IpOBEICHHE
KJIMHAYECKOTO MCCIIEJOBAHUS JIEKapCTBEHHOIO ITpenapara U STHYECKON IKCIIEPTU3HI.

2. I[J'Iﬂ IMOJIYyYCHHA PA3pCIICHUA Ha IMPOBCACHHUEC KIMHHYECKOI'O HCCIICAOBAHUA JICKAPCTBCHHOI'O
npenapara ajdd MCAUIHUHCKOIO IMPUMCHCHHA 3aABUTCIIb TPCACTABIISICT B yrIOJ'IHOMOLICHHHﬁ
(peﬂepaHBHHﬁ opraH HCIIOJIHUTEIILHOM BIIACTH:

1 ) 3a4BJICHUC O BbLAAYC PaA3pClICHHUA Ha IMPOBCACHUC KIIMHUYCCKOro HCCICIOBAaHUA
JICKApCTBCHHOTO Iperaparta JJIid MCIUIUHCKOI0 IPUMCHCHUS ;

2) KONUHU JIOKYMEHTOB, MOJATBEP)KIAIONINX YIUIATy TOCYJapCTBEHHOM IOINUIMHBI 3a MPOBEICHUC
3THUYECKOM SKCIEPTHU3bI, DKCIEPTHU3bl JIOKYMEHTOB Ha JICKApPCTBEHHBIM IpermapaTr Ui IOJydeHUs
paspelieHrss Ha TPOBEJCHHE KIMHUYECKOTO KCCICIOBAaHUS JIGKAPCTBEHHOTO Iperapara s
MEJHUIIMHCKOTO TPUMEHEHHs, 32 BbIAaUy pa3pelieHus Ha TMPOBEACHHE KIMHHUYECKOTO HCCIIEIOBaHUS
JIEKapCTBEHHOT'O Mpernapara Jijisi MeJUIIMHCKOTO IPUMEHEHHs, 32 MTPOBEICHUE IKCIIEPTHU3HI JOKYMEHTOB
Ha JICKapCTBCHHBIM TIperapar IJjis TOJNyYeHHUs pa3pelleHdss Ha MPOBEICHUE MEXIyHAPOIHOTO
MHOTOIICHTPOBOTO KJIMHMYECKOTO WCCIICJIOBAaHMS JIGKAPCTBEHHOTO Tpernapara Juisi MEIUIUHCKOTO
NMPUMEHCHHS, 3a BbIJIady pa3pelieHus Ha TMPOBEACHHE MEXKIYHAPOIHOTO MHOTOIIEHTPOBOIO
KIIMHUYECKOTO HCCIICIOBaHMs JIGKAPCTBEHHOTO Tperapara JUisi MEJAUIUHCKOrO TPUMEHEHHUs, 3a
MPOBEJICHUE JTUYECKOW OSKCIEPTHU3bI, SKCIEPTH3bl JTOKYMEHTOB Ha JIGKAPCTBEHHBIM MpemapaTr s
MOJIy4CHUsI pa3pelicHHsl Ha TMPOBEACHUE TOCTPETUCTPAMOHHOTO KIMHHYECKOTO HCCIIEI0BaHUS
JIEKapCTBEHHOT'O TIperapaTa Jiisi MEAUIIMHCKOTO MPUMEHEHWS, 3a BhIIady pa3peiieHus] Ha TPOBEICHHE
MMOCTPETHCTPAIIMOHHOTO KIIMHHYECKOTO MCCIICAOBAHUS JICKAPCTBEHHOTO Tperapara JiIs MEeJIUINHCKOTO
MIPUMEHCHHS,

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 478-03)

www.consultant.ru CrpaHuua 86 ns 136
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=342016&date=13.12.2021&dst=100603&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=346367&date=13.12.2021&dst=100012&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=401711&date=13.12.2021&dst=11553&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=387158&date=13.12.2021&dst=100220&field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

3) IMPOTOKOJ KIMHHUYCCKOIO HCCICAOBAHUSA JICKAPCTBECHHOI'O IIpe€raparta IJjid MEAUIMUHCKOIO
MIPUMCHCHUS

4) Gporropy McciIea0BaTeNs;
5) nH(OpMAITOHHBIH JTUCTOK NAIUEHTA;

6) cBemeHusi 00 OMBITE PabOTHI UCCIEAOBATENICH MO COOTBETCTBYIONIUM CIICIIMATIBHOCTSIM U HX
OIBITE PAaOOTHI IO MPOBEICHUIO KIMHUYECKUX HUCCIICIOBAHMIA,

7) cBeoeHWs O MEOUIIMHCKUX OpraHu3aluaXx, B KOTOPBIX NPEANoiiaraercs IMpOBeIeHUE
KJIIMHUYECKOTO MCCIIEIOBAaHUS JIEKAPCTBEHHOIO IMpernapara i MEIMLIUHCKOrO MpUMeHEeHUs (TI0JTHOE U
COKpAaIlleHHOEe HAMMEHOBaHWsS, OPraHW3allMOHHO-TIpaBoBas (OpMa, MECTO HAXOXKICHHS U MECTO
OCYIICCTBIICHUS JEATSIBHOCTH, TeledoH, Teledakc, aapec MIIEKTPOHHON MOYTHl KKIOW MEIUIINHCKON
OpraHM3alln);

8) CBCIACHUA O IpeAmnojaracMbiX CpoOKax IIPOBEACHHA KIMHHUYECKOI'O  HMCCIICAOBAaHUA
JICKApCTBCHHOTO IIpenapaTa i1 MECAUIHUHCKOT'O IPUMCEHCHUS

9) KOIIMKO OOT0BOpa 00513aTENBLHOTO CTpaxoOBaHHA, 3aKJIIFOUCHHOTO B COOTBCTCTBHUU C THUIIOBBIMU
npaBuJiaMn 00513aTEIILHOTO CTpaxoBaHuid, C YKa3aHHUCM HpGI[GJIBHOfI YHUCJICHHOCTH IIallMCHTOB,
Y4aCTBYIOIIMX B KIHMHUYCCKOM HCCIICAOBAHWH JICKAPCTBCHHOTO IIpfriapara I MCAUIHHCKOI'O
IIPUMCHCHUSA

10) undopmaruio o coctaBe JeKapCTBEHHOTO Mpernapara i MEAUIIMHCKOTO TPUMEHEHHUS;

11) 1OKYMEHT, COCTaBIE€HHBI MPOU3BOAUTEIEM JIEKAPCTBEHHOTO MpemapaTa il MEeIULIUHCKOTO
MPUMEHEHUS U COJACpKAIIMK TMOKa3aTelnu (XapaKTePUCTHKHU), a TakKe CBEICHHUS O JIEKapCTBEHHOM
HpenapaTe 1 MECOUIHUHCKOI'O HpI/IMCHeHI/ISI, HpOI/ISBGIIeHHOM JUIA HpOBGI[GHI/ISI KIIMHUYCCKUX
HICCIICIOBAHMIA;

12) cBeneHus 0 Aare MPeloCTaBICHUS U PETUCTPALIMOHHOM HOMEpE JHUIEH3UH Ha MPOU3BOICTBO
JIEKapCTBEHHBIX CPEJCTB B CIIy4ae, €CIM IMPOU3BOJCTBO JIEKAPCTBEHHOI'O Mpernapara OCyIEeCTBIsAETCS B
Poccuiickoit ®enepauuu, WIM CBEIACHUS O JaTe NPEAOCTaBICHUS M PETHUCTPALlMOHHOM HOMepe
3aKJIOYCHUS O COOTBETCTBUM MPOM3BOJIUTENS JIEKAPCTBEHHOIO IMperapara TpeOOBaHHUSIM IPABUI
Ha):[ﬂexcameﬁ HpOI/I3BOI[CTBCHHOI>'I MMPAKTHUKHU, MMPEAOCTABIICHHOI'O0 YIOJIHOMOYCHHBIM OPraHOM CTpaHbI
IIPOU3BOIUTEIS JIEKAPCTBEHHOTO IIpenapara.

(B pen. ®enepanbHbix 3aKk0HOB OT 04.06.2018 N _140-P3, ot 27.12.2019 N 478-D3)

2.1. B caywae HempeacTaBiICHMs C 3asABICHUEM O BblJau€ pa3pelIcHUs Ha IPOBEICHUE
KIIMHUYECKOTO  MCCIEAOBAaHUS JIEKAPCTBEHHOIO IIpenapara s MEJUIMHCKONO IPUMEHEHUs
JOKYMEHTOB (CBEIEHMI), NMOATBEPKIAIOUINX YIUIATy TOCYJapCTBEHHOM NOLUIMHBI M YyKa3aHHBIX B
IIyHKTE 2 4acTH 2 HACTOSILEH CTaThH, a TAK)KE BbIAABAEMBIX (IPEJOCTABISEMBIX) YIIOJIHOMOUYEHHBIMU
(deneparbHBIMUA OPraHAMH WCTIOJHUTEIIEHOMN BJIACTH JIOKYMEHTOB (CBEICHMIA), YKa3aHHBIX B ITyHKTE 12
yacTu 2 HaACTOSAILIEH CTaThbd, YIMOJHOMOYEHHBIH (QenepalbHblil OpraH MCIOJHUTEIBHON BIIACTU
3alpaliBaeT yKa3aHHbIC JTOKYMEHTH! (CBEICHMs) B MOPSAKE MEXBEIOMCTBEHHOIO MH(POPMALMOHHOTO
B3aMOJEICTBHS.

(uactb 2.1 BBennena denepanbHbIM 3aKOHOM OT 27.12.2019 N 478-03)
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3. B cpok, He mpeBbIIAMUN TSTH paboynX JHEH co THA MPUHITHUS YKa3aHHOTO B MyHKTE | yactu
2 HACTOSAIIEH CTAaThH 3asIBICHUSA M HEOOXOTUMBIX TOKYMEHTOB, YIIOJTHOMOYEHHBIHN (hefepaabHblii OpraH
HUCIIOJIHUTEILHOM BJIACTH:

1) nmpoBOIUT IPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEACHMI, COAECPKAILUXCS B MPEACTaBIECHHBIX
3asIBUTEJIEM JOKYMEHTAX;

2) npUHHUMAaET pelIeHHe O MPOBEICHUH IKCIIEPTU3bI JOKYMEHTOB JUIS MOJMYyUYEHUs pa3pelieHus Ha
MPOBEJICHUE KJIMHUYECKOTO HCCIENOBAaHUS JIGKAPCTBEHHOTO TMpemapara i MEAULUHCKOTO
MPUMEHEHUS U ATHYECKOM SKCTIEPTU3bI WU 00 OTKa3e B MPOBEACHUN YKa3aHHBIX IKCIIEPTHU3;

3) yBemomuisieT B JJIEKTPOHHOW (hopMe WiM Ha OyMaKHOM HOCHTENE 3asBUTENISI O TPUHATOM
petieHuu 00 B CiTy4yae MPUHATHS PEIIeHUs 00 0TKa3e TakKe ¢ yKa3aHUEM IPUYUH TaKOro OTKAa3a;

4) MoAroTaBIMBAET M HAINpPAaBIAET B DKCIEPTHOE YUPEKJEHHUE M COBET IO 3TUKE 3aJaHUe Ha
IIPOBE/IEHUE COOTBETCTBYIOIINX IKCIEPTHU3.

4. B ciyvae BBISBJICHUS HENOJHOTHI U (WJIM) HEAOCTOBEPHOCTH MH(OPMAIMH, COAEpIKaIIEHCs B
NIPEJCTABIICHHBIX 3asSBUTENIEM JOKYMEHTaX, YIOJHOMOUYEHHBIN (peepanbHblii opraH MCIOTHUTEIbHON
BJIACTH HAIPAaBIIAET 3aSBUTEIIO 3aIIPpOC 00 YTOYHEHUH YKa3aHHOW nHpopManuu. JJaHHBII 3ampoc MOKET
ObITh IEpelaH YMOJHOMOYEHHOMY IPEICTAaBUTENIO 3asBUTENS JIMYHO IOJ PACIHCKY, HAIPaBJIEH IO
MoYTe 3aKa3HbIM MMHCbMOM WJIM MEpeAaH B 3JIEKTPOHHOHN (popme Mo TelIeKOMMYHHUKAIMOHHBIM KaHallaM
CBA3U. B cilydae HampaBieHMs JaHHOIO 3ampoca IO I0YTE€ 3aKa3HbIM IIMCbMOM OH CUMTAETCs
MIOJIyYEHHBIM 110 UCTEYEHHMHU LIECTH AHEH C AaThl HAIIPABJICHMs 3aKa3HOTO MUChbMa. 3asBUTEIb 0053aH
NPEJCTaBUTh OTBET HA 3alpOC YIMOJHOMOUYEHHOTO (eepabHOrO OpraHa HCIOJHUTEIbHON BIIACTH B
CPOK, HE MPEBHIIIAIONINIA JEBIHOCTa pabounx THEH co aHs ero noixydeHus. Cpok, yKa3aHHBIH B yacTu 3
HACTOSIIEH CTaThU, IPUOCTAHABIMBAETCS CO JIHS HAIpPaBJIEHUS 3asSBUTENIO 3alpoca YIOJIHOMOYEHHOIO
(denepanbHOro opraHa UCIOIHUTEILHOM BIACTH A0 JHS MOJYyYEHHUS UM COOTBETCTBYIOIIETO OTBETA U HE
YUUTBIBAETCS IIPU HCUUCIEHUM CPOKa TPUHATHA YIOJHOMOYEHHBIM (elepajbHbIM OpraHoM
UCIIOJHUTEIIBHOM BJIACTU PELIEHUS O NPOBEIEHUM OKCIEPTU3bl JOKYMEHTOB I IOJyYEHUs
paspelleHuss Ha [POBEIEHUE KIMHMYECKOIO HCCIIEJOBaHMs JIEKAPCTBEHHOrO Ipemnapara Jyis
MEUIMHCKOTO IPUMEHEHMS.

5. OcHOBaHUEM JJIs1 OTKa3a B MPOBEACHUU IKCIEPTU3bI JOKYMEHTOB /ISl IOIYYEHUsI pa3pereHus
Ha TPOBEJCHHE KIMHUYECKOIO0 MCCIEAOBAHMUS JIEKAPCTBEHHOIO Ipenapara Uil MEIUIMHCKOTO
IIPUMEHEHHS W JTUYECKOM DSKCIIEPTU3bl SIBISAETCS INPEACTABICHUE JIOKYMEHTOB, IPELyCMOTPEHHBIX
YacThIO0 2 HACTOSIIEH CTaTbM, B HEMOJHOM OObeMe, HENpe/CTaBlIeHHE 3asBUTENIEM B YCTaHOBIICHHBIN
CPOK OTBETa Ha YKa3aHHBIA B YacTH 4 HACTOALIEH CTaTbU 3ampOC YIMOJIHOMOYEHHOTO (hefepaibHOro
opraHa HMCIOJHHUTEIBHON BIIACTH JHOO OTCYTCTBHE B MPEACTABICHHBIX JOKYMEHTAX MCUYEPIBIBAIOIIECTO
nepevyHs HeoOXoaAuMoi WHpOpMAMK WM WHPOPMALUU, KOTOpas NOJKHA OBITh OTpaKeHa B HUX, a
TaKk)Ke OTCYTCTBHE HHGpOpMaIuy, MOATBEp)KIArOe (akT ymiaTel rOCyJapCTBEHHOM MHOLUIMHEI 3a
IIPOBEJICHUE JTUYECKOM ODKCIIEPTU3bI, SKCIIEPTU3bl JOKYMEHTOB Ha JICKAPCTBEHHBIM Ipernapar ajs
MIOJIyYEHUS Pa3pelICHUs Ha NIPOBEACHUE KIMHUYECKOTO UCCIE0BaHUs JIEKAPCTBEHHOIO IIpenapara Uit
MEJULUHCKOrO IPUMEHEHHUs], 34 BblIady pa3pelICHUs Ha IPOBEICHHUE KIMHUYECKOIO HCCIIECIOBAHMS
JIEKAPCTBEHHOI'0 IIpenapara sk MEJULUHCKOrO IIPUMEHEHUs, 3a IIPOBEICHNE SKCIIEPTU3bI JOKYMEHTOB
Ha JIEKapCTBEHHBIM I@pemnapar s [OJYYEHHs PA3pellieHHs] Ha IPOBEICHUE MEXKIyHApOJHOTO
MHOT'OLICHTPOBOTO KJIMHMYECKOTO HCCIEAOBAHMUS JICKAPCTBEHHOIO Ipernapara sl MEIUIMHCKOTO
IIPUMEHEHHUs, 3a BbIJa4y pa3peuicHUsA Ha IPOBEACHUE MEXKIYHAPOAHOIO MHOIOLIEHTPOBOIO
KJIIMHUYECKOTO0 MCCIIEIOBAHUs JIEKAPCTBEHHOI'O Ipenapara Uisd MEAULUHCKOrO IIPUMEHEHHs, 3a
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IIPOBCACHUC ATUUYECKOM 9KCHICPTU3bI, IKCICPTU3BI JOKYMCHTOB Ha HeKapCTBeHHBIﬁ npenapar s
NOJIYUCHHUA Pa3pCHICHUA Ha MNPOBCACHUC IMOCTPCTUCTPALMOHHOIO KIMHUYCCKOTIO HUCCICAOBAHUA
JICKApCTBCHHOT'O Ipfnapara IJIid MCAUIUHCKOTIO NPUMCHCHNA, 3a BblAa4y pa3pClICHUA HA IMPOBCACHUC
MOCTPErUCTPAIMOHHOTO KIMHUYCCKOTO UCCIICAOBAHUA JICKAPCTBCHHOI'O Ipriapara A MEAUIUHCKOT'O
IIPUMCHCHUA.

6. IlpoBeneHue »HKcnepTU3bl JOKYMEHTOB U MOJYYEHHs pa3pelieHds Ha I[POBEICHUE
KJIIMHUYECKOTO HCCIIEJOBAaHUsl JIEKAPCTBEHHOI'O Ipenapara [ MEIUUUHCKOrO TNPUMEHEHHUS |
ATUYECKOM SKCHEePTU3bl, COCTABIICHUE KOMHUCCHUEH 3KCIEPTOB U COBETOM [0 3THUKE 3aKIOYEHUH O
BO3MO>KHOCTH WJIM HEBO3MOXHOCTH MPOBECHUSI TAKOTO KJIMHUYECKOTO MCCIEAOBAHUS U HAIpaBICHUE
9THX 3aKII0YEHUI B YIIOJTHOMOYEHHBIH (De/iepabHbIi OpraH UCTIOHUTEBHON BIACTH OCYIIECTBIISIOTCS
B CPOK, HE MPEBBIMAIOIMINNA TPUANATH PA0OUUX JTHEW CO JHS TMOJYUYEHUS SKCIEPTHBIM YUPEKICHHEM
3a/laHusl  YIOJIHOMOYEHHOTO (peepaJbHOr0 OpraHa MCHOJIHUTEIbHOM BIACTH C MPHIOKEHHEM
JIOKYMEHTOB, YKa3aHHbIX B NyHKTax 3, 4, 10 u 11 vactu 2 Hacrosmed cTaTbu, U COBETOM IO 3THUKE
3aJlaHusl  YIOJIHOMOYEHHOTO (enepaqbHOr0 OpraHa MCIOJIHUTENBHOM BIACTH C MPHIOKEHUEM
JIOKYMEHTOB, YKa3aHHBIX B MMyHKTax 3 - 6, 8 1 9 yactu 2 HacTOAIIEH CTAaThU.

7. B cpoK, HE MPEBBIMIAIONINHN MATH Pab0YMX AHEH CO THS MOJYyYEeHUs 3aKIIOYEHUHN, YKa3aHHBIX B
yacTu 6 HAacTOsIIIEN CTaTbH, YIIOJTHOMOUYEHHBIN (pesiepanbHblil OpraH UCIIOJHUTEIbHON BIACTH:

1) OCYHECTBIACT OLCHKY IOCTYIIHMBIINX 3aKJIFOYCHUHN g OHIpeACICHUA HUX COOTBECTCTBUA
3aIaHUsIM Ha MPOBCACHUEC COOTBCTCTBYIOIIUX 3KCIICPTU3;

2) mpUHMMAaeT pelleHHe O BbIJaye pa3pelieHUs Ha NPOBEACHUE KIMHHYECKOTO HMCCIICIOBAHMS
JICKApCTBCHHOTI'O IIpfriapara AJid MCIUIMHCKOI'O NPHUMCHCHUSA HIIN 00 OTKa3se B BbLAYC YKAa3aHHOI'O
pa3penIeHus;

3) BBIIACT paspCUHICHUEC Ha IMPOBCACHNUEC KIIMHUYCCKOTO UCCIICAOBAHUA JICKAPCTBCHHOI'O IMperiapara
AJId MEAWIMMUMHCKOTO IIPUMCHCHHA HJIW PCUICHHUC 00 oTKaze B BbIJIAYC YKa3aHHOI'0 pas3spClicHuda C
YKa3aHHuEM IIPUYIHUH OTKa3a.

8. OcHOBaHHEM I OTKa3a B BbIJAAYC pa3pCHICHUSA Ha MPOBCACHUC KIIMHHUYCCKOI'O UCCICAOBAHUA
JICKApCTBCHHOTO IIperiapaTa AJIs1 MCAUIHUHCKOI'O IPUMCHCHUS ABJIAACTCA HAJIMYUC 3aKIIIOYCHUA KOMUCCHUU
OKCIICPTOB HJIM 3aKJIOUCHUA COBCTA II0 I3TUKC O HCEBO3MOXHOCTH IMPOBCACHHA KIMHHUYCCKOIO
HUCCIICA0BAHUA JICKAPCTBCHHOI'0 Ipfrapara I MEAWUIUHCKOTO IIPHUMEHCHUA II0 pE3yJibTaTaM
IIPOBCACHHBIX OKCIICPTU3, IPEAYCMOTPEHHBIX YaCTbIO 6 HaCTOHHIeﬁ CTaTbu.

9. Pemienue 00 oTKaze B MPOBEIEHUHM IKCHEPTU3BI JOKYMEHTOB JUIS TOJTYYEHHUS pa3pelieHus Ha
MPOBEACHUE KIMHUYECKOIO HCCIENOBaHUSl JIEKAPCTBEHHOIO IMpenapara id  MEIUIIMHCKOTO
HpI/IMeHeHI/ISI nu BTH‘ICCKOﬁ 3KCHepTI/ISBI U B BbIJaydc paSPCHleHI/ISI Ha HpOBCI[GHI/Ie KIMHNYCCKOI'O
HCCTIe0BaHMS JICKAPCTBEHHOTO Mperapara sl MEIUIIMHCKOTO IPUMEHEHHUSI MOKET OBITh 00’KaJIOBAaHO
B MOpPSAJIKE, YCTAHOBIEHHOM 3aKOHO1aTesIbcTBOM Poccuiickoit deneparum.

Cratbs 39.1. 9TU4eckasa akcnepTusa
(BBeneHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

1. OTueckas OKCIICPTHU3a IPOBOAUTCA COBCTOM IO 3TUKE, CO3AaHHBIM B IMOPAJKE, YCTAHOBJIICHHOM
YIOOJIHOMOYCHHBIM q)euepam,HHM OopraHom HCIIOJIHUTEIHLHOM BJIAaCTH, B ICIIX BbIJAYH 3aKJIIFOUYCHUA 00
ITHYECKOH 000CHOBAHHOCTH BO3MOKHOCTH IMPOBCACHUA KIIMHUYCCKOI'0 UCCICA0OBaHUsA JICKAPCTBEHHOI'O
npenapara il MEAUIUHCKOT'O IPUMCEHCHU .
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2. DkcrepraMu CcOBeTa IO 3THKE MOTYT OBITh MNPEICTaBUTENN MEIUIMHCKUX OpraHU3aluid,
Hay4YHBIX OpraHu3aluid, oOpa30BaTeNbHBIX OpraHU3alMii BBICIIEr0 OOpa3oBaHUs, a Takke
MPEJCTaBUTENN OOILIECTBEHHBIX OpraHU3alMid, PETUTHO3HBIX OpPraHM3alUuii U CPEACTB MacCOBOM
nHpopmanuu. JlaHHble OHKCHEPTHl HE JODKHBI HAXOAUThCS B  KAakOW-T1MOO 3aBHCHUMOCTH  OT
pa3paboOTUYUKOB JIEKAPCTBEHHBIX NPENapaToB M JPYTUX JIUI, 3aWHTEPECOBAHHBIX B pe3yJibTaTax
ITHUYECKOHN DKCIIEPTU3HI.

3. Omara yciayr SKCIEPTOB COBETa IO JSTHKE OCYIIECTBISETCS Ha OCHOBAaHUHM JOTOBOPA,
3aKJIFOUEHHOTO MEX]y YIOJHOMOUYEHHBIM (pellepalbHBIM OPraHOM HCTIOTHUTEIBHOU BIIACTH, KOTOPHIM
CO3/IaH COBET 10 JTHKE, W O3KCIEPTOM COBETa MO JTHKE, 32 CYET OFOKETHBIX ACCUTHOBAHUU,
MPETyCMOTPEHHBIX YTIIOJTHOMOYEHHOMY (heepaqbHOMy OpTaHy HCIIOJIHUTEIBHONW BJIACTH, KOTOPBIM
CO371aH COBET IO 3THUKE, B (efepaTbHOM OI/KETe Ha COOTBETCTBYIOIIMM TOJl Ha OOeCliedyeHHe ero
JIEeATEIIbHOCTH, B pa3zMepax, yctaHoBieHHbIX [IpaButensctBom Poccuiickoit denepannu.

4. DKcnepThl COBETAa MO 3THKE HECYT OTBETCTBEHHOCTh B COOTBETCTBUHU C 3aKOHOAATEIbCTBOM
Poccuiickoit deneparum.

5. CoctaB coBeTa IO 3TUKE, [IOJIOKEHUE 00 3TOM COBETE, OPAJOK €ro AesTeIbHOCTH, TPEOOBaHUS
K KBaJU(HUKAIMA U ONBITY PabOTHI MO SKCIEPTHOW OLEHKE HAYYHBIX, MEIUIMHCKAX W ITUYECKHX
aCIIEKTOB KJIMHWYECKHUX HCCIEIOBAaHUU JIEKAPCTBEHHBIX MPENapaToB I MEAUIIMHCKOIO NMPUMEHEHMS,
IIPEIBABISAEMBIE K DKCIEPTaM COBETa IO 3THUKE, MOPIJOK OPraHu3allid W IPOBEIEHUS JTHUYECKOU
9KCHEepPTH3bl, HOpMa 3aKIIIOYEHUsI COBETA 10 ATUKE YCTAHABIMBAIOTCSA YIOJIHOMOYEHHBIM (eiepaabHbIM
OpraHOM HCIIOJIHUTEIIBHOM BIIACTU. YMCIIO NPEACTaBUTENICH MEIMLMHCKUX OpPraHU3alMi HE MOXKET
IIPEBBILIATH ITOJIOBUHY OT OOIIETO YMCJIa HIKCIIEPTOB COBETA 10 ITUKE.

6. Undpopmanuss o0 cocraBe coBeTa IO 3TUKE, IUIAHAX €ro paboThl M TEKYILIEH NeATelbHOCTH
pa3Meniaercs Ha OQUIMAIBHOM CalTe YIOJIHOMOYEHHOro (efepaibHOro OpraHa HMCHOJIHUTEIbHOM
BJIACTH B ceTU "MHTEpHET" B yCTAaHOBJIEHHOM UM HOPSIJIKE.

Cratba 40. NpoBeaeHne KINMHUYECKOro nccneaoBaHUA NeKapCTBEHHOro npenapara
ANnsi MeAULIMHCKOro NpMMeHeHus

1. PykoBoauTeNnb MEIMIIMHCKON OPraHW3alu, KOTOpas MPOBOAUT KIMHUYECKOE HCCIETOBAHHE
JICKapCTBEHHOTO  Mpemapara g MEIUIMHCKOrO IMPUMEHEHHUs, Ha3HayaeT UCCIeqoBaTels,
OTBETCTBEHHOTO 3a MPOBEJICHHE TAaKOTO HCCIENOBAaHUS U HMMEIOIIETo JIEYEOHYI0 CIEeNHaIbHOCTb,
COOTBETCTBYIOIIYIO MPOBOJAUMOMY KIMHUYECKOMY HCCJIEIOBAHUIO JIEKAPCTBEHHOrO Ipemnapara, co
CTakeM pabOThI TIO MPOrpaMMaM KIMHHYECKHUX HCCIICOBAHHUM JICKAPCTBEHHBIX IMPEMapaTOB HE MEHEe
YyeM TpU roJa M N0 €ro MNpeIoKEHUIO Ha3HAa4aeT COMCCIEAOBATENeld W3 4Yucia Bpayeld STOU
MEIMIIMHCKON OpraHu3allni.

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

2. Hccnenosarens OCYHICCTBJISACT BBI60p MNanueHTOB, KOTOPLIC IO MCAUIHWHCKUM IIOKAa3aHUAM
MOTYT OBITh MPUBJICYCHBI K YUYACTUIO B KIMHUYCCKOM HCCJICIOBAHUU JICKAPCTBCHHOTI'O ITpCriapaTa I
MCIUITUHCKOI'O IPUMCHCHUS.

3. MUccnenoBatenb u  couccieAOBaTeNd JOJDKHBI OBITh O3HAKOMJIEHBI C  pe3yJbTaTaMu
JTOKJIMHUYECKOTO  HWCCJICIOBaHMS  JIGKAPCTBEHHOTO  CPEJCTBA, COJCpKAIIMMHCS B Oporrope
HCCIIeA0BATelIs, MPOSKTOM IPOTOKOIA KIMHUYECKOTO HCCIICIOBAaHMS JICKAPCTBEHHOTO Ipernapara Jyis
MEIUIIMHCKOTO TPUMEHEHUs, Pa3pabOTaHHBIM Pa3pabOTUYMKOM JIEKAPCTBEHHOTO IpernapaTa Wik MHBIM
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OPpUINYICCKUM JIMOOM, IIPUBJICKAEMBIM K OpraHu3alliy MPOBCACHUA KIMHHUYCCKOTO HCCICAOBAHUA
JICKApCTBCHHOT'O Impfrapara I MCAUIUHCKOTO NPUMCHCHUA, W APYITUMH MaTCpualaMHd TaKoro
HUCCICIOBAaHU.

3.1. PykoBoauTeah MEIULIMHCKON OPraHU3allMy B CPOK, HE MPEBBIIAIOLINN TpeX pabouux AHEH co
JIHSI Ha4aJla IPOBEJICHNs KIIMHUYECKOr0 MCCIEA0BAHMS JIEKAPCTBEHHOTO Mpenapara Jyisi MEIUIIMHCKOTO
IIPUMEHEHHs, co00IaeT 00 3TOM B YINOJIHOMOYEHHBIN (hefepabHblii OpraH MCIOJHUTEIbHON BIIACTH,
BBIJIaBIIMI pa3pellieHre Ha MPOBEICHHE TaKOT0 UCCIIEI0BaHMs, TI0 YCTAaHOBJICHHOU UM Gopme.
(uactb 3.1 BBennena MexepanbHbIM 3aK0HOM OT 29.11.2010 N 313-D3)

4. OpraHuzanuy, OCYLIECTBISIOIIAE OPraHMU3ALUI0 IPOBEICHUS KIMHUYECKOIO MCCIEI0BAHUS
JICKApCTBCHHOT'O Impfrapara A MCAUIUHCKOIO NPUMCHCHHA W YKa3aHHBIC B YaCTHU 3 craten 38
Hacrosiero denepanbHOro 3aKOHAa, B ClIyd4ae HEOOXOAMMOCTH BHECEHHMS W3MEHEHHH B IMPOTOKOI
KJIMHUYECKOIO MCCIIeI0BaHUs JIGKAPCTBEHHOIO IpenapaTa il MEIULMHCKOTO IPUMEHEHHs COOOIIatoT
00 3TOM B yIOJIHOMOYEHHBIN (eiepalbHbIi OpraH UCIOJHUTENbHOM BIACTH, BBIJABILUHN pa3peleHne Ha
MIPOBE/ICHUE TAaKOTO UCCIIEJOBAHUS, 110 YCTAHOBIEHHON UM (hopMme.

(B pen. ®enepanbHoro 3akona ot 11.10.2010 N 271-03)

4.1. ®opma cooOmeHHS O BHECEHHHM HM3MEHEHHWH B MPOTOKOJ KIMHHYECKOTO HCCIIECTOBAHUS
JIEKapCTBCHHOI'O TIpenapara Juisi MEAMIHMHCKOrO IPUMEHEHHUS JOJDKHA COJEpPXKaTh CIEIyIOLIHE
CBEJICHUA:

1) HaumeHOBaHUe, NACHTU(UKALIMOHHBIA HOMEP U JIaTa MPOTOKOJIA KIMHUYECKOTO UCCIIeIOBaHMUS;
2) n1aTa BHECEHUSI U3MEHEHU B MMPOTOKOJI KIIMHUYECKOTO UCCIEA0BaHUS;
3) HaMMEHOBaHUE U MECTO HaXOXKJICHUSI 3asIBUTEIIS,

4) HaMMEHOBAaHWE OpraHU3alliy, MPHUBJICYEHHOW pa3paOOTUMKOM JIEKAPCTBEHHOTO Ipernapara K
OpraHM3aliK MPOBEICHUS KIMHUYECKOT0 UCClIeIOBaHUs (IIPU HAJIHYHUN);

5) HaAaMMCHOBAHUsA M MECTa HaAXOXICHHA MCECIHUIIMHCKHX OpFaHHSaHHﬁ, B KOTOPBIX IIPOBOAUTCA
KIIMHUYCCKOC UCCICA0OBAHUC,

6) mara BBIJAYM pa3pelIeHUs] Ha TMPOBEACHHE KIMHHYECKOTO HCCICAOBAaHHUS W HOMEP 3TOTrO
pa3penIeHus;

7) “3MEHEeHUs, BHOCUMBIE B IPOTOKOJI KIIMHUYECKOTO UCCIIEI0OBAHUS.
(uacts 4.1 BBeneHa ®PenepanbHbIM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He NMpeBHIIAIONIUN TPUAIATH PaOOYUX JHEH CO THS MOJYYCHHUS YKa3aHHOTO B 4acTu 4
HACTOAIIEH CTaTbU COOOIIEHHS, YHOJTHOMOYEHHBIN (QenepalbHblii OpraH HCHOJHUTENBHON BIACTH
paccMaTpuBaeT 3TO COOOIICHHWE B YCTAHOBIECHHOM WM MOPSJIKE W MPUHUMAET PEIICHHE O BHECCHHH
W3MEHEHUH B MPOTOKOJ KIMHUYECKOT0 MCCIIEIOBAHUS JIEKAPCTBEHHOIO IMperapaTa JJisi MEIUIIMHCKOTO
MPUMEHEHHUS WK 00 OTKa3e BO BHECCHWM TakuX W3MeHeHWi. [Ipm paccMoTpeHHH COOOMIEHUS O
HEOOXOIMMOCTH BHECEHHUS W3MEHCHH B MPOTOKOJ KIMHUYECKOTO HCCIEAOBAHUS JICKAPCTBEHHOTO
mpemapaTta Juiss MEAMIIMHCKOIO NPUMEHEHHUsT B LEJSX OLIGHKHM OOOCHOBAHHOCTH IpeajiaraeMbIxX
W3MEHEHUN W OMpeAeNeHUs] CTENEeHH PHCKa Ui MAIlMeHTOB, MPUHUMAIOIINX Y4acTHe B KIMHUYECKHX
UCCIICIOBAaHMAX, YIIOJIHOMOYEHHBIM (efepanbHbIM OpPraHOM HCIIOJHUTEIHHOW BJIACTH MOTYT
MIPUBJIEKATHCS SKCIEPTHI COBETA MO ITHUKE.
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(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

6. KimHnueckoe uccieoBaHHE JIEKAPCTBEHHOIO Ipenapara JUisi MEAMIIMHCKOIO NPUMEHEHUS
MOKET OBbITh NPUOCTAHOBJICHO WM MPEKPAIIEHO, €CIM B MPOIECCe €ro MpoBeAeHUs OOHapyKeHa
OMAaCHOCTh JUIS JKU3HH, 3J0POBbSl IALMEHTOB. B ciydyae BO3HMKHOBEHHMs OINACHOCTH I JKH3HH,
3I0pOBBSI MALMEHTA, YYaCTBYIOIIETO B KJIMHUYECKOM HCCIEAOBAHMM JIEKAPCTBEHHOTO Ipenapara Jyis
MEJULMHCKOrO0 NPUMEHEHHUs, HccieloBaTead 00s3aHbl MPOMHPOPMHUPOBATE 00 3TOM PYKOBOIUTEIS
MEIULIVHCKOW OpraHM3alMl W OpraHM3alMio, [OJYYMBIIYIO pPAa3pelIEHHE YIOJHOMOYEHHOIO
¢denepanbHOrO OpraHa MCIOJHUTENPHOW BIACTH HAa OPraHU3aIMI0 MPOBEACHUS KIMHHUYECKOTO
HCCIENOBaHUs  JICKAPCTBEHHOIO Ipenapara. PemieHne O  NPUOCTAHOBICHMM — KIMHUYECKOTO
HCCIIEA0BAaHM JIEKAPCTBEHHOTO IIpenapara Juisi MEAULMHCKOIO IPUMEHEHHUs] IPUHUMAIOT PYKOBOJIUTED
MEJUIMHCKOW OpraHu3alMi W (WIM) OpraHu3alus, MOJY4YUBIIas pa3pelieHUue YHOJHOMOYEHHOIO
(benepanbHOrO OpraHa MCIOJHUTEIbHOW BJIACTM HAa OPraHU3alMI0 IPOBEAEHUS KIMHHYECKOTO
HCCIIEI0OBaHMs JIEKapCTBEHHOTO IIpenapaTa il MEAULUHCKOTO IPUMEHEHHUS], PELIEHHE O NMPEKpaIleHNN
TaKOT0 MCCIeI0OBaHUs MPUHUMAET YIOJIHOMOYEHHBIN (peepanbHblii OpraH NCHOJIHUTEIBHONW BIACTH HA
OCHOBAHMU COOOILICHHS B TNHCBMEHHOH (OopMe PYKOBOAMTENS METUIIMHCKON OpraHu3aliyd WM
OpraHu3alysi, MOJy4YUBIIas Pa3pelIeHHe YMOJIHOMOUYEHHOro (eAepalbHOr0 OpraHa HCIOJHUTEIbHON
BJIACTM Ha OPraHM3alUIO0 MPOBEJACHUS KIMHMYECKOTO HMCCIIEOBAaHUS JIEKAPCTBEHHOIO Ipernapara Juist
MEIUIMHCKOTO IPUMEHEHMS.

7. B cpok, He MpeBBIIAOLINA MATH pabouyux THEH co JHs 3aBepLICHUs, TPUOCTAHOBICHUS WU
MIPEKPALEHUs] KJIMHUYECKOTO HCCIIEJOBAHMS JIEKAPCTBEHHOIO IIpemapara il MEIULUHCKOIO
IIPUMEHEHHUS, COOOLIEHNE 00 ITOM HAINpPABJISETCS OpraHU3alMsIMM, YKa3aHHBIMU B 4acTu 3 craThbu 38
HacTosuero denepaibHOTO 3aKOHA, B YIIOJTHOMOUYEHHBIN (eiepalibHbIi OpraH CIOJHUTENIBHOM BIacTu
10 YCTaHOBJIEHHON UM (opMe.

8. <DopMa COO6HI€HI/I$I O 3aBCPHICHHHU, IMNPUOCTAHOBJICHHUU MWW MIPCKpallCHUHW KIMHUYCCKOI'O
HCCIICAOBaHUA JICKAPCTBCHHOI'O IIpCIiapaTta st MEAUILIMHCKOT'O IIPUMCHCHUS NJOJI’)KHA COACPIKATh!:

1) nHpOpMAINIO 0O MEAUIIMHCKON OpraHU3aluy WM MEIUIMHCKUX OPTraHU3allUsiX, TPOBOIUBIINX
JIaHHO€E MCCJIEIOBAHUE;

2) onMcaHue JaHHOTO MCCIIEIOBAHNUS,

3) nanubie ucciaenoBaTens (pamMuius, UM, OTYECTBO, MECTO PabOTHI, 3aHUMaeMasl JIOJDKHOCTb,
CHEUUANTBHOCTh, CTaX paboOThl IO TPOrpaMMaM KJIMHUYECKUX HCCIICIOBAHUHN JIEKapCTBEHHBIX
MpenaparoB, MEPEYCHb KIMHHUYECKUX HCCIICAOBAHUI JICKAPCTBEHHBIX MPENaparoB, B KOTOPBIX OH
MIPUHUMAN y4acTre (IEPUOIbI YYacTHsI) B KAUECTBE MCCIEA0BATENs MU COMCCIIEeIOBATENs);

(B pen. ®enepanbHoro 3akona ot 11.10.2010 N 271-03)

4) pe3ynabTaT MAaHHOTO WCCIEAOBAHUS (3aBEpIICHHE, MPUOCTAHOBICHHE WM TPEKpalleHHe
JaHHOTO HCCICAOBAHHA C YKAa3aHUCM HX IMPUYWH W BJIWAHHUA Ha OLCHKY €ro pe3yJbTaToOB, 0611[}’}0
OLICHKY PUCKa W OXXHJIAeMOW MOJB3bI OT MPUMEHEHUS HCCIEIyeMOTO JIGKAPCTBEHHOTO Iperapara, a
TaKXKe Mpe/roiaracMple JaTbHEHIINE TEHCTBHUS).

8.1. Ilpu BbIsIBIEHHM (eaepaTbHbIM OPraHOM HCIHOJHHUTENBHOM BJIACTH, OCYILECTBIISIOLIMM
(GYHKIMM TIO KOHTPOJIO W HaI30py B cdepe 3ApaBOOXpaHEHHUs, HAPYIICHUH OpPaBUI HaJUIeKaIeH
KJIMHWUYECKOW IPAKTUKU IIPU IPOBEICHUH KIMHUYECKOTO HMCCIEIOBAaHMsS JIEKAPCTBEHHOI'O IIpernapara,
BIUSIIOLIMX Ha IMOJIHOTY U (WJIM) JOCTOBEPHOCTh JAHHOTO KIMHUYECKOIO HCCIIEeOBaHUS, YKa3aHHBIN
(benepanbHbIil OpraH MCIOJHUTEIBHON BIACTU NMPHUOCTAHABIMBAET POBEJCHHUE JAHHOIO KIMHHUYECKOTO
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UCCIIEIOBaHMUs U BBIHOCUT MEIMLMHCKON OpraHu3aliy, B KOTOPOH IPOBOAMTCS JAAHHOE KIMHUYECKOE
UCCIIeIOBaHKMEe, TMpeanucaHne o0 yCTpaHeHHWU BbISBIECHHBIX HapymeHud. Ilpu HeycTpaHeHuu
MEIMLMHCKOW OpraHu3alyedl BBIABICHHBIX HApyLICHUWH B YCTAHOBJICHHBIM B IPEIIIMCAHUH CPOK
yKa3aHHbI (enepanbHbIl OpraH MCIOJHUTEIbHONW BIACTH NPUHUMAET pELIeHHE O MpeKpalieHUH
MPOBEJICHUS] KIIMHUYECKOI0 UCCIIeI0BaHUS JIEKapCTBEHHOTO IperapaTa U HampasisieT B (eaepaabHbIi
OpraH HCIOJIHUTEIbHOW BJACTH, OCYHIECTBISAIOMMN (YHKIMHM IO BbIpAOOTKE M  peanu3aliu
rOCYJapCTBEHHOH MOJIMTUKUA M HOPMATHBHO-TIPABOBOMY DETrYJIMPOBAHUIO B cdepe 3ApaBOOXpaHEHUS,
3aKJIFOUYEHHUE O BBISBICHUU NPU IPOBEACHUH JAHHOTO KIIMHUYECKOTO UCCIIEI0BAHUS HAPYIIEHNN IPaBUII
HaJIeKAIIed KIMHUYECKOH TMPaKTHKH JUIs TPUHATHS pelieHuss o0 OTMEeHe pa3peuleHus Ha
OpraHW3alMI0 IPOBEACHUS HJAaHHOTO KIMHUYECKOIO MCCIECIOBAaHUSA C JaTbl IPUHATUS PELICHUS O
MIPUOCTAHOBIICHUH NTPOBEIAECHUS KIIMHUYECKOI0 HCCIIENOBaHUS JIEKaPCTBEHHOTO IIpenapara.

(dactp 8.1 B pen. DenepanpHoro 3akona ot 13.07.2015 N 241-D3)

9. VYnoiaHOMOYeHHBIH QenepanbHbIi OpraH HCIOJHUTENBHOW BIACTH OIMYOJIMKOBBIBAET U
pasMmemaeT Ha cBoeM oduuuanbHOM caiite B cetd "MHTepHer" cooOlieHHe O 3aBepLICHHH,
IIPUOCTAHOBJICHUU WIN IMPEKPALEHUN KIMHUUYECKOIO MCCIIEOBAHMsI JIEKAPCTBEHHOIO Ipemnapara ajs
MEJIHUIMHCKOTO TIPUMEHEHUS B CPOK, HE MPEBBIIIAIONINI MATH paboynX JHEH CO AHSA €ro MOJy4YeHHs, B
YCTaHOBJICHHOM UM TOPSKE.

10. YmonHOMOYeHHBIH (enaepaabHblii OpraH HCHOJHUTEIBLHON BJIACTH OCYIIECTBIISET BEICHUE
peecTpa  HWcCCIeAOBaTele, NPOBOASIIMX WM  NPOBOJUBLIMX  KIMHUYECKHE  HUCCIICJOBAHMS
JIEKapCTBEHHBIX NPENApaToB A MEAUIIMHCKOIO IPUMEHEHHUS, B COOTBETCTBUU C YTBEPKIACHHBIMU UM
[IpaBUIAMH M pa3MeUIaeT ero Ha CBOeM OpHIMaIbHOM caiite B ceTn "MHTepHEeT" B yCTAaHOBICHHOM UM
HOpANKE. YKa3aHHBIM pPEECTp COAEPXKUT HHPOpPMAIUIO, MPEAYCMOTPEHHYIO NYyHKTOM 3 dYactu 8
HACTOSIIEH CTaThH.

11. Ortuer o pe3ynapTarax KIMHAYECKOTO MCCIECNOBAHUSA JIEKAPCTBEHHOIO IIpernapara Ul
MEIUIMHCKOTO IPUMEHEHUS COCTABIISIETCS] OpPraHU3alel, yKa3aHHON B 4acTH 3 cTaThbu 38 HACTOSALLETO
@denepanbHOro 3aKOHa, HA OCHOBAHMM 3aKIIOYEHUN MEIULMHCKUX OpPraHU3alvil, IPOBOJUBIINX 3TO
UCCIIeIOBAaHKE, U TPEICTABIACTCS B YIOJHOMOUYCHHBIH (peepanbHblii OpraH UCTIIOIHUTEIILHON BIIACTH,
BBIJIaBIIMI pa3pelIeHue Ha IPOBEICHHUE 3TOr0 HUCCIEN0BAaHUs, B CPOK, HE MIPEBBIIIAIOIINN TPEX MECSLIEB
CO JHS €ro 3aBEpLICHHs, NPHOCTAHOBICHUS WM TPEKPAIICHUs, B TMOPSAAKE, YCTAaHOBIECHHOM
YIOJIHOMOYEHHBIM (e/iepalibHbIM OPraHOM HCIIOJIHUTEIbHOMN BIIACTH.

12. Hapymienune npaBusl Haajexamied KIMHUYECKOW MPAKTUKH, (anbCUUKALM pe3ysbTaToB
KJIIMHUYECKOI0 MCCIIEN0BaHUs JIEKAPCTBEHHOIO Ipenapara JJii MEIUIUHCKOTO IPUMEHEHHUs BIEKYT 3a
co0Ol OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHO/ATENLCTBOM Poccuiickoit deneparui.

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

13. Tlpm mnpoBeaeHWH KIMHUYECKOTO HCCIEIOBAHUS JICKAPCTBEHHOIO Ipenapara Jist
MEJULMHCKOrO NMPUMEHEHUs J0IyCKaeTcsl 3a00p y MalMEeHTOB OMOJIOTMYECKUX MaTepuaioB (00pasibl
OMOJIOTUYECKUX O KUJKOCTEH, TKaHeW, CEKpPEeTOB U MPOAYKTOB JKU3HEAEATENbHOCTH 4YellOBeKa,
(U3MOJOTMUECKUX W TATOJIOTUYECKUX BBIACTICHUH, Ma3KOB, COCKOOOB, CMBIBOB, MHUKPOOPTIaHU3MOB,
OuomncuiHbBIA Marepuan) A ux uszydeHuss B Poccuiickoin ®enepanyu u (Wwin) 3a Openenamu
Poccuiickoit deneparum.

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

14. Hopsanok BBO3a B Poccuiickyro denepanuio U BbiBO3a 3a npenenbl Poccuiickoit denepannun
OMOJIOTMYECKUX MAaTepUalioB, TOJYYEHHBIX TMPU TNPOBEACHUM KIMHUYECKOTO  HCCIEIOBaHUS
JIEKApCTBEHHOr'0 TMpernapaTta s MEAUIMHCKOrO MPUMEHEHHUs, ycTaHaBiuBaercs [IpaBurenbcTBOM
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Poccuiickoit deneparum.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

Cratbs 41. [loroBop O nNpoBeAeHNN KITMHUYECKOro uccriefjoBaHusi NeKapcTBeHHOro
npenaparta Ansa MeguuMHCKOro NnpMmMmeHeHus

1. KnuHuyeckoe ucclieoBaHHE JIEKapCTBEHHOIO Mpemnapara [Uisi MEAMIIMHCKOTO MPUMEHEHUS
MPOBOJUTCSA B COOTBETCTBMM C JIOTOBOPOM O TMPOBEACHUHM KIMHUYECKOTO HCCIEIOBAHMS
JIEKApCTBEHHOr'0 Tpemnapara JJjis MEIUIMHCKOrO0 MPUMEHEHUs, 3aKJII0UYaeMbIM MEXIy OpraHHu3alueH,
MOJTYYHBIIEH pa3pelieHue YIOJTHOMOYEHHOTO (eAepaTbHOI0 OpraHa HWCIOJHUTEILHOW BIACTH Ha
OpraHMu3alMI0 MPOBEICHHUS TAaKOTO HCCIIEIOBAaHUSA, U MEIUIMHCKOW OPraHU3aIMEed, OCYIIECTBISIOMIEH
MIPOBEACHUE TAKOTO MUCCIICIOBAHMUS.

2. I[OI‘OBOp O IMNPOBCACHUU KIMHUYCCKOTO HUCCICAOBAHUA JICKAPCTBCHHOI'O IIp€riapara MJIsd
MCIUIIUHCKOI'O IPUMCHCHUS JOJIKCH COACPIKATD:

1) ycioBus ¥ CpOKU MPOBEACHUS JAHHOTO MCCIIEIOBAHNUS;

2) ompeneneHue oOIIEH CTOMMOCTH MPOTPAMMBI JAHHOTO HCCIEIOBAHUS C YKAa3aHUEM CYMMBI,
TIpeIHa3HAYaAIOMICHCS IUTSI BBITUIAT MCCIIEIOBATEISIM, COMCCIICIOBATEIISIM,

3) onpenenenue GopMBbI MPeICTABICHHS Pe3yIbTaTOB JAHHOTO UCCIIEIOBAHUS B YIIOJTHOMOYEHHBII
(benepanbHBIN OPraH UCIIOTHUTENBHOM BIIACTH.

Cratbna 42. dunHaHcoBoe obecnevyeHue KNMUHUYECKOoro nccriegoBaHus
neKapCTBEeHHOro npenapara ans MeauLUHCKOro npuMeHeHus

duHaHCcOBOe o0ecnedyeHne KIMHUYECKOro HCCIICAO0BAaHUA JICKAPCTBCHHOI'O IIpe€riapara I
MCOUITUHCKOI'O IPUMCEHCHUS OCYIICCTBIISICTCA 3a CUCT:

1) cpencTs denepanbHOrO OOIKETA;

2) cpeACTB OpraHu3alyid, MOJYYHBIIMX pa3pelieHue Ha OpPraHu3alMi0 MPOBEACHHS JIaHHOTO
HCCIIEIOBAHUS, B COOTBETCTBUH C YCIOBUSIMU JOTOBOpA O €ro MPOBEICHUY;

3) MHBIX HE 3aNPEIIEeHHBIX 3aKOHOIaTebCTBOM Poccuiickoil denepariin HCTOYHHUKOB.

Cratba 43. NMpaBa nauueHTOB, ydyacTByloOwunx B KIIMHUYECKOM wuccriegoBaHuun
JNNIeKapCTBeHHOro npenapara agnd meauumnHCKOro npuMmeHeHuns

I. VYyacthe manMeHTOB B KJIMHHUYECKOM WCCJIEJIOBAHUM JIEKAPCTBEHHOTO TIperapara s
MEIUIIMHCKOTO TIPUMEHECHHUS SBJISETCS JOOPOBOJIBHBIM.

2. IanmeHT WM ero 3aKOHHBIA NPEICTaBUTENb JOJDKEH ObITh MH(MOPMHUPOBAH B HMHCHMEHHOU
dopme:

1) 0 JICKAPCTBCHHOM IIpeniapaTte Iajid MCAUIOHWHCKOrIO IMPUMCHCHHUA WM CYIIHOCTH KIIMHHUYCCKOI'O
HCCIICAO0BAaHMA 3TOTO JICKAPCTBCHHOI'O ITpCIiapara,

2) o0 6€30MacHOCTH JICKAPCTBEHHOTO IperapaTa JIsi MeIUIIMHCKOTO MTPUMEHEHHUS, €T0 0KUIaeMOM
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Bq)(l)CKTI/IBHOCTI/I " CTCTICHU pHCKa UL IMallUCHTA,

3) 00 YCIIOBUAX YYACTUA MMAOUCHTA B KIIMHUYCCKOM HCCICAOBAHUUN JICKAPCTBCHHOI'O IIpCIiapaTa
AJIL MCAUILTUHCKOTO ITPUMCHCHUA

4) 0 IS WM LOCIIX W MPOAOJIKUTCIBbHOCTH KIIMHUYCCKOr0 HCCICAOBAHUA JICKAPCTBECHHOI'O
npenapara Jjid MEAUIUHCKOIO IPUMCHCHNA

5) o pAeicTBUAX NalMeHTa B CiIy4yae HEMpeIBUICHHBIX 3(P(PEeKTOB BIUSHUS JIEKAPCTBEHHOTO
mpenapaTa Jiisl MeIUIIMHCKOTO PUMEHEHUS Ha COCTOSIHUE €T0 37I0POBbS;

6) 00 YCIIOBUAX 00513aTENBLHOTO CTpPAaxOBaHUA KU3HU, 3A0POBbS MMALUCHTA,

7) 0 TapaHTHUAX KOH(i)I/II[eHL[I/IaJILHOCTI/I ydyactusa TMalucCHTa B KIMHUYCCKOM HUCCIICAOBAHUN
JICKApCTBCHHOTO Iperapara 111 MCAUITUHCKOI0 IPpUMCHCHUS.

3. 2106p0BO.]'H)HOC corjraCue nmanyveHTa Ha y4aCTHEC B KIIMHUYCCKOM HMCCIICJOBAHUU JICKAPCTBECHHOI'O
npenapara A MCEIUIHWHCKOrO IHIPHUMEHCHUS IOATBEPKAACTCA €ro IOANHNCHBIO HIW IOAIHUCBIO €TI0
3aKOHHOI'O TPEACTABUTCIIA Ha I/IHCI)OpMaI_[I/IOHHOM JJUCTKEC IIalluMCHTA.

4, HaL[I/IeHT WIM €ro 3aKOHHBIM MMpEACTAaBUTCIIb HMCCT IIPAaBO OTKA3aTbCA OT Y4YaCTusd B
KIIMHUYCCKOM HCCIICAOBAHUHN JICKAPCTBCHHOI'O Mpfcriapara Ajid MCAUIUHCKOTO IMPUMCHCHUA Ha 000
CTaauu MMPOBCACHHA TAKOTO UCCICOOBAaHMA.

5. TlpoBeneHue KIMHHYECKOTO HCCIIEMIOBAaHHS JICKAPCTBEHHOTO Iperapara il METUIIHHCKOTO
MPUMEHEHHS C YJacTUEM B KaueCTBE MAIMEHTOB JIETEH JIOMMYyCKACTCsl TOJNBLKO C COTJIACUS B IIMChbMEHHOMN
dbopme ux pomuTeneil, ychlHOBUTENEH. JleTh MOryT paccMaTpuBaThCcs B KauyeCTBE MOTEHIMAIBHBIX
MAIMeHTOB TAaKOI'0 MCCIIEOBAHUS, TOJBKO €CIM €ro MpOBEACHUE HEOOXOIUMO ISl YKpEeIUIeHUs
3I0pOBbsI JIeTed WM TPO(UIAKTUKA WH(EKIIMOHHBIX 3a00J€BaHU B JIETCKOM BO3pacTe JIMOO eciin
LEJTBI0 TAKOTO MCCIICAOBAHMS SBISICTCS MOJMYYCHHE JaHHBIX O HAWIYYIIeH JO3MPOBKE JEKAPCTBEHHOTO
nmpernapara Ui JICYCHHs JIeTei. B 3THX ciydasX TakoMy HCCIIEIOBAHHIO JOJDKHO TPEIIIECTBOBATH
KIIMHAYECKOE HCCIICIOBAaHNE JICKAPCTBEHHOTO TMperapara Uil MEIUIIMHCKOTO MPUMEHEHHS Ha
COBEpILECHHOJIETHUX TPaXIaHaX, 3a HUCKIIOUCHHEM CIIydyaeB, €CJIM HCCICIyeMbIi JICKapCTBEHHBIH
mpemapaTr Ui MEIUWIWHCKOTO MPUMEHEHHMS TNpeJHA3HAYCH HCKIIOYUTEIBHO [UJIS HCIOIB30BaHUS
HCCOBCPIICHHOJICTHUMU I'paKaaHaMU.

(B pen. ®exnepanbHoro 3akona ot 22.10.2014 N 313-03)

6. 3anpemaeTCﬂ MMPOBEACHNEC KIMHUYCCKOTO HCCICAOBAHUA JICKAPCTBCHHOI'O IIperiapara I
MCOUIHUHCKOI'O IPUMEHCHUSA C YHAaCTUEM B KaYECTBE ITAlITUCHTOB!:

1) neteili-cUpOT U AeTeil, ocTaBIIMXCs 0€3 MOMeueHus: pOAUTENE;

2) KEHUIMH B TMepuox OEpeMEHHOCTH, JKEHIIWH B IEepHOJ TPYIHOrO BCKapMJIMBAaHHUA, 3a
UCKJIFOUEHUEM CIIy4acB, €CIU IPOBOJUTCA KJIMHUYECKOE HCCIECN0BAaHHME JIEKAPCTBEHHOIO IIperapara,
MIpeIHa3HAYEHHOI0 JUIsl YKa3aHHBIX JKEHILUH, IPU YCIOBUU HEOOXOJMMOCTH MOJydeHUs: HH(OpMaluu
TOJILKO BO BpEMsl IMPOBEIEHHUS COOTBETCTBYIOUIMX KIMHMUYECKHUX HCCIEIOBAaHUI W MPUHATUS BCEX
HEOOXOJUMBIX ME€p I0 HCKIIYEHHUIO PUCKA HAHECEHMs Bpela JKEHIIMHE B IEpUoj OepeMEHHOCTH,
KEHIMHE B IEpUO/J] TPYAHOTO BCKapMIIMBaHUS, IIJIOAY WU PeOCHKY;

3) BOCHHOCITYKAlllUX, 3a MHCKIIFOYCHUCM CJIy4acB IIPOBCACHHUA KIIMHUYCCKOI'O0 HUCCICAOBAHUA
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JIEKapCTBEHHOTO Mpernapara, CleNUalbHO pa3pabOTaHHOIO Ul NMPUMEHEHHs B YCIOBHUAX BOEHHBIX
JeUCTBUHM, Ype3BBIYAWHBIX CHUTyaluid, NpO(WIAKTUKM W JIe4eHUs 3a00JeBaHUN U TOpaXKEHUH,
MOJYYCHHbIX B  pe3yJibTaTe BO3ACUCTBUS  HEOJArONpPUSATHBIX ~ XMMHUYECKHX, OHOJIOTMYECKHX,
paananroHHbIX (akTopoB. KimHuyeckoe wuccienoBaHHME TAaKOro JIEKapCTBEHHOI'O Ipernapara MOXKET
MIPOBOJUTBCS C y4YacTHEM B KayeCTBE MAIIMEHTOB BOEHHOCHIYXAIMX, 34 HCKIIOYEHUEM
BOCHHOCITY’KAaIllUX, MPOXOAAIIMX BOEHHYIO CIIy:KOy IO Ipu3bIBY, ¢ cOONIOfeHHeM TpeOoBaHuUH,
YCTaHOBJIEHHBIX HACTOSIIUM DeiepalIbHbIM 3aKOHOM B OTHOIIEHHUHU I'PaXIaHCKUX JINLL;

4) COTPYAHUKOB IMPABOOXPAHUTCIILHBIX OPTraHOB;

5) nui, oTOBIBAIOIIMX HaKa3aHHWE B MECTaX JIMIICHUS CBOOOJBI, a TaK)Ke JIMI, HAXOIAIIUXCS IO
CTPa’Ke! B CICICTBEHHBIX M30JIATOPAX.

7. Jomyckaercsi NpOBEIEHHE KJIMHUYECKOTO MCCIEeI0BaHUs JICKapCTBEHHOIO Ipenapara i
MEIULMHCKOrO NPUMEHEHUS, IPEAHAa3HAYeHHOr0 AJIs JIeUeHHsI IICUXUYECKUX 3a00JIeBaHuil, C yyacTuem
B KauecTBE MAIMEHTOB JIUI[ C TMCUXUYECKHMMH 3a00JIeBaHUSIMM, NPU3HAHHBIX HEIEECIIOCOOHBIMU B
[OpAJIKE, YCTAHOBIEHHOM 3aKkoHoJaTesnbcTBOM Poccuiickoit denepaunu. KimHndeckoe uccinenoBanue
JICKApCTBEHHOTO Iperapara B 3TOM Cliyyae MPOBOIUTCS MPU HAJIMYUHU COTJIAacus B MUCBMEHHOH (hopme
3aKOHHBIX MIPEJICTaBUTENIEH YKA3aHHBIX JIULI.

Cratba 44. 0OO6GsAs3aTenbHoOe CTpaxoBaHME XU3HU, 3O0POBbA MNaLMUEHTa,
y4yacTBywLWero B KINMHUYECKOM MUCCrefoBaHUM JeKapCTBEHHOro npenaparta Aans
MeAULMHCKOro NpMMeHeHuns

(B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

1. Opranuzanus, NOJy4YUBIIAs pa3pelICHHE Ha OpPraHU3alyi0 MPOBEICHUS KIMHUYECKOTO
WCCIIEIOBaHMs JIEKapCTBEHHOIO IMpernapaTta [Uisi MEIUIMHCKOrOo INpUMEHEHHs, 00s3aHa B KauecTBe
CTpaxoBaTessl CTPAaxoBaTb PUCK NPUYMHEHHs Bpeda >KU3HU, 3J0pPOBbI0 MAlMEHTA B pe3yJIbTaTe
MPOBEICHUS  KJIMHUYECKOTO HCCIIEIOBAHUS JICKAPCTBEHHOTO Ipemapara Uil  MEIHUIMHCKOro
MIPUMEHEHHUS 32 CBOHM CUET IMyTeM 3aKIIFOUSHUS JI0TOBOpa 0053aTeILHOTO CTPaXOBaHUSI.

2. OOBEeKTOM 0053aTENFHOTO CTPAaXxOBaHUS SBISIETCS WMYIIECTBEHHBIH WHTEpEC IalUeHTa,
CBSI3aHHBIN C MPHYMHEHUEM BpE/ia €r0 JKU3HU WM 370POBBIO B PE3YJIbTaTe MPOBEACHUS KIIMHIHYECKOTO
UCCIIeJOBaHMS JIGKAPCTBCHHOTO TIperapara it MEJUIMHCKOTO TPUMEHEHUSL.

3. CTanOBBIM CJIydaceM I10 JOroBOpy 00513aTENILHOTO CTpaxOBaHHUA ABJIACTCA CMCPTH IMALMCHTA
W YXYAIICHUC €ro 3J0PpOBbs, B TOM YHCJIC BJICKYIIICC 34 coboit YCTaHOBJICHUC WHBAJIUIHOCTU, IIPHU
HaJIM4Ynuun HpPI‘-IHHHO-CJIGI[CTBGHHOfI CBsA3U MCXKAY HACTYIIJICHUCM 3TOI'O COOBITHS U Y4aCcTUCM IMAllUCHTA
B KIMHUYECKOM HCCJIICAJOBAHUU JICKAPCTBCHHOI'O ITpCIiapara.

4. Tpe6OBaHI/IH 0 BO3MCIICHHMU Bpc€aa, MNPUUYMHCHHOI'O JKW3HW WKW 3J0POBBIO IIAIIMCHTA,
IpCaABABIIAOTCS B TCUCHHUEC CPOKOB HCKOBOM JaBHOCTH, YCTaHOBJICHHBIX IrpaXaaHCKUM
3aKOHOAATCJILCTBOM.

5. Pa3Mep CTanOBOﬁ BBITIIATHI 110 IOTOBOPY 00513aTEIHLHOTO CTpaxOBaHHA COCTABJIACT:

1) B cimydyae cMepTH MalMeHTa JBa MIWIIHOHA pyOJield Ha KaXkJI0ro MalMeHTa, y4acTBOBABIIETO B
KJIIMHUYECKOM HCCIIEJOBAaHUH JIEKAPCTBEHHOI'O IIperapara;

2) npu yXyALIEHUH 370POBbs MAlIUEHTA!
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

a) TOBJICKIIIEM 3a COOOW YCTaHOBJICHWE MHBAJIMIHOCTH | TPYIIBI, OAMH MUUIHOH MATHCOT THICSIY
pyOJsieli Ha KaXJIOro MalMeHTa, yYacTBOBAaBIICTO B KJIMHUYECKOM HMCCIICIOBAHUU JICKAPCTBEHHOTO
npernapara;

0) moBiyiekiieM 3a coOO¥ ycTaHOBJICHHE WHBAIUAHOCTH Il Tpynmel, onuH MWUIMOH pyOseil Ha
Ka)KJI0TO TAIUEHTA, YIaCTBOBABIICTO B KIIMHHYECKOM HCCIICIOBAaHUH JICKAPCTBEHHOTO Mpernapara;

B) MOBJIEKIIEM 3a CO00H ycTaHOBJIeHHEe MHBANMAHOCTU III rpymmel, mATBCOT ThICSY pyOJsiel Ha
Ka)KJI0TO MaIllMeHTa, y4acCTBOBABIIETO B KIIMHUYECKOM HCCIIE0BaHUH JIEKAPCTBEHHOTO Mpenapara;

T') HE MOBJEKIIeM 3a co000# yCTaHOBJICHUS UHBAMAHOCTH, He OoJiee ueM TpucTa Thicad pyOuieli Ha
KKJOr0 TMalMeHTa, YY4aCTBOBABIIETO B KIMHHUYECKOM HCCIEIOBAHUU JICKAPCTBEHHOTO IIperapara,
UCXOJs W3 HOPMATHBOB, OTPAXKAIOMIMX XapaKTep H CTENCHb TOBPEKICHUS 30POBBS, a TaKke
(aKTHYECKH TIOHECCHHBIX TAI[MCHTOM pacXoJ0B, BBI3BAHHBIX IMOBPEKICHHEM 370POBBS, Ha
MEIUIIMHCKYIO IOMOIIb, IPUOOPETCHHE JICKAPCTBEHHBIX ITPEIapaToB.

(nm. "r" B pen. @eaepanbHOro 3akona ot 22.12.2014 N 429-03)

6. Ytpatun cuny ¢ 1 utons 2015 roxa. - @enepanbHblil 3akoH oT 22.12.2014 N 429-03.

7. Cpok nmoroBopa 00s3aTEIBHOTO CTPAaXOBAaHHUS HE MOXKET ObITh MEHEe, YeM CPOK MpPOBEACHUS
KJIIMHUYECKOT0 UCCIIEI0OBaHMs JIEKAPCTBEHHOIO IIpernapara.

8. VYcnoBusi noroBopa 00s3aTEILHOTO CTpPaxOBaHUS, B TOM YHCJIE CTpPaxoBble Tapu@bl IO
00513aTeIbBHOMY CTPaXxOBaHHIO, IIepeYeHb HEOOXOAMMBIX JTOKYMEHTOB ISl OCYILECTBJIEHUS CTPaXxOBOM
BBIIJIATHI, MOPSJOK YCTaHOBJEHHS CTpaxoBaTelleM HWHIMBUAYAJIBHOTO HICHTU(UKALMOHHOTO KOJa
NalyeHTa, MOpsSA0K HH(GOPMUPOBAHHUS  CTpaxoBaTelieM CTPAaxXOBIIMKA O MPHUBICYEHHBIX K
KJIIMHUYECKOMY HCCJIEIOBAaHUIO JIEKAPCTBEHHOI'O Ipenapara Uil MEIUIMHCKOTO0 IPUMEHEHUs
MalueHTax, MOPSAJOK YIUIaThl CTPaXxOBOM MpeMHUH, MOPSAJOK peau3allii OMNPEEIEHHBIX HACTOSILIUM
@denepalibHBIM 3aKOHOM M JpyrMMH (efepajibHbIMA 3aKOHAMHU IpaB M O00s3aHHOCTEH CTOPOH IO
JIOTOBOpPY 0053aTENbHOrO0 CTPAaXOBaHMs, a TAaKXKE HOPMATHBbBI, OTPAKAIOLIME XapaKTep MU CTEleHb
MIOBPEXICHHS 3/I0POBbsI, yCTAaHABIMBAIOTCS TUIOBLIMH [IPABUIAMHU 0053aTEIILHOTO CTPAXOBAHMUSL.

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

9. B cJIydac NpHUYMHCHHUA BpCaa KU3HU IIallMCHTA, YYAaCTBOBABLIICTO B KIMHHUYCCKOM
HCCICAOBAHNU JICKAPCTBCHHOT'O IIp€riapara, BI)IFO)IOHpI/IO6peTaTeH$IMI/I o AO0roBOpYy 00s13aTE€ILHOTO
CTpaxOBaHHUA MABJIAIOTCA TpaXJaHC, HMCIOIIWC IIpaBO Ha BO3MCHOICHUC BpE€aa B Ciydac CMEPTHU
KOpMWJIblla B COOTBCTCTBUU C I'PAKAAHCKUM 3aKOHOJAATCJILCTBOM, IIPpU OTCYTCTBHUH TAKHX I'paKJaH -
poauTei, Cyrnpyr, ACTH YMEPIICTO ITalUCHTA, Y4YaCTBOBABHICTO B KIMHHUYCCKOM HCCICAOBAHUU
JICKApCTBCHHOT'O IIpcIiapara, B ClIyda€ CMCPTH IIAalMUCHTA, Y4YaCTBOBABLICTO B KJIMHHUYCCKOM
HCCICAOBAHNHU JICKAPCTBCHHOI'O IIPCIiapaTa 1 HC UMCBIICTO CaAMOCTOATCIIBHOI'O 10X04a, - I'paXXJIaHe, Ha
WXXKIUBCHHUHN KOTOPBIX OH HAXOAWJICA, B OTHOLICHUH BO3MCHICHHA pacXOod0B Ha HOT‘pC6eHI/I€ nanueHTa,
Y4aCTBOBABUICTO B KIIMHUYCCKOM HCCICAOBAHHU JICKAPCTBCHHOI'O IIperiapara, - JJMIOo, IMOHECIIEC TaKue
PaCXOJbl.

10. CTanOBaH BbIINIaTA B CYET BO3MCHICHUA BpEAad, IMPUYUMHCHHOI'O JKW3HHU IIAUCHTA,
Y4aCTBOBABIICTO B KIIMHUYCCKOM HCCIICAOBAHHUU JICKAPCTBCHHOI'O MpCIiaparta, pacupCaACiIsICTCa MCKIAY
BBII‘O,HOHpI/I06peTaTeH$IMI/I MMPOMOPHUOHAIIBHO UX KOJIMYCCTBY B PaABHBIX HOJIAX.

11. Ilpum HaACTymJIEeHHMH CTpPAaxoOBOTO Clly4ass IIallMEHT, YYacTBOBABIIMM B KIMHUYECKOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

WCCIIEIOBAaHUHM  JICKQpCTBEHHOTO  Ipermapara,  BHITOAONPHOOpETaTeNb  BIOpaBe  MPEIbsSBUTH
HEMOCPEACTBEHHO CTPaxXOBIIMKY TpeOOBaHME O BO3MEIIEHUU MPUYMHEHHOTO Bpena. CrpaxoBas
BBIIIJIaTa OCYIIECTBIISIETCS CTPAXOBIIMKOM B TEYEHHE TPUILATA JHEH CO JHSA MPEACTABICHUS
HEOOXOUMBIX JTOKYMEHTOB. [1alneHT, y4acTBOBAaBIINI B KIIMHUYECKOM UCCIICIOBAHUH JICKAPCTBEHHOTO
npenapara, Wi BBITOAONpPHOOpeTaTe s 00s3aH COOOIUTH CTPAXOBIIMKY JUISl OCYIICCTBIICHHS
CTPaxOBOW BBIIJIATHI HWHAWMBUIYAJIbHBIA HMJICHTU(PUKAIMOHHBIM KOJ IallMeHTa, YCTAHOBJICHHBIN
CTpaxoBaTejeM B COOTBETCTBUHU C THIIOBLIMU MPABUIAMH 00s13aTEILHOTO CTPAXOBaHUSI.

12. JIo mosHOrO OmpeneNeHus pa3Mepa IMOUIEKAIIET0 BO3MELIEHUIO BpeJa CTPaxOBLIMK I10
3asIBJICHUIO TAllMEHTAa, y4aCTBOBABLIETO B KJIMHUYECKOM HCCIIEJJOBAHMM JIEKAPCTBEHHOIO IIpernapara,
WIA 3asBICHUIO BBITOAONpPUOOpETaTeNsi BIOpPaBEe OCYIIECTBUTH YacTh CTPAaXOBOW  BBITUIATHI,
COOTBETCTBYIOIYIO (PaKTUYECKH OIpe/IeICHHON YacTH MPUYMHEHHOTO Bpea.

13. CTanOBaﬂ BbIILIaTa B COOTBETCTBHMHM C JOI'OBOPOM 00513aTEJILHOIO CTpaxoBaHUs
OCYHICCTBJIACTCA HE3aBUCUMO OT BBITUIAT, IPUYUTAOIINUXCS 11O APYTHUM BHUIaM CTPAXOBaHHA.

14. He JOIMYCKACTCA Yy4YaCTUC TIallUCHTA B HTPOBCACHUU KIIMHHUYCCKOI'O0 HCCICAOBAHUA
JICKApCTBCHHOTO IIpLIriapaTa npu OTCYTCTBHUU JOTOBOpa 00513aTEeILHOTO CTpaxoBaHHA.

15. KoHTposib 3a MCIOJTHEHHWEM OpraHW3alMel, IMOJMYYHMBUIEH pa3pelIeHUE HAa OpPraHU3aLUI0
IIPOBCACHUA KIIMHHUYECKOI'O HUCCIICIOBaAHUA JICKApCTBECHHOT'O Inpemapara JJIsA MEAUIINHCKOTI'O
MPUMEHEHHUS, YCTAHOBJICHHON HacTosIeld cTaTbeld OOS3aHHOCTH IO O005S3aTeNbHOMY CTPaxOBaHHUIO
KU3HHU, 3J0pPOBbsSI TMAallMEHTa, Yy4YacTBYIOMIEro (y4acTBOBABIIET0) B KIMHHUYECKOM HCCIEIOBAHUU
JIEKapCTBEHHOTO  MpemapaTra,  OCYIIECTBISETCS ~ YIMOJIHOMOYEHHBIM  (heepadbHbIM  OpPraHOM
HMCIOTHUTEIbHOM BJIaCTH, BBIJABIIUM pa3pClIiCHUC Ha HNPOBCACHUC KIIMHUYCCKUX I/ICCJIGIIOBaHI/Iﬁ
JICKApCTBCHHBIX NPCapaToB A1 MEAUIUHCKOIO IPUMCHCHHUA.

Mnaea 8. MIPOU3BOACTBO N MAPKUPOBKA JIEKAPCTBEHHbLIX CPEACTB
CraTtbsa 45. NMpon3BoACTBO NeKapCTBEHHbIX CPeacTB

1. TIpom3BOACTBO JEKAPCTBEHHBIX CPEICTB IODKHO COOTBETCTBOBATH TPEOOBAHUSAM IIPABHII
HaJuieXxalled MPOU3BOJACTBEHHOW MPAKTUKW, YTBEPKAECHHBIM YIOJHOMOYEHHBIM (eaepaibHbIM
OpPraHOM HCIIOJIHUTENbHON BiacTU. OCOOEHHOCTH Iepexo/ia MPOU3BOACTBA OTAEIbHbIX JIEKAPCTBEHHBIX
CPEZACTB K UX NMPOU3BOJICTBY B COOTBETCTBUH C TPEOOBAHUSAMU MPaBUJI Ha/jleKaleil Ipou3BOICTBEHHOM
IIpakTUKU ycraHaBnuBaroTcs IIpaBurensctBom Poccuiickonn @Penepauuu. Bbelnadya 3akifO4eHH O
COOTBETCTBUHM TPOU3BOAMTENS JICKAPCTBEHHBIX CPEACTB TpeOOBaHMAM MpPaBUJI  HaJUIEKAIICH
IIPOU3BOJCTBEHHON MPAKTUKHA OCYLIECTBISAETCS IO PE3YNbTATAM HMHCIIEKTUPOBAHMS IPOU3BOIUTENEH
JIEKAPCTBEHHBIX CPEICTB B TNOpsAnKe, ycTaHoBIeHHOM IIpaBurensctBoM Poccuiickonn ®enepanuu.
Pasmep miaTel 3a BbIJA4y 3aKIIOYCHHS O COOTBETCTBUU IPOU3BOAMTENS JICKAPCTBEHHBIX CPEICTB
TpeOOBaHUAM MpPaBUJ HaJJeKallel MPOM3BOACTBEHHOM MPAKTUKM yCTaHaBiIUBaeTcs [IpaBUTEIHCTBOM
Poccuiickoit @denepauuu. [IOopAnok opraHu3anuu U NMPOBEACHUS WHCICKTUPOBAHUSA IPOU3BOJIUTENCH
JICKApCTBEHHBIX CPEJICTB HAa COOTBETCTBHE TPEOOBAHHMSIM MPAaBWII HaJUIekKalled MPOU3BOACTBEHHOMN
IIpaKkTUKH ycTraHaBiuBaeTcs [IpaBurensctBom Poccuiickon @enepannn.

(B pen. denepanpHpix 3aKk0HOB 0T 25.06.2012 N 93-®3, ot 22.10.2014 N 313-P3, ot 22.12.2014 N
429-03)

2. IIpous3BOACTBO JIEKApCTBEHHBIX cpenctB B Poccuiickoit ®Penepanuu  OCYILIECTBISETCA
MPOU3BOAUTENSIMU JIEKAPCTBEHHBIX CPEJCTB, UMEIOIIMMU JULIEH3UIO Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX
cpeacts. IloarBep:kieHUE COOTBETCTBUS JIMUEH3MATA [PABUIAM HAJJICKAIIEH IPOU3BOACTBEHHOMN
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

MIPAKTUKU OCYIIECTBISIETCS B paMKax JIMIIEH3HOHHOTO KOHTPOJISI B COOTBETCTBUU C 3aKOHOJIaTEIbCTBOM
Poccwuiickoit @eneparuu ¢ yaeToM 0COOCHHOCTEH, YKa3aHHBIX B 4acTH | HACTOAIIEH CTAaThU.
(B pen. @eaepanbubix 3akoHOB 0T 22.10.2014 N 313-D3, o1 22.12.2014 N 429-03)

3. IIpou3BOACTBO JIEKAPCTBEHHBIX CPEICTB OCYIIECTBISETCS C COOJIIOJCHHEM TpeOoBaHUMN
MMPOMBIINIJICHHOT'O periamMeHTa, KOTOpBII\/II YTBEPKOAACTCS PYKOBOOHUTECIIEM IIPOU3BOAUTEIIA
JICKApCTBEHHBIX CPEJICTB M BKIFOUAET B ceOsl MEPEYCHb UCIIOIb3yEeMbIX (hapMaleBTHUECKUX CyOCTaHIINI
Y BCIIOMOTATEJIbHBIX BEIIECTB C YKa3aHUEM KOJIMYECTBA KAXKIOTO W3 HHX, JIaHHBIE 00 HCIIOIB3yeMOM
000py/I0BaHWH, OIMHCAHWE TEXHOJIOTMYECKOro IMpollecca W METOJOB KOHTPOJS Ha BCEX dTamax
MIPOU3BO/JICTBA JICKAPCTBEHHBIX CPEJICTB.

4. Ilpu POU3BOJCTBE JICKAPCTBEHHBIX CPEACTB UCIOIB3YIOTCS (papMarieBTHYeCKUe CyOCTaHITHNH,
CBEJCHHS O KOTOPBIX COJEpXaTcs B TOCYJapCTBEHHOM peecTpe JICKapCTBCHHBIX CPEACTB, 3a
UCKITIOYEHHEM (apMaleBTUYECKUX CyOCTaHIUM, NPOU3BOAUMBIX [UIS TPOBEICHUS KIMHUYECKHX
uccienoBaHuil u s skcrnopra. K mporeccy npousBoactsa GpapManeBTHIECKOd CyOCTaHIIMN OTHOCATCS
mo0ble  CTaJAWMd TEXHOJIIOTMYECKOTO TMpOIecca, TO3BOJSIONINE TONYYHTh TOTOBBIM MPOIYKT,
COOTBETCTBYIOIIUN TpeOoBaHUSM (papMakoONeHONW CTaThu, B TOM 4YHcle (hepMeHTalus, SKCTPAKIIUS,
OUYHMCTKA, BBIJCIICHUE, TIEPEKPUCTAIUIN3AINS, BBICYIIMBAHUE, H3MEIbUeHUE. B ciiydae HEOOXOAMMOCTH
WCIIOJIb30BAaHUS 3THJIOBOTO CIMPTA, B TOM 4YHCIEe (papMareBTHIECKOW CYOCTaHIIMH CIHPTA STHUIOBOTO
(3TaHoNa), TpH MPOU3BOJCTBE JIEKAPCTBEHHBIX CPEICTB B KauecTBE JEHCTBYOIIEro M (WJIH)
BCIIOMOTATENIbHOTO BEIIECTBA, a TAK)KE B MHBIX TEXHOJIOTUYECKUX IIEINAX JOJDKHA OBITh HCIIOJIb30BaHA
TOJILKO (hapMaleBTHUYECKast CyOCTaHIINS CIIUPTA STUIOBOTO (3TAHOM).

(B pen. denepanbubix 3aKkoHOB OT 22.12.2014 N 429-@3, ot 27.12.2019 N _462-®3, ot 27.12.2019 N
481-D3)

4.1. [lepedeHb JEKAPCTBEHHBIX TMPEMAPATOB I MEIUIIMHCKOTO TMPUMEHEHHs, B OTHOIICHHUH
KOTOpBIX YCTaHABJIMBAIOTCS TpPeOOBaHUS K OOBEMY Tapbl, YIMAaKOBKE M KOMIUIEKTHOCTH, IE€peueHb
JNEKapCTBEHHBIX  MpEnapaTroB AN  BETEPUHAPHOTO MPUMEHEHHs, B  OTHOLIEHHUH  KOTOPBIX
yCTaHABIMBAIOTCA TpeOOBaHMUS K OOBEMY Taphl, a Takke TpeOoBaHHS K 00BEMY Taphl, YIMaKOBKE U
KOMIUICKTHOCTH JICKAPCTBEHHBIX MPEMapaToB /Il MEAUIIMHCKOTO MPUMEHEHHS, TPeOOBaHUS K 00BeMy
Tappl  JIEKAPCTBEHHBIX  TMpEmapaToB  JUIsl  BETEPUHAPHOTO  TPUMEHEHHUS  OINPEACIISIOTCS
COOTBETCTBYIOIIMMH YIIOJITHOMOYCHHBIMH (heIepaIbHBIMA OpraHaMU HCIIOJHUTEIHPHOM BJIACTH B
nopsake, ycranoieHHoM [IpaButensctBoMm Poccuiickoit @enepanuu.

(uacts 4.1 B pen. @enepanbHoro 3akoHa ot 14.12.2015 N 374-03)

4.2. Opranu3zanyy, OCYIIECTBIISIONUE MPOU3BOACTBO (apMaleBTUUECKOW CYOCTaHIMU CIHPTa
STWJIOBOrO (3TaHOJIa) AJI MPOU3BOJCTBA CIHUPTOCOJAEPIKALIUX JIEKAPCTBEHHBIX IIPENapaToB, 00s3aHbI
OCYIIECTBIISITh YUET B MOPSAKE, YCTAHOBICHHOM cTaThiMu 8 u 14 denepanbHOro 3akoHa OT 22 HOSOPs
1995 roma N 171-®3 "O rocyaapCTBEHHOM pETyJMPOBAHWU TMPOU3BOJICTBA M 000pOTa STHUIIOBOTO
CIMPTA, AIKOTOJIBHOW U CIIUPTOCOJEp KALIEH MPOAYKLIUN U 00 OrpaHMYEHHH NMOTpeOIeHus (pacruTus)
asikorosibHOM mpoxykiuu". IlpousBoncTBo ¢apMmareBTHYECKOH CyOCTaHIMK CIHUPTa 3TUIOBOTO
(3TaHONA) JOMyCKaeTcsl TOJMBKO OpraHM3aluel, OCYIIECTBIISIONEH MPOU3BOACTBO PEKTU(PUKOBAHHOTO
OTWJIOBOT'O CIIMPTA U3 NHUIICBOI'0 ChbIPpbA HAa OCHOBAHWM JIMICH3WUH HA MPOU3BOACTBO 3THUJIOBOI'O CIIMPTa
IUIS. TIPOM3BOJICTBA (hapMaIleBTHYECKON CYOCTaHIIMHM CIHPTa STHIOBOTO (9TaHOIA) B COOTBETCTBUU C
TpeOoBanusiMu PenepasibHOTO 3akoHa OT 22 HosiOps 1995 roma N 171-®@3 "O rocynapcTBeHHOM
peryJupoBaHUM MPOU3BOJACTBA M 000pOTa ITHIOBOIO CIMPTA, AJIKOIOJIBHOM M CHUPTOCOIEprKallei
OPOAYKUMH U 00 OrpaHWYeHHH MOTpeOsieHus (pacmuTHs) aIKOrOJIbHON HpPOAYKIUH', METOAOM
pa3Be/leHUs] BOJOW OYMIIEHHON TaKOTO THJIOBOTO CIIMPTA, IPOU3BEIEHHOIO JaHHOW OpraHM3alMen 1o
MECTY OCYIIECTBICHHS IPOU3BOJICTBA (PapManeBTUUECKOI CyOCTaHIIMN CIIUPTA ATHIIOBOTO (3TAHOIIA).
(uactp 4.2 BBeneHa denepanpHbiM 3akoHOM OT 03.07.2016 N 261-D3; B pen. @enepaibHOro 3aK0Ha OT
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

27.12.2019 N 481-D3)

4.3. nauBuyanbHble MPEIIPUHUMATENIN U IOPUANYECKHE JIMIA, OCYIIECTBISIONINE 3aKyNKy U
UCTOJIb30BaHUE (hapMaleBTHUECKONW CyOCTaHIIMK CITUPTA STHIIOBOTO (3TAHOJA), & TAKXKe MPOU3BOJCTBO,
U3roToBiaeHHe M (Win) 000pOT (32 HCKIIOUEHHWEM PO3HUYHOM NpPOAaKH) CHUPTOCOJAEPIKAIINX
JIEKapCTBEHHBIX TIperapaTroB, 00s3aHbl OCYLIECTBISTh HMX YYeT M JCKJIapUpOBAaHUE B TMOPSJIKE,
yCTaHOBJICHHOM cTaThiMu 8 u 14 denepanpHoro 3akoHa ot 22 HosiOps 1995 roma N 171-d3 "O
rOCYJapCTBEHHOM DEryJIMpPOBAHUM MNPOM3BOJCTBA M 00OpPOTa ATUIOBOTO CHMPTA, AJIKOTOJIBHOH U
CIHMpTOCOJEepXKAlell MPOAYKUMH U 00 OrpaHWYEeHUH TMOTpeOiaeHus (pacluTUsl) aAJIKOTOJIBHOM
pOayKIUH".

(uactp 4.3 BBeieHa PenepanbHbIM 3aK0HOM OT 29.07.2017 N 278-D3)

4.4. Ilpm mnpou3BOJCTBE JIEKAPCTBEHHBIX IIPENapaToB JUIi BETEPUHAPHOIO IMPUMEHEHUS
JIOITyCKAETCsl MCIIOJIb30BAaHUE IPOU3BEACHHBIX Ui peaiau3aluy (apMaleBTHUECKUX CyOcTaHLUH,
BKJIFOYEHHBIX B TOCYIAapCTBEHHBIH peecTp JICKapCTBEHHBIX CPEACTB YIOJHOMOYEHHBIM (enepaabHbIM
OpPraHOM HCIIOJIHUTEJIBHOM  BJIACTH, OCYLICCTBIISIOIIUM BEACHUE TOCYJAapCTBEHHOIO peecTpa
JIEKAPCTBEHHBIX CPEJCTB U1 MEAULIMHCKOIO IPUMEHEHHS.

(uactp 4.4 BBeneHa PenepanbHbIM 3akoHOM OT 02.08.2019 N 297-D3)

5. 3amnpemaercst IpOU3BOJICTBO:

1) nexkapcTBEHHBIX CpPEICTB, HE BKIIOYEHHBIX B TOCYJApCTBEHHBIM peecTp JIeKapCTBEHHBIX
CPEICTB, 32 HMCKIIOUEHUEM JIEKApPCTBEHHBIX CPEACTB, MPOU3BOJUMBIX ISl MPOBEACHUS KIMHHYECKUX
WCCIeA0BaHUM U 7151 DKCIIOPTA;

2) danbcupuIMPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB;
3) nekapCTBEHHBIX CPEACTB 0€3 JTUIEH3UU Ha IPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB;

4) JNEeKapCTBEHHBIX CPEJCTB C HAPYIICHUEM MPaBUI OpPTaHU3AIMH TPOU3BOJICTBA M KOHTPOJIA
Ka4yeCTBa JICKAPCTBEHHBIX CPEJCTB;

5) yrpatun cuiy. - @enepanbHblil 3akoH ot 27.12.2019 N 481-03;

6) crnupTOCOAEPKALINX JIEKAPCTBEHHBIX IMPENapaToB MO MECTY OCYIIECTBICHHS IMPOU3BOICTBA
(dapmaneBTHUECKON CyOCTaHIIMM COUpPTa 3TUJIOBOrO (dTaHoNa) M (WJIM) MO MECTy OCYIIECTBICHUS
MIPOU3BOJICTBA STHIIOBOTO CIHPTA;

(. 6 BBeeH DenepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

7) dapmareBTHYECKONH CyOCTaHIIMU CIIMPTa STUIIOBOTO (dTaHOJA) U (WJIM) CIIMPTOCOIEPIKAIINX
JIEKapCTBEHHBIX MpENaparoB Ha OCHOBHOM TEXHOJOTHYECKOM OOOPYIOBaHUU [UIsl TPOU3BOJCTBA
STUJIOBOTO CIHUPTa, YKa3aHHOM B IyHKTe 1.1 crathu 14.1 ®dexnepanbHoOro 3akoHa ot 22 Hos0ps 1995
roga N 171-®3 "O rocyaapCTBEHHOM pPETyJIMPOBAHUU MPOU3BOJCTBA M 00OPOTA ITUIOBOTO CIUPTA,
QIKOTOJILHOM ¥ CHUPTOCOJAEpKAIIed TMPOAYKIMH M 00 OTrpaHWYCHHWH TMOTpeOJIeHUs (paciuTHs)
AJIKOTOJIBHOW MpOTyKIuu'.

(n. 7 BBenen denepanbHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

6. Ilpu BBOme IEKapCTBEHHBIX CPEACTB B TPaXIAHCKUH 00OpOT YHNOJHOMOYEHHOE JIMIIO
IIPOU3BOIUTEIIS JIEKAPCTBEHHBIX CPEACTB OCYIIECTBIISIET TOATBEPHKAECHUE COOTBETCTBUS JIEKAPCTBEHHBIX
CpeAcTB TpeOOBaHMAM, YCTAaHOBJICHHBIM MPU MX TOCYJApCTBEHHOH PErHCTpallid, U TapaHTUPYET, YTO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

JIEKapCTBEHHbIE CPEJCTBA MPOM3BEAEHBl B COOTBETCTBUM C TPEOOBAaHMAMM MpPABUJ HaJUIexKalnei
IIPOU3BOJICTBEHHON MTPAKTUKHU.
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

7. YTIOJTHOMOYEHHBIM JIUIIOM TPOU3BOIMTENS JIGKAPCTBEHHBIX CPEJICTB SBISETCS €ro PabOTHWK,
aTTECTOBAHHBIA B YCTAHOBJIICHHOM YIIOJTHOMOYEHHBIM (eiepaTbHBIM OpraHOM HCIIOJTHUTEIHFHON BIIACTH
MOPSIKE ¥ UMEIONIHI CTaK pabOThl HE MEHEE YeM IISITh JIET B 00JIACTH MPOU3BOJICTBA U (MJIH) KOHTPOJIS
KayecTBa JIGKAPCTBEHHBIX CPEACTB, BhICIIEe O0Opa30BaHUE COOTBETCTBEHHO [0 OJHOH W3
crenuanbHOCTe W (WIM) OJHOMY W3 HaIMpaBJICHUH TMOATOTOBKU: OWONOTHS, OWOTEXHOIOTHS,
BETEPUHAPHS, BETEPHHAPHO-CAHUTApPHAS OKCIEPTH3a, KIMHUYECKAas MEIUIMHA, DPaJUallMOHHAs,
XUMHUYECKass W OWoJjorudeckas 3amura, QapMmarus, (QyHIaMEHTaIbHAsS MEAWIMHA, XHMHYECKast
TEXHOJIOTHS, XUMHUSI.

(B pen. deaepanbubix 3akoHOB 0T 22.10.2014 N 313-P3, ot 02.08.2019 N 297-D3)

8. IIpousBoauTENH JTEKAPCTBEHHBIX CPEACTB (32 MCKIIOYEHHEM (papMalleBTUYECKOW CyOCTaHIIMH
CIHPTa ATUIIOBOTO (3TaHOJIA) MOTYT OCYIIECTBIIATH MPOJAXy JICKAPCTBEHHBIX CPEACTB WM MepeaaBaTh
HX B YCTaHOBJIEHHOM 3aKOHOAATENLCTBOM Poccuiickoit denepaunu nopsjkKe:

(B pen. ®enepanbHoro 3akona ot 29.07.2017 N 278-03)

1) ApyruM mpOM3BOIUTEISM JIEKApPCTBEHHBIX CPEJICTB AJIsi IPOU3BOJICTBA JIEKAPCTBEHHBIX CPE/CTB;
2) opraHu3aiusaM ONTOBOM TOPTOBIIH JIEKAPCTBEHHBIMU CPEJICTBAMU;

3) anTeyHBIM OpraHU3alMsIM, BETEPUHAPHBIM AaNTEYHBIM OPraHU3AIMIM, WHAUBHAYAIbHBIM
MpEeANPUHUMATENSIM, UMEIOIIUM JIHIICH3UI0 Ha (PapMaIeBTUYECKYIO NESTEIbHOCTh WU JIUIEH3UI0 Ha
MEIMIMHCKYIO JEATEIIbHOCTD;

4) HAyYHO-MCCIIEIOBATEILCKAM OPTaHU3aIUsIM sl HAYYHO-MCCIIEIOBATEIHCKON paOOThI;
5) MCIUIUHCKUM OpraHu3alriaM U BETCPUHAPHBIM OPraHU3alusIM;

6) OpraHu3anusM W WHAWBUIYAIBHBIM TPEANPHHUMATEISM, OCYIISCTBISIONIMM pa3BeCHNUE,
BBIpAIIUBAHUE W COJCPKAHUE JKUBOTHBIX (32 HCKIIOUEHHEM TpPOAaXH UM (PapMaleBTUICCKUX
CyOCTaHIIMIA UM UX TIepeayn).

(n. 6 B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

9. TlpousBoautenu QapMaleBTUICCKOW CyOCTaHIIMM CIUPTAa ATHIOBOTO (3TaHONA) OOsS3aHBI
OCYIIECTBIISITh peann3anuio (mepeaady B yCTAaHOBJICHHOM 3aKOHOATENbCTBOM Poccmiickoit deneparim
nopsiike)  (papMameBTHYECKOM  CyOCTaHIIMM  CIHMpPTAa JTHWIOBOTO  (3TaHOJA)  MPOHW3BOIUTEISIM
JMEKapCTBEHHBIX ~ CPEACTB Ui  TMPOM3BOACTBA  JIGKAPCTBEHHBIX  CPEICTB,  IPOU3BOJIUTENSIM
(M3rOTOBUTENSAM) METUITMHCKUX U3IEIHIA ISl POU3BOICTBA U U3TOTOBICHUS METUITMHCKUX U3JEIHUNA B
eMKOCTSIX 00beMoM He Oonee | nurtpa u (wm) He menee 1000 TUTPOB, a OpraHU3aLUsAM, YKa3aHHBIM B
MyHKTax 3 - 5 yacTw § HACTOSAIICH CTaThH, B Tape 00beMOM He Oojiee 1 ymtpa.

(gactp 9 BBenmena deaepanbHbM 3ak0HOM OT 29.07.2017 N 278-D3; B pen. denepalibHBIX 3aKOHOB OT
27.12.2019 N 481-D3, ot 22.12.2020 N 444-D3)

10. Peammzamus (mepemadya B yCTAHOBJIEHHOM 3aKOHOJATeNbCcTBOM Poccuiickoit ®eneparyn
nopsiike) (QpapmaneBTHYecKol CyOCTaHLMU CHOUpPTAa STHIOBOTO (3TaHONA) OPraHU3alMsIM OINTOBOMH
TOPTOBJIX JICKAPCTBEHHBIMU CPEACTBAMH HE JOIYCKACTCS.

(uactp 10 BBenena denepanbHbIM 3aK0HOM OT 27.12.2019 N 481-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
( T 11.06.2021) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 RO " [ara coxpaHenus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

11. IlepeBo3ku (hapMareBTUUECKOM CyOCTaHIIMM CIIUPTA STUIOBOTO (3TAHOJIA) OCYILECTBIISIOTCS C
coOuroieHeM TpeOoBaHMM, YCTAaHOBJICHHBIX a03alleM 4eTBEpThIM MyHKTa 3 crateu 9 denepasibHOrO
3akoHa OT 22 HoA0ps 1995 roga N 171-®@3 "O rocynapCTBEHHOM pPETyJIMPOBAHUM IIPOU3BOJCTBA U
000poTa 3TWJIOBOTO CIHPTA, AJIKOTOJBHOM M CIHMPTOCOAEpXKalled MPOAYKUMH M 00 OrpaHHMYEeHUU
noTpebsieHus (pacuTHs) aJIKOT0JIbHOM MpoayKuuun'.

(gactp 11 BBenena denepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

CraTtbsa 46. MapknpoBKa nekapcTBeHHbIX CpeaAcTB

1. .HeKapCTBeHHI)Ie npenaparbl, 3@ UCKIIIOYCHUCM JICKAPCTBCHHLBIX IMPEIapaToOB, U3rOTOBJICHHBIX
AIlITCUHBIMU  OpraHU3alusMH, BETCPUHAPHBIMU alNTCYHBIMHW OpraHu3alluiaMH, HWHIAUBUAYaJIbHBIMU
OpcaAnpuHuMaTeiisiMyd, HWMCIOIIUMHU JIMICH3WIKO HaA (bapMaHeBTHq€CKYIO JACATCIIBHOCTDh, OOJIXKHBI
mocrynarhb B o6pameHHe, cCin:

1) Ha WX TEepBUYHONW YMaKOBKE (32 MCKIIOUEHHEM TIEPBHUYHON YIAKOBKH JIEKAPCTBEHHBIX
PACTUTENBHBIX MPENapaToOB) XOPOIIO YHTAEMbIM MIPU(TOM HA PYCCKOM SI3BIKE YKa3aHbI HANMEHOBAHHE
JIEKApCTBEHHOT0 Tpenapara (MeXIyHapoJHOE HeMaTeHTOBAaHHOE, WJIM TPYIIUPOBOYHOE, WU
XUMHUYECKOE, WM TOPrOBOEC HAMMEHOBAHUE), HOMEP CEpHH, JaTa BBITyCKa (1T *MMYyHOOHOIOTHIECKUX
JIEKApCTBEHHBIX IPEMapaToB), CPOK TOAHOCTH, JO3UPOBKA WJIM KOHIIEHTpaIus, 00beM, aKTHBHOCTh B
eINHULIaX TeHUCTBUA WIH KOJIHYECTBO 103,

(B pen. @enepanbhbix 3akoHOB OoT 11.10.2010 N 271-P3, ot 22.12.2014 N 429-03)

2) Ha UX BTOPUYHOH (MOTPEOUTEIIHCKON) YIMAKOBKE XOPOIIO YHTAEMBIM IIPUPTOM Ha PYCCKOM
sI3bIKE YKa3aHbl HAMMEHOBAHHUE JIEKAPCTBEHHOI'O Mpernapara (MeXIyHapOJHOE HENaTEHTOBAHHOE, WM
IpYNIUPOBOYHOE, WIM XHUMHUYECKOE M TOProBO€ HAUMEHOBAHHS), HAaUMEHOBAHHME IPOU3BOIUTENS
JIEKapCTBEHHOT'O IpernapaTa, HOMEp CepuH, J1aTa BhIITycKa (11 UMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX
MpernapaToB), HOMEpP PETHUCTPAIMOHHOTO YAOCTOBEPEHHUS, CPOK TOIHOCTH, CHOCOO MPUMEHEHUs,
JI03UPOBKAa WMJIM KOHILIEHTpAIMsl, 00beM, aKTUBHOCTh B €IMHHUIAX JCWCTBUS JMOO KOJIMYECTBO 703 B
yIIaKOBKEe, JIeKapcTBeHHass (opMa, YCIOBUS OTIYCKa, YCJIOBUS XpaHEHHs, MpeaylpeauTeabHbIe
HaJMHCH.

(B pen. ®enepanbHbix 3aKkoHOB OT 11.10.2010 N 271-®3; ot 22.12.2014 N 429-D3)

2. dapmarieBTHYECKHE CYOCTaHIIMKM JOJDKHBI MOCTYNATh B OOpAIICHUE, €CIM Ha WX MEePBHUYHOU
yIIAKOBKE  XOPOIIO YUTaeMbIM IIPUPTOM HAa PYCCKOM  S3bIKE  yKa3aHbl HAaMMEHOBAaHUE
(dapmaieBTHUECKON cyOcTaHIIMU (MEXAyHApPOJHOE HEMAaTeHTOBAaHHOE, WU TPYNIUPOBOYHOE, WU
XUMHYECKOE W TOProBO€ HAMMCHOBAHHWsS), HAUMEHOBAHHME TPOM3BOAMTENS (hapMareBTHUICCKON
CyOCTaHIMKM, HOMEp CEepHHM W JlaTa HM3TOTOBJICHUS, KOJIMYECTBO B YIAKOBKE W CIWHUIIBI U3MEPEHUS
KOJIMYECTBA, CPOK TOAHOCTH M YCIIOBUS XpaHCHHUS.

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

3. HeKapCTBCHHBIe cpeacTtBa B Ka4UCCTBE CBIBOPOTOK MHOOJDKHBI IIOCTYIIATh B o6pameHHe C
YKa3aHHuEM JKUBOTHOI'O, U3 KPOBH, IIJIa3MbI KPOBU, OPTraHOB U TKaHeH KOTOPOI'0 OHHU ITOJIYUCHHBI.

4. Ha BTOpuuHYIO (TOTPEOUTENBCKYIO) YIAKOBKY JIEKAPCTBEHHBIX CPENCTB, IMOJYyYEHHBIX U3
KpOBH, IJIa3Mbl KPOBM, OPraHOB M TKaHEW 4YeNOBEKa, JOJDKHA HAHOCHUTHCA HAANMCH: "AHTHTENa K
BU1Y-1, BUY-2, k Bupycy renatuta C 1 IOBEPXHOCTHBIM aHTUTEH BUpyca remnartura B orcyrcTByrot".

5. Ha  nmnepBuyHyr0  yHakoBKy U  BTOPUYHYIO  (HOTPEOUTEIBCKYIO)  YHAKOBKY
paanodapMaleBTHUECKUX JIGKAPCTBEHHBIX CPEICTB JODKEH HAHOCUTHCA 3HAK paguallOHHOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

OIIaCHOCTH.

6. Ha BTOopuuHyt0 (IOTPEOUTEIHCKYI0) YIAKOBKY TOMEOMATUYECKUX JICKAPCTBEHHBIX MPENapaToB
OJKHA HAHOCUTHCH HAAMUCh: "'['oMeonaTtnueckuii”.

7. Ha BrOpHuHyto (HOTpeOUTENbCKYI0) YNMAKOBKY JIEKAPCTBEHHBIX PACTUTENBHBIX IpEenapaToB
JIOJKHA HAHOCUTBCS Haanuck: "lIpoayknus npouia pairnanioOHHbIA KOHTPOJb" .

8. Ha mepBuuHYyIO yIakoBKy (€CIM JUIsl ITOTO CYIIECTBYET TEXHHUYECKas BO3MOXKHOCTb) H
BTOPUYHYIO (MOTPEOUTENHCKYIO) YMAKOBKY JIGKAPCTBEHHBIX MPENaparoB, MpeAHa3HAUYEHHBIX s
KIMHHYCCKUX UCCIICAOBAaHUH, JOKHA HAHOCUThLCS HAAMKCh: "I KIMHUYSCKUX UCCICAOBaHUN".

(B pen. @eaepanbHoro 3akona ot 22.12.2014 N 429-D3)

9. VYmakoBka JE€KapCTBEHHBIX CpPEICTB, IPEIHA3HAYEHHBIX HCKIIOUUTENIBHO [UIsl AKCIOPTa,
MapKUPYeTCsl B COOTBETCTBHH C TPEOOBaHUSIMH CTPaHbI-UMIIOPTEPA.

10. Ha TtpancmopTHylo Tapy, KOTOpas HE IpeAHa3HaueHa Uil MOTpeOuTeNneld W B KOTOPYIO
MIOMEIIEHO JIEKAPCTBEHHOE CPENCTBO, JOJDKHA HAHOCHTHCS WH(OpMAlMs O HAMMEHOBAaHHWHU, CEpUH
JICKapCTBEHHOTO CPEJACTBA, JaTe BBIYCKA, KOJWYECTBE BTOPHUYHBIX (MOTPEOUTENIBCKUX) YIIAKOBOK
JIEKapCTBEHHOT'O CPE/ICTBA, NPOU3BOJUTENE JICKAPCTBEHHOT'O CPEACTBA C yKAa3aHUEM HAUMEHOBAHUS U
MECTOHAXOXKICHHSI POU3BOAUTENS JIEKAPCTBEHHOI'O CpeACTBa (aapec, B TOM YHUCIIE CTpaHa U (WiIH)
MECTO NTPOU3BO/ICTBA JIEKAPCTBEHHOTO CPEACTBA), @ TAKIKE O CPOKE TOHOCTH JIEKAPCTBEHHOTO CPEACTBA
u 00 YyCIOBUSX €ro XpaHEHUs M IEepPeBO3KH, HEOOXOAMMBIC MPEAyNpEAUTEIbHbIE HAANUCH |
MaHUMYJISATOPHBIE 3HAKH.

11. Ha mepBHuYHYI0O yNMaKOBKY M BTOPHYHYIO (HMOTPEOMTEIHCKYIO) YMAKOBKY JIEKapCTBEHHBIX
CPEICTB Ul BETEPUHAPHOIO IPUMEHEHHs JOJDKHA HAHOCUTHCS Haamnuch: "Jljig BeTepuHApHOIO
MpUMeHEeHUs".

12. Ha BropuuHyio (IOTpeOUTEIbCKYIO) YIMAKOBKY JIEKAPCTBEHHOTO IIpernapara HaHOCUTCS
LITPUXOBOM KOJI.

. 'nasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUAUCKYIO ®ENEPALUIO U BbIBO3 JIEKAPCTBEHHbIX CPEACTB
M3 POCCUNCKOU ®EOEPALINA
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

CraTtba 47. Nopanok BBO3a fieKapCTBeHHbIX cpeacTtB B Poccuinckyro Pepepaumio u
BbIBO3a JIeKapCTBEHHbIX cpeacTB 3 Poccunckon ®epepauumn
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

1. BB03 nekapcTBeHHBIX cpeAacTB B Poccuiickyro @enepanuio OCYHIECTBISIETCS B MOPSJIKE,
ycraHoBiieHHOM [IpaButenbctBoM Poccuiickoit @enepanuu, B COOTBETCTBUM C TaMOXKEHHBIM
3aKOHOAATEIhCTBOM TaMOkeHHOro coro3a B pamkax EBpA3DC (manee - Tamo)keHHBIN cor03) U (Win)
3aKOHOJaTenbCTBOM Poccuiickoi denepauny O TaMOKEHHOM JIEIIE.

(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

2. BBosumbie B Poccuiickyto deneparuio jieKapCTBEHHBIE CPEICTBA JTOJDKHBI CONEPKATHCS B
roCyJJapCTBEHHOM PEECTPE JICKAaPCTBEHHBIX CPE/ICTB.
(B pen. deaepanbubix 3akoHOB 0T 06.12.2011 N 409-D3, o1 27.12.2019 N 462-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 11.06.2021) [okyMeHT npepoctasneH KoHcynbraHTlntoc

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

3. Jlomyckaercs BBO3 B Poccuiickyto denepariiio KOHKPETHOM MapTUHM 3aperucTPUPOBAHHBIX U
(Wn) HEe3aperucTpUpPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, MPEAHA3HAYEHHBIX JUISI IPOBEACHUS
KIIMHUYCCKHUX I/ICCJIC,[[OBaHI/II\/JI JICKApPCTBCHHLIX IMPCIapaToB, MPOBCACHHA SKCIICPTU3LI JICKAPCTBCHHBIX
CPEICTB ISl OCYIIECTBJIEHHS TOCYJapCTBEHHON pErucTpalnyy JIEKapCTBEHHBIX MpEnapaTtoB WU JUIS
OKa3aHUus Me)II/II_[HHCKOfI IIOMOIIH I10 XU3HCHHBIM ITOKa3aHHUAM KOHKPCTHOI'O IMallMCHTa Ha OCHOBAHWU
paspelleHus, BbIJAHHOTO YIOJHOMOYEHHBIM (ellepaibHbIM OPraHOM HCIIOJIHUTEIbHON BJIACTU IO
3asBJICHUSM JIUI, YKa3aHHBIX B craThe 48 Hacrosmero denepaabHOro 3akoHa. PaccMoTpeHHne Takoro
3a8BJICHWS M TPUHATHE PEIIEHHS O BblJau€ pa3pelleHus Ha BBO3 KOHKPETHOM NapTuu
3apEruCTPUPOBAHHBIX M (MJIM) HE3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, MpEeAHA3HAUYEHHBIX
AJI TIPOBEACHUA KIIMHUYCCKHX I/ICCHCIIOBaHI/IfI JICKApCTBCHHLBIX IMPCIapaToB, MPOBCACHNUA SKCIICPTHU3LI
JIEKapCTBEHHBIX CPEACTB JJIsi OCYILIECTBJIEHUS TOCYJapCTBEHHOW PETHUCTPAllUU JIEKaPCTBEHHBIX
IIpernapaToB MM JUIsl OKa3aHUs MEIULMHCKOH IMOMOIIM IO >KU3HEHHBIM I1OKa3aHUSIM KOHKPETHOTO
narueHTa Jinb6o o0 O0TKa3e B Bbllaye YKAa3aHHOI'O Pa3pelIeHus] IPOU3BOJATCS B CPOK, HE MPEBBIIAIOIINI
nsaTH pabouux aHei. [1naTa 3a BeIady yKa3aHHOTO pa3pelieHus! He B3UMaeTcs.

(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

Koncynprantlntoc: npumeyanue.
C 01.01.2024 4. 3.1 ct. 47 yrpauusaet cmiy (P3 ot 27.12.2019 N 475-D3).

3.1. domnyckaetcs BB03 B Poccuiickyro @enepanyiio KOHKPETHOM MapTUH HE3aperuCTPUPOBAHHBIX
JICKapCTBEHHBIX MPENapaToB, COACPKAMMX HAPKOTUYECKUE CPEACTBA WIM MCUXOTPOIHBIE BEIIECTBA, B
nopsiike, ycrtaHoBiieHHOM IlIpaButensctBom Poccuiickoit @enepauuu, Uisi OKa3aHUS MEAUIMHCKON
MIOMOIIIH IO KM3HEHHBIM MOKa3aHUSIM KOHKPETHOIO MallMeHTa WX IPYIIIbl MALMEHTOB B Cly4ae, €CiIu
UMeEeTCsl pelleHre BpadyeOHON KOMHCCHM MEIUIIMHCKOW OpraHu3anuud o Hed(h(EKTHUBHOCTH WU
HEBO3MOKHOCTH NPUMEHEHUSI Y KOHKPETHOTO MallME€HTa MHBIX 3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX
MpenapaToB, B TOM YHCJIE COJAEPXKAIIUX JIPYTUe NCUCTBYIOIIME BEIIECTBA, U O HEOOXOIMMOCTH BBO3a
ONPEACICHHOTO  HE3apETMCTPUPOBAHHOTO  JIEKAPCTBEHHOrO  Ipemapara ¢  yYKa3aHUEM  €ro
MEXIyHApOAHOTO HEMAaTEHTOBAHHOTO (WJIM XMMHYECKOTO, WJIM TPYNIHUPOBOYHOTO0) HAMMEHOBAHUS,
¢dbopMbl BBIMycKa M KonuyecTBa. llepedyeHb 3a00jeBaHUl M COCTOSHMM M COOTBETCTBYIOIIUX
JIEKApCTBEHHBIX IPENapaToB, COAEPKAIIMX HAPKOTHUYECKUE CPEJCTBA M ICUXOTPOIHBIE BEILIECTBA, B
LEIsIX OCYIIECTBIICHUSI UX BBO3a B COOTBETCTBUM C TPEOOBAHUSMHU HACTOSIIEH YacTH yTBEPKAACTCS
YIOJTHOMOYEHHBIM (pe/iepalIbHBIM OPraHOM HCIIOJIHUTEIBHON BIIACTH.

(dactp 3.1 BBengena denepanbHbiM 3ak0HOM OT 27.12.2019 N 475-D3)

4. B Poccuiickyro denepannro MOXHO BBO3UTh JIEKAPCTBEHHBIE CPEJICTBA, KAYECTBO KOTOPBIX
MOJATBEPKAEHO  CEpTU(PUKATOM  IPOU3BOAUTENS  JIEKAPCTBEHHBIX  CPEACTB,  YAOCTOBEPSIIOIIUM
COOTBETCTBUE BBO3HMMBIX JIEKAPCTBEHHBIX CPEICTB TpeOOBaHMSAM (apMakoNeWHbIX craTed aubo B
CJly4ae UX OTCYTCTBUS HOPMAaTUBHOM JOKYMEHTALMU WK HOPMAaTUBHOI'O IOKYMEHTA.

(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

5. 3ampemaercs BBo3 B Poccuiickyro ®enepanuro GanrbCuBUIMPOBAHHBIX JIEKAPCTBEHHBIX
CpeACTB, HENOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPE/ICTB, KOHTPAa(aKTHBIX JICKAPCTBEHHBIX CPEICTB.
(B pen. deaepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

6. ®anbcuuIPOBaHHBIE JIEKAPCTBEHHBIE CPEICTBA, HEI0OPOKAYECTBEHHBIEC JIEKAPCTBEHHBIE
CpPEeACTBA MOJUICKAT M3BATUIO M IIOCICAYIOIIEMY YHUYTOXKEHUIO WM BbIBO3Yy U3 Poccuiickoit
deneparun, KOHTpadaKTHBIE JIEKAPCTBEHHBIE CPEICTBA - U3BATUIO U MOCIEAYIONIEMY YHUYTOXKEHHIO.
YHnuTOX)eHne WM BeiBo3 U3 Poccuiickoit @eneparyn danbcuuimpoBaHHbBIX JIEKAPCTBEHHBIX CPEJICTB,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

HEeIOOPOKAYEeCTBEHHBIX ~ JICKAPCTBEHHBIX  CPENCTB, KOHTPA(aKTHBIX JICKAPCTBEHHBIX  CPEICTB
OCYIIECTBIISICTCSI 32 CYET JIMIA, OCYIIECTBHBILErO MX BBO3. [IOPANIOK YHUYTOXKEHHS H3BATHIX
(banbCcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, HEAOOPOKAUYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB,
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEICTB ycTaHaBnuBaercs [IpaBurenscTBoM Poccuiickoii deneparum.
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

7. Jluma, ocymecTBisAomue BB03 B Poccmiickyto @Dexpepanuro  panbcrpUIIIPOBAHHBIX
JEKapCTBEHHBIX  CPEJICTB, HEIOOpPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTpadaKTHBIX
JIEKAPCTBEHHBIX CPEJCTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C TAMOKEHHBIM 3aKOHO/IaTE€IHCTBOM
Tamo0keHHOT0 cOr03a U (WJIKM) 3aKOHOJaTeNLCTBOM Poccuiickoit denepaninn 0 TaMOKEHHOM JIEJie.

(B pen. ®exnepanbHoro 3akona ot 06.12.2011 N 409-03)

8. BbiB03 nekapcTBeHHBIX cpencTB U3 Poccuiickoit denepannn ocymiecTBiasieTcst 6€3 NpUMEHEHUS
OIpaHUYEHUH, YCTAHOBJICHHBIX TAMOXXEHHBIM 3aKOHOAATENBCTBOM TaMOXXEHHOro cow3a U (WiIn)
3aKoHoJaTeabcTBOM Poccuiickoit dexepanun 0 rocyJapCTBEHHOM PEryJIMpPOBaHUM BHEIIHETOPrOBOM
JESTEIBHOCTH.

(B pen. denepanbubix 3akoHOB OT 06.12.2011 N 409-®3, ot 25.11.2013 N 317-®3, ot 22.12.2014 N
429-D3)

9. BBoa B rpaxkaaHckuili 00OpOT JEKapCTBEHHBIX IPENapaToB AJI MEAULMUHCKOIO MpPUMEHEHUS,
BBe3eHHbIX B Poccuiickyro @enepauuio, OCYyIIECTBIAETCS C  coONoJeHHeM TpeOoBaHuUH,
YCTaHOBJICHHBIX cTaThell 52.1 HacTosmero deaepanbHOro 3aKOHa.

(uactp 9 BBenena denepanbHpiM 3aK0HOM 0T 28.11.2018 N 449-D3)

Koncynprantlntoc: npumedanue.
C 01.09.2023 ct. 47 nononusiercst 4. 10 (@3 ot 02.07.2021 N 317-D3).

Cratba 48. lOpuauyeckue nuua, KOTOPbIM pa3pelleH BBO3 JIeKapCTBEHHbIX
cpeacts B Poccuickyro ®enepauuto
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

JlexapctBenHnsle cpenctsa B Poccuiickyro denepannio MOryT BBO3UTH:!
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) mpowsBOAMTENM JIEKAPCTBEHHBIX CPEICTB [UIA Iefieil COOCTBEHHOTO IPOM3BOICTBA
JIEKapCTBEHHBIX CPE/ICTB;

2) UWHOCTpaHHbIE pa3pabOTUMKHU JIEKAPCTBEHHBIX CPEACTB W HMHOCTPAHHbBIE MPOU3BOIUTENN
JICKapCTBEHHbIX CPEACTB WIM JApYyrde IOpUAMYECKME JMLIA 10 TMOPYYEHHUI0 pa3paboTuuka
JIEKapCTBEHHOI'O CPEACTBA JJIsl IIPOBEJAEHUS KIMHUYECKUX HCCIIEIOBAaHUI JIEKapCTBEHHOTO IIpernapara,
OCYILUECTBIICHUsI  IOCYJAapCTBEHHOM  PETUCTpalMU  JIEKAPCTBEHHOIO  IIpernapara,  BKIIOYCHMS
(dapMareBTHUECKOW CyOCTaHIIMM B TOCYNApPCTBEHHBIH PEECTP JICKAPCTBEHHBIX CPENCTB, KOHTPOJIS
Ka4yecTBa JICKAPCTBEHHBIX CPEICTB NMPU HAIMYHUN Pa3pelIeHus YIOJTHOMOYEHHOTO (elepaIbHOT0 OpraHa
HCIIOJIHUTEIIBHOM BJIACTH HA BBO3 KOHKPETHOM ITAPTUH JIEKAPCTBEHHBIX CPENICTB;

3) OpraHusanmuun OIITOBOM TOPTOBJIN JICKAPCTBCHHBIMHA CPCACTBAMU,

4) HayyHO-HCCIIEIOBaTEeIbCKUE OpraHu3aluy, oOpa30BaTelIbHbIE OPraHMU3aLUU  BBICLIETO
0o0pa3oBaHMsl, MPOU3BOAUTENN JIEKAPCTBEHHBIX CPEACTB JUId Pa3paOdOTKH, HCCIEIOBAHUN, KOHTPOJIS
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

0e30MmacHOCTH, KadecTBa, S(PPEKTUBHOCTH JIEKAPCTBEHHBIX CPEACTB TPH HAIMYUU pa3peIleHHs
YIOJIHOMOYEHHOTO (heiepalibHOTO OpraHa UCIIOJHUTEIBHON BIIACTH;
(B pen. ®enepanbHoro 3akona ot 02.07.2013 N 185-03)

5) MeAMLIMHCKHME OpraHU3alluy, UHbIE YKa3aHHbIE B yHKTaxX | - 4 HacToOsIIEeN CTaTbU OpraHUu3aluu
JUISL OKa3aHWsl MEIULMHCKOW TOMOIIM I10 YKWU3HEHHBIM IOKa3aHWSIM KOHKPETHOI'O MalueHTa Ipu
HQJIMYUK Pa3pelIeHUs] YINOJIHOMOYEHHOIo (hefepalbHOrO OpraHa HCIOJIHUTEIBHOW BIACTH Ha BBO3
KOHKPETHOW MapTHM JIEKapCTBEHHOI'O IIpernapara, BBIAAHHOTO B YCTaHOBJIEHHOM MoOpsake B (opme
3JIEKTPOHHOT'O JIOKYMEHTA, ITOIMUCAHHOTO YCUJICHHOM KBaTM(HUIIMPOBAHHON 3JIEKTPOHHOMN MOAINHUCHIO;
(B pen. ®enepanbHoro 3akona ot 12.03.2014 N 33-D3)

Koncynprantlntoc: npumeyanue.
C 01.01.2024 1. 6 ct. 48 yrpauuBaet cuny (P3 ot 27.12.2019 N 475-D3).

6) TOCYapCTBEHHBIC YHUTAPHBIC IPEIIPHUITHS, UMYIIECTBO KOTOPHIX HAXOAUTCS B (peiepaibHON
cobctBeHHOCTH, ompenensiembie [IpaButensctBom Poccuiickoit ®eneparuu, B YacTH BBO3a B
Poccuiickyro ®@enepaunio HE3apErUCTPUPOBAHHBIX  JIEKAPCTBEHHBIX IPENAPATOB, COJEPIKAIIUX
HapKOTUYECKHUE CPEACTBA WJIM IICHUXOTPOIIHBIE BEUIECTBA, JJII OKa3aHUS MEJUUMHCKOW IMOMOIIM IO
YKU3HEHHBIM MMOKA3aHUSM KOHKPETHOTO MAallMeHTa WA FPYIIIbI HalMEHTOB B COOTBETCTBUU C YaCThiO 3.1
crathu 47 HacTosiiero dMeepaabHOrO 3aKOHA.

(n. 6 BBeneH PenepanbHbIM 3ak0HOM 0T 27.12.2019 N 475-03)

Cratba 49. [lokyMeHTbl, npeacTaBnsieMble B TaMOXeHHble opraHbl Poccuinckomn
Penepaumnm npu BBO3e NieKapCTBEeHHbIX cpeacTB B Poccunckyro ®eanepauuto
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

1. Ilpu BBO3e nexkapcTBEHHBIX CpelACTB B Poccuiickyro ®enepanuio B TaMOKEHHBIE OpIaHbI
Poccuiickoit ®deneparuu  HapsAxy C JOKYMEHTaMH, IMPEACTABICHUE KOTOPBIX MPEITyCMOTPEHO
TaMOXEHHBIM 3aKOHOJIaTeILCTBOM TaMOXXEHHOTO coro3a M (WIM) 3aKOHOJATEIHCTBOM Poccuiickoit
denepanny 0 TAMOKEHHOM JI€1€, IPEACTABISAIOTCA CAEAYIOIIHE TOKYMEHTHI:

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

1) cepruduKaT NPOM3BOAMTENS JIEKAPCTBEHHOTO CPEJICTBA, YAOCTOBEPSIOUIMI COOTBETCTBHE
BBO3UMOTO JIEKAPCTBEHHOT'O CpelICTBa TpeOOBaHUAM (apMaKONeWHOW cTaThi JHOO B Cilydae ee
OTCYTCTBUA HOpMaTHBHOﬁ AOKYMCHTAIIUU WJIKM HOPMATHBHOT'O JOKYMCHTA,

2) paspelieHue YMNOJIHOMOYEHHOro (efepaJbHOrO OpraHa HCHOJHMUTENbHOM BIacTH Ha BBO3
KOHKPETHOW MapTUU JICKapCTBEHHOI'O CPEICTBA B CIy4YasX, YCTAHOBJIEHHBIX 4acTbio 3 craTbu 47
Hacrosiero denepanbHOro 3aKoHa.

2. JlokyMeHTBI, yKa3aHHble B IyHKTax | u 2 4dactu | HacTosAlEd CTaTbH, MPEACTABIAIOTCS B
TaMOXeHHbIe opranbl Poccuiickoit deneparyy npu mpuOBITHH JIGKAPCTBEHHBIX CPeACTB B Poccuiickyro
denepanuro.

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

Crtatba 50. BB0O3 nekapcTBeHHbIX npenapatoB B Poccuiickyro ®epepauuio ans
JINYHOIo ncnonb3oBaHuA n MUHbIX HEeKOMMep4YeCKUXx ueneﬁ, a TakKxe AOnd
MCNONb30BaHNA Ha TEPPUTOPUUN MeXAYHAPOOHOro MeAULIMHCKOro Knacrepa
(B pen. @enepanbHbix 3aKk0HOB OT 06.12.2011 N 409-®3, ot 29.06.2015 N_160-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1. JlekapcTBeHHbIE TNpemapaTbl MOTYT ObITh BBe3eHbl B Poccuiickyro denepanmio 0e3 yuera
TpeOOBaHMI, TpeayCMOTpeHHbIX YacTsmMu | - 4 crarem 47, cratesimu 48 u 49 HaCTOSIIETO
®denepalibHOTO 3aKOHA, €CIIM OHU MpeJHA3HAYEHBI JIJIS:

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

1) IMYHOrO MCHOJIB30BAHUS (U3UUECKUMU JHUIAMH, NpuObBIIMME B Poccuiickyro ®enepauuto.
IIpu »TtoM BBO3 B Poccuiickyro @enepanuio JIEKAPCTBEHHBIX IPEMApPaTOB, COIEPIKALINX
CWJIBHOJCHCTBYIOIIME W (WJIM) SJOBUTHIE BEILIECTBA, BKIIOYCHHBIE COOTBETCTBEHHO B CIIMCOK
CUJIBHOJECHUCTBYIOIIMX BELIECTB JUIA LIeJIel YTOJIOBHOIO 3aKkoHozaresnbeTBa Poccuiickoit denepanuu U B
CIIMCOK SIAOBUTBHIX BEUIECTB JUISl IEJE€H YrOJOBHOTO 3akoHomaTenbcTBa Poccuiickoit dexpepanuu,
yTBepxkacHHbIE [IpaBuTenscTBoM Poccuiickoit @enepannn, OCyIIEeCTBISIETCS IPU HAJIMYNN TOKYMEHTOB
(3aBepeHHbIX KONMUH JOKYMEHTOB WJIM 3aBEPEHHBIX BBIMHMCOK M3 HUX), NOATBEPXKIAIOUIMX Ha3HAuUCHHUE
¢u3nyeckoMy JMIy YKa3aHHBIX JIEKApPCTBEHHBIX NpenapaToB (3a HCKIIOYEHUEM JIEKapCTBEHHBIX
IIpenaparoB, 3aperucTpupoBaHHslx B Poccuiickoir ®denepanuu U oTmyckaeMbelx B Poccuiickoit
@eneparun 63 peuenTa Ha JIEKapCTBEHHBIM mpemapar). [lonTBepparoniye JOKYMEHTHI (UX
3aBepEHHBIC KOMUH WM 3aBEPEHHBIE BBIMUCKHU U3 HUX) JOJKHBI COJEP)KAaTh CBEIEHUS O HAUMEHOBAaHUU
M KOJIMYECTBE HA3HAYEHHOIO JIEKapCTBEHHOIO Ipemnapata. B ciydae, ecim NOATBEpXKAAONINE
JOKYMEHTHI (MX 3aBEpEHHbIE KOIMU MJIM 3aBEPEHHBIC BBINUCKU U3 HUX) COCTAaBJIEHbl HA MHOCTPAaHHOM
A3BIKE, K HUIM IIPUJIAraeTcsi HOTapHaJIbHO 3aBEPEHHBIN NIEPEBOJ HA PYCCKUH S3BIK;
(n. 1 B pen. ®eaepanbHoro 3akoHa ot 02.06.2016 N 163-D3)

2) WUCHONB30BaHUS PA0OTHUKAMU JWINIOMATHYECKOTO KOpIyca WIM TNPEJICTaBUTEISIMU
MEXKIYHApOIHBIX OpraHu3alui, aKKpeIuToBaHHbIX B Poccuiickoit Denepaunu;

3) nmedeHHs TACCAKUPOB W UWICHOB JKHIAKEH TPAHCIOPTHBIX CPEJCTB, IMOC3IHBIX OpHraax M
BOJMTENICH TPAaHCTIOPTHBIX CPEICTB, MPHOBIBIIKNX B Poccuiickyro deneparuio;
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

4) neyeHHs y4aCTHUKOB MEKIYHAPOJHBIX KYJIBTYPHBIX, CIOPTUBHBIX MEPOIPUATHIA U YYaCTHUKOB
MEXTyHapOIHbIX SKCIIEIUIUI;

5) nedeHHssT KOHKPETHBIX JKMBOTHBIX B 300MapKax, 300Cajaax, I[HpPKaX, OKeaHApHUyMaXx,
nenbGUHAPUAX, JICUCHHUS] JUKUX >KUBOTHBIX, TIOCTOSIHHO WJIM BPEMEHHO HACENSIFOIIUX TEPPUTOPHIO
Poccuiickoit denepanun, HaAXOASAMIMXCS B COCTOSSHUM €CTECTBEHHOM CBOOONBI M MPUHAIJISKAIIUX K
BUJaM, 3aHeceHHbIM B KpacHyto kHury Poccuiickoit denepanuu u (MIM) KpacHble KHUTH CyOBEKTOB
Poccuiickoit denepannu, a TakKe KMBOTHBIX, BBO3UMBIX B Poccuiickyro denepanuro i ydyacTus B
CIIOPTUBHBIX U 3PEIIUILIHBIX MEPOIIPUATHSIX;

(B pen. ®enepanbHbix 3aKk0HOB OT 06.12.2011 N 409-®3, ot 02.08.2019 N 297-D3)

6) MCIIOJTb30BaHMS HA TEPPUTOPHH MEXKTYHAPOIHOTO MEAUIIMHCKOTO KlacTepa.
(. 6 BBenen denepanbHbIM 3aK0HOM OT 29.06.2015 N 160-D3)

2. B cayyasx, mpeayCMOTPEHHBIX YacThbio | HAcTOSIIEH cTaThu, JOMmycKaeTcsi BBo3 B Poccuiickyto
®depnepalnio JIEKapCTBEHHBIX MIPENapaToB, HE 3apEeTUCTPUPOBAHHBIX B Poccuiickoit denepanuu.
(B pen. ®enepanbuoro 3akona ot 06.12.2011 N 409-D3)

3. JlekapcTBEHHbIE IIpeNapaThl, IpeJHa3HAYeHHbIE JJI1 TYMaHUTApHON MTOMOUIH (COACHCTBUS) UITN
IIOMOIIM TpU Ype3BbIYANMHBIX CHUTyalusx, BBO3ATca B Poccuiickyro ®enepannio B IOPAIKE,
ycraHoBiieHHOM [lIpaButensctBoM Poccuiickoii ®depepanuu. 3amnpemaercss BBo3 B Poccuiickyro
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

Qdenepanyio  HE3apETUCTPUPOBAHHBIX  JIGKAPCTBEHHBIX  IMpEeNapaToB, IMPEAHA3HAYEHHBIX  JUIA
TYMaHUTapHON MOMOIIHU (COAEHCTBHS) WU MIOMOILU IIPY YPE3BBIYAIHBIX CUTYyalHSIX.
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

Cratba 51. CotpyaHuyecTBO (pbeaepanbHOro opraHa MUCNONHUTENIbLHOW BRacTw,
YNOSIHOMOYEHHOro B O06OnacTu TaMOXEHHOro paena, U APYrMx YMNONMHOMOYEHHbIX
¢denepanbHbIX OpraHOB UCNOJNTHUTENTLHOWU BNacTun

1. YnomHomoueHHble (efepasbHble OpraHbl HCHOJHHUTEIBHON BJIACTH MPENOCTaBISIOT B
pacriopsbkeHrne  (eepabHOTO OpraHa HCIOJHUTEIBHON BIIACTH, YIIOJIHOMOYEHHOTO B 001acTH
TaMO>KEHHOT'0 Jiefla, TOCYJIapCTBEHHBI peecTp JIEKapCTBEHHBIX CPEACTB, a Takke HHGPOpPMAIUIO O
BBIJJAHHBIX PA3PEIICHUSX HA BBO3 KOHKPETHOM MAapTUM JIEKAPCTBEHHBIX CPEACTB B CIydasx,
YCTaHOBJICHHBIX 4acThiO 3 cTaTthu 47 HacTosAero deaepalbHOro 3aKOHA.

2. denepanbHBI OpraH HUCIOJHUTEIBHON BIACTH, YIOJHOMOYEHHBIH B 00JacTH TaMOXEHHOTO
nena, THPOPMUPYET yKa3aHHbIE B YaCTH | HACTOSIIEH CTaThU yIOJIHOMOYEHHBIE (DefiepaibHbIe OpraHbl
HCTOJIHUTEIBHOM BJIACTH O BBO3€ JIEKAPCTBEHHBIX CPeACTB B Poccuiickyro denepanuio U BbIBO3E
JIEKapCTBEHHBIX CpeAcTB U3 Poccuiickoit @enepanuu no ¢dopMe U B HOPSAIKE, KOTOPHIE YCTAHOBIICHBI
[IpaBuTtenscTBOM Poccuiickoit denepanuu.

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

Maea 10. PAPMALEBTUYECKAA OEATEJIbHOCTb
CraTtba 52. OcyuwecTBneHue ¢papmaueBTUHECKON AEATENIBHOCTHU

1. ®apmaneBTUYecKasi MAESITEILHOCTh OCYIIECTBISETCS OpraHHU3AIMsIMH ONTOBOW TOPTOBIHU
JEKapCTBEHHBIMU  CPEJCTBAMHU,  AaNTEYHBIMH  OPraHU3allMsSMH, BETCPUHAPHBIMH  ANTEUHBIMH
OpraHu3alMsIMM,  WHAMBHAYaJIbHBIMH  TPEANPHUHUMATENSIMH,  HMCIOUMMH  JIMICH3MIO  Ha
(bapMaIeBTHYECKYI0 JESTeIbHOCTh, MEIUIMHCKHIMU OpTaHU3AIMsIMHA, HWMEIONIUMH JIMIEH3UI0 Ha
(apmaleBTUUECKYIO JESTeNbHOCTh, W HUX 000COOJEHHBIMU MoOJpa3zesieHus MU (amMOyaTopusMu,
dbenpamepckuMu U (PENBAMIEPCKO-aKYIIEPCKUMH  TTyHKTaMH, IEHTpaMu (OTACJIICHUSIMH) OOIIei
BpaueOHOM (CceMeiHOl) MPaKTHUKH), PACTIONOKEHHBIMU B CEIbCKUX HACEIEHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT allTeUHbIe OPraHU3aLUU, U BETEPHUHAPHBIMHU OpraHU3alMsIMU, UMEIOIUMH JIMICH3UIO Ha
(hapMareBTHYECKYIO ACSITEILHOCTb.

(B pen. ®exnepanbHoro 3akona ot 25.11.2013 N 317-03)

KoncynprantlIntoc: npumeyanue.

006 ycnoBusax gomycka B 2021 roay K OCyIIECTBJICHHIO (DapMalieBTHYECKOM JESITEIIbHOCTH JIUI] 0e3
ceprudukara crneuuanucra U (WIM) MO CHEHHATBLHOCTAM, HE MPEIyCMOTPEHHBIM CcepTU(UKATOM
crienuanucta, cM. [lpukaz Munsapasa Poccun ot 08.02.2021 N 58H.

2. ®Ousznyeckue JUIla MOTYT OCYIIECTBIATH (apMarleBTUUYCCKYIO ACSITCIBHOCTh NPH HATHMYUH
BBICIIIETO WU CPeHEro (hapMaleBTHUeCKOro 00pa3oBaHus U cepTuduKaTa CrelnaaIiucTa, BbICIIET0 N
CPEIHET0 BETEPUHAPHOTO 00pa30BaHUs U CepTH(HUKATA CICIUATHNCTA, a TAKXKE BBICIIETO WM CPEIHETO
MEJUIIMHCKOTO 00pa30BaHMs, CEepTH(PHUKATA CHEIHUAIMCTA U JOMOJHUTEIHHOTO MPOPECCHOHATBHOTO
00pa3oBaHMs B YaCTH POSHUYHON TOPTOBJIM JICKAPCTBEHHBIMH IpenapaTamMu Mpu YCIOBUU UX PaOOTHI B
000CO0JIEHHBIX MOPA3ACIICHUSIX METUIIMHCKUX OpPTaHU3aIui, YKa3aHHBIX B YaCTH | HACTOSIIIECH CTaThH.
(dactp 2 B pen. DeaepanbHoro 3akoHa ot 27.07.2010 N 192-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

KoncynprantlIntoc: npumeyanue.

JlexapcTBeHHBIE TTpenapaThl ISl MEAUIIMHCKOTO TPUMEHEHNSI, BBEJICHHBIC B TPaKIaHCKUH 000pOT 110
29.11.2019, noanexaT XpaHEHUIO, MEPEBO3KE, OTIMYCKY, pealn3aluy, Nepeaade, NPUMEHEHHUIO 10
ucTeueHus cpoka ux ronHoctu (P3 ot 28.11.2018 N 449-D3).

Cratba 52.1. BBoa B rpaxpaaHcKkmm OOGOpPOT reKapCTBEHHbIX MpenapatoB AnA
MeaULUHCKOro NpuMeHeHusi
(BBeneHa denepanbHbIM 3ak0HOM OT 28.11.2018 N 449-03)

1. Ilepen BBOJOM B rpa’kJaHCKUI 00OPOT KaXKJI0M CepUU WM KaXK10 MapTUX NPOU3BEIECHHOIO B
Poccuiickoit  @enepauun  JEKapCTBEHHOrO IMpenapara Uit MEAUIMHCKOTO TPUMEHEHUs, 3a
UCKJIIOYEHHEM HMMYHOOMOJIOTHUECKUX JIEKApCTBEHHBIX IpenapaToB, MPOU3BOJAUTENb  TAKOTO
JICKapCTBEHHOTO Ipernapara IpeAcTaBiIseT B (eaepanbHblii OpraH MCIOJHUTEIbHOM —BIACTH,
OCYIIECTBIISIONINNA (YHKIMU IO KOHTPOJIK M Haa30py B cdepe 3apaBOOXpaHEHHS, TOKYMEHT
IIPOU3BOJUTEIIS JIEKAPCTBEHHOTO CPEACTBA, MTOATBEPKIAIOIINN Ka4eCTBO JIEKAPCTBEHHOTO IIpernapara, u
MOJATBEP)K/ICHUE YIIOJIHOMOYEHHOIO JIMIa IMPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB COOTBETCTBUS
JIEKapCTBEHHOTO Mpenapara TpeOOBaHUAM, YCTAaHOBICHHBIM IIPH €r0 FOCYyAapCTBEHHON PErHCTpaLliu.

2. Ilepen BBOJOM B Tpa)KAAHCKUH OOOPOT KaXJ0H CepuUM MM KaXJ0il MapTUM BBO3UMOTO B
Poccuiickyro @enepanuio JIEKapCTBEHHOIO Ipenapara Juisli MEAMLIMHCKOIO INPUMEHEHUs, 3a
UCKJIIOYEHHEM MMMYHOOHOJIOTMYECKHX JIEKApPCTBEHHBIX MpEenapaToB, OpraHU3alusi, OCYIIECTBIISIONAsN
BBO3 JIEKapCcTBEHHOro mpemnapara B Poccuiickyto ®denepanuto, npeacrasisieT B (enepaibHblii opraxn
WCIIOJIHUTEJIbHOM BIIACTH, OCYIIECTBISIOIMI (YyHKUMHM 1O KOHTPOJI M HaA30py B cdepe
3paBOOXPAHEHMs], CEPTU(PUKAT TNPOU3BOIAUTENS JIEKAPCTBEHHOTO CPEICTBA, YAOCTOBEPSIIOILUI
COOTBETCTBHE BBO3MMOIO JIEKApPCTBEHHOIO Ipernapara TpeOoBaHMSM (apMaKoNeHHON cTaTbu, a B
cllyyae OTCYTCTBHsI (papMakoneidHONH CTaTbu TpeOOBaHUSIM HOPMATHBHON JOKYMEHTAalUW, H
MIOATBEPK/ICHUE MPEACTABUTENST OPraHU3allii, OCYIECTBIISIONIEH BBO3 JEKApCTBEHHOI'O Ipenapara B
Poccuiickyro ®@enepanyio M YIOTHOMOYEHHOM HWHOCTPAHHBIM IPOU3BOJIUTEIEM JIEKAPCTBEHHBIX
CPEJCTB, COOTBETCTBUSI BBO3UMOI'O JIEKAPCTBEHHOTI'O IpenapaTa TpeOOBaHUSIM, YCTAaHOBIEHHBIM IIPU €0
rOCyIapCTBEHHOM PEruCTpaIvu.

3. IIopAI0K NPEACTABIECHUS B COOTBETCTBHU € YacTAMU | M 2 HACTOAILIEH CTATbU JOKYMEHTOB U
CBEJICHUI O JIeKapCTBEHHBIX IpenapaTax, BBOJAMMBIX B TPAXKAAHCKUNH OOOPOT, yCTAHABIMBACTCS
IIpaBurensctBoM Pocculickoit denepanumu.

4. B OTHOIIEHHMM TEPBBIX TPEX CEpPUM WIM NapTUH JIEKAPCTBEHHOrO IIperapaTa, BIIEpBbIE
npousBeJeHHOro B Poccuiickon @enepanuu vy BrepBblie BBO3UMOro B Poccuiickyro Denepanuio, B
(benepanbHBIN OpraH UCHIOTHUTENBLHOM BIACTH, OCYUIECTBIAIOMUN (PYHKIIUN 110 KOHTPOJIO U HAA30pY B
chepe 3IpaBOOXpaHEHUS, IOMOJHUTEIBHO MPECTABIAECTCS MPOTOKOJ HCIBITAHUA O COOTBETCTBUU
CepuM WM MAapTUHM JICKApCTBEHHOIO IIpernapara il MEJULUHCKOIO IPUMEHEHHs I0Ka3aTessmM
KauecTBa, NPEIyCMOTPEHHBIM HOPMATHUBHOW JOKyMEHTAlMeW (Janee - TMPOTOKOJN HCIBITAaHH),
MIPOBOAMMBIX aKKpEAUTOBAaHHBIMHM B COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccuiickoit @exnepanuu o0
aKKpeIUTAallud B HALMOHAIBHOM CHCTEME aKKpeIuTauuu (¢eaepalbHbIMU TOCYJIapCTBEHHBIMU
OIOPKETHBIMU YUPEKICHUSIMH, TIOJJBEJOMCTBEHHBIMH (hefiepaibHOMY OpraHy MCIOJIHUTEIbHOM BIACTH,
ocymiecTBIsifoleMy (GYHKIMH TI0 BBIPAOOTKE M peaju3alid TOCYyJapCTBEHHOW TMOJUTUKH U
HOPMAaTHBHO-IIPABOBOMY pPEryJUpOBaHHI0O B cdepe 37paBooxpaHeHus, U (QenepanbHOMY OpraHy
WCTIOJTHUTENIBHOM BJACTH, OCYIIECTBIAIONIEMY (YHKIMU 10 KOHTPOJIIO W Haa30py B cdepe
31paBooxpaHeHus. [1opaoK BbIJauu yKa3aHHBIMU (peepalbHBIMU IOCYAAPCTBEHHBIMU OIO/IKETHBIMU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

YUPEKIEHUSAMU JAHHOIO TPOTOKOJIAa MW pa3Mep IulaThl 3a €ro BblAAYy YCTAHABIUBAIOTCS
IIpaBurensctBoM Pocculickoit denepanumn.

5. ExeronHo He no3nHee | ¢eBpans Mponu3BOAUTENN JIEKAPCTBEHHBIX CPEACTB MIIM OpraHU3alluy,
OCYIIECTBIISIOIME BBO3 JIEKAPCTBEHHBIX npenaparoB B Poccuiickyro denepanuro, MpeacTaBisioT B
(benepanbHBIN OpraH UCHIOTHUTENBHON BIACTH, OCYLIECTBISIOMUN (PYHKIIUN 110 KOHTPOJIIO U HAA30pY B
cdepe 3ApaBOOXpaHEHNUs, IPOTOKOJ MCIIBITAHUI MOCTYIHMBILErO B TEUCHHUE I'O/la B IPaXIaHCKUI 000pOT
JICKapCTBEHHOT'O Ipernapara KOHKPETHOrO MpPOU3BOAMTENs (Ha OJHY CEpUI0 KaXJOro TOProBOTrO
HaMEHOBAHMA C yYETOM JICKapCTBEHHOH (DOPMBI M JO3UPOBKH), MPOBOJUMBIX AKKPEAUTOBAHHBIMU B
COOTBETCTBUHM C 3aKOHOAaTenbcTBOM Poccuiickoir ®Dexepannu 00 aKKpeIUTalMUd B HAIMOHAIBHOM
CUCTEME aKKpEIUTAIMH UCIIBITATEIbHBIMU J1a00paTOPUAMHU (LIEHTPAMHU).

6. IlpousBomuTenu JEKapCTBEHHBIX CPEJICTB WJIM OpraHU3allud, OCYIIECTBISIONINE BBO3
JIeKapCTBEHHbIX npenapatoB B Poccuiickyro denepanuio, He MEHee YeM 3a OAMH roJl O IIaHUPYEMBIX
MIPUOCTAHOBIICHHUSI WM MpPEKpalleHHsl MPOU3BOJICTBA JIEKApPCTBEHHBIX IpENapaToB WJIM HUX BBO3a B
Poccuiickyto @enepauuio yBeAOMIAIOT 00 3TOM (eaepanbHblii OpraH MCHOJHHUTENIBHON BIacTH,
OCYIIECTBIISIOUINN (PYHKIMU 1O KOHTPOJIO M HAI30py B cdepe 3ApaBoOXpaHeHUs U (enepanbHbIi
OpraH HCIOJHHUTEIBHON BIACTH, OCYMIECTBISIFOIINN (DYHKIMHM TO JIMIEH3UPOBAHHUIO TPOHU3BOJICTBA
JIEKapCTBEHHBIX CPEJICTB.

7. BBoa B rpakJaHCKHA OOOPOT KaXKIOW CEpUM WM KaKIOH MapTHH UMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOTO TMpemnapara, npousBeneHHoro B Poccuiickoit denepanuud wWiaM BBO3UMOTO B
Poccuiickyro denepainnio, OCYIIECTBISIETCS HAa OCHOBAaHUU Pa3pelleHMs], BBUIAHHOTO (heaepaabHbIM
OpPraHOM HCIIOJIHUTEIPHON BIIACTH, OCYIIECTBISIONUM (DYHKIIMM 1O KOHTPOJIO W Haa30py B chepe
3IpaBOOXPAHEHHUs, HA OCHOBAHMHM BBIIAHHOTO (eaepalbHBIMUA TOCYJIAPCTBEHHBIMU OIOKETHBIMHU
YUIPEKIECHUSIMH, YKa3aHHBIMU B 9acTH 4 HACTOSIIIEH CTaThH, 3aKIFOYCHHUS O COOTBETCTBUU CEPUU WIIU
MapTUUd UMMYHOOHOJIOTUYECKOTO JIEKApPCTBEHHOTO IpernapaTra TpeOOBAHUAM, YCTAHOBICHHBIM MPH €ro
roCy/AapCTBEHHOU peructparuu. [lopsaok Belayl pa3pelieHus Ha BBOJI B TPaXAaHCKHU 000pOT cepuu
WIHM TapTUd UMMYHOOHOJOTHMYECKOTO JIEKAPCTBEHHOTO IIpermapaTa, a TakKe TMOpPsI0K BbIAAud
YKa3aHHOTO 3aKJIIOYEHUsT M pa3Mep IUlaThl 3a €ro BblJayy YyCTaHaBiuBaioTcs lIpaBuTenbcTBOM
Poccuiickoit deneparum.

8. 3a HempencTaBlieHWE WJIM HECBOEBPEMEHHOE TMPEACTaBICHUE JTOKYMEHTOB W CBEICHUH,
MPeyCMOTPEHHBbIX YacTsimMu 1, 2, 4, 5 u 6 HacToAIIEH CTaTbU, MPOU3BOJAUTENH JIEKAPCTBEHHBIX CPEJICTB
Y OpraHu3aluy, OCYIIECTBISIONINE BBO3 JIEKAPCTBEHHBIX mpemnapatoB B Poccuiickyio depeparuto,
HECYT OTBETCTBEHHOCTh B COOTBETCTBHUHU C 3aKOHOAaTebcTBOM Poccuiickoit denepanuu.

9. IlpencraBieHne JOKYMEHTOB M CBEAEHUM, NPELYCMOTPEHHBIX dacTaMu 1, 2 u 4 HacToslen
CTaThbU, W TOJY4YEHUE TMPEAYCMOTPEHHOTO YacThl0 7 HACTOSIIEH CTaTbU pa3pelieHdus Ha BBOJ
MMMYHOOHMOJIOTUYECKOTO JIEKAPCTBEHHOT'O TIpernapara B TpaxJAaHCKU 000poT HEe TpeOyroTcs B
OTHOIIIEHWW JICKAPCTBEHHBIX IperapaToB, MPEIHA3HAYCHHBIX I TPOBEACHHS KIMHUYCCKUX
WCCIIEIOBaHUM JIEKapCTBEHHBIX IMPENapaToB, MPOBEACHUS AKCIEPTU3Bl JEKAPCTBEHHBIX CPEICTB IS
OCYIIECTBIICHUSI TOCYAAPCTBEHHOM PErvCcTpalliy JIEKAPCTBEHHBIX MPENapaTroB, a TaKXKe B OTHOIICHUH
HE3apEeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENAPATOB, MPEAHA3HAYCHHBIX NI OKAa3aHUs MEIUIIMHCKOMN
MTOMOIIM TI0 >KM3HEHHBIM TOKA3aHHMSIM KOHKPETHOTO TMAIlMEHTa WM TPYIIbl NAlMeHTOB, BBOBUMBIX B
Poccuiickyro ®epeparuio B cOOTBETCTBUM ¢ YacTsMHu 3 U 3.1 cratbu 47 Hacrosmero denepaibHOr0O
3aKOHA.

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

10. IIpu BBISBICHUH B TPaXKAAHCKOM 00OPOTE CEpUM WIM MapTHM JIEKapCTBEHHOTO Ipernapara,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 11.06.2021) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 RO " [ara coxpaHenus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

JOKYMEHTBl U CBEACHHUA O KOTOPBIX, NMPEAYCMOTpPEHHbIE dacTaMU |, 2 W 4 HacTOsALIEH cTaTbu, HE
NpEJCTaBICHb B (elepajbHbIii OpraH MCIOJHUTEIBHON BIIACTH, OCYIIECTBIISIONMN (QYHKIUH 110
KOHTPOJIIO M HaJq30py B cdepe 3ApaBOOXPAaHEHHUS, MO0 CEpUU WIM MapTUU UMMYHOOMOJIOrMYECKOro
JIEKapCTBEHHOI'0 TIpernapara, HE MMEIOIMX pa3pelleHds Ha BBOJ B TIpaXJaHCKU 000poT,
MPEelyCMOTPEHHOIO YacThi0 7 HACTOSIEH CTaThbd, (elepalbHbIl OpraH HCIOJIHUTEIBHOW BIACTH,
OCYILECTBIIIONIMNA (YHKLUU 110 KOHTPOJIK M Haa30py B cdepe 31paBOOXpaHEHMs, B MOPSIKE,
ycraHoBiaeHHOM [IpaButensctBoM Poccuiickoit ®enepanuyn, NpUHUMAET pEIIEHHE O INPEKpalleHun
IpaXJaHCKOI0 000pOTa TaKuX CEpUH WIM MapTHH A0 MPEJCTaBICHHUsS yKa3aHHBIX JOKYMEHTOB H
CBEJICHUH 100 NOTy4eHHs YKa3aHHOTO pa3pelleHHs.

Koncynprantlntoc: npumeyanue.
C 01.09.2023 noxymenT momnostasieTcs cT. 52.2 (D3 ot 02.07.2021 N 317-D3).

Cratba 53. Npopgaxa, nepeagaya nekapcTBeHHbIX CPeACTB OpraHM3aumMsaMm onNnToBOWM
TOProB/M NIeKapCTBEHHbIMU CpeacTBaMm

1. Opranuzanuu onToBOM TOProOBIM JEKAPCTBEHHBIMH CPEJICTBAMU MOTYT OCYILECTBIIATH MPOJIAKY
JIEKAPCTBEHHBIX CPEACTB WIM II€peaBaTb HMX B YCTAHOBJIECHHOM 3aKOHOJATENLCTBOM Poccuiickon
denepanun nopsike (3a UCKIOYEHHEM (apMaleBTUIECKOH CyOCTaHIIMHU CIIUPTA ATUIOBOTO (3TaHOMA):
(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 481-03)

1) npyrum opraHu3amusiM ONTOBOW TOPTOBJIH JIEKAPCTBEHHBIMU CPEACTBAMU;

2) MPOU3BOIUTENSAM JICKAPCTBEHHBIX CPEACTB JJIA LIeJIeH TPOU3BOJICTBA JICKAPCTBEHHBIX CPEJICTB;
3) anTeyHbIM OpTraHU3AIUSAM U BETEPUHAPHBIM allTe€YHBIM OPTaHHU3AIUIM;

4) Hay4HO-HCCIIEI0BATEIHCKUM OPTaHU3aIUSAM ISl HAYYHO-HCCIIEI0BATENBCKOM PabOThI;

5) UWHAMBUAYAIBHBIM TPEANPUHAMATENSIM, WMEIONUM JIMICH3WI0 Ha (PapMaleBTUICCKYIO
JEATEIIbHOCTh WU JIMUEH3UI0 HA MEJULIUHCKYIO €SI TEIbHOCTD;

6) MEIMUMHCKUM OpraHM3alusM, B TOM YHCJE CO3JaHHbIM U 3apETUCTPUPOBAHHBIM B
COOTBETCTBUM C  3aKOHOZATEIbCTBOM HHOCTPAaHHOrO rocyzapcrtsa - wieHa OpraHusanuu
9KOHOMHYECKOTO COTPYIHUYECTBA U PA3BUTHS MHOCTPAHHBIM IOPUANYECKHUM JINLAM, HHIUBUIYaIbHBIM
MIPEANPUHUMATENSM, SBIISIOIMMCS YYaCTHUKAMM IIPOEKTa B COOTBETCTBUU ¢ DenepabHbIM 3aKOHOM
"O MexnyHapoJAHOM MEAMIMHCKOM KJIacTepe M BHECEHMM M3MEHEHUU B OTJIEbHbIE 3aKOHOJATEIbHbBIE
akThl Poccuiickoit ®denepanun', u BeTepUHAPHBIM OpraHU3aIHIM;

(B pen. ®enepanbHoro 3akona ot 26.07.2019 N 240-03)

7) oOpraHu3anusM W WHAWBUIYAIBHBIM TPEANPHHUMATEINSM, OCYIISCTBISIONIMM pa3BeCHNUE,
BBIPALIUBAHUE M COACPKAHHME OJKUBOTHBIX (32 HCKIIOYEHHEM TMpOJdaxu WM (papManeBTHIECKHX
CyOCTaHIIMIA UM UX TIepeaadn).

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

2. OpraHu3aiyu OINTOBOW TOPrOBJIM JIEKAPCTBEHHBIMU CPEJICTBAMU HE BIIpaBE OCYIIECTBIATH
npojaxy (mepemadyy B YCTAHOBJIECHHOM 3aKOHOJATENbCTBOM Poccuiickoit deaepanuu MOpsaKe)
(hapMareBTHUECKOM CyOCTaHIIMU CIIUPTA STUIIOBOTO (3TaHOJA).

(uactb 2 B pen. deaepanbHoro 3akoHa ot 27.12.2019 N 481-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

CraTtba 54. MpaBMna onToBOW TOProBfv NIeKapCTBEHHbIMU CpeacTBaMuU

OHTOBaH TOpFOBJ’IfI JIeKapCTBCHHBIMI/I CpeI[CTBaMI/I OCYHIGCTBJUIGTCH HpOI/ISBOI[I/ITeJUIMI/I
J'IeKapCTBeHHI)IX CpelICTB nu OpFaHI/ISaHI/ISIMI/I OHTOBOI>'I TOpFOBJ’II/I J'IeKapCTBeHHBIMI/I CpeI[CTBaMI/I 10
[IpaBUJaM HaJyIeKaleld JUCTPUOBIOTOPCKON MPAKTUKU M IPABUIAM HAJJICKAIICH MPAaKTUKWA XPaHCHHS
U TIePEBO3KU JIEKAPCTBEHHBIX IMPEMapaToB, YTBEPKACHHBIM COOTBETCTBYIOIIUMHU YIIOJIHOMOYEHHBIMU
(benepanbHBIMU OPraHAMU UCTIOTHUTENBHOM BIIACTH.

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

CrtaTtba 55. Mopsaaok pO3HMYHOW TOProBMyY NeKapCcTBEHHbLIMU Npenaparamm

1. Po3Hu4Hasi TOProBis JIEKAPCTBEHHBIMH TMpenaparaMd B KOJIMYECTBAX, HEOOXOAMMBIX [
BBITIOTHEHUST BpaueOHbIX ((herapAmepcknX) Ha3HAYCHW WM HAa3HAUYCHUN CHEIMATMCTOB B 00IacTH
BETEPUHAPUU,  OCYILUECTBJISIETCA  ANTEYHBIMH  OPraHU3alMsIMH, BETCPUHAPHBIMU  ANTECYHBIMU
OpraHu3alysIMH,  UHAUBHUAYAJbHBIMH  MPEANPUHUMATEISAMH,  UMEIONIMMUA  JIMIEH3UI0  Ha
(apMaleBTUUECKYIO JACSITENbHOCTh, MEAMIIMHCKHUMH OpraHU3alusM{, HMEIOIMIMMH JIUIEH3UI0 Ha
(hapMalleBTUUECKYIO JESTeNbHOCTh, W HUX 000COOJECHHBIMU MoOJpa3zesieHus MU (amMOyaTopusMu,
¢denpamepckuMu U (PenpAMIePCKO-aKyIIEpCKUMU  MTyHKTaMH, LEHTpamMH (OTAEJICHHUSIMH) 0Omeit
BpaueOHOM (CeMeiHOM) MPaKTUKH), PACTIONOKEHHBIMUA B CEITBCKUX HACEICHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT alTCYHbIC OPraHMU3aLMU, U BETCPUHAPHBIMU OPraHHU3aLUsIMH, UMEIOIUMU JIMLEH3UI0 HA
(apManeBTHYECKYI0 JEATENbHOCTh. Pa3pemieHa poO3HWYHAS TOPTOBIS TOJIBKO JIEKApCTBEHHBIMH
Mpenaparamu, 3aperucTpupoBaHHbIMUA B Poccuiickoit denepaniuv MM U3TOTOBJICHHBIMU aNTEYHBIMU
OpraHu3aLMIMU, BETEPUHAPHBIMU anTeYHbIMU OpraHu3alusIMu, VHVBUlyaIbHBIMU
MpEeANpPUHUMATENSIMU, HMEIONIMMH JIMIEH3UI0 Ha (apMaleBTUUECKyI0 JesTeNbHOCTh. Po3HHUYHAas
TOPTOBJISI JIEKAPCTBEHHBIMHU IpenaparaMy OCYILECTBISETCS [0 MpaBUJiaM HaJJIekalel anTeyHOU
MIPAKTUKH, YTBEPKICHHBIM YIIOJTHOMOYECHHBIM ()e/IepaIbHBIM OPTaHOM HCIIOJIHUTETHbHON BIACTH.

(B pen. ®enepanbHbix 3aKk0HOB OT 25.11.2013 N 317-®3, ot 22.12.2014 N 429-D3)

1.1. Po3HnuHass TOPTOBIIs JIEKAPCTBEHHBIMU TpErapaTaMy JIsl MEIUIIMHCKOTO TPUMEHEHHS (3a
HCKIIFOYEHHEM JIEKAPCTBEHHBIX IPENapaToB, OTIYCKAEMBbIX IO PELENTy Ha JIEKAPCTBEHHBINM Ipenapar,
HapKOTUYECKUX JIEKAPCTBEHHBIX MPENAPATOB M MCUXOTPOIHBIX JEKAPCTBEHHBIX MPENapaTroB, a TAKKE
CIUPTOCOJIEPKAIIMUX JIEKAPCTBEHHBIX MpPENapaToB ¢ OOBEMHOW J0JEH ITUIOBOrO CHHPTA CBHIIIE 25
MPOILICHTOB) MOXET OCYIIECTBIATHCS AaNTEYHBIMU OPTaHU3AlUSIMHU JIUCTAHIIMOHHBIM  CIIOCOOOM.
Po3HnYHYIO  TOProBiIKO  JIEKAPCTBEHHBIMHU  MpenapaTaMd  JId  MEOUUHUHCKOTO  MPUMEHEHUS
JTUCTAHIIMOHHBIM CITIOCOOOM MOTYT OCYIIECTBIISATH alTEUHBIC OpPTraHWU3AIMH, UMEIOIINE JIMIICH3UI0 Ha
(dbapmalleBTUUECKYIO0 JAESITEIbHOCTh W COOTBETCTBYIOIIEE paspelieHue (eaepaabHOro opraHa
WCIIOHUTENLHON BJAacTH, OCYIIECTBIAMOMIETO (YHKIMM 1O KOHTPOJIIO H HaI30py B cdepe
3apaBooxpaHeHus. [lopsook BbelgauM pas3pelieHHss Ha OCYLIECTBICHHUE PO3HUYHOW TOPrOBIHU
JIEKApCTBEHHBIMU MpENapaTaMy JIMCTAHIIUOHHBIM CIIOCOOOM, TPeOOBaHMS K alTEUHBIM OpraHU3aIusIM,
KOTOPBIE MOTYT OCYLIECTBIISITH TAKYIO TOPrOBIIIO, U MOPSJAOK €€ OCYIIECTBIEHHUS, a TAKXKE MpaBUiia
JIOCTAaBKM JIEKAPCTBEHHBIX MpEnapaToB rpaxaaHaM ycTaHaBiuBaroTca [IpaButenbctBom Poccuiickoi
Oenepanuu. Mudopmanust 06 omiaueHHbIX (OTIYIIEHHBIX) U MMOJIYYEHHBIX JIEKAPCTBEHHBIX Mperaparax
BHOCUTCS B CHUCTEMY MOHUTOPHMHIA JBUKEHHUS JIEKAPCTBEHHBIX IMpENaparoB s MEIUIMHCKOTO
MIPUMEHEHHUS B MOPSIKE, TPETYCMOTPEHHOM YacThi0 7 cTaThu 67 HacTosimiero denepaibHOTO 3aKOHA.
(dactp 1.1 BBegena denepanbubiM 3akoHoM ot 03.04.2020 N 105-D3)

2. BI/IQ!BI aIITCYHBIX opraHmauan N TIpaBujia OTIYCKAa JICKAPCTBCHHLIX MpE€rapaTroB OJid
MCIUIUHCKOI'0 MPUMCHCHHA allTCYHBIMHU OpraHu3alyusaIMU, WHAUBUAYAJIBHBIMU HNPCANIPUHUMATCIAMU,
UMCIOIIMMH  JIMIOCH3HUIO Ha (bapMaL[eBTI/ILICCKYIO ACATCIIBHOCTh, a TakKiXE€ [paBujia OTIIyCKa
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

JICKapCTBEHHBIX IPENapaToB M MEAUIUHCKOIO MPUMEHEHHMS MEIUIMHCKUMHU OpraHu3alusIMH,
UMEIOIIMMHU  JIMIEH3HI0 Ha  (apMaleBTHYECKYl0  JESTeIbHOCTb, M HUX  000COOJICHHBIMHU
MOJpa3/ieieHusIMI  (aMOyIaTopusiMH, (perbaAIepcKUME U (PEeTbAIIePCKO-aKyIIEPCKUMU  TyHKTaMH,
neHTpamMu (OTACNEHUAMHU) oO0meil BpaueOHOM (CeMeHOM) NMpaKTUKH), PACIIONIOKEHHBIMU B CEIBCKHX
HACENICHHBIX TYHKTaX, B KOTOPBIX OTCYTCTBYIOT amnTeUHbIe OpraHW3alHld, YTBEPKIAIOTCS
YIOJIHOMOYEHHBIM (e/iepalibHbIM OPraHOM HCIIOJIHUTEIBHOMN BJIACTH.

(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

3. IIpaBuia oTmycka HAPKOTHYECKUX CPEJICTB U TICUXOTPOITHBIX BEIIECTB, 3apPETUCTPUPOBAHHBIX B
KAauecTBE JICKAPCTBEHHBIX MPENapaToB, JICKAPCTBEHHBIX MPEMapaToB, COJACPIKANIUX HAPKOTHUYECKUE
CpeICTBA W TICHXOTPOITHBIC BEIIECTBA, YTBEPXKITAOTCS YIIOJHOMOYEHHBIM (heepaibHbIM OpPTaHOM
WCTIOJTHUTEIIGHON BJIACTH IO COMJIACOBAHUIO ¢ (eAepabHBIM OPraHOM WCIOJHUTEIHLHOW BIIACTH,
YIOJTHOMOYCHHBIM B chepe BHYTPEHHUX JCII.

(B pen. ®enepanbHoro 3akona ot 03.07.2016 N 305-03)

4. JlekapCTBeHHbIE Ipenaparbl Ui BETEPUHAPHOIO MPUMEHEHMS MOJyIekaT OTIIYCKY
BCTCPHUHAPHBIMH aAlITCUHBIMU OpraHu3alviaMH, BCTCPUHAPHBIMU OpPraHu3aliuaMH, WHAWBUAYAJIbHBIMU
MpeANpUHUMATENSIMY, HMEIOIMMHU  JIMLIEH3UI0 Ha (apMaleBTUYECKYO JedaTelabHocTh. OTmyck
JICKApCTBCHHBIX IMpE€rapaToB Jid BETCPUHAPHOTO HNPHUMCHCHHUA OCYHICCTBIILACTCA B COOTBCTCTBHU C
NpaBWIaMH H/UIeXkKalled anTeYHOW MpPaKTUKH JICKApCTBEHHBIX MPENapaTtoB Ui BETEPUHAPHOTO
NPUMEHEHHS, YTBEP)KICHHBIMH YIIOJIHOMOYEHHBIM (peiepalibHBIM OPTaHOM HCIIOJTHUTEIBHOM BIIACTH.

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

5. IlepeueHb MEIWIMHCKHX OpPraHM3aLWH, HWMEIOIUX JIMICH3UI0 Ha (HapMaleBTHUECKYIO
NeSITeNbHOCTh, W WX O0OCOOJEHHBIX Toapa3zneneHuil  (amOymnartopuii, Qenpamepckux |
(henmpamepcKo-aKymepcKux MyHKTOB, IIEHTPOB (OTeIeHUI) 001mel BpaueOHOM (CeMEWHOM) MPaKTHKH),
PaCIOJIOKEHHBIX B CEJIbCKMX HACEJICHHBIX ITyHKTaX, B KOTOPBIX OTCYTCTBYIOT allTEYHbIE OPraHU3aliy, a
TaK)Ke NIEPEUEHb JIEKapCTBEHHBIX NIPENApaToB, MPOAAKa KOTOPBIX MOXKET OCYILIECTBIIATHCS YKa3aHHBIMU
OpraHu3alsiMM ¥ HMX  OOOCOOJICHHBIMH  TO/pa3fCiCHUSMH, YCTAHABIMBAIOTCS  OpraHaMH
WCTIOJIHUTENIbHOM BiacTu cyobekToB Poccuiickoit @enepannu.

(B pen. ®enepanbHbix 3aKk0HOB OT 25.11.2013 N 317-®3, ot 03.04.2020 N_105-P3)

6. AnreuyHble OpraHM3allMM, WHJIWBUIYaJbHbIE NPEANPUHUMATENH, HMEIOIINME JIMLEH3UI0 Ha
(bapMaleBTUUYECKYIO JESITEIbHOCTh, 00sf3aHbl oOecrneunBaTh yTBep)KIeHHbIM [IpaBurenbcTBOM
Poccwuiickoit ®enepannu 1 GopMUPYEMBIil B YCTAHOBIEHHOM UM MOPSJIKE MUHUMAJIBHBI aCCOPTUMEHT
JIeKapCTBEHHBIX MPEnapaToB, HEOOXOIUMBIX Il OKa3aHUs MEIUIIUHCKON TTOMOIITH.

(dactsp 6 B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnTe4yHble OpTraHU3AIMHU, WHIWBHUAyaJIbHBIC MPEANPUHUMATENH, HMEIONINE JMIICH3UI0 Ha
(hapMaleBTHUECKYI0 JICSITCIIbHOCTh, HapsAy C JICKapCTBEHHBIMH TIpenaparaMd HMMEIOT IPaBo
npuoOpeTaTh W TMPOJaBaTh, B TOM YHCJIC JUCTAHIIMOHHBIM CIOCOOOM, MEIUITMHCKHE W3CIus,
Ne3uH(UIUPYIONIUE CPEACTBA, MPEAMETHl U CPEACTBA JMYHOM THTHUEHBI, MOCYAy Ui MEAMIIMHCKHX
Leei, mpeAMEThl W CPEeACTBA, MpEAHA3HAUYCHHBIC M yXoJa 3a OOJBHBIMH, HOBOPOXXICHHBIMHU W
JE€TbMH, HE IOCTUTILIMMHU BO3pacTa TPEX JIET, OUKOBYIO ONTHKY M CPEACTBa yXOJa 3a Hei, MUHEepaJIbHbIE
BOJBI, TPOIYKTHI JICUEOHOTO, IETCKOTO M JTUETUYECKOTO IMHUTAaHUs, OMOJOTUYECKH aKTUBHBIC JTOOABKH,
naphroMepHbIe 1 KOCMETHYECKUE CPEJICTBA, MEAUIIMHCKAE U CAHUTAPHO-TIPOCBETUTEILHBIE TEUaTHBIE
W3/IaHMs, PETHA3HAYCHHBIE JJIs MPOTaraH bl 3JJ0pOBOTO 00pasa KU3HH.

(B pen. @enepanbHbix 3ak0HOB OT 27.07.2010 N _192-®3, ot 25.11.2013 N 317-®3, ot 03.04.2020 N
105-®3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

8. llestenbHOCTh anTeuHbIX opraHusauuil BoopykeHHbix Cuil Poccuiickont ®@enepanuu, Apyrux
BOICK, BOMHCKUX (hOPMUPOBAHUN M OPraHOB, B KOTOPBIX 3aKOHOJATEeIbCTBOM Poccuiickoit @enepanuu
MPEeIyCMOTPEHO TIPOXOXKACHHWE BOCHHOW CIyXObl WM (hefepasbHOM TOCyNapCTBEHHOM CITYKOBI,
CBA3aHHOM C INPAaBOOXPAHHUTEIBHOM JEATEIbHOCTBIO, PEIVIAMEHTHPYETCsS HacToAmMM dDenepaabHbIM
3aKOHOM U yTBEPXJACHHBIMH COOTBETCTBYIOIIMMU (peiepaJbHBIMU OpraHaMU UCIOJHUTENIbHON BiIacTh
nojoxkeHusAMu. KoHTposnb 3a coOnroleHMeM YKa3aHHBIMU aNTEYHbIMU OPIraHU3aLUSAMH IOJI0XKEHUH
Hacrosero PenepaabHOro 3aKOHa OCYILIECTBISETCS COOTBETCTBYIOIIMMHU (hefiepalbHbIMU OpraHaMu
HCIIOJTHUTEJIbHON BIIACTH.

(B pen. @enepanbHoro 3akona ot 13.07.2015 N 262-03)

9. Yrpatun cuny ¢ 1 suBaps 2021 roga. - @eaepanbubiii 3akon oT 03.04.2020 N 105-D3.
CraTtbAa 56. U3aroToBneHue n OoTNycK JfieKapCTBEHHbIX NpenapaToB

1. HsrorosieHue JICKAPCTBCHHBIX IMPCIIapaTOB alTCHHBIMH OpraHu3aludaMH, BCTCPHUHAPHBIMH
AIllTCUHBIMU OpraHu3alluaAMU, WHAWUBUAYAJIbHBIMU MPCAIIPUHUMATCIAMU, UMCIHOIIMMHU JIMIOCH3UIO Ha
(bapMaHeBTI/I‘ICCKYIO ACATCIIBHOCTDb, OCYIICCTBIIACTCA IO PCUCITaAM Ha JICKAPCTBCHHLIC MPCIiapaTshl, MO
Tpe6OBaHI/I$IM MCECIHUIIMHCKHUX opraHmaunﬁ, BCTCPUHAPHBIX OpFaHI/ISaHI/Iﬁ B COOTBCTCTBUU C IIpaBUIIaMU
HU3TOTOBJICHUA W  OTIIYCKa JICKAPCTBCHHBLIX IIp€HapaTroB, YTBCPXKIACHHBIMH  YIIOJJHOMOYCHHBIM
(l)e,ﬂepaHBHbIM OpraHoM HUCIOJIHUTEILHOM BIACTH.

2. IIpu U3roTOBIEHUH JEKAPCTBEHHBIX MPENapaToB alTeUHbIMUA OPraHU3ALUIMH, BETEPUHAPHBIMU
AIlITCUHBIMU OpraHu3alluaAMU, WHAWUBUAYAJIbHBIMU MPCANIPUHUMATCIAMU, UMCHOIIMMHU JIMIOCH3WUIO Ha
(hapMameBTHYECKYIO JESITeIbHOCTh, HCIOIB3YIOTCS (apMaleBTUICCKUE CYOCTAHIUU, BKIIOYCHHBIC
COOTBETCTBCHHO B FOCy,Z[apCTBeHHBIf/'I PEECTP JICKAPCTBCHHELIX CPEACTB JJIA MCIAUIIUHCKOT'O ITPUMCHCHUA
U TOCYIJapCTBEHHBIM peecTp JIeKapCTBEHHBIX CPEICTB [UIsl BETEPUHAPHOTO MPUMEHEHUS B
YCTAaHOBJICHHOM  mopsiake. He  gomyckaeTcss  U3rOTOBJICHHME  aNTEYHBIMU  OpPraHU3alUsSMU,
BETEpUHAPHBIMHU ANTEUYHBIMU OpPTaHU3ALMAMHU, UHAUBUIYAJIbHBIMU MPEANPUHUMATEISAMHA, UMEIOIIMMHI
JTUIEH3UIO Ha (PapMaIieBTUYECKYIO JIeATEIHHOCTD, JICKAPCTBEHHBIX MPEIapaToB, 3apEerUCTPUPOBAHHBIX B
Poccuiickoit deneparum.

3. MapKI/IpOBKa JICKAPCTBCHHBIX IIpEmapaToB, HW3IOTOBJICHHBIX ANTCUYHBIMHU OpraHHU3alusaIMU,
BE€TCPHHAPHBIMH AIITCUHBIMU OpPraHu3alusaMH, WHAUBUAYAJIbHBIMU HNPCAIIPUHUMATCIAMA, UMCHOIIUMHA
JJUIICH3HUIO Ha Cl)apMaL[eBTI/I‘{CCKYIO ACATCIIbHOCTh, H O(l)OpMJ'ICHI/Ie TAaKUX IIpernapaToB HJOJI?KHBI
COOTBCTCTBOBATH IPpaBUJIaM, YKa3aHHBIM B YaCTU 1 HACTOSIIIEH CTaThU.

4. AnTeuHble OpraHu3allld, BETEPUHAPHBIC AaNTEUYHbIE OpPraHU3AlMH, WHIWBHUIyalIbHbIC
NpeANpUHUMATENI, UMEIOINUe  JIMIEH3UI0 Ha  (apMaleBTUYECKYI0  JeSTEIbHOCTh,  HECYT
OTBETCTBEHHOCTH 3a HECOOJIO/ICHUE TPaBWUJI M3TOTOBJICHUS M OTITYCKa JICKAPCTBEHHBIX IMpENnapaToB B
COOTBETCTBUU C 3aKOHOJATEIbLCTBOM Poccuiickoit denepanni.

Cratba 57. 3anpeweHune npoaaxu danbcupPNUMpoBaHHbIX NEeKapCTBEHHbIX
cpeacTtB, HeaobOpoOKayeCTBEHHbIX  JIeKAPCTBEHHbIX CPeAcTB, KOHTpadaKTHbIX
reKapCcTBEeHHbIX CpeacTB

[Iponaxxa  danbCUPUIUPOBAHHBIX  JIEKAPCTBEHHBIX CpPEICTB, HeZ00pOKaYeCTBEHHBIX
JIEKapCTBEHHBIX CPEICTB, KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPEICTB 3aMpeEIIaeTCs.

CraTtbAa 58. XpaHeHuMe neKkapCTBeHHbIX CpeacTB
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 11.06.2021) [okyMeHT npepoctasneH KoHcynbraHTlntoc

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1. XpaHeHue JEKapCTBEHHBIX CPEACTB OCYIIECTBISETCS MPOU3BOIUTENSIMH JIEKAPCTBEHHBIX
CPEICTB, OpraHW3alUsIMU ONTOBOH TOPTOBIM  JICKAPCTBCHHBIMU  CPEJICTBAMH,  AlTCYHBIMU
OpTaHH3AISIMH, BETEPUHAPHBIMH aNTCUYHBIMH OpTraHHU3aIUsIMHU, WHIUBUIYTBHBIMU
MPEANPUHUMATEIIIMHU, UMEIONTUMH JIMIICH3WIO Ha (DapMaIieBTUIECKYIO JIeITeILHOCTD HITU JTUIICH3UIO Ha
MEJIHUIUHCKYI0 JIeATEIIbHOCTh, MEJAUIUHCKUMH OpraHU3alMsIMU, BETCPUHAPHBIMU OpPTaHU3ALUSAMHU U
WHBIMU OpraHW3alMsIMHU, OCYIIECTBISIONIMMU OOpaIlleHue JIEKAPCTBEHHBIX CPEICTB. XpaHCHUE
JIEKapCTBEHHBIX CPEJCTB JII BETCPUHAPHOTO MPUMEHEHHUS OPTaHWU3alUsIMH W HWHIAWBHUIYaTbHBIMH
MPEeANPUHAMATETIIMU B CIIy4asiX, €CJIH OHHU WCIOJB3YIOTCS WCKIIOYHTEIBLHO TPU pPa3BEACHUU,
BBIPANTUBAHUY, COJICPKAHUU U JICYCHUH )KHBOTHBIX, MOXKET OCYIIECTBISIThCS 0€3 MOTy9ICeHUs JTUIICH3UN
Ha (apMaIeBTHYECKYIO ACITCIBLHOCTb.

(B pen. deaepanbHoro 3akoHa ot 22.10.2014 N 313-D3)

2. HpaBI/ma XpaHCHUA JICKAPCTBCHHBIX CpeaAcCTB YTBCPIKAAOTCA COOTBETCTBYHOLIUM
YIOJHOMOYCHHBIM (I)e;[epaanLIM OpraHom HCIIOJIHUTEIHLHOM BIACTH.

3. XpaHeHHe HApKOTUYECKUX JIEKAPCTBEHHBIX CPEACTB, ICUXOTPOIHBIX JIEKAPCTBEHHBIX CPE/CTB,
paano@apMaueBaneCKHx JICKApPCTBCHHBIX CpCaAcTB OCYHICCTBJIACTCA B COOTBETCTBHUU C
3aKoHo/1aTenbcTBOM Poccuiickon deneparum.

Cratba 58.1. MNpeaMeTHO-KONMYECTBEHHbIA Yy4yeT NeKapCTBEHHbIX cCpencTB Ans
MeaAULUHCKOro npumMmeHeHusA
(BBenena depepanbHbIM 3ak0HOM OT 25.12.2012 N 262-D3)

1. IlepeueHb JEKApCTBEHHBIX CPEACTB JUISI MEAUIIMHCKOTO TMPUMEHEHHs, TOJJISKAIINX
MPEeIMETHO-KOJIMUYECTBEHHOMY Yy4YeTy, YTBEpXKJaeTcs YIOJIHOMOYEHHBIM (eaepaabHbiM OpraHoM
WCTIOJTHUTENILHOM BIACTH.

2. [ops/ioK BKIIOUYEHUS JIGKAPCTBEHHBIX CPEICTB JAJS MEAMIIMHCKOTO MPHMEHEHHUS B IMEpeueHb
JIEKaPCTBEHHBIX CPEACTB JIJISI MEAUIIMHCKOTO MIPUMEHEHUS, TTOITICKALTUX MMPEAMETHO-KOJIUIECTBEHHOMY
y4eTy, YCTaHaBIUBACTCS YIOJHOMOYCHHBIM (eepaabHbIM OPTraHOM HCIOJHUTEILHON BIACTH TIO
COTJTAacOBaHUIO ¢ (hefepaabHBIM OpPraHOM HCIIOJHUTEIILHON BJIACTH, YIIOJIHOMOYEHHBIM B cdepe
BHYTPEHHUX JICIT.

(B pen. ®enepanbHoro 3akona ot 03.07.2016 N 305-03)

3. IIpeaMeTHO-KOIMYECTBEHHBIN yUeT JIGKAPCTBEHHBIX CPEACTB Ul MEIMIIMHCKOTO MPUMEHEHUS
BEIyT IMPOM3BOAUTENN JIEKAPCTBEHHBIX CPEICTB, OpPraHU3allMd ONTOBOH TOPTOBIU JIEKAPCTBEHHBIMHU
CpeACTBaMU, aNTEeYHbIE OPTaHW3AlWHU, WHAWBUIAYAIbHBIC MPEANPHHUMATENN, UMEIOIINE JTUIICH3UI0 Ha
(bapMareBTHUECKYIO JCSITEIBHOCTh WM JINIIEH3UIO Ha MEIUIIMHCKYIO JEATEIbHOCTh, U MEIUIUHCKHIE
OpraHM3alliM, OCYIICCTBISIOIIME OOpalleHHe JIEKApCTBEHHBIX CPEACTB Ui MEAMIIMHCKOTO
NPUMEHEHHS, IyTEeM PETHCTPAIlMy JIIOOBIX CBA3aHHBIX C MX OOpalleHHeM omepanuii, MpH KOTOPBIX
U3MEHSETCS UX KOJIMYECTBO U (MJIM) COCTOSIHUE, B CHICIMAIBHBIX )KYPHAIAaX y4yeTa ONepariii, CBI3aHHbIX
c oOpamieHreM JIeKapCTBEHHBIX CPEACTB s MEAMLMHCKOTO TPUMEHEHHUs (hajee - CreluaibHbIe
KYPHAJIbI).

4. I[lpaBuia perucTpanuy orepanuii, CBA3aHHBIX C OOpaIlleHHEM JIEKApCTBEHHBIX CPEACTB IS
MEIUIMHCKOTO NPUMEHEHMS], BKIIOYECHHBIX B IIEPEYEHb JICKAPCTBEHHBIX CPEACTB JUISI MEIAULIUHCKOIO
IIPUMEHEHHUS, TIOUIEKALINX TPEIMETHO-KOIMYECTBEHHOMY YU€ETY, B CIELUAJIBHBIX )KypHAJIaX U [IpaBUiIa
BEJCHUS M XPaHEHHs CIHEIHAJIbHBIX KYPHAJIOB YTBEPKIAIOTCA YIOJHOMOYEHHBIM (erepaabHbIM
OpPraHOM MCIOJHUTEIbHOM BIACTH.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

5. KoHTponp 3a coOmtofeHHEM MpaBUI PETUCTPAllMM ONepauuii, CBA3aHHBIX C OOpalleHHueM
JIEKapCTBEHHBIX CPEJCTB Il MEIUIMHCKOTO NMPUMEHEHHUS, BKIIOYEHHBIX B IEPEUYEHb JIEKAPCTBEHHBIX
CPEICTB s MEAMLMHCKOIO IPUMEHEHHS, NOJUIeKAIIMX IPEIMETHO-KOIMYECTBEHHOMY YYETy, B
CHEIMAJIbHBIX JKypHajaX, a TakKe 3a COOJII0JIEHMEM [paBUJI BEJIEHUS M XPaHEHUS CIEeLHaJIbHBIX
’KYPHAJIOB BO3JIaraeTcsi Ha yIOJIHOMOYEHHbIE (e/iepabHbIEe OPraHbl UCTIOJHUTENBLHOM BIACTH U OpraHbl
UCIIOJIHUTEJIBHOW BiacTH cyObekToB Poccuiickoil denepanun, OCyLIECTBISIONINE JUIEH3UPOBAHUE
NIPOM3BOJICTBA JICKAPCTBEHHBIX CPEACTB, (papMalleBTUYECKOM JEATENBHOCTH U MEIUIMHCKOMN
NEATENBHOCTH, U OCYILECTBIISETCS B paMKax JIMLIEH3NOHHOIO KOHTPOJISL.

Masa 11. YHUHTOXEHWUE NEKAPCTBEHHbIX CPEACTB
CraTtba 59. OcHOBaHMA U NOPAAOK YHUUTOXEHUS NleKapCTBEHHbIX CPeACTB

1. HenoGpokauecTBeHHbIE JIEKAPCTBEHHBIE CPENCTBA, (albCUUIMPOBAHHBIE JIEKAPCTBEHHBIE
CpeACTBa TOMJIEKAT W3BATUIO M3 OOpalIeHUs M YHUYTOXKCHUIO B [OPSAKE, YCTAaHOBJICHHOM
[IpaButensctBoM Poccuiickoit @enepanuu. OCHOBaHUEM ISl YHUUTOKEHUS JIEKAPCTBEHHBIX CPEICTB
ABIIIETCSL ~ PCIIEHWE  BIAJAEIbLa  JICKAPCTBEHHBIX  CPEACTB, PEUICHHE  COOTBETCTBYIOILIETO
YIOJIHOMOYEHHOTO (heiepalbHOIO OpraHa UCIOJHUTEIbHOMN BIACTH WM PELICHUE CyAa.

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

2. KonrtpadakxTHble IeKapCTBEHHBIE CPEICTBA MOAIEKAT UIBATHUIO U3 00paIllCHUS U YHUUITOXKEHUIO
Mo pemieHuio  cyna. llopsAfoKk  yHHUYTOXEHHMS  KOHTPa(aKTHBIX  JIGKAPCTBEHHBIX  CPEJICTB
ycranasnusaercs [IpaBurensctBom Poceniickoit denepanun.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

3. PaCXO,Z[bI, CBA3aHHBIE C YHHYTOXCHHEM KOHTP a(b AKTHBIX JICKAPCTBCHHBIX CPCIACTB,
HCI[OGpOKa‘IeCTBCHHBIX JICKApCTBCHHBIX CPEACTB, Q)aHBCHq)HHI/IpOBaHHBIX JICKApCTBCHHBIX CPCACTB,
BO3MCIIAIOTCA UX BIAJCIIBILCM.

4. Brnanenern JeKapCTBEHHBIX CPEACTB JIOJDKEH NPEACTAaBUTH B YIOJTHOMOUYEHHBIN (hemepanbHbIi
OpraH MCIOJIHUTEJIBHOM BJIACTH JAOKYMEHT WM 3aBEPEHHYIO B YCTAHOBJICHHOM IODPSJIKE €ro KOIIHIO,
MOATBEpKIatoIue GakT YHUUYTOKEHHS JIEKAPCTBEHHBIX CPECTB.

5. CoOTBETCTBYIONIMH YIIOJITHOMOYCHHBIM (eepalbHbIi  OpraH MCIOJHUTEILHON BIIACTH,
MPUHSBIINKA pelieHre 00 YHHUYTOKEHUU JIEKapCTBEHHBIX CPEICTB, OCYIIECTBISET KOHTPOJIb 3a HX
YHUUTOKEHUEM.

6. VYHUYTOXEHUE JIEKAPCTBEHHBIX CPEJCTB NPOU3ZBOAUTCS OpPraHU3AIUSIMHU, HMEIOUUMU
COOTBETCTBYIOIIYIO JIMIEH3WIO, Ha CHEIUAIbHO OOOPYIOBAaHHBIX IUIOMIAJKAX, IOJUTOHAX U B
CIeIMaIbHO OOOpPYAOBAHHBIX TIOMEIICHUSX C COOJIOJeHHeM TpeOOoBaHWA B 00JIACTHM  OXpaHbI
OKpY>Kalolllei cpelibl B COOTBETCTBUHM C 3aKOHO/1aTelIbcTBOM Poccuiickoit deneparium.

7. HapkoTuueckue JEKapCTBEHHbIE CpPEACTBAa, IICUXOTPOIIHBIE JIEKAPCTBEHHBIE CPEICTBA,
paanodapMalieBTHUECKUE  JICKAPCTBEHHBIE  CPEACTBA  YHMUYTOXKAIOTCSA B COOTBETCTBHHM  C
3aKoHoJaTeabCcTBOM Poccuiickoit denepannu.

Mnasa 12. TOCYOAPCTBEHHOE PEIYJIMPOBAHUE LIEH
HA NEKAPCTBEHHBbIE MNMPEMNAPATbI ANA MEAULIMHCKOIo NPUMEHEHUA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 11.06.2021) [okyMeHT npepoctasneH KoHcynbraHTlntoc

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

Cratbsa 60. FlocypapcTBeHHOe perynupoBaHue LieH Ha fleKapCTBeHHble npenapartbi
AN MeAULMHCKOro NpUMeHeHus

1. TocymapcTBeHHOE perynmpoBaHHE IICH Ha JICKAPCTBEHHBIC TMpEnaparhl IS METUITTHCKOTO
MIPUMEHEHHUS OCYIICCTBIIICTCS TIOCPEICTBOM:
(B pen. deaepanpHoro 3akoHa ot 26.03.2020 N 67-D3)

1) yrBepxnaenus IIpaBurensctBoM Poccuiickoit denepannu nepeyuHs KM3HEHHO HEOOXOIUMBIX U
BAXHEUIIMX JIEKAPCTBEHHBIX MpenapaToB, KOTOPHIH (opMHpYeTCs U He pexe OJHOro pasza B ToOJ
[IEpECMaTPUBAETC B YCTAHOBJICHHOM MM [OPSAIKE Ha OCHOBE KOMILIEKCHON OLICHKH JIEKAPCTBEHHBIX
MpernaparoB, BKIOYAas aHAIU3 CBEICHUH O CPAaBHHUTENBHOW KIMHHYECKOW HPPEKTHBHOCTH U
0€30MacCHOCTH JIEKAPCTBEHHOTO CPEJICTBA, OIEHKY JKOHOMUYECKHX TIOCIEICTBUNA TNpPUMEHEHUS
JIEKapCTBEHHOI'O CPEJCTBA U U3YyYEHHUE IOIOJHUTEIBHBIX MOCICACTBAN IMPUMEHEHUS JIEKAPCTBEHHOIO
CPEICTBa;

(B pen. @eaepanbHbix 3aKk0HOB 0T 22.12.2014 N 429-D3, ot 13.07.2020 N 206-D3)

2) YyTBEpXACHHUS METOJIMKHM pacueTa TMpeAelbHBIX OTIYCKHBIX IICH MPOU3BOAUTENCH Ha
JIEKapCTBCHHBIC TIperaparhl, BKIIOYCHHBIE B TEPEUCHb J>KU3HEHHO HEOOXOMUMBIX W BAKHECHUIIUX
JICKapCTBCHHBIX MPEIapaToB, a TAaK)Ke BHEIPCHHSI MEXaHH3MOB (DOPMHUPOBAHHS CUCTEMBI peepeHTHBIX
LIeH;

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, o1 06.06.2019 N 134-D3)

3) rocynapCcTBEHHOM pErUCTpalMy TMpeAeibHBIX OTHYCKHBIX II€H IPOU3BOAUTENICH Ha
JICKApCTBCHHBIC MIpCHiaparbl, BKIIOYCHHBLIC B IMCPCUCHb KU3HCHHO HCOGXOI[I/IMBIX A BaXKHEHUIITNX
JIEKapCTBEHHBIX MPEnapaToB;

(B pen. ®exnepanbHoro 3akona ot 06.06.2019 N 134-03)

4) BezeHHUs TOCYIAapCTBEHHOIO peecTpa MpeAeNbHBIX OTIYCKHBIX II€H MPOU3BOAUTENECH Ha
JIEKapCTBEHHbIE TIperaparhl, BKIIOYCHHbIE B TMEpPEeYeHb >KU3HEHHO HEOOXOMUMBIX U BaKHEHUIIUX
JIEKapCTBEHHBIX MMPENapaToB;

5) yTBEepKIEHHS METOJMKH YCTAHOBJIEHUS OpPraHaMH HCIOJHUTEIBHOW BIIACTH CYOBEKTOB
Poccuiickoit @enepanuu NpeneabHbIX pa3MEpPOB ONTOBBIX HAA0ABOK U MPEIENIbHBIX pPa3MEpPOB
PO3HMYHBIX HAA0aBOK K (aKTUYECKHUM OTIYCKHBIM I[I€HaM, YCTAaHOBJIEHHBIM IPOU3BOJUTEISIMH
JIEKapCTBCHHBIX IIPENapaToB, Ha JIEKAPCTBEHHBIC IpPENaparhbl, BKIIOYCHHBIC B IIEPEYCHb KMU3HEHHO
HEOOXO/IMMBIX U BaXKHEUIINX JIEKaPCTBEHHBIX MIPENapaTos;

6) YCTaHOBJICHHUS NPEETbHBIX pa3MEPOB ONTOBBIX HA0aBOK U MPEACIIBHBIX Pa3MEPOB PO3HUYHBIX
Ha/10aBOK K (DaKTUYECKUM OTITYCKHBIM II€HAM, YCTAaHOBJICHHBIM IPOU3BOAUTENISIMU JIEKAPCTBEHHBIX
[IpernapaToB, Ha JIEKAPCTBEHHBIEC NpEnaparbl, BKIIOYEHHbIE B IEPEUEHb >KU3HEHHO HEOOXOAMMBIX U
BAKHEWIIINX JICKAPCTBEHHBIX IIPENapaTOB;

7) yTBEepXKACHHS TOPsIKA BBIAAYM MPEINHMCAHUNA OpraHaM HWCIOJIHUTEIBHON BIIACTH CYOBEKTOB
Poccuiickoit denepanuu 0 MpUBEACHUN B COOTBETCTBHUE € 3aKOHOAATeNbCTBOM Poccuiickont deneparuu
pemieHnii 00 YCTaHOBIEHUM IMPEAeTbHBIX pPa3MEpPOB ONTOBBIX HAA0ABOK W MPENEIbHBIX pPa3MepoB
PO3HUYHBIX HAA0aBOK K (PAKTUYECKHUM OTIYCKHBIM I[I€HAM, YCTAaHOBIICHHBIM IPOU3BOIUTEIISIMH
JICKapCTBEHHBIX IPENapaToB, Ha JICKAPCTBEHHBIE MpernapaThl, BKIIOUYCHHBbIE B I[EPEYEHb >KU3HEHHO
HEOOXOAMMBIX W BaXHEUIIUX JIEKAPCTBEHHBIX MPEMapaToB, €CIM OHU MPHUHATHI C HAPYIICHHEM
3akoHojaTenbeTBa Poccuiickoit denepanuu, B MOpsake, ycTaHOBIeHHOM [IpaButenscTBoM Poccuiickoi
®denepauny;
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8) HampaBiIeHUS YNOJHOMOYEHHBIM (hefiepalbHbIM OpPraHOM HCIHOJHUTENBHOW BJIACTH OpraHam
UCTIOJHUTENIBHOW BiacTu cyObekToB Poccuiickoit ®Penepauuu NpeAnucaHUid O TNPUBEACHUH B
COOTBETCTBHE C 3aKoHOZArenbCcTBOM Poccuiickonn @enepanyuyu NOPUHATBIX € HAPYLICHUEM
3akoHoaarenbcTBa Poccuiickoit denepauuu pemieHud 00 YCTAHOBJIEHUM IMpENeibHBIX pPa3MEPOB
ONTOBBIX HaN0aBOK M MpelNeibHBIX Pa3MEpPOB PO3HMYHBIX HAI0aBOK K II€HaM Ha JIEKapCTBEHHbIE
[penaparhl, BKIIOYEHHbIE B IE€PEUCHb >KU3HEHHO HEOOXOIMMBIX M BA)KHEHMIIMX JIEKAPCTBEHHBIX
IIpenapaTos;

9) ocymectBiaeHus (emepanpHOrO TOCYAapCTBEHHOro Haa3opa B cdepe oOpaiieHUs
JIEKapCTBEHHBIX CPEACTB M PErMOHAIBHOIO TIOCYAAPCTBEHHOTO KOHTPOJSA 3a NPUMEHEHHEM LIEH Ha
JIEKapCTBEHHbIE  Ipenaparbl COOTBETCTBEHHO  YINOJHOMOYEHHBIMH  (pellepaJbHBIMM  OpraHaMH
WCIIOJIHUTENIbHOM BJIacTH M OpraHaMy MCIIOJHUTENbHON BiacTH cyOwbekToB Poccuiickoit denepanun
COTJIACHO MX KOMIIETEHIIUU B MOpsaKe, ycraHoBiIeHHOM [IpaBuTtensctBoM Poccuiickoit @enepanuu;

(m. 9 B pen. @exnepanbHoro 3akona ot 25.06.2012 N 93-D3)

10) mnpumeHeHUS NPEAYCMOTPEHHBIX 3aKOHOMATENbcTBOM Poccuiickoit  @enepauuu  mep
OTBETCTBEHHOCTH 33 HapylICHHWE TIOpsKAa 1[eHOOOpa3oBaHMs HA JIEKAPCTBEHHBIC IpEraparsl,
BKJIFOYCHHBIC B [IEPCYCHEL JKU3HCHHO H€06XO[[I/IMI)IX 7 BaKHEUIIINX JICKApCTBCHHLIX IPCIIapaToB.

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

2. B ycnoBusix upe3BbIuaiiHON CUTyaluu U (WJIM) NMPU BOZHUKHOBEHUHU YTPO3bI PACIPOCTPAHEHUS
3a005eBaHus, MPEJICTABISIONIETO OMACHOCTh ISl OKPYKAIOIIUX, a TakKe B Clydyae, ecld B TEUCHUE
TPUALATH KaJCHIApHBIX JAHEN 1nocie npuHatus [IpaBurensctBoMm Poccuiickon denepannu pelieHus o
MPOBEICHUM MOHUTOPUHIa PO3HUYHBIX IIEH Ha JIEKapCTBEHHBIE MpernapaThl, HE BKJIIOYCHHBIE B
[epeYeHb J>KM3HEHHO HEOOXOIMMBIX M BAXKHEHIIMX JIEKAPCTBEHHBIX IMpenapaToB, Ha TEPPUTOPHULX
cyobekToB Poccuiickoil ®@enepanuu BBISBIEH POCT PO3HUYHBIX 1IE€H Ha yKa3aHHbIE JIEKaPCTBEHHBIE
npenaparsl Ha TpHUAIATh TpoleHTOB W Ooisee, IlpaButenscTtBO Poccuiickoit denepanuu BIpase
YCTaHOBUTH IIPEEIbHBIE OTITYCKHBIE LIEHBI IPOU3BOAMUTEIIEH HA yKa3aHHBIE JIEKAPCTBEHHBIE MTpenaparsl,
mpeneibHble pa3Mephbl OINTOBBIX HAN0ABOK U TMpeAeNbHbIE pa3Mepbl PO3HUYHBIX HAJA0aBOK K
(aKTUYECKUM OTIYCKHBIM IICHaM IPOU3BOJUTENICH Ha YyKa3aHHbIC JIEKAPCTBEHHBIC IMpermapaThl.
[TepeyeHsr neKapCTBEHHBIX MpENapaTOB, HE BKIIOYEHHBIX B IMEPEUYCHb >KU3HEHHO HEOOXOIUMBIX H
BOKHEWINIMX JICKAPCTBEHHBIX TMPENapaTroB, W MOPSJIOK ero (OPMHUPOBAHUSA  OMPEACISIOTCS
[IpaBuTtenscTBOM Poccuiickoit denepanuu.

(uacts 2 BBeneHna denepanpHbiM 3aK0HOM OT 26.03.2020 N 67-D3)

3. B Teuenue neBsSHOCTA KaJeHAApPHBIX JHEHN co qHS yTBepkaeHus [IpaButenbctBoM Poccuiickoit
®denepalyy epevHs, yKa3aHHOTO B YacTH 2 HACTOSAIIEH CTaTh, HE JIOMYCKAIOTCS peanu3alus U OTIIyCK
BKJIFOYEHHBIX B HErO JIEKAPCTBEHHBIX IPENApaTOB IO LEHAM, IIPEBBIIIAOIINM MPEIEIbHbIE OTIIYCKHBIE
LIEHBl TPOM3BOJMTENECH HA YKa3aHHbIC JICKAPCTBEHHBIC IPENaparthbl, MPEIEIbHbIE pa3MEpPbl ONTOBBIX
Haj0aBOK M IIpelesIbHble pa3Mepbl PO3HUYHBIX HAJ0aBOK K (DAaKTUYECKUM OTIYCKHBIM ILI€HaM
NIPOM3BOIUTENEHl Ha YKa3aHHbIE JIEKApCTBEHHbIE IpemapaTbhl C Y4YeToM Hajora Ha J00aBJIEHHYIO
CTOUMOCTb.

(uactp 3 BBeneHa denepanbHpiM 3aK0HOM OT 26.03.2020 N 67-D3)

Koncynprantllntoc: npumeyanue.
3apeructpupoBanubie 10 07.06.2019 mnpenenbHble OTMYCKHBIE ILIEHBI MOAJIEKAT OO0A3aTEIHHOU
nepepeructpanuu B 2019 - 2020 rogax B coorBeTcTBHH €O cT. 2 D3 0T 06.06.2019 N 134-D3.
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Ctatbs 61. locymapcTBeHHasi perucTpauus U nepeperucTpaums npepenbHbIX
OTNYCKHbIX LeH npou3BoAuTerien Ha nekapcTBeHHble npenapaTbl, BK/IOYEHHble B
nepeyeHb XXU3HEHHO HEOOXOAUMbIX U BaXXHEULLMX NeKapCTBEHHbIX NpenapaTtoB

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

1. IlpenenbHas OTIyCKHas I€HA MPOU3BOAMTENS Ha JICKAPCTBEHHBIM MIpernapar, BKIIOYCHHBIM B
[epeYeHb IKU3HEHHO HEOOXOAMMBIX M BaXXHEWIIMX JIEKAapCTBEHHBIX TMPENaparoB, MOAJIEKUT
rOCYJIapCTBEHHOW PErMCTpaly B IOpAIKe, ycTaHOBIEHHOM [IpaBurensctBom Poccuiickoit denepanuu,
Ha OCHOBAaHUWM TPEJCTABICHHOTO B YIOJHOMOYEHHBIN (efepanbHbIii OpraH HCIOJHUTEIBHON BIIACTH
3asBJICHUS JE€p KaTeNsl WK BJIAJENbIa PErUCTPAMOHHOIO YIOCTOBEPEHUS JIEKApCTBEHHOIO Ipernapara
(YTIOJIHOMOYEHHOT'O UM JIULIA).

2. 3aperucTpupoBaHHAas MpeAeibHAs OTIYCKHAs IIeHAa IPOM3BOAMTENS HA JIEKapCTBECHHBIN
npenapar, BKIIOYEHHBIH B TepeueHb >KU3HEHHO HEOOXOAMMBIX M BaKHEWIIMX JIEKAPCTBEHHBIX
MPEerapaToB, MOXKET OBITh NEPEPETUCTPUPOBAHA B CTOPOHY YBEIMUYEHHS OJMH pa3 B KaJCHIAPHOM IOy
Ha OCHOBAHWU NPEACTABICHHOTO B YIIOJHOMOUYEHHBIHN (pe/iepaibHbIil OpraH UCIIOJHUTEIHHON BIACTH /10
1 OKTsOpsi KaxIoro roja 3asBICHUS JepiKaTeNs WM BIAAETbIa PETUCTPAIIIOHHOTO YIOCTOBEPEHHS
JIEKapCTBEHHOT 0 Ipemnaparta (yImoJIHOMOUYEHHOTO UM JIUIIA).

3. 3apeructpupoBaHHas MpenelibHAs OTIYCKHAs IIeHa NPOM3BOIUTENST Ha JICKAPCTBEHHBIN
mpernapar, BKIIOYCHHBIH B IEpeueHb JKHU3HCHHO HEOOXOJMMBIX W BaKHEHINIUX JIEKAPCTBEHHBIX
MIPemapaToB, MOXKET OBITH MEPEPETUCTPUPOBAHA B CTOPOHY CHIDKEHUSI HA OCHOBAHHUH MPEJICTABICHHOTO
B YIIOJIHOMOYEHHBIH (peepalnbHblii OpraH HCIOJHUTEIHHONW BIIACTH 3asBIICHUS JEpXKaTeNs WA
BJIQJIENIblIa PETUCTPAIIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO TIpernapara (yHOJTHOMOYEHHOTO UM
TU1A).

4. JlepxkaTenp WIM BIajaeNell PETUCTPALMOHHOIO YJIOCTOBEPEHMS JIEKAPCTBEHHOrO IIpernapara
(YNOJTHOMOYEHHOE UM JIMLIO) 00s3aH NPEJCTaBUTh B YIOJHOMOYEHHBIH (heaepalbHbIl  OpraH
HCIIOJIHUTENILHOM BIIACTH 3asBJIEHUE O NEPEPETUCTPALMN 3aPETUCTPUPOBAHHON MIPENEIbHON OTIYCKHOMN
LEHbl TPOM3BOJAUTENS] Ha JIEKAPCTBEHHBIM Ipenapar, BKIIOUEHHBIH B IEPEYEHb >KU3HEHHO
HEOOXOJMMBIX M BaKHEWIINX JIEKAPCTBEHHBIX NpPENapaToB, B CTOPOHY CHIDKEHHUS B CIIEAYIONIMX
Cllydasx:

1) cHwkeHMEe IeHbl B MHOCTPAaHHOM BaJIOTe Ha JIEKAPCTBEHHBIM IpenapaT B CTpaHe
MIPOU3BOUTENS U (WJIM) B CTpaHaxX, B KOTOPBIX JIEKAPCTBEHHBIN MpenapaT 3aperucTpupoBaH U (Win) B
KOTOpBIE MTOCTABIISAETCS IPOU3BOAUTEIIEM;

2) cHIWXKEHHE LIeH Ha pedepeHTHBIC JIEKAPCTBEHHBIE MpEnapaThl B COOTBETCTBUU C IYHKTOM |
HacTosAled 4YacTh (AJi1 COOTBETCTBYIOIIMX BOCHPOM3BEIEHHBIX, OMOAHAJIOTOBBIX (OMOINOIOOHBIX)
JIEKapCTBEHHBIX MIPENapaToB);

3) mpeBbIIIEHUE TPEACIIBHON OTITYCKHOM IIEHBI Ha MEPBBIA BOCIIPOM3BEICHHBIN, OMOAHAIOTOBBIN
(6romo00HBI) TEKapCTBEHHBIN MpemnapaT WHOCTPAHHOTO MPOU3BOJICTBA HAJ MPENEIbHON OTITYCKHOM
[IEHOW TPOM3BOJUTENSE HAa BTOPOM  BOCHPOU3BEICHHBIM, OWOAHANOTOBBIA  (OMOMOJOOHBII)
JICKapCTBEHHBIM  IIpernapar, pacCUUTAaHHOM B COOTBETCTBUU C  METOJUKOH, YTBEPKIACHHOU
[IpaBurenscTBOM Poccuiickon @enepanuu;

4) npeBblllIeHNE MPeeIbHON OTIYCKHOM IIEHBI Ha MEPBBI BOCIPOU3BEICHHBIN, OMOaHAIOTOBBIN
(OmornonoOHBINH) JIEKapCTBEHHBIH IIpernapar HpPOM3BOIMTENS TIocyJapcTBa - wieHa EBpasuiickoro
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

SKOHOMHMYECKOTO COK03a HaJ IMpENeiIbHOW OTIYCKHOM LIEHOM NPOU3BOAMTENS Ha BTOPOH
BOCIIPOM3BE/ICHHBIN, OHOaHaNOroBbIil (OMONOJOOHBIN) JEKapCTBEHHBIM Ipernapar MpOU3BOIUTENS
rocyiapcrsa - 4jacHa EBpa3sMiCKOro 5KOHOMHMYECKOIO COH033a, PACCUMTAHHOW B COOTBETCTBHM C
METOAMKOM, yTBepkaeHHOM [IpaButensctBoM Poccniickont denepanun.

5. Tlopsmoxk  mepeperucTpanuyd  3aperuCTPUPOBAHHBIX  MPEACNIbHBIX  OTIMYCKHBIX  ILIEH
MIPOM3BOUTENICH Ha JICKAPCTBEHHBIC MTPENapaThl, BKIOUECHHBIE B IEPEYCHb )KU3HEHHO HEOOXOIUMBIX U
BAKHEWILIMX JIEKAPCTBEHHBIX IMPENapaToB, B CIyyasx, IPEIyCMOTPEHHBIX YacTsIMU 2 - 4 HacTosuei
craTby, ycra"naBiausaetcs [IpaBurenscTBoMm Poccuiickont Penepanuu.

6. DKOHOMMYECKUN aHAIU3 MPEJEIIbHON OTIYCKHOM LIEHBI MPOU3BOJIUTEINS Ha JIEKAPCTBEHHBIN
IpernapaT, BKJIIOUYEHHBI B TM€peYeHb JKU3HEHHO HEOOXOJMMBIX U BaKHEWIIMX JIEKapCTBEHHBIX
IpenapaTroB, NpPH €€ TOCYAapCTBEHHOW pETrucTpaluuy WiId IEePEePETHCTpalii  OCYIIECTBIISIETCS
(benepanbHbIM OpPraHOM MCIOJHHUTEIbHOM BJIACTH, OCYUIECTBISAIOIIMM (YHKIMHU 10 TNPUHITHIO
HOPMATHUBHBIX TPABOBBIX AaKTOB W KOHTPOIIO 3a COONIONEHHEM 3aKOHOJATelIbcTBa B cdepe
rOCyJJapCTBEHHOTO pEryJIMpoBaHus LieH (TapruoB) Ha TOBapHI (YCIyTH).

7. Pacder npenenpHbIX OTITYCKHBIX II€H, YKA3aHHBIX B 4acTsIX | U 2 HACTOAIIEH CTAaTbU, MPU UX
rOCYIapCTBEHHOW PETHCTPALMU WM MEPEPETUCTPALIMN OCYIIECTBIISIETCA B COOTBETCTBUU C METOJIMKOM,
yTBep:xkaeHHoM [IpaBurenbctBoM Poccuiickoit denepaiuy v yYuTHIBAIOIIEH B TOM YUCIIE:

1) cobmronenune OanaHca MHTEPECOB MOTPEOUTENEH JIEKAPCTBEHHBIX MPENapaTroB, BKIIOYEHHBIX B
MepeyeHb KU3HEHHO HEOOXOAMMBIX M BaXKHEHIINX JEKapCTBEHHBIX MpEnaparoB, U MPOU3BOIUTENEH
JIEKapCTBEHHBIX TPENapaToB, BKIIOYCHHBIX B IEpPEUeHb >KU3HEHHO HEOOXOMUMBIX U Ba)KHEUIINX
JIEKapCTBEHHBIX IIPENapaToB;

2) (akTHUecKyo OTIyCKHYIO LIEHY Ha JIeKapCTBEHHbIe mpemnapaTsl B Poccuiickoit deneparmm,
[IEHY BBO3a JIEKApCTBEHHBIX IpenapatoB B Pocculickyro denepanuio, a Takke IIEHbI Ha aHAJIOTUYHBIE
JIeKapCTBEHHbIE NTpenapaTthl, Haxoasduuecs B oopamienuu B Poccuiickoit ®enepaunuy;

3) 3aTpaTbhl MPOU3BOAUTEIIA JICKAPCTBCHHOI'O IIpCliapara Ha IMIPOU3BOACTBO H PCaAIU3alUIO
JICKApCTBCHHOTO IIpCIiapara,

4) ueHy Ha JIEKapCTBEHHBI IIpenapaT, ero LeHy B CTPaHE IPOU3BOJUTEINS U B CTpaHaX, B KOTOPBIX
JIEKapCTBEHHBIN Mpenapar 3aperucTpUpoBaH U (WIKM) B KOTOPBIE TOCTABIISAETCS IPON3BOAUTEIIEM.

8. He nomyckaroTcs peanusanns ¥ OTIYCK JEKaPCTBEHHBIX IIPENAPaTOB, BKIOYEHHBIX B IIEPEUYCHb
KHU3HEHHO HEOOXOIUMBIX M Ba)KHEHMIIMX JIEKapCTBEHHBIX IPENapaToB, HA KOTOPbIE MIPOU3BOAUTEISAMU
JIEKAPCTBEHHBIX IIPENApaTOB HE 3aperuCTpUpOBaHa IIPElelbHAs OTIYCKHAas LEeHa, pealn3anus
IIPOU3BOJUTENISIMHU JIEKAPCTBEHHBIX IPENApaTOB IO LI€HAM, MPEBBIIIAIONINM 3apErUCTPUPOBAHHBIE WU
IIEPEPETUCTPUPOBAHHBIC IIPEJEIIbHBIE OTIYCKHbIE LIEHBl Ha JIEKAPCTBEHHBIC IIpEnapaTrbl C Y4Y€TOM
HaJiora Ha J0OABJIEHHYIO CTOMMOCTb.

9.  Oco0EHHOCTH  TOCYJAapCTBEHHOI'O  PETyJUpPOBAHMSI  MPENENbHBIX  OTIHYCKHBIX  I€H
IIPOM3BOIUTENEH Ha JEKapCTBEHHbIE IIPenapaThl, BKIIIOUCHHbIE B NI€PEUCHb KU3HEHHO HEOOXOIUMBIX U
BAXHEHIIMX JIEKApCTBEHHBIX IPENapaTtoB, B 3aBHUCUMOCTH OT 3KOHOMHUYECKHMX U (WJIM) COLMAIBHBIX
KpUTEpHUEB (M3MEHEHUE YCIIOBUM, MOPSAKAa U CTOMMOCTH IPOM3BOJCTBA JIEKAPCTBEHHBIX IPENaparos,
WCTOJB30BAHUE HOBBIX (OPM, METOJOB U CIOCOOOB TOCYJAapCTBEHHOI'O PETYJIMPOBAaHHS IEH Ha
JIeKapCTBEHHbIE ITIperapaThl, B TOM YHCIE Ha OCHOBE MeXaHM3Ma pedepeHTHOro IeHooOpa3oBaHM,
W3MEHEHUN TMOpsAIKa OKa3aHWs MEJWLMHCKOM TOMOIIM, M WHbIE HW3MEHEHHUS) YCTaHaBIMBAIOTCS
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

[IpaBurenscTBOM Poccuiickon Penepanuu.

Cratba 62. [ocypapCTBeHHbIU peecTp npeAeribHbIX  OTNYCKHbIX  LeH
npousBoauTenen Ha neKkapcTBeHHble npenaparbl, BKITIOYEeHHbIe B NepevyeHb XXU3HEHHO
HeobGXxoAUMbIX U BaXXHEULUMX NeKapCTBEHHbIX NpenapaToB

1. 3aperucTpupoBaHHBIE WM TEPEPETUCTPUPOBAHHBIE TMpEAENbHBIE OTIYCKHBIE  IIEHBI
MIPOM3BOIUTENICH HA JIEKAPCTBEHHBIC TIPEMapaThl, BKIIOUYCHHBIE B IEPEUYCHb KU3HEHHO HEOOXOIUMBIX U
BOKHEHIINX JICKAPCTBEHHBIX TIPENaparoB, IMOAJIEKAT BKIIOYCHUIO B TOCYIAapCTBEHHBIH peecTp
MpeIeIbHBIX OTIYCKHBIX II€H TIPOM3BOAMTEICH Ha JICKAPCTBEHHBIC IIperapaThl, BKJIIOYCHHBIC B
TepeUeHb )KU3HCHHO HEOOXOMMBIX M BOKHEHIIINX JICKAPCTBEHHBIX MPEIapaToB.

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

2. T'ocyaapcTBEHHBINH peecTp MPeaeTbHBIX OTIYCKHBIX IIEH MPOU3BOIUTENEH Ha JIEKapPCTBEHHBIC
npernaparbl, BKJIIOYCHHBIC B IEPEUCHb JKU3HCHHO HEOOXOIMMBIX M BaXKHEHIIMX JIEKAPCTBEHHBIX
MIpPemapaToB, COACPKUT B ceOE CISAYIONTYI0 HH(DOPMAIIHIO:

1) HaumeHOBaHME JeprKaTeIIs WU BIIaJIeNblla PErUCTPAllMOHHOTO YOCTOBEPEHHUS JIEKaPCTBEHHOT O
rpenapara, HaHMEHOBAHHWE IPOU3BOJUTENS JIEKAPCTBEHHOIO IIpernapara, CBEICHUS O PErucTparuu
JIeprKaTesIsl WU BIAJebla PErUCTPALMOHHOIO YOCTOBEPEHHUS JIEKAPCTBEHHOT'O MPEenapara, CBEICHUs O
PEruCTpalvy MPOU3BOAUTEINS JIEKAPCTBEHHOTO Mpenapara Jyisi MEAUIIMHCKOTO IPUMEHEHUS! B KAUECTBE
HaJIOTOIJIATENbIIMKA B  CTpaHe perucrpauuud (i pPOCCHUHCKUX  IOPUAMYECKUX — JUI -
uAeHTH(PUKAIIMOHHBIM HOMep Hanororiarensimuka (MHH), mist MHOCTpaHHBIX IOPHIWYECKUX JIHII -
CTpaHa PpErucTpalyy, HANMEHOBAaHUE PETUCTPUPYIOLIETO OPraHa, PEruCTPAllMOHHBIA HOMEp, KOJ
HaJIOTOIUIaTENbIIMKA B CTpaHe perucTpanu (MHKOPIOpAIMH) WM €ro aHajor), MECTO HaXOKJIEHUs
MIPOU3BOJCTBEHHBIX IUIOIIAI0K, YYACTBYIOIIMX B MPOLECCE POU3BOACTBA JIEKAPCTBEHHOr'O Mpenapara,
C YKa3aHHMEM CTaJIUU Ipoliecca MPOU3BOJICTBA;

(n. 1 B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HaUMEHOBAHME JIEKAPCTBEHHOrO Ipenapara (MEXAyHapOoJHOE HEMaTeHTOBAaHHOE, WU
IPYyHIHPOBOYHOE, MM XUMHUYECKOE U TOPrOBO€ HAUMEHOBAHMS);
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

3) HOMep PerucTPalOHHOTO YOCTOBEPEHHUS JIEKApCTBEHHOTO Mpernapara;

4) nexapcTBeHHas ¢opMma ¢ yKazaHUEM JO3UPOBKH JIEKAPCTBEHHOTO Mpemnapara U ero KoJu4ecTBa
BO BTOPUYHOH (MMOTPEOUTENHCKOMN) YITAKOBKE, a TAK)KE KOMITJICKTHOCTB;
(B pen. ®eaepanbHoro 3akona ot 22.12.2014 N 429-D3)

5) 3aperucTpupoBaHHas MpeJIeNIbHAs OTIIYCKHAs IIeHa Ha JIEKapCTBEHHBIN Mpernapar B pyOIisx;
(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

6) maTa ¥ HOMEp INpHKa3a YHOJIHOMOUYEHHOTO (pelepalbHOTO OpraHa HCIIOJHUTEIBHON BIACTH O
TOCYAapCTBEHHOW pETrUCTpalliil WM TEepeperucTpaldil  TpEeNeNbHOW  OTIYCKHOW ILIeHBl Ha
JICKapCTBEHHBIN Mpenapar, BKIIOYEHHBIH B IEpPEeYeHb >KU3HEHHO HEOOXOMUMBIX M BaXKHEHUIIMX
JIEKapCTBEHHBIX IPENapaToB;

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 06.06.2019 N _134-D3)

6.1) naTa BCTYIUIEHUS B CHUJTY MPHKa3a yIOJIHOMOYEHHOTO (eIepalbHOr0 OpraHa NCIOJHUTEIbHON
BJIACTH O TOCYJIAapPCTBEHHOM PpETHUCTpAllMU WIM MEepeperucTpanuy MpeAeTbHOM OTIYCKHON IIEHBI
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

MPOU3BOJIUTENSI HA JICKAPCTBEHHBINM TpenapaT, BKIIOYCHHBIH B IEPEYCHb JKU3HEHHO HEOOXOIUMBIX U
BOKHEHIINX JIGKAPCTBEHHBIX MPENapaToB;
(. 6.1 BBenen ®enepanbubiM 3akoHOM OT 06.06.2019 N 134-D3)

7) IWTPUXOBOM KOJ, HAHECEHHBI Ha BTOPUYHYIO (TIOTPEOUTENBCKYIO) YIAKOBKY JIEKApCTBEHHOTO
npernapara;
(n. 7 BBenen denepaibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

8) KOoA NeKapCTBEHHOIO IMpernapara Mo aHaTOMO-TEPareBTUYECKO-XMMHUECKON KiacCH(pUKaIuy,
PEKOMEHIOBAaHHOW BceMupHOI OpraHu3anueit 31paBoOXpaHEHU.
(n. 8 BBeneH PenepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-03)

3. T'ocynmapcTBeHHass perucTpalus WIM MepeperucTpanusi MpeAeabHbIX OTIYCKHBIX ILIEH Ha
JICKApCTBCHHEBIC IIpC€riapaThbl, BKIIOYCHHBLIC B ICPCUCHL KU3HCHHO HGO6XOI[I/IMI)IX A BaKHEHUITHNX
JICKapCTBEHHBIX IIPENaparoB, BEJCHHME TIOCYJapCTBEHHOIO peecTpa MNpeAeibHbIX OTIYCKHBIX LEH
MIPOM3BOIUTENEH Ha JeKapCTBEHHbIE NpenapaThl, BKIIIOUEHHbIE B NEPEUCHb KU3HEHHO HEOOXOIUMBIX U
BAOXHEUIIMX  JICKAPCTBEHHBIX  IpErapaTtoB, OCYIIECTBISAIOTCS B  TMOpPSJIKE, YCTAaHOBICHHOM
IIpaBurensctBoM Poccuiickoit deneparuu.

(B pen. ®exnepanbHoro 3akona ot 06.06.2019 N 134-03)

Cratba 63. YcraHoBneHue opraHamMm UCMOSIHUTENIBHOM BNacTu CYyOBLEKTOB
Poccuiickon ®epepaumm npenenbHbIX pa3MepoB ONTOBbIX HafAb6aBOK U npeaenbHbIX
pa3MepoB PO3HUYHbIX HaAbaBOK K paKTMYECKMM OTMYCKHbIM LieHaM, YCTaHOBNEHHbIM
Npou3BOAUTENSIMM JEeKapCTBEHHbIX MNpenapaToB, Ha JeKapCTBeHHble npenaparsbl,
BK/IIOYEHHbIE B NepeyeHb XU3HEHHO HEOOXOAUMBLIX U BaXHEWULWMUX NeKapCTBEHHbIX
npenaparoB
(B pen. deaepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

1. Opranbel HCHOJHUTENBHONH BIAacTH cyObekToB Poccuiickoil denepanuy ycTaHABIWBAIOT
npeJenbHble pa3Mepbl ONTOBBIX HAA0AaBOK M TpeAeNbHBbIE pa3Mepbl PO3HUYHBIX HAT0aBOK K
(haKTHYECKUM OTIYCKHBIM IleHaM (0e3 ydueTa Haiora Ha JOOaBJIEHHYIO CTOMMOCTH), YCTAHOBJICHHBIM
MIPOU3BOJUTENSIMU  JIEKAPCTBEHHBIX IIPENAapaToB, HA JIEKAPCTBEHHbIE IIpenaparbl, BKIIOYEHHBIE B
[IepPEYEHb >KU3HEHHO HEOOXOIUMBIX M BA)KHEHMIIMX JIEKAPCTBEHHBIX IPENaparoB, B COOTBETCTBUU C
YTBEP)KICHHOW B HOpsanke, ycraHoBiIeHHOM IIpaBurensctBoM Poccuiickoit denepanuu, METOAMKOU
YCTAQHOBJICHHSI OpraHaMy HCIOJHUTENIbHONW BiacTu cyOBbekToB Poccuiickoit dexepanuu mpenenbHbIX
pa3MepoB ONTOBBIX HAA0ABOK M MpPENENbHBIX pPa3MEpPOB PO3HUYHBIX HAJ0aBOK K (PaKTHUECKUM
OTIIYCKHBIM  LI€HAaM, YCTaHOBJICHHBIM IIPOU3BOAMTEIIIMM  JIEKAPCTBEHHBIX  IPENapaToB, Ha
JIEKapCTBEHHbIE IIperaparhl, BKIIOYEHHbIE B MEpPEeYeHb >KU3HEHHO HEOOXOOUMBIX U BaKHEHMIIUX
JICKapCTBEHHbIX IpenapaToB. I[IpoeKThl pelmeHui OpraHoB HCIOJHUTEIBHOW BIIACTH CYOBEKTOB
Poccuiickoit ®enepanuu 00 YCTaHOBIEHUH M (MJIM) M3MEHEHUH IPENENbHBIX pa3MEpOB OMNTOBBIX
Ha/J0aBOK U TpeAETbHBIX PAa3MEPOB PO3HUYHBIX HAA0ABOK K (DaKTHUECKUM OTITYCKHBIM IICHaM,
YCTaHOBJICHHBIM IIPOM3BOJUTEISIMU JIEKAPCTBEHHBIX IIPENApPATOB, HA JICKAPCTBEHHBIC IIpenaparsl,
BKJIIOUEHHBIE B ME€pPEYEHb >KU3HEHHO HEOOXOAMMBIX M BaXXHEHIIMX JIEKapCTBEHHBIX IPEnaparos,
MOJJIKAT COTJIACOBAHHMIO C YIOJHOMOYEHHBIM (elepaabHbIM OPraHOM HCIHOJHUTENbHOM BIACTH,
OCYILECTBIIAIOUMM (DYHKIMM IO NPUHATHIO HOPMATUBHBIX IPAaBOBBIX AKTOB M KOHTPOJIIO 3a
COOJIFOJICHUEM 3aKOHOJATENIbCTBA B c(epe TrocyAapCTBEHHOTO peryiupoBaHMs LieH (TapudoB) Ha
TOBapHI (yCIIyru), B opsizike, yctaHoBieHHOM IIpaBurtensctBoM Poccuiickoii @eneparu.

(B pen. @enepanbubix 3aKkoHOB OT 13.07.2015 N 241-P3; ot 27.12.2019 N 475-P3)

2. OpraHmamm OIITOBOI1 TOProBJIM JICKAPCTBCHHBIMU CpCACTBAMHU, aAlITCYHBLIC OpraHU3alluu,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 11.06.2021) [okyMeHT npepoctasneH KoHcynbraHTlntoc

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

WHAUBUAYAIbHbIE TMPEANPUHUMATENH, UMEIOIUE TUIEH3UI0 Ha (hapMalleBTHUECKYIO AESTeIbHOCTb,
MEIMLMHCKUE OpraHMu3allid, MMEIOIIMe JIMLIEH3UI0 Ha (apMaleBTUUECKYIO JeATeNIbHOCTh, M HX
00ocobiennble noapasaeiceHus (amOynaTopuu, Genpamepckue U (GeapaepcKo-aKymepckue MyHKTHI,
LEeHTPHl (OTAENeHUs) oOIel BpauyeOHOW (CeMEMHOW) MPaKTUKH), PACIOJIOKEHHBIE B CEIBCKUX
HACEJICHHBIX MyHKTaX, B KOTOPBIX OTCYTCTBYIOT alTEUHbIE OPraHU3AlMH, OCYLIECTBIISIOT peaau3aliio
JIEKapCTBEHHBIX IIPENapaToB, BKIIOYEHHBIX B IE€PEYEHb JKU3HEHHO HEOOXOIMMBIX M Ba)KHEHMIIUX
JIEKapCTBEHHBIX IMpEnapaToB, MO IIeHaM, KOTOpble (QOPMHUPYIOTCS B COOTBETCTBHHM C HOPSIKOM,
ycraHoBleHHbIM [IpaButensctBoM Poccuiickoit deneparun, 1 ypoBeHb KOTOPHIX (0e3 yueTa Hajora Ha
N00aBIICHHYI0O CTOMMOCTb) HE JOJDKEH IMIPEBBIIATh CyMMYy (DaKTH4YEeCKOH OTIyCKHOH IEHBI,
YCTaHOBJICHHOMN IIPOU3BOIUTENIEM JIEKapCTBEHHOT'O npernapara, HE IIpEBBILIAIONIEH
3apEeTUCTPUPOBAHHON WIIM TIEPEPETUCTPUPOBAHHON MPEIETHHON OTIMYCKHOM IIEHBI MPOU3BOAUTENS (Ha
JaTy peanu3alliy JeKapCTBEHHOTO Iperapara Npou3BOIUTENIEM), U pa3Mepa ONTOBOM Ha10aBKU U (MIIH)
pa3Mepa pO3HHUYHON HaI0aBKU, HE MPEBBIMIAIONINX COOTBETCTBEHHO pa3Mepa MpeleiabHONW ONTOBOM
Haj0aBKu W (MIM) pa3Mmepa NpeJeNbHOW pPO3HWYHOM Haa0aBKH, YCTAHOBIECHHBIX B CYyOBEKTE
Poccuiickoit deneparun.

(uactsp 2 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

3. Opranbl UCHOJHUTENBbHON BiacTu cyObekToB Poccuiickoit denepannu pasmemiaroT B CETH
"UaTepHeTr" nHMOpMAIUIO O 3apETUCTPUPOBAHHBIX MPEACIBbHBIX OTITYCKHBIX IIEHAX MPOU3BOAUTEIICH HA
JIEKapCTBEHHbIE IIpernaparhbl, BKIIOYEHHbIE B IEPEYEHb >KU3HEHHO HEOOXOAUMBIX M BaXKHEHUIIMX
JICKapCTBEHHBIX IpernapaTroB, 00 yCTaHOBJIEHHBIX B cyObekTe Poccuiickoit ®Depepanuu npenenbHBIX
pa3Mepax OINTOBBIX HaJ0ABOK U (MJIM) IPEIEIbHBIX pa3Mepax PO3HUYHBIX HaJ0aBOK K YCTAaHOBJIEHHBIM
MIPOM3BOIUTENIIMU JIEKAPCTBEHHBIX MPENapaToB (PaKTUUECKUM OTIYCKHBIM ILI€HaM Ha JIEKapCTBEHHbIE
mpenapaThl, BKIIOYEHHbIE B TMEpPEeYeHb >KU3HEHHO HEOOXOIMMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX
IIPENapaToB, a TAKXKE O CYMME 3apEerMCTPUPOBAHHBIX MPEJEIIbHBIX OTIYCKHBIX LI€H IPOU3BOAUTENECH Ha
JIEKapCTBEHHbIE Ipernaparhbl, BKIIOYEHHbIE B IEpEYeHb >KU3HEHHO HEOOXOAUMBIX M BaXKHEHUIIMX
JICKapCTBEHHBIX IPEnapaToB, YCTaHOBJIEHHBIX B cyOwbekTe Poccuiickoit Denepanuu MpenenbHbIX
pa3MepoB OITOBBIX HaJ0aBOK M NPEIEIbHBIX pa3MEpPOB PO3HUYHBIX HaJ0aBOK UM HaJora Ha
no0aBieHHY0 crouMocTb. MH(popmanus, npenycMoTpeHHasi HaCTOSIIEH 4acThlo, JOJKHA HAXOIUTHCS
TaK)K€ B aNTEYHBIX OpPraHU3alUsaX B JOCTYMHOW [UIsi BCEX 3aMHTEPECOBAaHHBIX JHIl ¢GopMmMe U
OOHOBIIATBCA IO MEpe €€ pa3MELICHHMs OpraHaMM HCIIOJIHUTEIbHOW BIIACTH CcyObekToB Poccuiickoii
®enepaunn B cet "MHTEpHET".

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

4. Yrparun cuiy ¢ 1 mapra 2020 roaa. - @enepanbubiii 3akod ot 27.12.2019 N 475-03.

Masa 13. MOHUTOPUHI 3®DPEKTUBHOCTU U BE3OINMACHOCTHU
NEKAPCTBEHHbIX NMPENMAPATOB, HAXOOALNXCA B OBPALLEHUNA
B POCCUNCKOU ®EAEPALIUA
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

Cratbs 64. PapmakoHaa3op
(B pen. @exnepanbHOro 3akona ot 22.12.2014 N 429-03)

1. JlekapcTBeHHBIE TIpenapaThl, HaxXosAIIuecs B oopaiienun B Poccuiickoit deneparnmu, moaiexar
MOHHUTOPHHTY 3((EKTUBHOCTH H OE30MACHOCTH B IENSIX BBISIBICHUS BO3MOXKHBIX HETaTHBHBIX
MOCIIEACTBUM UX MPUMEHEHUS, WHANBUAYATbHONH HETIEPEHOCUMOCTH, MPEIyNPERKACHUST MEAUIIMHCKIX
pabOTHUKOB, CIEIUAINCTOB B OOJIACTH BETCPUHAPHM, MAIMECHTOB WM BIIAJICIBICB XUBOTHBIX M HUX
3aIUTHI OT TPUMEHECHHS TAaKHUX JICKAPCTBEHHBIX MPEMapaToB.

(B pen. deaepanbroro 3akoHa ot 02.08.2019 N 297-D3)
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" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

2. ®apMakoHaa30p OCYIIECTBISIETCS COOTBETCTBYIOIIMM YIOJIHOMOYEHHBIM (heaepaibHbIM
OpPraHoOM HCIOJIHUTEIBHOM BJIACTH B YCTAHOBJIICHHOM MM IMOPSJAKE MYTEM aHAIN3a MPENOCTABISIEMOMN
CyOBeKTaMu OOpalieHusl JICKaPCTBEHHBIX CPEICTB HHPOpPMAIMK O TMOOOYHBIX  JCHCTBHSIX,
HEKEJIATEJIbHBIX PEaKIMAX, CEPbE3HBIX HEKEJIATENIbHBIX PEAKLMIX, HENMPEIBUACHHBIX HEXKEIaTEIbHBIX
peakmusaX TpH TMPUMEHEHUU JICKAPCTBEHHBIX MPEMapaToB, 00 WHIWBUIYyATHbHOW HEMEPEHOCHUMOCTH,
oTCyTCTBUHM 3((PEKTUBHOCTH JIEKAPCTBEHHBIX TIpenaparoB, a Takke o0 uHbIX (akTax u
00CTOSITENTLCTBAX, MPEACTABISAIONIUX YIPO3y JKU3HU WU 30POBBI0 YeJOBEKa JHOO KUBOTHOTO IMPHU
MIPUMEHEHHUH JICKAPCTBEHHBIX MPENapaToB U BBIABICHHBIX HAa BCEX JTarax OOpalleHUs JeKapCTBEHHBIX
npemnaparoB B Poccuiickoii denepanniv U APyrux rocyJapcrBax.

3. CyObexTsl 00paleHys JIEKapCTBEHHBIX CPEJCTB B OPSJIKE, YCTAHOBIEHHOM YIOJTHOMOYEHHBIM
denepanbHBIM OpPraHOM HCIOJIHHUTEIBHOM BJIACTH, 00s3aHbl cooOHiaTh B YHOJHOMOYEHHBIN
(benepanbHbll OpraH HMCIOJHUTEIbHON BJIACTH O MOOOYHBIX JEHCTBUAX, HEXKEJIATEIbHBIX PEAKLHUAX,
CEPbE3HBIX HEXKENATEIbHBIX PEAKLUAX, HENIPEIBUICHHBIX HEKENATEIbHBIX PEAKIUAX NPU IPUMEHEHUU
JICKapCTBEHHBIX IpErnapaToB, 00 WHIUBUAYAIbHOW HENEPEHOCUMOCTH, OTCYTCTBHM 3()()EKTUBHOCTH
JICKapCTBEHHBIX MPENapaToB, a TaKKe 00 MHBIX (paKTax M 0OCTOATENbCTBAX, MPEACTABISIOMINX YTPO3Y
KU3HU WM 370POBBIO0 YeNIOBEKa JINOO XKMBOTHOTO MPHU NMPHUMEHEHHH JIEKapPCTBEHHBIX IPETapaToB U
BBISIBJICHHBIX Ha BCEX JTanax oOpalleHHUs JIeKapCTBEHHBIX mIpemnapaTtoB B Poccuiickoit denepauuu u
JOPYTHX TOCYapCTBaX.

4. lepaTenu WU BIAJENbIbl PETUCTPALIMOHHBIX YAOCTOBEPEHUH JIEKapCTBEHHBIX IMPEMapaToB,
IOpUAMYECKHE JIMIAa, HAa HMs KOTOPBIX BBIAAHBI pAa3pelICHHs] HAa MPOBEACHHE KIMHUYECKUX
uccinenoBanuii B Poccuiickoit denepaunu, 1100 yrnoJHOMOYEHHbIE UMH JIPYTHE OPUINYECKUE JIULA B
pamkax ooOecrieyeHHs O€30IacHOCTH JIEKAPCTBEHHBIX IPENapaToB B MOPSAJIKE, YCTAaHOBJIEHHOM
COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (eiepalbHbIM OpPraHOM HCIHOJHUTENbHOM BIAacTH, OOS3aHbI
OCYIIECTBIISITH IIPUEM, YUeT, 00pabOTKy, aHaJIN3 U XpaHEHHE MOCTYNAIOUINX B UX aJpec OT CyOBbEKTOB
oOpallleHusi JeKapCTBEHHBIX CPEACTB M OPTaHOB TOCYAapCTBEHHOW BIACTH COOOIIEHUN O MOOOYHBIX
NEUCTBUAX, HEKENATENBbHBIX  pPEaKUMsX, CEPbE3HBIX  HEXKENATEIbHbIX W HENPEABUACHHBIX
HEXXEJIATeNbHbIX PEaKIHUsIX IpH NPUMEHEHUHM JIEKAPCTBEHHBIX IMPENaparoB, 00 OCOOEHHOCTSIX HX
B3aUMOJICHCTBUS C JIPYTMMH JIEKApCTBEHHBIMU IpenapaTaMy, WHAUBUAYaJIbHON HENEpEeHOCHUMOCTH, a
Takke 00 MHBIX (paKTax W 0OCTOSITENBCTBAX, MPEICTABIISIONINX YIPO3Y KU3HU WX 370POBBIO YEIIOBEKA
7100 KUBOTHOTO WM BIUSIOUIMX HA U3MEHEHUE OTHOIICHHUS 0>KUIAEMOM IMOJIb3bI K BO3SMOXKHOMY PHUCKY
MIPUMEHEHHUS JIEKaPCTBEHHBIX MPEMapaToB.

5. Ilpu BbIsIBIEHUH MHGOPMAIMM O CEPhE3HBIX HEXeNaTeNbHBIX PEaKIHsIX U HeNpeIBUICHHBIX
HEXXEJIAaTeNbHbIX PEaKIHUsIX IPH NPUMEHEHUHM JIEKAPCTBEHHBIX IMPErnaparoB, 00 OCOOEHHOCTSIX HX
B3aUMOJCUCTBUSA C JPYTMMH JIEKAPCTBEHHBIMHU IIpenapaTaMmy, WHIAWBUAYAJIbHOM HENEPEHOCHMOCTH, a
Takke 00 MHBIX (haKTax ¥ 0OCTOATENbCTBAX, BIMSIOMIMX HA U3MEHEHUE OTHOILIEHUS 0’KUAEMOM TMOJIb3bI
K BO3MOXHOMY pHCKY IIPUMEHEHHs JICKAPCTBEHHBIX IIPENapaToB, ACpXKATENW WIA BIIAJEIbLbI
PEruCTPALIMOHHBIX YIOCTOBEPEHUH JIEKAPCTBEHHBIX MPENapaToB, IOPUIANYECKUE JIMLA, HA UM KOTOPBIX
BBIJIaHBl pa3pellleHHs] Ha MpOBEJCHHE KIMHUYECKHX HccienoBaHuit B Poccuiickoit @enepannu, mubo
YIIOJIHOMOYEHHBIE WUMH JIPYTHE MOPUAWYECKHE JHUIa 00s3aHbl NPUHATH MEpHl, HAlpaBlIEHHbIC Ha
YCTpaHEHUE  HETATUBHBIX  IOCIEACTBUMA NPUMEHEHUS TaKWX JIGKapCTBEHHBIX  IIPENaparos,
MpenynpexaeHie NPUIMHEHNS Bpela )KU3HU WK 3/10pOBbIO YeNloBeKa MO0 KUBOTHOIO, 3aIIUTY UX OT
IPUMEHEHHUsS TaKuUX JIEKAPCTBEHHBIX IpenapaToB, Ha JONOJHMUTENbHBIM cOOp JaHHBIX 00
3¢ HEKTUBHOCTH U 6€30MaCHOCTH TaKUX JIEKAPCTBEHHBIX MPENapaToB.

6. 3a HecooOlLIeHHE WM COKPBITHE HH(POpPMALMHU, MPEIyCMOTPEHHOM dYacThio 3 HacTosIel
CTaTbH, JAEpXKATeIU WINA BIaJEblbl PETUCTPALUOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX IPENaparoB,
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IOpUANYECKHE JIMIa, Ha HMs KOTOPHIX BBIIAHBI pa3pelleHHs] Ha TMPOBEACHHE KIMHUYECKHX
uccrnenoBanuii B Poccuiickoit @enepanuu, 1100 yIOTHOMOYSHHBIE UMH APyTHUE IOPUAUYECKUE JTUIA, a
TaKXKe JOKHOCTHBIE JIMIIA, KOTOPBIM 3Ta WH(GOPMAITUs CTaJIa U3BECTHA 10 POAY UX MPOPECCHOHATHHON
ACATCIIbHOCTH, HGCYT OTBCTCTBCHHOCTL B COOTBCTCTBUU C 3aKOHOAATCIIbCTBOM POCCHﬁCKOﬁ
denepanuu.

7. Ilpu NOJTy4YeHUH YIIOJTHOMOYCHHBIM (he/iepaibHBIM OPraHOM MCIOJHUTENILHOM BJIACTH B paMKax
OCyIIeCTBICHHsT UM (hapMaKOHaA30pa JT0Ka3aTelIbCTB O HECOOTBETCTBUH JICKAPCTBEHHOTO Mperapara
YCTaHOBJICHHBIM TPEOOBaHUSIM WM TPU MOJIYYEHHMH HH(GOPMALUH O HECOOTBETCTBUU HAaHHBIX 00
3¢ PEKTUBHOCTH U O 0€30IaCHOCTH JIEKAPCTBEHHOTO MpenapaTa JaHHbIM O JIEKapCTBEHHOM IIpernapare,
COACPpIKAIMMCA B UHCTPYKIIHUU ITO €TO0 MPUMCHCHUTIO (B TOM YHUCJIC BBIABJICHHBLIX B XOAC OCYIICCTBIICHUSA
(hapMakoHa30pa KOHTPOJIBHO-HAI30PHBIMU OpraHaMU WHOCTPAHHBIX TOCYIAapCTB), YIOJTHOMOUYEHHBIN
(benepaabHBI OpraH UCIOJIHUTEIBHOM BIACTH B YCTAHOBJICHHOM MM IIOPSJIKE PACCMATPUBAET BOIIPOC O
HNPUOCTAHOBIICHUH PUMEHEHHSI TAKOTO JISKAPCTBEHHOT'O Mperapara.

Cratbsa 65. NMpunocTtaHoBNeHne NpUMEeHeHUsA NeKapCTBEHHOro npenapara
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Ilpu nonyyennu uHbOpMaILIUU O HEXKENATEIbHBIX PEAKIUAX MPU MPUMEHEHUH JIEKaPCTBEHHOTO
rpenapara, He YKa3aHHbIX B MHCTPYKIUHU 0 MPUMEHEHHUIO JIEKapCTBEHHOTO IpernapaTa, Cephe3HbIX
HEXXEJAaTeNbHbIX PEAKLUsAX, 00 OCOOCHHOCTSAX €ro B3aMMOJEHCTBHS C JPYTUMH JIEKapCTBEHHBIMHU
npernaparamu, KOTOpbIe MOTYT MPEJCTABIATh YIPO3Y KHU3HH MU 30POBBIO YelloBeKa JINOO KUBOTHOTO,
a TaK)Ke 0 HECOOTBETCTBHUHU JTAaHHBIX 00 3((PEKTUBHOCTH U O OE30MACHOCTH JIEKAPCTBEHHOTO Tpenapara
JAaHHBIM O JIEKaPCTBEHHOM IIpernapaTe, COJAEpKallMMCsi B MHCTPYKIMU MO €ro MPUMEHEHHUIO, B TOM
Yyclie OT YHOJHOMOYEHHBIX OPraHOB MHOCTPAHHBIX T'OCYJapCTB, OOMEH KOTOPOH OCYIIECTBISIETCS B
COOTBETCTBUM C COTJIAIICHUSAMU MEXAY YIOJIHOMOUYEHHBIM (heepambHbIM OpPraHOM HCIOIHUTEIBHON
BJIACTU U YIIOJHOMOUYEHHBIMH OpraHaMU MHOCTPAHHBIX I'OCYJIApCTB, YIOJIHOMOYEHHBINH (enepaabHbIi
OpraH MCHOJIHUTEIbHON BJIACTH pacCMATPUBAET BOIIPOC O BO3MOXKHOCTHU IPUOCTAHOBIIEHUS O0palleHUS
TAKOTO JICKQPCTBEHHOTO TMperapara B MOPSJIKE, YCTAHOBICHHOM YIIOJIHOMOYEHHBIM (enepaabHbIM
OpPraHOM HCHOJIHUTEIbHON BIACTH.

2. Ilpy HEUCHOIHEHMM WIM HEHAJJIEXKAIeM MWCIIOJHEHUN JEp>KATeIsIMU WM  BJIAJCIIbLIaMU
PETUCTPALIMOHHBIX YJOCTOBEPEHUN JIEKAPCTBEHHBIX IPENaparoB, HOPUAUYECKMMH JIMIAMH, Ha HMs
KOTOPBIX BBIJAHBI Pa3pelIeHs Ha IPOBEICHUE KIMHUYECKUX uccienoBanuil B Poccuniickoit denepanuu,
WIA YIOJHOMOYEHHBIMH HMMH JPYTHMH IOPUIUYECKUMH JUIIAMUA OOS3aHHOCTEH, YCTaHOBJICHHBIX
yactsMu 3 u 4 crarbu 64 Hacrosimero denepalbHOTO 3aKkoHa, JMOO B CilydasX MpEICTaBIICHUS
COOTBETCTBYIOIIUM YIOJHOMOYEHHBIM (heiepaabHbIM OPraHOM MCTIOJIHUTEIbHOM BIACTH 3aKIIOUYEHHUS O
HEJOCTOBEPHOCTH PE3yJbTATOB KJIMHUYECKOTO HCCIECJOBAHMs JIEKApCTBEHHOIO IIpernapara Ajs
MEIUIMHCKOTO IPUMEHEHMs, KOTOpPOE OCHOBAaHO Ha pe3yjbTaTax IPOBEPKU MEAMIMHCKON
OpraHu3alyy, I[POBOAUBIIEH YKAa3aHHOEC KIMHUYECKOE HCCIEJOBAaHUE C HApYIICHUWEM IIPaBUI
HaJIeXkKalleld KIMHUYECKON MPAKTUKH, U MPUBEJIO K IOJYyYEHUIO HETOCTOBEPHBIX PE3ysIbTATOB, JUOO B
Cllydae HEBBINOJHEHMs] TPEANHUCAHUS, BBIJIAHHOTO YIOJHOMOYEHHBIM (elepalbHbBIM OpPraHOM
WCIIOJIHUTENIBHOM  BJIACTM IO HWTOraM  OCYIIECTBJICHHS BBIOOPOYHOIO KOHTPOJS  KadecTBa
JICKapCTBEHHOI'O IIpernapara, YIOJHOMOYEHHBIN QelepaibHblii OpraH HCIOJIHMUTENBHOM BIacTu B
YCTAaHOBJICHHOM UM [ODPAJKE pacCMaTpUBAeT BOIPOC O NPHUOCTAHOBIEHUM IPUMEHEHUS TaKOIo
JIEKApCTBEHHOTIO IIpernapara.

3. YnonHOMOYeHHBIH (eaepanbHblii OpraH HCIOJHUTEIFHONW BIIACTH TPHU IMPEICTABICHHH €My
CBEICHMH O HECOOTBETCTBUU IPOMU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB TpPEOOBAHMUAM [PABUI
HaJuiexalled MNpPOU3BOACTBEHHON MpakTUKW M (WIM) O HapylIIEHUH JHUIIEH3UOHHBIX TpeOOBAaHUM,
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KOTOpbIE€ ObUIM BBISBJIEHBI B XOJl€ NMPOBEAECHUS HHCIEKTUPOBAHUS MPOM3BOIUTENS JIEKAPCTBEHHBIX
CPEACTB WM OCYILIECTBICHHS JHMIICH3MOHHOTO KOHTPOJIs B cdepe NpOM3BOJCTBA JIEKAPCTBEHHBIX
CPEACTB M IPUBEIM WIM MOIYyT IPUBECTH K IIPOM3BOJCTBY JIEKAPCTBEHHBIX IIPENapaTroB Uit
MEIHUIMHCKOTO TMPUMEHEHUS, TPUYNHUBIINX WM CHOCOOHBIX MPUYHHUTH BPEIl KU3HU WIN 3I0POBBIO
IPaXKJaH, pacCMaTpUBAET BOIIPOC O MPUOCTAHOBICHUM NPUMEHEHHUs JIEKaPCTBEHHBIX IMPENapaToB Ui
MEIULHUHCKOrO IPUMEHEHHS B YCTAHOBIEHHOM UM [OPAJIKE B CIEAYIOLIUX CIIyYasX:

1) coctaB u (MJIM) TEXHOJOTHS MPOM3BOJCTBA JIGKAPCTBEHHOTO Tpernapara JJisl MEIUIIMHCKOTO
MPUMEHEHHS (C ONMUCAHUEM CTaJIUi MPOU3BOJICTBA) OTIIMYAKOTCS OT 3asBJICHHBIX B PETUCTPAIIMOHHOM
JIOCBE;

2) nekapCTBEHHBIN Mpenapart sl METUIIMHCKOTO0 IPUMEHEHUS POU3BE/ICH HAa TIPOU3BOICTBEHHOM
IJTONIAJKE, HE YKa3aHHOUN B PETUCTPALlMOHHOM JIOChE;

3) y mnpousBoAMTENs JIEKAPCTBEHHBIX CPEJICTB OTCYTCTBYIOT JTOKYMEHTBI, MOATBEP)KIArOIINE
COOTBETCTBUE KauyecTBa JIEKAPCTBEHHOrO IpenapaTa s MEAUIUHCKOrO NMPUMEHEHHs, BBOJUMOIO B
rpakJIaHCKHI 000poT, TpeOOBAHUSIM, YCTAHOBJICHHBIM IIPU €0 TOCYIapCTBEHHON PEerucTpalluy;

4) TnpoM3BOAUTENEM JIEKAPCTBEHHBIX CPEJACTB B COIVIACOBAHHBIH C COOTBETCTBYIOILUM
YIOJHOMOYEHHBIM (pelepajIbHbBIM OPTaHOM HCIIOJIHUTEIFHON BIIACTH CPOK HE YCTpaHEHBI HAPYIICHUS
TpeOOBaHMIl MpaBuil HaJUIeKaIIeH MPOU3BOJICTBEHHON NMPAKTUKU U (WJIK) JIMLIEH3UOHHBIX TPEOOBAHUM,
KOTOpbIE€ OBbUIM BBISIBJIEHBl B XOJI€ IPOBEAECHUS WHCIEKTUPOBAHUS IPOU3BOIUTENS JIEKAPCTBEHHBIX
CPEACTB WM OCYLIECTBIECHHS JIMIIEH3MOHHOTO KOHTPOJIsl B cdepe NpOM3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB M IMPHUBEINM WIA MOTYT NPHUBECTH K IPOU3BOACTBY JIEKAPCTBEHHBIX IPENaparoB Ul
MEJIULIUHCKOTO MPUMEHEHUs], MPUYNHUBIINX WM CHOCOOHBIX NPUYMHUTH BPEJl KU3HU WU 3I0POBBIO
rpaXxKaaH.

(uacts 3 BBeneHa denepanbHbiM 3aK0HOM 0T 04.06.2018 N 140-D3)

4. YNonMHOMOYEHHBIH (enepaibHbI OpraH HWCIOJTHUTEIBHOW BJIACTH IPH HAJIWYUH Y HETO
CBEICHMI O HECOOTBETCTBUU TPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUAM TPABUI
HaJJIeXxKaled MPOU3BOACTBEHHON MpPakTUKW W (WIKM) O HapyIIEHWUH JHUIICH3UOHHBIX TpPeOOBAaHUI,
KOTOpbIe OBUIM BBISBICHBI B XOJI€ MPOBEICHUS WHCIEKTUPOBAHUS IMPOW3BOAUTENS JICKAPCTBEHHBIX
CPEICTB WM OCYIIECTBIICHUS JIMIICH3MOHHOTO KOHTPOJISI B cdepe MPOU3BOACTBA JIEKAPCTBEHHBIX
CPEICTB W TPUBEIHW WIM MOTYT MPUBECTH K TMPOU3BOJICTBY JICKAPCTBEHHBIX IMPENapaToB I
BETEPUHAPHOTO MPUMEHEHUS, IPUYNHHUBIIUX WIH CIIOCOOHBIX MPUYUHUTH BpEl KU3HU WM 370POBBIO
KUBOTHBIX, pacCMaTpHUBAET BOMPOC O MPUOCTAHOBJICHUU PEaTU3alMU U MPUMEHEHHUS JEKapCTBEHHBIX
MpenaparoB JiJIsl BETEPUHAPHOTO MPUMEHEHHS B YCTAHOBJIEHHOM UM HOPSJIKE B CJIECIYIOLIUX CIydasiX:

1) coctaB u (WIM) TEXHOJIOTUS MPOU3BOJACTBA JIEKAPCTBEHHOI'O Ipenapara JUis BETEPUHAPHOIO
MIPUMEHEHHUS (C ONMHMCAaHUEM CTaJuil MPOU3BOJCTBA) OTIUYAIOTCS OT 3asBJIEHHBIX B PETUCTPALMOHHOM
JI0ChE;

2) nexapcTBEHHBIH penapar AJisi BETEpUHAPHOTO MPUMEHEHHSI IPOU3BEACH Ha IPOU3BOJICTBEHHON
TUIOIA/IKE, HE YKa3aHHOW B PETUCTPALIMOHHOM J0ChHE;

3) y Ipou3BOOUTENS JIEKAPCTBEHHBIX CPEICTB OTCYTCTBYIOT JOKYMEHTBI, IOATBEPKIAOLINE
COOTBETCTBUE KAuyeCTBA JICKAPCTBEHHOI'O Ipenapara il BETEPUHAPHOIO NPHUMEHEHMS, BBOJUMOIO B
rpaXkIaHCKH 000pOT, TpEOOBAHHSIM, YCTAaHOBJICHHBIM IIPH €T0 TOCYIaPCTBEHHON PErHCTPallny;

4) Tnpou3BOAMTENEM JIEKAPCTBEHHBIX CPEJACTB B COIVIACOBAaHHBIA C COOTBETCTBYIOIIUM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 11.06.2021) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 RO " [ara coxpaHenus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

YIIOTHOMOYEHHBIM (pe/lepabHBIM OPTaHOM HCIIOJHHUTENBFHON BIACTH CPOK HE YCTPAHEHBI HApYIICHUS
TpeOOBaHUIl MpaBu HaJyUIeXkKallel MPOU3BOACTBEHHONW MPAKTUKU U (WJIM) JIMIEH3UOHHBIX TpeOOBaHUH,
KOTOpbIE OBUIM BBISIBIICHBI B XOJI¢ NMPOBEACHUS WHCIEKTUPOBAHUS MPOM3BOIUTENS JIEKAPCTBEHHBIX
CPeACTB WJIM OCYLIECTBICHHS JHMIIEH3MOHHOTO KOHTPOJISI B cdepe NPOM3BOJCTBA JIEKAPCTBEHHBIX
CpPeACTB W TPUBEIM WIM MOTYT TPUBECTH K TIPOU3BOJICTBY JICKAPCTBEHHBIX IPEMApaTOB JUIS
BETEPHHAPHOTO NPUMEHEHHS, TPUUUHHUBIINX WM CHOCOOHBIX MPUYUHHUTH BPE KHU3HU WU 370POBBIO
KHBOTHBIX.

(uactp 4 BBeneHa denepanbHpiM 3aKoHOM 0T 04.06.2018 N 140-D3)

Koncynprantlntoc: npumeyanue.
C 01.01.2023 cT. 65 nononnsiercs 4. 5, 6 (@3 o1 27.12.2019 N 475-D3).

Koncynprantllntoc: npumedanue.
C 01.09.2023 ct. 65 nononusercs 4. 7 (P3 ot 02.07.2021 N 317-D3).

CraTtba 66. UHpopmauma o pesynbtaTtax hapmakoHagsopa
(B pen. @enepanbHoro 3akoxa ot 27.12.2019 N 475-03)

YronmHOMOYEeHHBIM  (eepalIbHBIA  OpraH  WCIIOJHHUTEIBHOW  BJIACTH,  OCYIIECTBIISIOIINMA
(hapMakoHa30p, MO €ro pe3ysbTaraM pa3MemaeT Ha cBoeM odumumanibHOM caiite B cetu "WHTepHet"
UHPOPMALIUIO O:

1) BBISIBICHUM HOBBIX TOJTBEPKICHHBIX JAHHBIX O MMOOOYHBIX JIEHCTBUSAX, HEXKEIATEIbHBIX
peaKIMsIX, CEPhE3HBIX HEXKEIATEeIIbHBIX PEAKIMIX, HEMPEABUACHHBIX HEXKENATEIbHBIX PEAKIUAX IMPHU
MIPUMEHEHHUH JICKaPCTBEHHOTO IpernapaTa, B TOM YUCJI€ BIUSIOMIUX Ha OTHOIIEHUE OXKUAEMOM TMOJTh3bI
K BO3MOX@XHOMY PUCKY IPUMEHEHUS JAHHOTO JIEKApCTBEHHOTO Mpenapara;

2) NpUHATBIX PEILIEHUSIX O BHECEHUH U3MEHEHUH B MHCTPYKIHMIO MO TPUMEHEHHIO JIEKAPCTBEHHOT O
npernapara, 0 NpUOCTAHOBJICHUHU NPUMEHEHUs JIEKapCTBEHHOIO MpenapaTa, 00 U3bSITUU U3 00palleHus
JICKapCTBEHHOT'O Mpenapara Wi 0 BO30OHOBICHUH PUMEHEHHUS JIEKAPCTBEHHOTO MIperapara.

nasa 14. A(HPOPMALUA O NIEKAPCTBEHHbIX NMPEMAPATAX. CUCTEMA
MOHUTOPUHIA OBUXEHUA NEKAPCTBEHHbLIX NMPEMNAPATOB
anda MEAUUUHCKOIo NPUMEHEHUA
(B pen. denepanbHoro 3akoHa ot 28.12.2017 N 425-03)

Cratba 67. UHdopmaumsa o nekapCcTBeHHbIX npenaparax. Cucrema MOHUTOPUHra
OBWXEHUS NleKapCcTBEHHbIX NpenapaToB AN MeAULUHCKOro NpUMeHeHus
(B pen. deaepanbHoro 3axoHa ot 28.12.2017 N 425-D3)

1. Nadopmanus o JeKapCTBEHHBIX Ipenaparax, OTIYCKAEMBIX IO PELEenTy Ha JIeKapCTBEHHBIN
npernapar, J0JDKHA COAEP)KAThCS TOJBKO B CHELMATM3MPOBAHHBIX H3IAHUAX, MPEIHA3HAUYEHHBIX IS
MEIULIMHCKUX, (hapMaleBTHUECKUX paOOTHUKOB, CHICIIMATINCTOB B 001acTu BetepuHapuu. Mupopmarus
0 JICKApCTBEHHBIX TpenapaTax /s CIEHUATUCTOB B OOJIACTH OOpamieHws JEeKapCTBEHHBIX CPEICTB
MOXET COJepKaThbCs B MOHOTpa(usiX, CIIPaBOYHHUKAX, HAYYHBIX CTAThAX, B JIOKJIAJaX HAa KOHIPECCaXx,
KOH(epeHIMAX, CHMIO3MyMaX, HAy4YHbIX COBETaX, a TaKXKe B MHCTPYKUHUSIX [0 HPUMEHEHHIO
JIEKapCTBEHHBIX MPENapaToB.

(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

2. Nudopmarus 0 JeKapcTBEHHBIX Mpernaparax, OTIYCKaeMbIX 0e3 pelenrta Ha JIEKapCTBEHHBIN
npernapar, MOXeT COJepXKaTbcs B IyONUKAIMSIX M OOBSIBICHUSAX CPEICTB MacCOBOW HH(pOpMaluy,
CHELMAIM3UPOBAHHBIX U OOIIMX NMEYATHBIX W3/aHUSAX, MHCTPYKIUAX 110 NIPUMEHEHHUIO JIEKAPCTBEHHBIX
MPEerapaToB, MHBIX M3/IaHUSIX CYObEKTOB OOpAIeHHs JIEKAPCTBEHHBIX CPEICTB. PEeKIIaMHbIe MaTEpHabl
O JIEKapCTBEHHOM IIpenapare, OTIyCKaeMOM Oe3 pelenTa Ha JICKapCTBEHHBIN Ipenapar, JOJDKHBI
COOTBETCTBOBATh MHCTPYKLIMH 110 IPUMEHEHUIO JIEKAPCTBEHHOIO IIpenapara.

3. I[OHYCKaCTCH HCIIOIB30BaHHE TIOOBIX MaTCepHraJIbHBIX HOCI/ITeHCﬁ, MO3BOJIIOIUX XPaHUTD,
nepcaaBaTb U UCIIOJIB30BATh I/IH(I)OpMaI_II/IIO 0 JICKApCTBCHHBIX IpcIiaparax 0e3 ee HCKaKECHMUSI.

4. Insa ueneid uaeHTU(DUKAIMKM YIMAKOBOK JICKAPCTBEHHBIX IMPEMapaToB IS MEAUIIMHCKOTO
MPUMEHEHUS TTPOU3BOJIUTENIH JICKAPCTBEHHBIX CPEACTB B MOPSAKE, YCTaHOBJIEHHOM [IpaBurenbcTBOM
Poccuiickoit ®enepariii, HAHOCAT Ha TMEPBUYHYIO YMAaKOBKY (B OTHOIICHHH JIEKAPCTBEHHBIX
MpenapaToB JJIsi MEIUIIMHCKOTO IPUMEHEHUS, )11 KOTOPBIX HE MPEAYyCMOTPEHA BTOPUYHAS YIIAKOBKA) U
BTOPUYHYIO (MIOTPEOUTENHCKYIO) YMAaKOBKY JIEKAPCTBEHHBIX IMpEemapaToB IS MEIULHUHCKOTO
MPUMEHEHUS CpeACcTBa UACHTU(DUKAIMKM, 3a HCKIIOUYEHUEM JIEKapCTBEHHBIX MpenaparoB s
MEIMIMHCKOTO IPUMEHEHUS, IPOU3BOJUMBIX JIJI TPOBEACHUS KIMHUYECKUX UCCIIEIOBAHUM, SKCIIOPTA,
JICKapCTBEHHBIX MPENapaToB ISl MEAULIMHCKOIO MPUMEHEHUSA, YKAa3aHHBIX B HacTsax 5 u § crateu 13
Hacrosiero denepaabHOTO 3aKOHA, pannodapMaleBTHUECKUX JIEKapCTBEHHBIX IMPENapaToB, MUSBOK
MEIUIIMHCKHUX U Ia30B MEIUIIMHCKHUX.

(uacts 4 BBenena denepanbHbiM 3aK0HOM OT 28.12.2017 N 425-03 (pen. 27.12.2019))

5. XapakTepuUCTHKHM CpeICTBa WACHTH(HKAINUU, I[OPAIOK €ro HaHeceHHs M TpeOOoBaHUS K
CTpyKType U (popmary MHPOpPMALUU, KOTOPYIO COJEPKHUT CPEACTBO HICHTH(PUKALNU, OMPEACIISIOTCS
[IpaBurenscTBOM Poccuiickoit deneparumu.

(dgactpb 5 BBenena denepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

6. llopsnok co3naHus, pa3BUTHs, BBOJA B OKCIUIyaTalUIO, HKCIUTyaTallid M BbIBOJA W3
JKCIUTyaTallud CHCTEMbl MOHUTOPWHIA JIBU)KEHMS JIEKAPCTBEHHBIX IMPENapaToB ISl MEIUIIMHCKOTO
NPUMEHEHMS, HOPAJIOK NpeAOoCTaBleHUs HH(GOpMAIMM, CcoJepiKalieiics B CHUCTEeME MOHUTOPHHIA
JIBUKEHMSI JIEKAPCTBEHHBIX IPENApaToB JJIs MEAMIMHCKOIO IPUMEHEHHUS, U NOPAIOK B3aUMOJEHCTBUS
YKa3aHHOW CHCTeMBI C HWHBIMH TOCYAapCTBEHHBIMH  HWH(GOPMAIIMOHHBIMH  CHCTEMaMH U
MH(OPMALIMOHHBIMU ~ CHCTEMaMHU IOPUIMYECKUX JIMIl W HWHAWBUIYaAJIbHBIX MpeAIpUHUMATENEH,
yKa3aHHbIX B 4YacTsAx 7 W 10 Hacrogmel crtaTebu, ycranaBiaubatoTcs [IpaButensctBoM Poccuiickoi
@enepaunn. OnepaTopaMyd CUCTEMbI MOHUTOPUHIA JIBM)KEHMSI JIEKAPCTBEHHBIX IpENapaToB IS
MEIULMHCKOTO TPUMEHEHUS SBISIOTCS (elepalbHbIl OpraH MCIOJHHUTENIbHON BiacTH W (WIN)
opranuzanus, ynonsoModeHusle [IpasurenscrBom Poccuniickoit denepanun.

(uactp 6 BBeneHa denepanbHbIM 3aK0HOM 0T 28.12.2017 N 425-D3)

7. Opuanueckue Juma 1 HHANBUIYJIbHBIE TTPEANMPUHUMATEINN, OCYIIECTBIISIONINE TPOU3BOJICTBO,
XxpaneHnue, BBo3 B Poccuiickyto ®enepanuio, OTIYCK, peaqu3allyio, IepeAady, HpPUMEHEHUEe u
YHUUTOKEHHUE JIEKapPCTBEHHBIX MPENapaToB A METUIIMHCKOTO MPUMEHEHUs, 00ECTIEUNBAIOT B MOPSIKE
U B COCTaBe, KOTopble ycTaHoBieHbl lIpaButenbctBom Poccuiickoit ®denepanuu ¢ ydeToMm BHUIA
OCYIICCTBIISIEMOW WMHU JEATEIHHOCTH, BHECEHHE WH(GOpPMAIMU O JICKAPCTBEHHBIX Tpernaparax s
MEJIMIIMHCKOTO TPUMEHEHUsI B CHCTEMY MOHUTOPHUHIA JIBIKCHUS JICKAPCTBEHHBIX MPENapaToB IS
MEIUIIMHCKOTO TIPUMECHCHHUS.

(dactp 7 BBenena denepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

7.1. .HeKapCTBeHHLIe npenaparel Ajd MCEAUIUHCKOI'O MNPHUMCHCHUS, NPCAHA3HAUCHHBIC JIA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

oOecrieueHus Jull, OONBHBIX TreMo(HInel, MyKOBUCIIHI030M, THIMO(U3APHBIM HAHU3MOM, OOJIE3HBIO
lomre, 3mokavyecTBEHHBIMH HOBOOOpPa30BaHUSMU JHUM(OUIHON, KPOBETBOPHON M POJCTBEHHBIX UM
TKaHE#, pacCesTHHBIM CKJIEpPO30M, JIMI[ TIOCJIE€ TPAHCIJIAHTAllMM OpraHoB # (WIM) TKaHEH,
npousBeneHubie a0 31 gexabps 2019 roma, a Takke HHBIE JIEKAPCTBEHHBIE TMpernapaThl IS
MEIMIIMHCKOTO MPUMEHEHUs, mpou3BeneHHbie 10 1 urons 2020 rona, moajieskar XpaHEHUIO, MEPEBO3KE,
OTIIyCKY, peaju3aluy, nepeaade, IpUMEHEHUIO 0e3 HaHEeCEHUs CPEJICTB UICHTU(PUKAIUU JO UCTEUCHUS
cpoka ux rogHoctu. [IpaButensctBo Poccuiickoit denepannu BrpaBe YCTAHOBUTH OCOOCHHOCTH BBOJA
B TPOXJAHCKUN 000POT JIEKapCTBEHHBIX MPENapaToB il MEIUIIMHCKOTO TPUMEHEHHS, TPOU3BEICHHBIX
B nepuoa ¢ 1 umtong 2020 roma mo 1 okrabps 2020 roga. B mensx BBoga B IpakJaHCKHA 000pOT
JIEKApCTBEHHBIC TMpenapaThl I MEAUIIMHCKOTO TPUMEHEHHS, 3a HCKIIOYEHHUEM JIEKapCTBEHHBIX
MpenaparoB, MpeAHa3HAYEHHBIX ISl OOeCIeYeHUsl JHI], OOJBHBIX TeMO(HInel, MyKOBHUCIIHIO30M,
runodu3apHbM HAaHU3MOM, 00Je3HBI0 ['ollle, 3710KaYeCTBEHHBIMU HOBOOOPA30BAHUSIMH JTUM(OUTHOMU,
KPOBETBOPHOM M POJICTBEHHBIX MM TKaHEH, PACCESTHHBIM CKIEPO30M, JHI[ TOCTe TpaHCIUIAHTAlUU
OpraHoB W (W) TKaHEW, MPOUW3BEJCHHBIC 3a MpejenaMu Tepputopun Poccuiickoit @eneparuun mo 1
oktsa0ps 2020 roma, moryT ObITh BBe3eHbl B Poccmiickyto ®enepanmio no 1 suBaps 2021 roga B
nopsike, ycraHoBieHHOM [IpaBurensctBoM Poccuiickoit ®enepanum, 0€3 HaHECCHHS CPEICTB
HJIEHTU(DUKAITIH.

(B pen. deaepanbHbix 3ak0HOB 0T 27.12.2019 N 462-D3, ot 13.07.2020 N 206-D3)

8. Opranumzanus WHOOPMALMOHHOTO B3aUMOJICHCTBUS CHUCTEMBbl MOHHUTOPHHIA JIBUKCHUS
JIEKAPCTBEHHBIX TMPEMapaToB Ui MEIUIMHCKOTO TPUMEHEHUSI C MHBIMH TOCYJIapCTBEHHBIMU
WH(OPMAIIMOHHBIMU CHCTEMaMHU 00€CIeYrBaeTCsI B TOM 4YHUCIIE IOCPEICTBOM HWHPPACTPYKTYPHI,
obecrnieunBaronield HHMOPMAIIMOHHO-TEXHOJIOTHYECKOE B3aMMOJICHCTBHE WH(MOPMAIMOHHBIX CHCTEM,
WCTIONTB3YEMBIX ISl TIPEIOCTABICHUS TOCYJAPCTBEHHBIX W MYHHUIIMIMAIBHBIX YCIYT W HWCIIOJHCHHS
rOCYJapCTBEHHBIX U MyHUITUTIATBHBIX (DYHKIIMHI B JIEKTPOHHOM (opMme.

(uacts 8 BBeneHna denepanbHbiM 3aK0HOM 0T 28.12.2017 N 425-03)

9. OOmenoctynHas uHOpMaIMs, CoJAEpXKamasicsi B CUCTEME MOHUTOPHMHIA JBMXKEHUS
JIEKapCTBEHHBIX IIpenapaToB I ¢ MEIULMHCKOIO IPUMEHEHUS, pasMeniaercs B
MH(OPMaLIMOHHO-TEIEKOMMYHHUKAIIMOHHON cetn "WHTepHer" (B ToM 4ucie B (QOpME OTKPBITHIX
JAaHHBIX) B OpsIKe, ycTaHOBIeHHOM [IpaBuTensctBoM Poccuiickoit denepanui.

(dactp 9 BBennena denepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

10. TIpousBoauTENN JEKAPCTBEHHBIX CPEJACTB MOIYYAIOT COACPKALLYIOCS B CUCTEME MOHUTOPUHTA
JIBMDKEHUS JIGKAPCTBEHHBIX MPENaparoB A MEAULMHCKOTO NMPUMEHEHUS MH(POPMALUI0 O CepUsix U
MapTUSX JIEKAPCTBEHHBIX MPENapaToB, MPOU3BOJIUMBIX UMH M HAXOJSIIUXCS B TPAaXXIaHCKOM 000pOTe B
Poccwuiickoit @eneparum, 6€3B03ME3THO.

(uactp 10 BBegena denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

11. 3a mpou3BOACTBO WM MPOJIAXKY JICKAPCTBEHHBIX MPEMAapaToB ISl METUITMHCKOTO TPUMEHEHUS
0e3 HaHeceHUs CPeICTB MACHTU(UKALNU, C HAPYIIEHWEM YCTAaHOBIEHHOTO MOPSAKAa WX HAaHECEHUS, a
TaK)K€ 32 HECBOEBPEMEHHOE BHECEHHE JIaHHBIX B CHCTEMY MOHMTOPUHIA ABUKEHUS JIEKAPCTBEHHBIX
npenaparoB JUisi MEIUIMHCKOIO TPUMEHEHHUsT WJIA BHECEHHE B HEE HEAOCTOBEPHBIX JIAHHBIX
IOpUIMYECKUE JIUIA U WHJWBHAYaIbHBIC MPEANPUHUMATENH, YKa3aHHbIE B 4acTsAX 4 U 7 HacTosuiei
CTaThH, HECYT OTBETCTBEHHOCThL B COOTBETCTBHUHM C 3aKOHOIATeNIbCTBOM Poccuiickoit deneparum.
(dactp 11 BBenena denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-03)

12. TlpaBurensctBo Poccuiickoit ®enepanuu BIpaBe YCTAHOBUTH OCOOCHHOCTH BHEAPEHUS
CUCTEMbl MOHHUTOPUHIA JBMKEHUs JIEKAPCTBEHHBIX IIpENapaToB I MEAULMHCKOIO IPUMEHEHMUS,
BKJIKOYasi CPOKM €€ BHEIAPECHMS, B OTHOLICHUU JICKAPCTBEHHBIX IIPENapaToB I MEIULMHCKOTO
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NPUMEHEHMS, BKJIIOUYEHHBIX B IEPEYeHb XU3HEHHO HEOOXOAMMBIX M Ba)KHEHMIIMX JIEKAPCTBEHHBIX
NpernaparoB, JIEKAPCTBEHHBIX IpEMapaToB, IpelHa3HAUYEHHBIX Uil oOOecCleYeHHus JHL, OOJBHBIX
reMouineii, MyKOBUCIUIO30M, TUMO(HU3apHBIM HAHU3MOM, Oose3Hpr0 ['omie, 370KadecTBEHHBIMHU
HOBOOOpa30BaHUSAMU JUM(OHUIHON, KPOBETBOPHOM U POJCTBEHHBIX KM TKaHEW, paccestHHbIM
CKJIEpO30M, JIUI[ [10CJIe TPaHCIUIAHTAIlMK OPTaHOB U (WJIM) TKaHEW, WHBIX JIEKAPCTBEHHBIX MpEnapaTroB
JUIS. MEJULIMHCKOTO IPUMEHECHHS.

(uacts 12 BBegena deaepanbHbIM 3ak0oHOM OT 28.12.2017 N 425-D3)

naea 14.1. OTPAHUYEHUA, HAJIATAEMbIE
HA OPTAHU3ALUWN, OCYLLECTBNAKLWUE OEATEJNIbHOCTb
MO OBPALLEHUIO JIEKAPCTBEHHbBIX CPEAOCTB
(BBenena denepanbHbM 3aK0HOM OT 25.11.2013 N 317-D3)

Cratba 67.1. OrpaHu4eHusi, Hanaraembleé NpU OCYLUECTBNEeHUN AOeATEeNbHOCTU B
ccepe obOpaLleHUs nekapcTBeHHbIX CPeacTB

1. Opra#awzanum, 3aHUMAIONIMECS pPa3pabOTKOW, MPOM3BOJACTBOM U (WIM) peanu3anuen
JICKApCTBEHHBIX MPENapaToB JJIsl MEIUIIMHCKOTO TPUMEHEHHSI, OpPTaHU3aIluH, 00JIaIaloNIye MpaBaMy Ha
UCIIOJIB30BAHUE TOPrOBOTO HAWMMEHOBAHMS JIGKAPCTBEHHOI'O TIpenapara i  METUIIMHCKOTO
MIPUMEHEHHUS, OPTaHU3AIMH ONITOBOM TOPTOBIIM JICKAPCTBEHHBIMU CPEJICTBAMH, alITEYHBIE OPraHU3alUN
(MX TIpeICTaBUTENH, WHBIC (PU3UYECKHE U FOPUIUYCCKHE JTUIA, OCYIISCTBIISIIONINE CBOIO JIEATEIBHOCTh
OT HMMEHU OJTHUX OpraHu3alyii) B OTHOIICHHH MEAUIMHCKUX paOOTHUKOB M PYKOBOJUTENEH
MEIMIIMHCKUX OpraHu3alliii He BIIPaBe:

1) BpydaTh MoAapKu, BBHIIIAYMBATH JIEHEKHBIE CPENICTBA (32 MCKIIIOUEHHUEM BO3ZHAIPAXACHUN I10
JIOTOBOpaM TpU TMPOBEJECHUU KIMHMUYECKUX MCCIEJOBAaHUN JIEKAPCTBEHHBIX MPEMapaToB IS
MEJIUMLMHCKOTO TPUMEHEHHUS, BO3HAIPAXKJICHUMN, CBSI3aHHBIX C OCYIIECTBICHHEM MEIUIUHCKUM
pabOTHUKOM TIeTarOTUIEeCKON U (WJIM) HAYYHOH ACSITENFHOCTH), B TOM YHCJIC OIJIaYUBATh Pa3BIICUCHHSI,
OTJIBIX, MPOE3]] K MECTY OTIIbIXa, a TAaK)Ke MPHUBJIEKATh K yUYaCTUIO B Pa3BIEKATEIbHBIX MEPOMPHUSITHUSX,
MMPOBOJIUMBIX 32 CYET CBOMX CPEJICTB;

2) 3aK/II04aTh COTJIAMICHUA O HA3HAYCHHMKU HWJIKM PEKOMCHIAIWK ITaUCHTaAM JICKapPpCTBCHHBIX
npenaparoB s MCIAUIHUHCKOIO IPHUMCEHCHUA (3a HCKIIIOYCHHUEM JIOT'OBOPOB O MPOBCACHUHN
KJIWMHAYECKUX UCCIeI0BaHUM JICKApPCTBCHHLIX NPCIIapaToB JJIsI MCAUITHUHCKOI'O HpI/IMCHCHI/IH);

3) mpeaocTaBIATH 0Opa3Ibl JEKAPCTBEHHBIX PENapaToB I MEAULIUHCKOTO TPUMEHEHHS B LIEIAX
BpyuY€HHUS MalMeHTaM (3a MCKIIOUYEHHUEM CIIydyaeB, CBSA3AHHBIX C TPOBEACHUEM KIMHUYECKHUX
WCCIIEIOBaHUM JIEKapCTBEHHBIX MPENapaToB JIIsl MEIUIIMHCKOTO MPUMEHEHUS);

4) mnpenocTaBiATh HEAOCTOBEPHYIO U (WJIM) HENOJHYI0 HHGPOPMAIUI0 O JIEKapCTBEHHBIX
npenapaTax i MEIUIIMHCKOTO IPUMEHEHHS,

5) nocemats ux B pabouee BpeMsi Ha pabOUYMX MecTaX, 32 UCKIIOUEHUEM CIy4aeB, CBA3AHHBIX C
IIPOBEACHUEM  KIMHUYECKUX HCCIICNOBAHMM JIEKAPCTBEHHBIX IIPENApPaTOB Il  MEIHULIMHCKOTO
IIPUMEHEHHUs, C YYaCTUEM B IOPAJIKE, YCTAHOBIEHHOM PYKOBOJMTENIEM MEIWIMHCKOM OpraHW3aluu, B
COOpaHMSIX MEAMIIMHCKUX PaOOTHUKOB M HMHBIX MEPOINPUSATHUSAX, HAMPABICHHBIX HAa IOBBIIICHHE WX
Ipo¢eCCUOHATLHOIO YPOBHSI WJIM Ha NPEeAOCTaBlIeHHE HH(OpPMAIMM, CBA3aHHOW C OCYIIECTBICHUEM
MOHHUTOPHHTa 0€30MaCHOCTH JIEKAPCTBEHHBIX MIPENapaTos;

6) HO6Y)KI[3.TB K BBIIIUCBIBAHUIO JICKAPCTBCHHBIX IIPCIIAPATOB IJId MCAULIUMHCKOTO MMPUMCHCHHA Ha
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OnaHKax, coJepXkalux HH(POPMAIMIO PEeKIAMHOTO XapakTepa, a TakkKe Ha pelenTypHbIX OjaHKax, Ha
KOTOpBIX 3apaHee Hale4yaTaHO HaUMEHOBAaHME JIEKAPCTBEHHOIO Ipenapara Uil MEIULUHCKOIO
IIPUMEHEHHUS.

2. OpraHusanuu, ykasaHHble B a03alle epBoM 4acTi | HacTosIIeN cTaTb, U UX MPEACTaBUTEIHN B
OTHOIIIEHUH (hapMalleBTUUECKUX paOOTHUKOB U PyKOBOJUTENEH alTeUHbIX OpraHU3alliii He BIIpaBe:

1) BpydaTh IIOAAPKH, BBIIIJIAYMBATH JCHCKHBIC CPEACTBA, B TOM YHMCJIC OILIaYMBATh pa3BJICUCHUA,
OTAbIX, MpOC3a K MCCTY OTAbIXa, U IIPUBJICKATH K YYACTUIO B PA3BJICKATCIIBHBIX MCPOIIPUATHAX,
NMPOBOAUMEBIX 34 CHCT CBOUX CPCIACTB;

2) mpenocTaBisATh 00pa3libl JIEKAPCTBEHHBIX IPENapaToB I MEIULUHCKOIO NMPUMEHEHMS AJIs
BpY4EHMS HACEJICHUIO;

3) 3aKJII0OYaTh COIJIAlICHHUA O MPCAJTOKCHUN HACCIICHUIO OIPCACICHHBIX JICKAPCTBCHHBIX
mnmpenapaTtoB AJIsI MCAUIUHCKOI'O ITIPUMEHCHU A,

4) mpenocTaBiATh HEAOCTOBEPHYIO M (WIM) HEMOJHYH HMH(OpPMAIUio O JEeKapCTBEHHbIX
npenapaTtax Uil MEJUIMHCKOrO NPUMEHEHMS, B TOM YHCJIE MMEIOIIHUX OJUHAKOBOE MEXIAYHapOIHOE
HENAaTEHTOBaHHOE HaMEHOBAaHHUE.

Cratba 67.2. Tpe6boBaHMA K OpraHM3aumm U NPoBeAEeHUID HayYHbIX MepOonpuUATUN,
MHbIX MEpPONpPUATUKN, HamnpaBfieHHbIX Ha MNOBbIWEHUe npodeCcCUOHaNbLHOroO YpPOBHSA
MeOULMHCKMX paboOTHUKOB WNM Ha npefoctaBrieHMe WHgopmaumu, CBA3AaHHOU C
oCyLLeCcTBIEHUEM MOHUTOPUHra 6e3onacHOCTU NieKapCTBEHHbIX NpenapaTos

1. Ilpu npoBeleHNN HAYYHBIX MEPONPUATUI, UHBIX MEPOIIPUATUM, HAIIPABICHHBIX HA MOBBIILICHUE
po(ecCHOHANBHOTO YPOBHS MEAMIMHCKMX pAaOOTHUKOB WM Ha NPEJOCTAaBICHUE CBA3aHHOM C
OCYILECTBJICHUEM  MOHHUTOpPMHIa  0€30MacHOCTH  JIEKApCTBEHHBIX  IpenapaToB  HH(oOpManuw,
OpPraHU3yeMbIX OpraHU3alMsIMM, yKa3aHHbBIMM B ab3ame nepBoM dacTu 1 crateu 67.1 HacTosuiero
denepanbHOTO 3aKOHA, WX MPEACTaBUTENAMHU M (WiM) (UHAHCHPYEMBIX 3a CYET CpPEACTB ITUX
OpraHu3alMii M HMX [PEACTABUTEIICH, 3alpeliaeTcss IPEISATCTBOBATh YYAaCTHIO B YKa3aHHBIX
MEpONPHUATHUAX MHBIX OPraHU3aLUN, KOTOPbIE IPOU3BOAAT WIH PEANTU3YIOT JEKAPCTBEHHBIE IIPEnapaThl
JUIS MEIUIMHCKOTO MPHUMEHEHHS CO CXO0XHM MEXaHU3MOM (HapMaKoJIOTMYECKOro JeHCTBUS, OO
CO3/1aBaTh JAMCKPUMHHALMOHHBIE YCJIOBUSA M OIHMX YYAacCTHHKOB IIO CPAaBHEHHMIO C JPYTUMHU
y4aCTHUKaMH, a UMEHHO:

1) npe1ocTaBIATh PA3IMYHOE KOJIMUYECTBO BPEMEHU /ISl BBICTYIUIEHUH YUYAaCTHUKOB, PA3JIUYHBIE 110
pa3Mepy 3aHMMaeMOM IUIOLIAJU MECTa JJIS IEMOHCTPAlMH 00pa3loB JEKAPCTBEHHBIX IPENapaToB s
MEIUIMHCKOTO TPUMEHEHMs] MM PEKJIaMHBIX MaTepuajoB O JIEKApCTBEHHBIX Ipernaparax ais
MEUIIMHCKOTO MPUMEHEHHS Ha SKCIIO3UIMSIX, CTEH/IaX, 32 UCKIIOYEHUEM CITy4YaeB, €ClId TaKUe YCIOBUS
3aKpeIUIeHbl B COIVIAIIEHUSAX 3TUX OpraHu3alMi, UX npeicTaBuTesell 0 GUHAHCUPOBAHUM YKa3aHHBIX
MEPONPUATHIA U 00YCIIOBIEHBI PA3JIMYHBIMU 3aTPaTaMH YYaCTHUKOB Ha UX OpPraHU3alluIo;

2) ycraHaBiIMBaTh pa3Mep B3HOCA IS YYaCTHUKOB MEPONPHUATUH, yKa3aHHBIX B a03alle NEepBOM
HACTOAIEH 4YacTd, IPEBBILIAIOIIMM CyMMy 3aTpaT Ha OpPraHU3allli0 YKa3aHHBIX MEpPONPUATUN U
BeIyLIMH K HEOOOCHOBAaHHOMY OTPAaHUYEHHIO YHCIIa UX YYACTHUKOB.

2. OpraHuzanuy, yka3aHHble B a03ane nepBoM yactu 1 ctatbu 67.1 HacTosmero ®enepaibHOro
3aKOHA, UX MPEACTAaBUTENH, OCYILECTBIIAIOLINE OPraHUu3alUi0 U (UIM) (UHAHCUPOBAHUE MEPOIIPUSTUH,
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yKa3aHHbIX B yacTu | HacTosllel cTaTby, 00s3aHbl 0OeceunBaTh OCTYN K HH(OpMaIUK O Aare, MecTe
U BPEMEHM IIPOBEIECHUS YKa3aHHBIX MEPOIPHUATHH, IUIaHAaX, NMPOrpaMMax MPOBEACHUS YKa3aHHBIX
MEpPOIPUATHI U TeMaX, IJIaHUPYEMBIX JJI1 pACCMOTPEHMSI, COCTABE UX YUYAaCTHUKOB IyTEM Pa3MEILECHUs
COOTBETCTBYIOIIEH MHPOPMALIMU HA CBOMX OQHIMATBHBIX caiiTax B ceTu "MHTepHET" He mo3IHee AByX
Mecs1EeB J0 Havaja MpOBEACHUS YKa3aHHBIX MEPOIPUITUH.

3. Uudopmanus o npoBeieHUH MEPOTIPUITHIA, YKa3aHHBIX B YacCTH | HACTOSIICH CTaThH, B CPOK,
YCTaHOBJICHHBI YacThiO0 2 HACTOALIEH CTaThH, NOJDKHA OBITH HampaBieHa B (eaepanbHBI OpraH
WCTIOTHUTENILHON BIACTH, OCYIICCTBISIONMI (YHKIMKM 1O KOHTPOII H Haa30py B cdepe
3/IpaBOOXPAHEHHS, VIS MOCIEAYIOIIEro pa3MelIeHus ee Ha O(UIIMAIbHOM CaliTe 3TOr0 OpraHa B CETH
"UnTepuer".

Mnasa 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUNCKOU ®EOEPALIUA MNPU OBPALLEHUN NEKAPCTBEHHbLIX CPEACTB
N BOSMELLEHUE BPEOA, NPUYUHEHHOIO 3A00POBbLIO NPAXOAH
BCINEACTBUE NPUMEHEHUA NNEKAPCTBEHHbBIX MPEMAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapylweHue 3akoHoaaTenbcTBa Poccumnckomn
denepaumm npm odpaLieHnn NeKapcTBeHHbIX CpeacTB

1. Hapymenue 3akononatensctBa Poccuiickoit ®denepanuu npu oOpalieHUH JIeKapCTBEHHBIX
CPeACTB BIICYET 3a CO0OM OTBETCTBEHHOCTh B COOTBETCTBHM C 3aKOHOJATENHCTBOM Poccuiickoii
denepauuu.

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

2. 3a HenpeCTaBJICHNE WM HECBOEBPEMEHHOE IpeicTaBiIeHre HHpOpMalK U (MIH) JOKYMEHTOB
nub0 TpeACTaBlIeHHWE HEIOCTOBEepHBIX HHpopManmuu U (WIM) AOKYMEHTOB, MPEIyCMOTPEHHBIX
HacTosmuM  DenepalbHBIM  3aKOHOM, CYOBEKThI OOpalleHHs JEKApCTBEHHBIX CPEICTB HECYT
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOAATENLCTBOM Pocculiickoit @enepauuu.

(gactp 2 BBeaeHa denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-d3; B pen. deaepanbHOro 3aK0Ha OT
04.06.2018 N 140-®3)

Cratbsa 69. Bo3meleHne Bpeaa, NPMYUHEHHOrO 340POBbLIO rpaXaaH BcrnepcTBue
NnpUMeHeHUA NeKapcTBeHHbIX NpenapaToB

1. Ilpou3BoauTenb JEKapCTBEHHOIO Ipemapara o00si3aH BO3MECTUTh Bpeld, NPUYMHEHHBIN
3JI0POBBIO I'PaX</IaH BCIIEACTBUE IPUMEHEHUS JICKapCTBEHHOI' O Mpenapara, €cii J0Ka3aHo, 4To:

1) nexapcTBEHHBIN MpenapaT MPUMEHSJICS 10 Ha3HAYEHHWIO B COOTBETCTBUU C MHCTPYKIUEH 110
MIPUMEHEHUIO JIEKAPCTBEHHOTO TpernapaTa M MPUYMHOW Bpelda SBHJICS BBOJ B TPaKIaHCKHUNA 00OpOT
HEI00pOKAaYECTBEHHOIO JIEKAPCTBEHHOTO Tpernapara;

2) Bpen 370pOBBIO MPUYMHEH BCIEJICTBUE HEIOCTOBEPHON HH(OpMammu, coaepKaiiencs B
WHCTPYKIIMM TI0  NPUMEHEHHMIO  JIEKQpCTBEHHOTO  MperapaTta, H3JaHHOW  MPOU3BOIUTEIEM
JIEKapCTBEHHOI'O Ipernapara.

2.B ci1ydae, €CJI BpE€ 340POBhIO I'paKaaH IMPUYUMHEH BCICACTBUEC IIPUMCHCHUS JICKAPCTBCHHOI'O
npemnapara, npumeamero B HEroAHOCTb B PE3YyJIbTATC HAPYLICHHUA IIPAaBUJI XPpaHCHUS JICKAPCTBCHHBIX
CpCACTB, IpaBUJI OIITOBOM TOProOBJIK JICKAPCTBCHHLIMU IPCIIapaTaMu, IMPaBUJI OTIIYCKaA JICKAPCTBCHHBIX
npenaparoB, MIpPaBUJ H3TOTOBJICHUA W OTIYCKAa JICKAPCTBCHHBLIX IIPCIapaToB, BO3MCIICHHUE BpCaa
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OCYIIECTBIISIETCSI COOTBETCTBEHHO OpPraHM3alMedl ONTOBOM TOPTOBIHM JIEKAPCTBEHHBIMHU CPEICTBAMH,
anTeuyHOW oOpraHu3ale, WHAWBUIYaTbHBIM NpPEANPUHUMATEIEM, HMCIOIMIMMH JIMIEH3UIO Ha
(hapMareBTHUECKYIO JEATEIBHOCTh WIHM JUIEH3UI0 HA MEIUIUHCKYIO JeSTEIBHOCTh, MEIUIIMHCKON
OpraHM3aIyei, WMEIOIIeH JUIEH3NI0 Ha (apMaleBTHUSCKYIO JEATEIBHOCTh (€€ 000COOICHHBIM
nojApazaeneHueM (amOynaTopuei, GenpamepckuM U GenbamepcKo-aKyepCcKuM MyHKTaMH, IEHTPOM
(otmenenuem) oOmielt BpaueOHON (CeMEWHOMN) MPAKTHUKH), PACIOJIOKEHHBIM B CEIHCKOM HACEJIECHHOM
MYHKTE, B KOTOPOM OTCYTCTBYET alTe€4Hasi OPraHu3aIusl), J0MYCTUBIIUMU MPOJIAXKY WK OTIYCK TaKOTO
JIEKapCTBEHHOTO TIpernapara.

(B pen. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

3. Bo3Mmemienue Bpena, NPUUYMHEHHOTO 3I0POBBI0O TpaXJAaH BCICACTBHE NPUMEHEHUS
JIEKApCTBEHHBIX MPENapaToB WU COBEPIICHUS MPOTHUBOIMPABHBIX ACHCTBUN CyOBEKTaMH OOparieHus
JICKAPCTBEHHBIX CPEJICTB, OCYIIECTBIAECTCS B COOTBETCTBMUM C 3aKOHOAATEILCTBOM Poccuiickoii
denepauuu.

Mnasa 16. 3AKITFOYUTEJIbHBIE NMOJTOXXEHWUA

Cratba 70. O npu3HaHMM yTpaTUBLUUMU CUIY OTAENbHbLIX 3aKOHOAATENbHbLIX aKTOB
(nonoxeHun 3akoHoAaTesNbHbIX akToB) Poccunckon Pepepaumm

[Tpu3HATh YTPAaTUBIIUMU CUITY:

1) ®enepanbubiii 3akoH OoT 22 wuroHsA 1998 roma N 86-®3 "O nexapCTBEHHBIX cpeAcTBax"
(Cobpanue 3akononarensctBa Poccuiickoit deneparuu, 1998, N 26, ct. 3006);

2) ®enepanbubliii 3akoH oT 2 sHBapst 2000 roxga N 5-d3 "O BHeceHNU U3MEHEHUS U JAOMOJIHEHUN B
Oenepanpubiii 3akoH "O nekapcTBeHHBIX cpenctBax” (CoOpaHue 3akoHOAATENbCTBA Poccuiickoit
®enepauun, 2000, N 2, cT. 126);

3) crarbto 40 denepanpHoro 3akoHa oT 10 sHBapst 2003 rona N 15-@3 "O BHeceHnN U3MEHEHUN U
JIOTIOJIHEHUN B HEKOTOPBIE 3aKOHOAATeNbHbIE akThl Poccuiickoit Penepanuu B CBSI3H C NPUHATHEM
OenepasibHOro  3ak0oHa "O  JIMIIEH3UPOBAHWHM  OTHEIBHBIX BHIOB jesreinbHocTH" (CoOpanue
3akoHoatenscTBa Poccutickoit deneparuu, 2003, N 2, ct. 167);

4) crateio 31 denepanpHoro 3akoHa oT 30 utonst 2003 roga N 86-D3 "O BHeCEHUHM W3MEHEHUHN U
JIOTIOJTHEHUH B HEKOTOpbIE 3aKOHOIaTeNbHbIe akThl Poccuiickoit denepannu, mpu3HaHUM YTPATUBIIUMU
CUJIy OTHEJIbHBIX 3aKOHOJATEIbHBIX akToB Poccuiickoit ®enepaiuu, MpelOCTaBICHUU OTAEIbHBIX
rapaHTuil COTPYJHUKAM OPTaHOB BHYTPEHHHUX JIeJ, OPTAaHOB MO0 KOHTPOJIIO 32 000POTOM HAPKOTHIECKHX
CPEJICTB M TICHXOTPOITHBIX BEHIECTB M YIPa3IHIEMBIX (eJepaTbHbIX OPraHOB HAJIOTOBOW IMOJIUIIUU B
CBSI3U C OCYIIECTBJICHHEM MEp MO COBEPIICHCTBOBAHUIO rocynapcTBeHHOro ympasienus" (CoOpaHue
3akoHoatenscTBa Poccuiickoit deneparuu, 2003, N 27, ct. 2700);

5) crateio 101 ®denepanpHoro 3akoHa ot 22 aprycra 2004 roma N 122-®@3 "O BHeceHuu
M3MEHEHUN B 3aKoHOJaTelbHble akThl Poccuiickoit denepanvd ¥ TPU3HAHUU YTPATUBIIUMU CHITY
HEKOTOPBIX 3aKOHOAATENBHBIX akToB Pocculiickonn Penepauuu B CBA3U ¢ npuHiATHEM DenepalbHbIX
3akoHOB "O BHeceHMM W3MEHEHHH U JomnonHeHuid B denepanbHblii 3akoH "OO 00MMX NpUHIMIAX
OpraHU3aINK 3aKOHOJATEIbHBIX (IIPEJACTABUTEIBHBIX) W HCIIOTHUTEIBHBIX OPTaHOB TOCYJApPCTBEHHOM
BIacTu cyOwbekToB Poccuiickoit ®enepamuu” u "OO oOHmUX NPHHIMIAX OpPraHU3AIMH MECTHOTO
camoynpasnenusi B Poccuiickoit ®enepaunn" (Cobpanue 3akoHonaTenbecTBa Poccuiickoit denepannu,
2004, N 35, ct. 3607);
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 11.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

6) cratpio 28 @DenepanbHoro 3akoHa ot 18 mekadbps 2006 roma N 231-O3 "O BBegeHHH B
neiicteue uactu derBepToi ['paxmanckoro komekca Poccwiickoit ®enepanuu” (CoOpanue
3akoHo1atenscTBa Poccuiickoit @eneparuu, 2006, N 52, ct. 5497).

Cratba 71. BctynneHue B cuny HacTtosiwero PegepanbHOro 3akoHa
1. Hactosmuit denepanbHblii 3aK0H BeTynaeT B cuity ¢ 1 centsiops 2010 roaa.

2. JlexapcTBEHHBIE CPENCTBA, 3aPETMCTPUPOBAHHBIE O JIHA BCTYIUIEHHMS B CHJIy HACTOSIIETO
@DenepallbHOTO 3aKOHA, MOAJIEKAT BKIFOUYECHUIO B TOCYNaPCTBECHHBIE PEECTPBI JIEKAPCTBEHHBIX CPEICTB €
BHECEHHEM YKa3aHHBIX B yactu | crateu 33 Hactosuiero denepanbHOro 3akoHa cBeleHUN 00 ATHX
JIEKapCTBEHHBIX CpPEICTBaX ©0€3 MPOXOXKICHHsS BHOBb MPOLEAYpPbl TOCYIAapCTBEHHOW perucTpanuu
JIEKapCTBEHHBIX MTPEMAPaTOB.

3. l'ocynapcTBeHHas: periucTpaius JeKapCTBEHHBIX MPENapaToB, 3a HCKIOYCHUEM JICKAPCTBEHHBIX
MpernapaToB i MEAUIMHCKOTO MPUMEHEHUS, MPEICTABICHHBIX HA YKA3aHHYIO PETUCTPAIUIO IO JTHS
BCTYIUICHUS B CHITy HacTosmiero denepanbHOro 3aK0Ha, OCYIIECTBIISIETCS B COOTBETCTBUU C HACTOSIIIIUM
denepalibHBIM 3aKOHOM Ha OCHOBAHHHU JIOKYMEHTOB W JIAHHBIX, MPEICTABICHHBIX 70 JTHS BCTYTUICHHUS B
cmty Hactosiiero denepasbHOTO 3aKOHa.

(B pen. deaepanbroro 3akoHa ot 11.10.2010 N 271-D3)

3.1. TocymapcTBeHHass perucTpanus JEKapCTBEHHbIX IpenapaToB s  MEIUIMHCKOTO
IIPUMEHEHHUS, TPEACTABICHHBIX HAa TOCYJAapCTBEHHYIO PErHMCTPAlUI0 10 JHA BCTYIUIEHHS B CHILY
HacToduero deaepaibHOro 3aK0Ha, U FOCYAapCTBEHHAs! PETUCTPALUs JIEKAPCTBEHHBIX IIPENapaToB AJs
MEJUIMHCKOTO TPUMEHEHMsI, IPEACTAaBICHHBIX Ha JKCIEPTH3Yy JIEKAPCTBEHHBIX CPEACTB 1O JIHS
BCTYIUICHUSI B CHIIy HacTosuero denepaibHOro 3aKOHA B LENSIX UX MOCIEAYIOLIEH rocyaapcTBEHHON
perucTpanyy, OCYLIECTBISIOTCS Ha OCHOBAaHMM JOKYMEHTOB M [JaHHBIX, INPEICTABICHHBIX A0 HS
BCTYIUIEHUs B cuily Hacrtosmero denepanbHOro 3aKOHA, a TaKXKe 3asBIEHUS O TOCYJapCTBEHHOMN
perucTpalMu JEKapCTBEHHOIO IIpenapara, IPeACTaBICHHOIO IPOU3BOIUTENIEM JIEKapCTBEHHBIX
[IPENnapaToB WM yIOJIHOMOUYEHHBIM UM JIMIIOM B COOTBETCTBUM C HAcTOSIIUM DeepanbHbIM 3aKOHOM B
YIOJTHOMOYEHHBIH (efepalbHbIid OpraH HCIONHUTEeNbHOW Biactd g0 1 wmapra 2011 roma, 6e3
TpeOOBaHMS yIUIaThl TOCYIaPCTBEHHON MOIUIMHBI, PEyCMOTPEHHOM 3aKoHOAaTeabCcTBOM Poccuiickoit
®enepanyn 0 Hanorax U coopax.

(uacts 3.1 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

3.2. TlonrBepxaeHUE TOCYIAPCTBEHHOW pPETUCTpAllMU JIEKAPCTBEHHBIX IpenapaToB s
MEUIIMHCKOTO NPUMEHEHUS, IIPECTABICHHBIX Ul MOATBEPKACHUS IOCYJapCTBEHHOM perucTpanuu a0
JHS BCTYIUIEHMSI B cuily Hacrosuiero denepanbHOro 3akoHa, M IMOATBEPXKACHHUE TOCYAapCTBEHHOMN
perucTpalyy JIeKapCTBEHHBIX MpPENapaToB s MEIUIMHCKOrO NPUMEHEHUs, NpPEICTaBJICHHBIX Ha
9KCIIEPTU3Y JIEKAPCTBEHHBIX CPEICTB 10 JAHS BCTYIUICHHUS B cuily Hactosmero denepanbHoro 3akoHa B
LEeIsIX TOCTEAYIOUIEro TMOATBEPKACHUS WX TOCYAapCTBEHHOW pETUCTpAllMU, OCYIIECTBISIFOTCS Ha
OCHOBaHMM JIOKYMEHTOB M JIaHHBIX, MPEACTABJICHHBIX JIO JHS BCTYIUICHUS B CHJIy HACTOSILETO
@denepalibHOTO 3aKOHA, a TAKXKE 3asBJIEHUS O IMOATBEPXKIECHUU TOCYAAPCTBEHHOW perucTpanuu
JIEKapCTBEHHOI'O Ipernapara, MHpPeJACTaBICHHOTO IPOU3BOJUTENEM JIEKapCTBEHHBIX IpPENapaTtoB WIH
YIOOJHOMOYEHHBIM MM JIMIIOM B COOTBETCTBUHM C HacTodmuMm DenepaabHbIM 3aKOHOM B
YIOJIHOMOYCHHBIA (peepaibHblii OpraH HUCHOJHHUTENbHONW Biacth 1o | wmapra 2011 roma, 6e3
TpeOOBaHUS YIUIaThl TOCYAaPCTBEHHON MOIIMHBI, TPEIyCMOTPEHHON 3aKOHOAATEeILCTBOM Poccuiickoi
deneparun 0 HaIOrax u coopax.

(uactsp 3.2 B pea. @enepanbHoro 3akona ot 29.11.2010 N 313-P3)
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3.3. Ilpunatne pemeHuss O BHECEHUH U3MEHEHUH B JIOKYMEHTBI, COJAEprKaluecs B
PErUCTPAlIMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIM JICKAPCTBEHHBIM mpenapar Ais MEIUIMHCKOTO
MPUMEHEHHUS U TPEICTABIEHHBIE 10 JHSA BCTYIUIEHHS B CWIIy HacTosuero denepaibHOro 3akoHa, W
MPUHITUE PEUIEHUS O BHECEHHH U3MEHEHUW B JOKYMEHTBI, COAEPKAIIEECS B PETUCTPALMOHHOM JOChE
Ha 3aperMCTPUPOBAHHBIA  JICKAPCTBEHHBIM Mmpemapar JUisi MEIMIIMHCKOrO IMPUMEHEHUs |
MPEJICTaBJICHHBIE Ha JKCIEPTU3Y JICKAPCTBEHHBIX CPEJCTB 10 JHS BCTYIUICHUS B CHJIYy HACTOAILIETO
@denepanbHOTO 3aKOHA, OCYIIECTBIIAIOTCS Ha OCHOBAHHMM JIOKYMEHTOB M JaHHBIX, PEACTABICHHBIX 10
JHS BCTYIUIGHMSI B Cuily HacTosmero ®deaepallbHOrO 3aKOHA, a TaKKe 3asBJICHUS O BHECEHUH
W3MECHEHUH B JOKYMEHTBI, COAEpKAaIIMECs B PErMCTPALMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIN
JICKapCTBEHHBIN mpenapar il MEAUUUHCKOIO MPUMEHEHHUs, MPEACTABICHHOIO MPOU3BOIUTEIEM
JICKapCTBEHHBIX MpenapaToB WM YMNOJHOMOYEHHBIM UM JIMIIOM B COOTBETCTBHUM C HACTOSIIUM
denepanbHBIM 3aKOHOM B YIIOJITHOMOYCHHBIN (peiepaabHbIi OpraH UCIIOJIHUTEIbHON BlacTu 10 1 mapta
2011 roma, ©6e3 TpeOoBaHMS  ymiIaThl TOCYAAPCTBEHHOW  MOIUIMHBL,  MPEAYCMOTPEHHON
3aKoHOAaTenbCTBOM Poccuiickoit Deaeparuu o0 HaJIoOrax u coOopax.

(uactp 3.3 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-P3)

3.4. Bpigaua paspenieHud Ha TPOBEACHHE KIMHUYECKUX HCCICIOBAHUM JIEKApPCTBEHHBIX
MPENnapaToB JUIsi MEAUIMHCKOTO MPUMEHEHHMS IO 3asBJICHUAM, MOJAHHBIM /10 JHS BCTYIUICHUS B CHILY
Hacrosero denepanbHOr0 3aK0HA, a TAKXKE MO 3a4BJICHUAM, TOJAAHHBIM MOCTE THS BCTYIUICHUS B CHITY
Hacrosiniero denepanbHOro 3aK0OHa Ha OCHOBAHMM HKCIIEPTU3, MPOBEIECHHBIX 1O AHS BCTYILICHUS B
cuny Hacrosmero @denepasbHOrO 3aKOHA, OCYLIECTBISAETCS B COOTBETCTBUM C  HACTOSALLIUM
®enepanbHbIM 3aKOHOM HAa OCHOBAHUM JOKYMEHTOB M JIAHHBIX, MPEICTABICHHBIX WIH MOJYYEHHBIX J10
JHA BCTYIUIGHHSI B cwiIy Hacrosmero @denepaqbHOro 3aKOHA, a TakK€ Ha OCHOBAaHMM KOMHUU
MIPEABAPUTEIILHOTO IOTOBOPA 00s3aTEIIBHOTO CTPAXOBAHUS )KU3HU, 3/I0POBbS MAIUEHTOB, YYACTBYIOIINX
B KJIMHUYECKOM HCCJICIOBAaHUU JIEKAPCTBEHHOIO IMpernapara il MEIUIUHCKOIO MPUMEHEHUS, WU
KOMUU JIOTOBOpa O0O0sI3aTENIbHOTO CTPAaxOBaHUS JKU3HHU, 3[0POBBS MAIMEHTOB, YYacCTBYIOIIHUX B
KIIMHUYECKOM HCCIIEIOBAHUU JICKAPCTBEHHOTO IMpemapaTta i MEIUIIMHCKOTO MPHUMEHEHHUs, THU00
MPEACTaBICHHOM KOIMUU JIOrOBOpa 0053aTEIbHOIO CTPAaxXOBaHUs, 3aKJIIOUEHHOTO B COOTBETCTBHH C
TUIOBLIMU _TIPaBUJIAMHU 00s3aTEJILHOTO CTPaxOBaHUs, C YKa3aHUEM TMPEIeIbHOM YHUCIEHHOCTH
MAIMEHTOB, YYAaCTBYIOIIMX B KIMHUYECKOM HCCIIEIOBAHUM JIEKAPCTBEHHOI'O TMperapara s
MEIMIIMHCKOTO MMPUMEHEHHUs, 0e3 TpeOOBaHHUs YIUIaThl TOCYJaPCTBEHHOM MOIUIMHBI, MPEyCMOTPEHHOMN
3akoHoAaTenbcTBOM Poccuiickoit deaeparuu o Hajorax u coopax.

(uactb 3.4 B pen. denepanbroro 3akona oT 29.11.2010 N 313-D3)

3.5. 3apeructpupoBaHHbIE B MHOCTPAHHOM BalIOTE A0 JHS BCTYIUIEHUS B CHJIy HacTOSLIETO
@enepanbHOrO  3aKOHA IPENENbHBIE OTIYCKHBIE IIEHBl HMHOCTPAaHHBIX IPOM3BOJAMTENEH HaA
JIEKapCTBEHHbIE IIperaparhl, BKIIOYEHHbIE B MEPEYEHb >KM3HEHHO HEOOXOJUMBIX M Ba)KHEHMIIUX
JICKapCTBEHHbIX IIPEnaparoB, MoJyulexar Iepecyery B pybmu no kypey LlenTpanbHoro OaHka
Poccuiickoit ®@enepanuu Ha naty, ycraHoBieHHyio [IpaButenbctBom Poccuiickoit @eneparuu, 6e3
NIPEACTABICHUS 3asBJICHUS O IIepecueTe LEHbl C BHECEHHUEM COOTBETCTBYIOIIMX W3MEHEHUH B
TOCYJAapCTBEHHBIM PEECTP IMPENEIbHBIX OTIYCKHBIX LIEH IIPOU3BOJMUTEIEH HA JIEKAPCTBEHHBIE
IpenapaThl, BKIIOYEHHbIE B MEPEYEHb >KU3HEHHO HEOOXOAUMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX
Ipenaparos.

(dactp 3.5 BBeaeHa denepanbHbiM 3akoHOM oT 11.10.2010 N 271-D3)

3.6. 3apeructpupoBaHHbIE 1O [HS BCTYIUIEHHS B CWiy Hacrosumero denepanpHOro 3akoHa
IIpeEIbHBIE OTIYCKHBIE IIEHBl POCCHUICKUX TIPOM3BOAMTENEH Ha JIEKAPCTBEHHBIE IPENapaThl,
BKJIIOYCHHBIE B MEPEYCHb >KU3HEHHO HEOOXOAMMBIX W BaXXHEWIIMX JICKAPCTBEHHBIX IIPEMaparos,
nojuiexar wHAaekcarmu ¢ 1 HosOps 2010 roma WcXons W3 TMPOTHO3HPYEMOTO YPOBHS WHQIISLNH,
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( T 11.06.2021) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 RO " [ara coxpaHenus: 13.12.2021
06 obpalLeHn nekapCTBEHHbIX CPeACTB

ycraHoBiieHHOro ®PenepanbHbiM 3akoHoM oT 2 naekadbps 2009 roma N 308-03 "O denepanbHOM
oromkere Ha 2010 ron u Ha manoBeIi nepuoa 2011 u 2012 rogos" Ha 2011 rog.
(uactsp 3.6 BBeneHa PenepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. Ilocne 1 mapra 2011 rona He gomycKarOTCs MPOU3BOJACTBO U BBO3 B Poccuiickyro denepannio
JICKApCTBCHHLIX IMPEIApaToOB B YIIAKOBKAaX C MapKHpOBKOﬁ, KOTOpas ObliIa HaHeceHa A0 JHA BCTYIUICHUA
B cwity Hacrosimero dexepanpHoro 3akoHa. [1o ncTeyeHnn yka3aHHOTO CPOKa JaHHBIC JICKAPCTBEHHbIC
npenaparbl MOTYT OTIYCKaThCsl, PEalM30BBIBATHCS, MEPEAaBaThCs M MPUMEHSTHCS 10 MCTECUYEHHS WX
CpOKa TOIHOCTH.

(B pen. @enepanbubix 3akoHOB 0T 29.11.2010 N 313-®3, ot 06.12.2011 N 409-D3)

4. Co nmHs BCTyIUieHUs1 B cuily Hacrtosimero @exepanpHoro 3akona u no 30 ampens 2011 roma
BKIIFOYUTCIIBHO  JOIMYCKACTCA TMPOBCACHHUE OKCHICPTU3BI JICKAPCTBCHHBIX CPEACTB OKCIIEpTaMU
OKCHEPTHOTO YUYPEXKICHHUS [0 TPOXOXKICHHS WMH aTTeCTalldl B TMOPSAAKE, YCTaHOBICHHOM
YIIOJIHOMOYEHHBIM (e/iepalibHbIM OPraHOM HCIIOJIHUTEIILHON BIIACTH.

5. Co nHs BCTyIuleHUs B cuily Hactosimero ®enepanbHoro 3akoHa u mo 31 mekabps 2013 rona
BKJIIOUUTENBHO OCYIIECTBIISIETCS MEPEX0]] K IPOU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUHU C
IIpaBWJIaMU OpraHU3alliy MIPOU3BOJCTBA U KOHTPOJISI KaUeCcTBa JIEKAPCTBEHHBIX CPEJICTB, YKA3aHHBIMU B
gacth | crareu 45 wHacrosmero deaepanbHOTO 3aKoHA, B TOJMHOM oObeme. Cpoku Tmepexojaa
IIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB K HUX MPOU3BOACTBY B COOTBETCTBHMM C KOHKPETHBIMHU
TpeOOBaHUAMM JAHHBIX IPaBWJI, BKJIIOYas CPOKU ATTECTALMU YHOJIHOMOYEHHBIX JIUIl, YKAa3aHHBIX B
gacTax 6 m 7 crarbu 45 Hacrosuiero denepalbHOrO 3aKOHA, ycTaHaBiuBaroTcs I[IpaBurenbcTBoM
Poccuiickoit ®eneparum.

6. JIumeH3un Ha MPOUM3BOJICTBO JIEKAPCTBEHHBIX CPEACTB, BblOaHHbIE 1m0 1 siHBaps 2014 rona,
nercTByroT nocie 1 auBaps 2014 roma 10 UCTEUYEHHS CpOKA MX JEHCTBHS MPU YCIOBHUM COOTBETCTBHS
JULEH3MaTa MpaBWIaM OPraHMU3AlMKM IPOU3BOJICTBA U KOHTPOJIS KadyeCTBA JICKAPCTBEHHBIX CPEACTB,
YKa3aHHBIM B yacTH 1 crateu 45 HacTosmero denepanbHOro 3akoHa.

7. dopmupoBaHHE TOCYJAapCTBEHHOTO 3a/JaHMsl HA MPOBEJCHUE SKCIEPTU3bl JIEKAPCTBEHHBIX
cpencTB (eneparTbHOMY TOCYJapCTBEHHOMY OFOJDKETHOMY YUPEKICHHUIO 1O MPOBEICHUIO IKCIICPTU3HI
JIEKApCTBEHHBIX CPENICTB U (PMHAHCOBOE OOECTICUCHHE BBIMOJIHEHUSI ATOTO 3aJaHUsl OCYIIECTBISIOTCS B
MopsiAKe, yCTaHOBIEHHOM PenepasbHbIM 3akoHOM oT 12 guBaps 1996 roma N 7-@3 "O
HEKOMMEPUYECKUX OpraHu3anusx".

(uacts 7 BBenena denepanbubiM 3aKoHOM 0T 29.11.2010 N 313-D3)

IIpe3unent
Poccuiickoit ®enepanun
JA.MEJIBEJIEB
Mocksa, Kpemib
12 anpensa 2010 roga
N 61-®3
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