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12 anpenst 2010 rona N 61-03

POCCUUCKAA ®EOEPALMA
®EOEPAIIbHbIA 3AKOH
Ob OBPALWLEHUN NEKAPCTBEHHbIX CPELCTB

[TpunsT
I'ocynapcrBennoi Jymoit
24 mapta 2010 roga

Onobpen
Coserom Penepanuu
31 maprta 2010 roga

CHHcoK U3MEHSIOIUX TOKYMEHTOB
(B pen. @enepanbHbix 3aKk0oHOB 0T 27.07.2010 N 192-D3,

or 11.10.2010 N 271-®3, o1 29.11.2010 N 313-®3, o1 06.12.2011 N 409-D3,
oT 25.06.2012 N 93-®3, o1 25.12.2012 N 262-D3, 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,

ot 22.12.2014 N 429-®3 (pen. 13.07.2015), ot 08.03.2015 N 34-D3,
0T 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-D3,
ot 13.07.2015 N 262-®3, ot 14.12.2015 N 374-D3, o1 29.12.2015 N 389-D3,
ot 02.06.2016 N 163-®3, ot 03.07.2016 N 261-D3, ot 03.07.2016 N 305-D3,
ot 03.07.2016 N 350-®3, ot 29.07.2017 N 242-D3, o1 29.07.2017 N 278-D3,

ot 28.12.2017 N 425-®3 (pen. 27.12.2019), ot 04.06.2018 N 140-D3,
or 28.11.2018 N 449-®3, o1 27.12.2018 N 511-D3, o1 06.06.2019 N 134-D3,
0T 26.07.2019 N 240-®3, ot 02.08.2019 N 297-D3, o1 27.12.2019 N 462-D3,
or 27.12.2019 N 475-®3, o1 27.12.2019 N 478-D3, 01 27.12.2019 N 481-D3,

o1 26.03.2020 N 67-®3, ot 01.04.2020 N 98-dD3, ot 03.04.2020 N 105-D3,

ot 13.07.2020 N 206-®3, ot 08.12.2020 N 429-®3, ot 22.12.2020 N 444-D3)

Maea 1. OBLWHUE NOJIOXKEHUA
CraTtbsa 1. NMpeameT perynupoBaHusa HacTosilero ®eaepanbHOro 3akoHa

1. Hacrosmmuit ®enepanbHblii 3aKOH pEryaupyeT OTHOILIEHHs, BO3HHMKAKOIIHE B CBA3U C
oOpareHneM - pa3paldoTKOl, AOKIMHUYECKHMMH MCCIEJOBAHUSAMH, KIMHMYECKMMH HCCIIEeIOBaHUAMH,
JKCIEPTHU30M, TOCYAAPCTBEHHOM PpErucTpanyeii, co CTaHAapTh3auuMed M C KOHTPOJEM KayecTsa,
MIPOU3BOJCTBOM, H3IOTOBJIEHHEM, XPaHEHUEM, IIEpPEeBO3KOM, BBO30M B Poccuiickyro denepaunuto,
BbIBO30M M3 Poccuiickoit denepannu, pekiamoil, OTIIYCKOM, pealu3alue, nepenadeid, TpuMEeHEHUEM,
YHUUTOKEHUEM JIEKAPCTBEHHBIX CPEJCTB.

(B pen. ®exnepanbHoro 3akona ot 06.12.2011 N 409-03)
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(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

2. Hacrosmmii @enepanbHblil 3aKOH yCTaHABINBACT IPHOPUTET TOCYAAPCTBEHHOTO PETYIINPOBAHHUS
0e30macHOCTH, KauecTBa 1 3((HEKTUBHOCTH JICKAPCTBEHHBIX CPEACTB MIPU UX OOpaIICHHH.
(B pen. @enepanpHoro 3akoHa ot 25.06.2012 N 93-03)

CraTtba 2. Cdepa npumeHeHUsA HacTosiLero ®PenepanbHOro 3akoHa

Hacrosmuit denepanbHblil 3aKOH NPUMEHSETCS K OTHOLICHUSM, BO3HUKAIOIIMM IpU OOpallieHUH
JIEKApCTBEHHBIX CPEICTB Ha Teppuropuu Poccuiickon denepannu.

CraTtba 3. 3akoHOoA4aTeNnbLCTBO 06 OOpaLLeHNn NeKapCcTBEeHHbIX CpeacTB

1. 3akoHOmaTenbCTBO 00 OOpamieHUU JEKAPCTBEHHBIX CPEACTB COCTOMT U3 HACTOSIIETO
@denepallbHOTO 3aKOHA, APYruX ¢eAepanbHbIX 3aKOHOB M HMHBIX HOPMATHUBHBIX TPABOBBIX aKTOB
Poccuiickoit ®enepanuu.

1.1. 3akoHOIATENBCTBO 00 OOpAIIEHUH JIEKAPCTBEHHBIX CPEJICTB B OTHOIICHUH FOPUIMYECKUX JIHIL U
UHIUBUAYAIbHBIX  IpEINpPUHUMATENCH,  OCYIIECTBISAIOIIUX  JEATEJIbHOCTH  Ha  TEPPUTOPHU
MEXIYHApOJAHOTO MEIUIIMHCKOTO KjacTepa, MPUMEHSETCS C y4eTOM OCOOEHHOCTEW, YCTaHOBJICHHBIX
®enepanbHbiM 3aKOHOM "O MEXKIYHApOJAHOM MEIUIIMHCKOM KJIacTepe M BHECEHHWU HM3MEHEHUU B
OTJeNbHbIE 3aKOHOaTeNIbHbIE akThl Poccuiickoit denepanmu.

(uactsb 1.1 BBenena @enepasibHbIM 3ak0HOM OT 29.06.2015 N 160-D3)

2. [eiictBue Hacrosuero denepalbHOr0 3aKOHA paclpoCcTpaHsIeTcsl Ha 00paleHue HApKOTHYECKUX
JIEKAPCTBEHHBIX CPEJICTB U TCUXOTPOINHBIX JIEKAPCTBEHHBIX CPEJICTB C YUYETOM OCOOEHHOCTEH,
YCTAHOBJICHHBIX  3aKOoHOAATeNbCTBOM  Poccuiickonn ®denepanuuu 0 HAPKOTUYECKUX  CPEICTBAX,
TICUXOTPOIHBIX BEIIECTBAX U 00 UX MPEKypCopax.

3. Je#ictBue Hacrosimero @DenepanlbHOrO0 3aKOHA  pacHpoCTpaHseTcs Ha  oOpalleHue
pagnodapMaleBTUIECKUX JIEKAPCTBEHHBIX CPEACTB C YYE€TOM OCOOEHHOCTEH, YCTaHOBJIEHHBIX
3akoHoaarenscTBoM Poccuiickoit denepainu B o0nactu obecredeHus paaualioHHONH 6€30MacHOCTH.

4. Ecnn MexIayHapoaHbIM oroBopoM Poccuiickoit denepanyiv yCTaHOBJIEHBI MHBIE NPaBUIIa, YeEM
T€, KOTOpBIE NPEAYCMOTpeHbl HacroAmuM @DenepanbHbIM  3aKOHOM, NPUMEHSIOTCS IIpaBUia
MEXIYHapOAHOIO JOTrOBOPA.

4.1. PemeHuss MEXrocylapCTBEHHBIX OpraHoB, IIPUHATBIE HAa OCHOBAaHUU  IIOJOXECHUM
MEXIYyHApOAHBIX J0roBopoB Poccuiickoit ®enepauun B HUX HCTOJKOBAaHUH, MPOTHMBOpEYAILEM
Konctutynun Poccuiickonn @enepanuu, He nojiiexar ucnoiaHeHuto B Poccuiickoit @enepanun. Takoe
MIPOTUBOPEYUE MOXKET OBITh YCTAHOBJIEHO B TOPSAKE, OMpeleIeHHOM (eepalbHbIM KOHCTUTYIIMOHHBIM
3aKOHOM.

(dactp 4.1 BBeaeHa denepanbubiM 3akoHOM OT 08.12.2020 N 429-03)

5. B Poccuiickoii @enepanuu B COOTBETCTBUU C MEKIYHAapOIHBIMU J0rosopamu Poccuiickon
@enepau ¥ (WIM) Ha OCHOBE NPUHLMIA B3aUMHOCTH IPU3HAIOTCA PE3YNbTAaThl KIMHUYECKHX
HCCIEAOBAHUMN JIEKAPCTBEHHBIX IIPENaparoB Ul MEIUIMHCKOIO IIPUMEHEHUsS, IIPOBEICHHBIX 3a
npeaenamMu teppuropun Poccutickonn @enepanmu.

CtaTtbsa 4. OCHOBHbIE NOHATUA, UCNOJIb3yeMble B HacTosiwemM deaepanbHOM 3aKOHe
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

Jns ueneit Hactosimiero denepanbHOro 3aK0OHA UCIIOIB3YIOTCS CIEAYIOIINE OCHOBHBIE TOHATHS:

1) nexapcTBEHHbIE CpPEJCTBA - BEIECTBA WJIM HMX KOMOMHAIMM, BCTYNAIOIME B KOHTAKT C
OpPraHU3MOM 4YEJIOBEKAa WM JKUBOTHOI'O, IPOHUKAIOLIME B OpPraHbl, TKAHU OpraHU3Ma 4eJOBEeKa WU
KHMBOTHOI'O, NPUMEHAEMBbIE A NPO(PUIAKTHKH, IMATHOCTHKH (32 HCKJIIOUYCHMEM BEILECTB MU HX
KOMOWHAIM, HE KOHTAKTHUPYIOIIUX C OPraHU3MOM YeJIOBEKa WIIM >KUBOTHOTO), JICUCHHs 3a00JIeBaHus,
peadwinTaluy, 1 COXpaHEHMs, IPEeJOTBPAILEHHs] WU IpepbIBaHUs OEpEMEHHOCTH M IOJIyYeHHbIE U3
KpOBH, IUIa3Mbl KPOBH, U3 OPraHOB, TKAHEH OpraHu3Ma 4eJ0BEeKa WM )KMBOTHOI'O, paCTEHUI, MUHEPAJIOB
METOAAMU CHUHTE3a WIN C NPUMEHEHHEM OHOJOrMyecKuX TexHosioruil. K jekapcTBeHHBIM cpeicTBam
OTHOCATCS (papMarleBTUYECKHE CyOCTaHIIMH U JIEKAPCTBEHHBIE TIpenapaThl;

2) ¢apmarieBTHUECKasi CYOCTaHIUS - JIEKAPCTBEHHOE CPEICTBO B BHJEC OJHOTO WJIM HECKOJBKUX
obamaromux GpapMaKkoIOrHIeCKOH aKTUBHOCTBIO JICHCTBYIONUX BEIIECTB BHE 3aBUCUMOCTH OT IPUPOIBI
MPOUCXOXKACHHUS, KOTOpPOE MpeIHA3HAUEHO JUIsl TPOU3BOJICTBA, M3TOTOBJICHHS JIGKAPCTBEHHBIX
MIpermapaToB u onpeesieT ux 3hHEeKTHBHOCTS;

(m. 2 B pea. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

3) BCIIOMOTaTCJIbHBIC BCIICCTBA - BCIICCTBA HCOPraHN4CCKOro U1 OpTraHn4eCcKoOro
IMPOUCXOKACHUA, UCIIOJIB3YEMbIC B ITPOLIECCE ITPOU3BOACTBA, U3TOTOBJICHUS JICKAPCTBCHHBIX IIPCIIAPATOB
AJId IpUAaHuAa UM HCO6XOI[I/IMI>IX (1)I/I3I/IK0-XI/IMI/III€CKI/IX CBOfICTB;

4) nexkapcTBEHHBIE IIperaparbl - JIEKAPCTBEHHBbIE CPEACTBA B BHJE JIEKAPCTBEHHBIX (oOpM,
IpUMEHsIEMblEe JUISl MPO(UIAKTUKHM, JAUArHOCTUKM, JIEYEHUs 3a0oiieBaHUs, peadWIuTaluu, IS
COXPaHEHUs, IPEIOTBPAIICHHS UIIH MPEPhIBAaHUS OEPEMEHHOCTH;

5) nekapctBeHHas hopma - COCTOSIHME JIEKAPCTBEHHOTO Tperapara, COOTBETCTBYIOIIEE CIOCoOaM
€ro BBEJICHHS U IPUMEHEHHUS U 00eCIIeUnBaroNiee JOCTIKEHHE HE00X0IMMOTO0 JiedeOHOro AP deKTa;

5.1) no3upoBKa - cofiepKaHHe OJJHOTO MM HECKOJIbKUX JEHCTBYIOIIUX BEIIECTB B KOJIMUYECTBEHHOM
BBIDQ)KEHUU Ha €IWHUILy J03bl, WJIM E€AMHUIy Oo0beMa, WM E€AMHHUIy MacChl B COOTBETCTBHH C
JeKapCcTBEHHOM (opmoii 1ubO JUIsi HEKOTOPBbIX BHUJOB JIEKAPCTBEHHBIX (OPM  KOJIMYECTBO
BBICBOOOK/ITAEMOI'0 M3 JIEKApCTBEHHON (hOPMBI IEHCTBYIOLIETO BEIIECTBA 3a €AUHHILY BPEMEHH;

(m. 5.1 BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

6) nepeueHb JKU3HEHHO HEOOXOIUMBIX U BaXKHEHIIINX JIEKApPCTBEHHBIX MIPENapaToB - YTBEPKAAEMBbIi
[IpaBurenscTBOM Poccuiickont @enepanyy nepedeHpb JICKapCTBEHHBIX INPENapaToB I MEAUIMHCKOIO
IPUMEHEHHs, 00eCTIeUNBAIOIINUX TPUOPUTETHBIE TOTPEOHOCTH 3APABOOXPAHEHUS B LENAX NPOPHUIAKTUKI
U JeyeHus 3a00JeBaHMil, B TOM YHClle IpeodiaJalolux B CTPYyKType 3abosieBaeMoctu B Poccuiickoit
denepauny;

(B pen. ®exnepanbHoro 3akona ot 13.07.2020 N 206-D3)

6.1) opdanHBIe JEKapCTBEHHbIE IpemnapaTbl - JIEKapCTBEHHBIE Ipernaparbl, MpeaAHa3HaYeHHbIE
WCKJTFOUUTENIFHO ISl JUArHOCTHKU WM TIATOTEHETHYEeCKOTO JieueHHs (JICYCHWs, HANpaBJICHHOTO Ha
MEXaHU3M pa3BUTHUs 3a00sIeBaHUs) peakuX (ophaHHbIX) 3a00I€BaHul;

(. 6.1 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

62) OHOJIOTHYECKHUE JICKApCTBCHHBIC IIPCIIapaThbl - JICKAPCTBCHHBLIC TIPCIIapaThl, HeﬁCTBYIOHleC
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

BEIIECTBO KOTOPBIX MPOU3BEICHO WU BBIACICHO M3 OMOJIOTHYECKOTO MCTOYHHMKA W IS ONPEICIICHUS
CBOWCTB M KauecTBAa KOTOPBIX HEOOXOJAMMAa KOMOHMHAIMS OWOJIOTUYECKUX H (DU3UKO-XUMUYECKUX
MeTofoB. K  OMOIOTMYeCKMM JICKapCTBEHHBIM —MperapataM OTHOCATCS HWMMYHOOHOJIOTHYECKUE
JIEKapCTBCHHBIC TIperaparhl, JICKAPCTBEHHBIC TMpEnapaThl, IMOJYYCHHBIE H3 KPOBH, IUIA3MBl KPOBH
YeJIOBeKa M JKUBOTHBIX (32 MCKIIFOUYCHHEM IEIbHOW KpPOBH), OMOTEXHOJOTMYECKHE JICKApPCTBEHHBIE
npernapaTsl, TeHOTEPANIEBTUICCKIE JIEKAPCTBCHHBIE TPENapaThl;

(. 6.2 BBeaeH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

7) WMMYHOOHMOJIOTHMYECKHE JICKApPCTBEHHBIC TMpenaparhl - JICKApPCTBEHHBIC Ipenaparhl,
npelHa3HauYeHHble A (GOPMUPOBAHUSA AKTUBHOTO HJIM MAaCCUBHOIO MMMYHHUTETa JUOO JMAarHOCTUKH
HaJIn4us HUMMYHUTCTA NI JUArHOCTUKU CHGLII/I(I)I/I‘ICCKOI‘O HpI/I06peTeHHOI‘ (¢} HU3MCHCHUA
MMMYHOJIOTMYECKOTO  OTBETa Ha  ajuleprusupyrone BemiectBa. K UMMyHOOMOJIOTHYECKUM
JICKApCTBCHHBIM npemnaparam OTHOCATCSA BaKIIUHBI, AHAaTOKCHUHEI, TOKCHUHBI, CbIBOPOTKH,
MMMYHOTJIOOYJIMHBI U aJUIEPTeHBI;

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

7.1) GMOTEXHOJIOTUYECKHE JIEKAPCTBEHHbIE MPeraparhl - JIEKApCTBEHHbBIE MTPernapaTsl, IPOU3BOIACTBO
KOTOPBIX OCYIIECTBISIETCS C UCIIOJIb30BAHUEM OMOTEXHOJIOTUYECKUX MTPOLIECCOB M METOJIOB (B TOM UHCIIE
JIHK-pekoMOMHAHTHONH TEXHOJOTHH, TEXHOJIOTUH KOHTPOJIUPYEMOW SKCIPECCHH T'€HOB, KOJIUPYIOLIUX
OMOJIOTMYECKH aKTHBHBIC OCJIKH B MPOKAPHOTAX M JYKAPUOTAX, BKIIOYAs HW3MCHCHHBIC KIICTKH
MJICKOTHUTAIOIINX ), THOPUIOMHOTO METO/1a M METOJa MOHOKJIOHAJIbHBIX aHTUTEIL;

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

7.2) TCHOTEpAleBTHYECKUE JIGKAPCTBEHHBIC Tpenaparbl - JIEKAPCTBEHHBIC  IIperaparsl,
dapmarieBTHuecKass CyOCTaHIUSI KOTOPBIX SIBJISCTCS PEKOMOWHAHTHON HYKIEMHOBOW KHCIOTOH WIIN
BKJIIOUaeT B ce0sd pPEKOMOWHAHTHYIO HYKJICHMHOBYIO KHCJOTY, TMO3BOJISIFOIIYI0 OCYIIECTBIISThH
peryanupoBaHue, penapaluio, 3aMeHy, 100aBJIeHNe WIN YAaJeHHE TeHETHUECKOW MOCIIeI0BATEIbHOCTH;
(m. 7.2 BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

8) HaApKOTHUYECKHE JICKAPCTBEHHBIE CPEJCTBA - JICKAPCTBEHHBIE MpenapaThl U (papMarieBTUYECKUE
CyOCTaHIIMH, COJEepKallue HApKOTHYECKHE CpeICTBAa M BKIIOYEHHBbIE B [lepedyeHb HapKOTUYECKUX
CPEICTB, IICUXOTPOIIHBIX BEIIECTB M MX IPEKypCOpOB, NOMIEKAIIMX KOHTpoo B Poccuiickoin
@denepaunun, B COOTBETCTBHM C 3aKOHOAATeNbcTBOM Poccuiickoil ®enepanuu, MeXAyHApPOJIHBIMU
noroBopamu Poccuiickoit @enepannu, B TOM yuciae ENMHON KOHBEHIMENH O HAPKOTHYECKUX CPEICTBAX
1961 rona;

9) ncuxoTponHbIe JEKAapCTBEHHbBIE CPEACTBA - JIEKAPCTBEHHBIE IpenapaTsl U (hapMaleBTHUECKHe
CyOCTaHIIMM, COJEp’Kalllie ICUXOTPOIIHBIE BElIecTBa M BKIIOUEHHble B IlepedeHb HApKOTHYECKHUX
CPEICTB, IICUXOTPOIHBIX BEIIECTB M HMX MPEKypCOpOB, NOMIEKAIIMX KOHTporo B Poccuiickoi
@denepanuy, B COOTBETCTBUM C 3aKOHOJATENbCcTBOM Poccuiickoil denepannu, MeEXAYHApOAHBIMU
noroBopamu Poccuiickoit denepannu, B ToM yucie KoHBEHIMEN O MCUXOTPOINHBIX BemecTtBax 1971
roja;

10) paanodapmaneBTHUECKHE JIEKAapCTBEHHbIE CpEACTBA - JIEKApPCTBEHHBIE CPEACTBA, KOTOPHIE
COJZIep>KaT B TOTOBOM JUIsl MCIIOJIb30BaHUS (hOpME OJUH PATUOHYKIH WIH HECKOJBKO PaJIUOHYKIHIOB
(pamnoaKTUBHBIX U30TOTIOB);

10.1) opuruHanbHBI JEKapCTBEHHBIM Mpemapar - JEKapCTBEHHbBI Ipernapar ¢ HOBBIM
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

JEUCTBYIOIIMM BEIIECTBOM, KOTOPBIA MEpBBIM 3apeructpupoBaH B Poccuiickoir denepanyu unum B
WHOCTPAHHBIX TOCYapCTBaX HA OCHOBAHUM PE3YJbTATOB JTIOKJIMHUYECKUX MCCIICIOBAHUM JIEKAPCTBEHHBIX
CPEICTB U KIMHUYECKHX HCCIEIOBAaHUI JIEKapCTBEHHBIX IMPEnapaToB, MOATBEPKAAIOIIUX €ro KauyecTBo,
3¢ (HeKTHBHOCTL U 0€30MaCHOCTH;

(. 10.1 BBenen denepanbHbiM 3aKk0HOM 0T 27.12.2019 N 475-D3)

11) pedepeHTHBIH JeKapCTBEHHBIH Mpenapar - JIEKapcTBEHHBIN IpenapaT, KOTOPBIH HCIIOJIb3YeTCs
JUIS OLICHKU OMOSKBHUBAJIEHTHOCTH WJIM T€PAeBTHUECKOM 9KBUBAJICHTHOCTH, KauecTBa, 3 (HEeKTUBHOCTH U
0€30MacCHOCTH BOCIIPOM3BEJCHHOTO JIEKAPCTBEHHOTO ITpernapaTa Wik OMO0aHaJoroBoro (6Momogjo0HOro)
JIEKapCTBEHHOr O npemnapara (Ouoanasnora). B xadectBe pedepeHTHOro JeKapCTBEHHOTO IpernapaTa Jyis
MEIUIUHCKOTO TPHUMEHEHUs HCIOIb3YeTCs OpPUTHHAIBHBIN JIEKapCTBEHHBIM mpemnapar iubo, eciu
OpUTHHAJIIbHBINA JIGKAPCTBEHHBIM Mpernapar He 3aperiucTpupoBaH MM HE HAXOAWTCS B o0opoTe B
Poccuiickoit ®enepanyy 1 He HAXOIUTCS B 000pOTE€ B MHOCTPAHHBIX TOCYAAPCTBAaX, BOCIIPOU3BEICHHBIHI
JIEKApCTBEHHBIN MperapaT Wi OMoaHaIOroBbIM (OMOITOAO0HBIN) JIEKapCTBEHHBIN Mpemnapat (OrnoaHasor),
KOTOPBIA TEPBBIM 3aperucTpUPOBAH W3 4MCIAa Haxonamuxcsi B obopore B Poccuiickoit denepanuu,
OMOPKBUBAJIGHTHOCTh WJIM  TEpaleBTUYECKas HKBUBAJIEHTHOCTh, KadyecTBO, JS()PEeKTUBHOCTH U
0€30MacHOCTh KOTOPOTO OI[EHUBAJIKCH 110 OTHOIICHHUIO K OPUTHHAIBLHOMY JIEKaPCTBEHHOMY Iperapary, a
Takke KadecTBO, 3(PPeKTUBHOCTH U 0O€30MaCHOCTh KOTOPOTO MOATBEPKIAIOTCA pPe3yabTaTaMH
(bapMakoHaa30pa U MPOBEPOK COOTBETCTBHSA JIEKAPCTBEHHBIX CPEACTB, HAXOASAIIMXCS B TPAXIAHCKOM
000pOTe, YCTAaHOBIIEHHBIM TpeOOBaHMIM K UX KadecTBy. B kadecTBe pedepeHTHOro JIeKapCTBEHHOTO
mpernapata JUisli BETEPUHAPHOTO INPUMEHEHMs] HCIIOJIb3YeTCSl JIEKAPCTBEHHBIM Ipemapar  Juid
BETEPUHAPHOTO TIPUMEHEHUs, 3apeructpupoBaHHbli B Poccuiickoii ®enepaunu Ha OCHOBaHHUH
pE3yJIbTaTOB JOKIMHUYECKUX HCCIIEOBAHUM JIEKAPCTBEHHBIX CPEJICTB U KIMHUYECKHUX MHCCIIEI0BAaHUMN
JIEKapCTBEHHBIX MPENapaToB, MOATBEPKAAIONINX €0 KauecTBO, 3((HEKTUBHOCTH U 0€30MaCHOCTb;
(m. 11 B pen. denepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

12) Bocipou3BeICHHBII JIEKAPCTBEHHBIN Mpemnapar - JeKapCTBEHHBIN MpenapaT sl MEAUIIHHCKOTO
MPUMEHEHHUsI, KOTOPBIH HMMEET JKBUBAJEHTHBIM pedepeHTHOMY JICKAPCTBEHHOMY Ipemnapary
KaueCTBEHHBbIM COCTaB U KOJMYECTBEHHBIM COCTAaB JCHCTBYIOLIMX BEIIECTB B HSKBUBAJCHTHOM
JIeKapCTBeHHOU (opme, OO JIEKapCTBEHHBIN Mpernapar isi BETEPUHAPHOTO MPUMEHEHHS, KOTOPBIMA
UMEeeT TaKue 3Ke, 4YTO M pedepeHTHhI JIeKapCTBEHHBIM TMpemapaT, KaueCTBEHHBIM COCTaB H
KOJIMYECTBEHHBI  COCTaB  JIEHCTBYIOIIMX BEIIECTB B TaKOM K€ JIeKapCTBEHHOW  ¢opme,
OMODKBHBAIGHTHOCTh  WJIM  TepameBTUYecKas JKBHUBAJIEHTHOCTh KOTOPHIX  COOTBETCTBYIOIIEMY
pedepeHTHOMY JIEKapCTBEHHOMY TIpernapary MoATBEPKIEHA COOTBETCTBYIOIIMMH MCCIIEIOBAHUSIMH;

(m. 12 B pen. denepanpHoOro 3akoHa oT 27.12.2019 N 475-D3)

121) TCPANICBTUYCCKAA SKBUBAJICHTHOCTD JICKAPCTBCHHBIX MPENApaToOB - JOCTUIKCHHUE KIIMHUYCCKU
COIIOCTAaBUMBIX TepaneBTU4Yeckoro s¢dexra M mnokaszarened 3(p(HEeKTUBHOCTH U OE30MaCHOCTU IpH
MNPUMEHCHUN JICKAPCTBCHHBIX IIpCraparoB A MEAUINUHCKOIO MNPHUMECHCHHA, HWMCIOHNIUX OJHO
MEXIYHapOJAHOE HENAaTEHTOBAaHHOE (MM XHMMHUYECKOE, WM TIpPyNIHPOBOYHOE) HAUMEHOBAHME, B
OKBHUBAJICHTHBIX AJO3HMPOBKax II0 OJHUM MW TEM XKC IMOKa3aHUAM K NPUMCHCHHIO U IIPpU OJWHAKOBOM
crioco0e BBEJICHHs Y OHOM U TOM k€ TPYIIIBI OOJIbHBIX;

(m. 12.1 B pea. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

12.2) 6uoananorosblii (0MOMOAOOHBIN) JIEKAPCTBEHHBIN MpemapaT (O0noaHanor) - OHOJOTHYECKHMA
JICKapCTBCHHBIN TIperapar, CXOXHUH M0 TapaMerpaM KadecTBa, 3(PQPEKTHBHOCTH W 0€30MacHOCTH C
pedepeHTHBIM OHOJOTHYECKHM JICKAPCTBEHHBIM MIpErapaToM B TaKOH ke JIeKapCTBEHHON (opme u

www.consultant.ru Crpanunna 6 u3 139
HaJeKHasl IpaBoBasl MOAAEPIKKa


http://www.consultant.ru/
http://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=341762&date=05.04.2021&dst=100011&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=341762&date=05.04.2021&dst=100013&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=341762&date=05.04.2021&dst=100015&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=341762&date=05.04.2021&dst=100017&fld=134

®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

MMEIOIIUHI UJICHTUYHbIN c110cO0 BBEACHNUS;
(m. 12.2 BBeneH PenepasibHbIM 3aK0HOM OT 22.12.2014 N 429-03)

12.3) B3ammo3aMeHsEMBbIN JICKAPCTBEHHBIM TMpemnapar - JEKapCTBEHHBIN IMperapaT ¢ JI0Ka3aHHOMN
TEPaneBTUUECKOW HKBUBAICHTHOCTHIO MM OHMOIKBHBAJICHTHOCTHIO B OTHOUICHUU pedepeHTHOro
JIEKapCTBEHHOT'O IpernapaTa, UMEIOINNA SKBUBAJIEHTHBIE €My Ka4eCTBEHHBIN COCTaB M KOJIMYECTBEHHBIH
COCTaB JICUCTBYIOIINX BEILIECTB, COCTAB BCIIOMOTATENIbHBIX BEUIECTB, JEKAPCTBEHHYIO ()OPMY H CIIOCOO
BBEJICHUS;

(m. 12.3 BBeneH PenepasibHbIM 3aK0HOM OT 22.12.2014 N 429-03)

12.4) OWOAKBUBAJEHTHOCTh JIEKAPCTBEHHBIX IPEMapaToB - JIOCTHIKEHHE COMOCTaBUMBIX
MOKa3aTeJie CKOPOCTU BCACHIBAHUS, CTEIICHU IMOCTYIUICHUS K MECTY JACHCTBUSA M CKOPOCTH BBIBEICHUS
OJTHOTO WJIM HECKOJBKHUX OO0Magaronnx (HapMakoIOTHYeCKON aKTUBHOCTBHIO JACHCTBYIOUIMX BELIECTB MpPU
MPUMEHEHUU JIGKAPCTBEHHBIX TMpenapaToB s MEAUIIMHCKOTO TMPUMEHEHHS, HUMEIOIUX OJHO
MEXIYHapOJAHOE HEMaTeHTOBAHHOE (WM XHMHYECKOE, WM TPYNINHPOBOYHOE) HAaWMEHOBAHHE, B
SKBUBAJICHTHBIX JJO3UPOBKAX U IMPU OJMHAKOBOM CIIOCOOE BBEJICHNS,

(m. 12.4 BBenen @enepalibHbIM 3aKOHOM OT 27.12.2019 N 475-D3)

13) snekapcTBEHHOE PACTUTEIBHOE CHIPhE - CBEKHE HJIM BBICYIICHHBIC PAcTeHHS JIMOO WX YacCTH,
UCTIOJIb3yeMbIC JUIS TPOU3BOJICTBA JICKAPCTBEHHBIX CPEJICTB OpPraHM3alUsSMU - IPOU3BOIAUTEIISIMU
JICKaPCTBCHHBIX CPEIICTB WJIM WU3TOTOBJICHHS JICKAPCTBEHHBIX NPEMapaToB aNTEYHBIMH OpraHU3aIUsIMHU,
BETCPUHAPHBIMU aNTEYHBIMH OpPTaHHU3AIUSIMHU, MHIMBUIYAIbHBIMH TMPEANPHHAMATEISIME, UMEIOIIUMHU
JMIICH3MIO HA (papMareBTUYECKYIO IeATEIbHOCTB;

14) nexkapCTBEHHBIM pPACTUTENBHBIN Mpenapar - JEKapCTBEHHBIN Mperapar, MPOU3BEICHHBIH WM
M3TOTOBJIEHHBINA M3 OJHOTIO BUJA JEKAPCTBEHHOT'O PACTUTEIBHOTO ChIPbs WM HECKOJIBKUX BUJOB TaKOTO
CBIPbS U pean3yeMblii B pacpacoBaHHOM BHJI€ BO BTOPUYHOM (OTPEeOUTENbCKOM) YITaKOBKE;

15) romeonaruyeckuil JeKapCTBEHHBIN Mpenapar - JeKapCTBEHHbIN Mpenapar, IPOU3BEICHHbIN WIH
W3TOTOBJIEHHBIH U3  (apmaleBTHYECKOM CcyOcTaHIMM WM  (papMaleBTHUYECKUX CYOCTaHIMH B
COOTBETCTBUM C TpeOOBaHUSAMHU OOIIMX (hapMaKONEHWHBIX CTaTel K rOMEONaTH4YECKUM JIEKapCTBEHHBIM
mpernapataM WIM B COOTBETCTBUU C TpeOOBaHMAMM (apMakolen CTpaHbl MPOU3BOAUTENS TaKOTO
JIEKApCTBEHHOTO MpeIapara;

(m. 15 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

16) MexIyHApOHOE HEITATEHTOBAHHOE HANMEHOBAHHUE JICKAPCTBEHHOTO CPEJICTBA - HANMEHOBAHUE
JCHCTBYIONIETO  BellecTBa  (papMalleBTUYECKOW  CyOCTaHIIMHM, pPEKOMEHJOBaHHOe BcemupHoii
OpraHH3aIHeH 3[PaBOOXPAHCHUS;

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

17) TOproBoe HaWMMEHOBaHWE JICKAPCTBEHHOTO CpPEJCTBA - HAWMEHOBAHHE JIEKAPCTBEHHOTO
CpeICTBa, NPHUCBOEHHOE €ro pa3padOTYMKOM, JAepKaTeleM WIH BIAJENbIleM pPErUCTPAIMOHHOTO
YIOCTOBEPEHUS JICKAPCTBEHHOTO Ipernapara;

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

17.1) rpynmupoBOYHOE HAUMEHOBAaHUE JIEKAPCTBEHHOIO  Iperapara - HaWMEHOBaHHE
JIEKAPCTBEHHOI'O IIperapaTra, HE UMEIOIIEro MEKIyHapOJHOIO HENaTeHTOBAHHOIO HAWMMEHOBAHUS, WIH
KOMOMHAIIMM JIEKapCTBEHHBIX IMPENapaTroB, UCHOIb3yeMOE B ILENsAX OOBEIMHEHUS WX B TPYMIY MOJ
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

€IMHBIM HAaUMEHOBAHUEM UCXOJsl U3 OIMHAKOBOI'O COCTABA AEHCTBYIOIUX BELIECTB;
(m. 17.1 BBeneHn PenepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

18) obmias hapmakoneiHast cTaThs - JOKYMCHT, YTBEPXKJICHHBIN YIIOJHOMOYCHHBIM (heJepaTbHbIM
OpPraHOM HCTIOJHUTEIHHOM BIIACTH M COJACPXKAIIUU TEepedyeHb MOKa3aTele KadecTBa U (MJIM) METOJOB
KOHTPOJISI KavyecTBa KOHKPETHOW JICKApCTBEHHOW (OPMBI, JIGKAPCTBEHHOTO PACTUTEIBHOTO CHIPbS,
ONMHCaHUsI OMOJIOTHYECKHUX, OMOXUMUIECKIX, MUKPOOHOJIOTHIECKHX, (PU3UKO-XUMHUECKUX, (DU3UICCKHUX,
XUMHYECKHX W JPYTMX METOJIOB aHajiM3a JICKQpCTBEHHOTO CpPEJICTBA, a TakXKe TpeOOBaHHS K
UCIONIb3YEMBIM B LEJISAX TPOBEJACHHS JAHHOTO aHajiW3a pEaKkTUBaM, TUTPOBAHHBIM pPaCcTBOpPAM,
HHMKATOpaM;

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

19) dapmakoneiiHas cTaTbsi - JOKYMEHT, YTBEPXAECHHBIH YIOJIHOMOYEHHBIM (heaepanbHbIM
OopraHom HUCIIOTHUTEIBHOM BIACTH U cogepmamnﬁ MNEpCUCHDb IoKazarejieil KauecTBa u MCTOAOB KOHTPOJIA
Ka4yecTBa JIEKAPCTBEHHOT'O CPEZCTBA;

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

19.1) crangapTHble 00pa3lbl - BEIIECTBA, MOCPEACTBOM CPAaBHEHHs C KOTOPbIMHU OCYILIECTBISETCS
KOHTPOJIb Ka4eCcTBAa HCCIEAYEMBIX JIEKaPCTBEHHBIX CPEACTB C IMOMOIIBI0 (PU3UKO-XUMHUYECKHX U
OMOJIOTMYECKUX METOOB B LIEJIAX HMOATBEPIKJICHHUSI COOTBETCTBHS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUSAM
HOPMAaTUBHOM J1IOKyMEHTAallM{, YCTAHOBJIEHHBIM IIPU OCYILECTBJIEHUU T'OCYJIapCTBEHHON pErucTpanuu, 1
KOTOpbIE€ NPHUMEHSIOTCS JJI KaJuOpOBKM CTaHIAPTHBIX OOPAa3lOB MPOU3BOIAMUTENS JIEKAPCTBEHHBIX
CPEICTB, HCIIOJIb3YEMBIX JJIsi KOHTPOJS KauyecTBa M HHBIX IeJied Npu OOpalleHUH JIeKapCTBEHHBIX
CPEACTB;

(m. 19.1 BBenen PenepasibHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

19.2) dapmakonelHplii cTaHIApTHBIA o0Opa3en - CTaHAApPTHBIM oOpasel, NpOU3BEIECHHBIH B
COOTBETCTBHH C (papMaKoneitHON cTaThel;
(n. 19.2 BBenen denepanbHbiM 3ak0HOM 0T 22.12.2014 N 429-D3)

20) HOpMaTHBHas JOKyMEHTalUs - JOKYMEHT, COJEpXallluii MepeyeHb OINpeAeNsieMbIX II0
pe3yibTaTaM COOTBETCTBYIOIIMX OKCIEPTHU3 IIOKa3aTeled KadecTBa JICKAPCTBEHHOIO CpEeACTBa I
MEJIULIMHCKOTO IPUMEHEHUS, METOJIOB KOHTPOJIS €ro KaueCTBa U YCTaHOBJIEHHBIN €r0 IPOU3BOIUTEIIEM;

21) HOpMATUBHBINA JOKYMEHT - TOKYMEHT, COJIep Kall1il epeyeHb ONpeesieMbIX M0 pe3ylbTaTaM
COOTBETCTBYIOILIMX JKCHEPTHU3 TIOKa3aTesleld KauecTBa M (WJIM) METOJOB KOHTPOJISI KadyecTBa
JeKapCcTBEHHON  (opMbl, omucaHus OHONIOTUYECKUX, OHOXMMHUYECKHX, MHUKPOOHMOJIOTHYECKUX,
(U3UKO-XUMHYECKUX, (PU3NUECKUX, XUMUYECKUX U JPYTrUX METOJIOB aHaln3a JIEKapCTBEHHBIX CPEICTB
JUIs. BETEPUHAPHOTO NPUMEHEHUs], TPeOOBaHUS K UCIOJIb3yEMbIM B LIEJSX MPOBEACHUS JAHHOTO aHAIN3a
peakThBaM, TUTPOBAHHBIM PACTBOPAM, MHIMKATOPaM U YCTAHOBIIEHHBIN €r0 IPOU3BOAUTEIIEM;

21.1) oOmmii TEeXHUYECKH TOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTe€pUaJIOB, COCTOSIIUN U3
HECKOJBKUX  pPa3feioB -  JOKyMEHTAIlMd  aJIMUHHCTPATUBHOTO  XapakTepa,  XHUMHYECKOM,
(dapmaneBTUUECKO W OWMOJIOTMYECKON JOKYMEHTAaIuH, (HapMakoJIOTHYECKOW, TOKCHKOJIOTHYECKON
JOKYMEHTAIlMW, KJIMHUYECKOW JTOKYMEHTAIIMM W TPEACTABISIEMBIM OJIHOBPEMEHHO C 3asBJICHHEM O
rOCy/IapCTBEHHON PETUCTPAIIUU JIEKAPCTBEHHOTO Tperapara Juisi METUIIMHCKOTO MpUMEHEeHHs B hopMarTe,
YCTaHOBJICHHOM YITOJITHOMOYEHHBIM (peiepaIbHbIM OpPraHOM MCTIOJHUTEIHLHOM BIACTH;

(n. 21.1 BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-D3)
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22) Ka4ecTBO JIEKAPCTBEHHOI'O CPE/CTBA - COOTBETCTBUE JICKAPCTBEHHOI'O CPEICTBA TPEOOBAHUIM
(bapMakoneHoi ctaThby MO0 B CiIydae €€ OTCYTCTBUSI HOPMATUBHOM TOKYMEHTALIMU WJIM HOPMATHBHOTO
JIOKYMEHTa;

23) 0e30macHOCTh JIEKAPCTBEHHOTO CPEJICTBAa - XapaKTEPUCTHKA JIEKAPCTBEHHOI'O CpE/CTBa,
OCHOBaHHAsl HA CPAaBHUTEIILHOM aHaJIu3¢e ero 3(h(HeKTUBHOCTH U pUCKA PUYNHEHHUS BPE/ia 3/10POBbIO;

24) > ¢eKTUBHOCTh JEKAPCTBEHHOTO Mperapara - XapaKTepHCTUKa CTENEHH IOJO0KHTEIbHOTO
BIMSIHMSA JIEKAPCTBEHHOI'O Iperapara Ha TEYeHHEe, IPOJOKUTENIBHOCTh 3a00J€BaHUS WM €ro
IpeA0TBpAllCHNE, PeaOUINTAIINIO, HA COXPAHEHHE, IPEIOTBPAILCHUE WIIH IPEPhIBAHUE OEPEMEHHOCTH;

25) CEpus JICKAaPCTBCHHOI'0 CpE€ACTBA - KOJIHMYECTBO JICKAPCTBEHHOI'O CPEACTBA, IIPOU3BCACHHOC B
PE3YIBTATC OAHOTO TCXHOJIOTMYCCKOr'o HUKJIa €TI0 IMPOU3BOAUTCIICM,

26) perucTpaloOHHOE yIOCTOBEPEHHE JICKAPCTBEHHOTO IMpernapaTa - JTOKYMEHT, MOATBEP>KIAt0IIHi
(akT rocyiapcTBEeHHOW PErHCTPALUMH JIEKAPCTBEHHOTO TIpenapaTta;

26.1) nepskaTenb WM BIafelNel] PErCTPAllMOHHOTO YJOCTOBEPEHUS JIEKAPCTBEHHOTO IpernapaTa -
pa3paboOTYMK JICKApPCTBEHHOTO CPEJICTBA, IPOU3BOJUTENH JICKAPCTBEHHBIX CPEJICTB WM HHOE
IOpUANYECKOe JIHIO0, 00Jajaroliee MpaBOM BIAJICHUS PETUCTPALIMOHHBIM YAOCTOBEPEHHUEM, KOTOpHIE
HECYT OTBETCTBEHHOCTh 32 KaueCTBO, 3()(hEeKTUBHOCTH M O€30MaCHOCTH JISKAPCTBEHHOTO TIpenapaTa;

(. 26.1 BBenen @enepasibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

27) perucTpanoHHBII HOMEp - KOJAOBOE 0003HAYCHUE, IPUCBOSHHOE JICKAPCTBEHHOMY IpernapaTry
IIPH €r0 FOCYIapCTBEHHON PETUCTPALIUK;

28) oOpamieHne JEKApCTBEHHBIX CPEACTB - pa3paboTKa, OKIWHUYECKHUE HCCIEIOBAHUSA,
KIIMHUYECKHE MCCIEI0BaHMUs, IKCIIEPTH3a, TOCYIaPCTBEHHAs] PErUCTpallysl, CTaHAApTU3ALMS U KOHTPOIIb
Ka4yecTBa, MPOU3BOJICTBO, U3TOTOBJIICHUE, XPAHEHHE, MTIEPEBO3Ka, BBO3 B Poccuiickyro denepannto, BbIBO3
u3 Poccuiickoii denepanuu, pekiama, OTIYCK, pealu3alus, mepefayda, MPUMEHEHHE, YHUYTOXKCHHE
JIEKapCTBCHHBIX CPEJICTB;

(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

29) cyObekTbl O0OpalleHHs] JIEKapCTBEHHBIX CpPEACTB - (U3WYECKHEe JHUIa, B TOM YHUCIE
WHIVBUAYAJIBHBIE TNPEAIPUHAMATENN, W IOPUAWYECKHE JIMLA, OCYILECTBISIOIIUE AEATEIbHOCTb IIPH
oOpallleHu ! JIEKapCTBEHHBIX CPEJICTB;

30) pa3paboTUuK JIEKApCTBEHHOTO CPEJICTBA - OpraHu3allys, o0Jasaomas npaBaMyu Ha Pe3yabTaThl
JOKIIMHHUYECCKUX I/ICCJ'IeI[OBaHI/Iﬁ JICKApCTBEHHOT'O CpeacTBa, KIIMHUYECKUX I/ICCJ'I@)IOBaHI/Iﬁ
JIEKapCTBEHHOTO TIpernaparta U (WJIK) Ha TEXHOJOTHIO IPOU3BOICTBA JIEKAPCTBEHHOT'O CPEICTBA;

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

31) MPOU3BOACTBO JICKAPCTBCHHBIX CPCACTB - HOCATCIBHOCTH IO IMPOU3BOACTBY JICKAPCTBCHHBIX
Cp€ACTB OpraHU3alUsAMU - MPOU3BOJUTCIIAMU JICKAPCTBCHHBIX CPCACTB Ha O}IHOﬁ cTaauu, HECKOJIBKHX
HJIM BCCX CTAAUAX TCXHOJIOTHYCCKOI'O MpOHeCCa, a TAKIKE IO XpPAaHCHUIO U pCain3allui INPOU3BCICHHBIX
JICKApCTBCHHBIX CPCIACTB;

31.1) npou3BOACTBEHHAs IUIOLIA/IKA - TEPPUTOPUATBHO 000COOTIEHHBIH KOMIUIEKC MPOU3BOAUTEIS
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JICKApCTBEHHBIX CPEICTB, TPEJAHA3HAYCHHBIA JUISI BBIOJHEHHS BCErO Ipolecca IMPOU3BOJCTBA
JIEKapPCTBEHHBIX CPEJICTB MJIM €T0 ONPEICIICHHON CTa 1,
(n. 31.1 BBenen denepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-D3)

32) nmpou3BOAUTENb JEKAPCTBEHHBIX CPEJICTB - OpraHu3alusi, OCYILIECTBIAIONIAs MPOU3BOJCTBO
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU C TpeOOBaHUAMU HacTosAlero denepaabHOro 3aK0Ha;

33) ¢apmaneBTHdecKas AEATEIBHOCTD - JEATEILHOCTh, BKIIOYAIONMAs B c€0sl ONTOBYIO TOPTOBIIO
JEKapCTBEHHBIMU  CPEICTBAMH, HX XpaHEHHe, IIepeBO3KYy U (WIM) PO3HUYHYIO TOPTOBIIIO
JICKApCTBCHHBIMU IpcliapaTaMu, B TOM YHUCIC IAUCTAHIIMOHHBIM CHOCO6OM, HUX OTIIYCK, XpaHCHHUC,
NePEBO3KY, N3TOTOBJICHHUE JICKAPCTBEHHBIX IPETIAapaToB;

(B pen. @enepanbHoro 3akoHa ot 03.04.2020 N 105-D3)

34) opraHuzanUs  ONTOBOM TOPrOBJIM  JIGKAPCTBEHHBIMU CpPEIACTBAMH -  OpTaHU3aIlus,
OCYIIECTBJISIIONIAs ONTOBYIO TOPIOBIIO JIEKAPCTBEHHBIMH CPEACTBAMHU, HUX XpaHEHUE, IEPEBO3KY B
COOTBETCTBHUH ¢ TpeOoBaHUSIMU HacTosiero deaepaibHOro 3aK0HA;

35) anTeyHas opraHu3anus - OpraHU3alus, CTPYKTYPHOE TMOJIPA3JCICHUE MEIUIIMHCKOW
OpraHu3aluK, OCYLIECTBISIONIME PO3HHYHYIO TOPIOBIIO JICKAPCTBEHHBIMHU MperapaTaMi, B TOM YHCIIE
JHMCTAaHIMOHHBIM CIIOCOOOM, XpaHEHHE, TIEPEBO3KY, U3TOTOBJIICHHE U OTITYCK JICKAPCTBEHHBIX PENapaToB
ISl METUIIMHCKOTO TIPUMEHEHHUS B COOTBETCTBUH € TPeOOBaHUSIMU HacTosiiero deaepaipHOro 3aKoHa;
(B pen. enepanbHbix 3akoHOB 0T 25.11.2013 N 317-®3, ot 03.04.2020 N 105-D3)

36) BeTepuHapHas anTe4yHas OpraHMW3alUs - OpraHu3alys, CTPYKTypHOE II0/Ipa3/ielicHHe
BETEpUHAPHOW OpPTaHU3aIMH, OCYIICCTBISIONINE PO3HUYHYIO TOPTOBIIO JIGKAPCTBEHHBIMHU TIperapaTaMu,
B TOM UYHCJIE€ JAMCTAaHIMOHHBIM CIOCOOOM, XpaHEHHE, H3TOTOBJIEHHE W OTIYCK JIEKAPCTBEHHBIX
npemnaparoB jid BETCPUHAPHOI'O NPHUMCEHCHUA B COOTBETCTBUU C Tp€6OBaHI/I$[MI/I HaCToAIIEeTro
denepanbHOro 3aKOHA;

(B pen. @enepanbHoro 3akoHa ot 03.04.2020 N 105-03)

37) dbanpcuduIpoBaHHOE JIEKAPCTBEHHOE CPEJCTBO - JEKAPCTBEHHOE CPEICTBO, COMPOBOKIAEMOE
JIO’KHOU MH(OpMaIel 0 ero CocTaBe U (UITK) TIPOU3BOIUTEIIE;

38) HemoOpoKayecTBEHHOE JIEKApCTBEHHOE CpPEIACTBO - JIEKAPCTBEHHOE CpPEACTBO, HE
COOTBETCTBYIOIIEE TpeOOBaHUSIM (hapMaKOINEeHHON CTaThu JIMOO B Clydae €€ OTCYTCTBHS TpeOOBaHUSAIM
HOPMaTHUBHOM JOKYMEHTAlIUHU UM HOPMATUBHOT'O IOKYMEHTA;

39) koHTpadakTHOE JEKAPCTBEHHOE CPEJICTBO - JICKAPCTBEHHOE CPEACTBO, HAXOIAIIEECs B 000pOTE
C HapyIIEHUEM TPaKJaHCKOTO 3aKOHO/IaTeIhCTBA,

40)  [OKIMHMYECKOE  HCCIEeOBAaHUME  JIEKAPCTBEHHOI'O  CpPEACTBA -  OMOJIOTMYECKHe,
MUKpPOOUOIOTHYECKHNE, UMMYHOJIIOTHUECKHE, TOKCHKOJIOTUYECKHE, (apMaKoJoruveckue, (usndeckue,
XUMUYECKUE U APYTHE UCCIEIOBAHUS JEKAPCTBEHHOTO CPEICTBA IMMyTEM NMPUMEHEHUsI HAYYHBIX METOJIOB
OILICHOK B IIEJISX MOMY4YSHHS JOKA3aTeNbCTB O€30MacHOCTH, KauecTBa U d9()(PEKTUBHOCTH JIEKAPCTBEHHOTO
CpEICTBa;

4]) KIMHUYECKOE HCCIIEOBAaHUE JIEKAPCTBEHHOIO Ipenapara - HW3Y4YeHHE IUarHOCTHYECKHX,
ne4eOHBIX, MPOPUIaKTUIECKUX, (apMaKOJIOTHYECKHX CBOWMCTB JIEKAPCTBEHHOTO IpernapaTa B Ipolecce

www.consultant.ru Crpannna 10 u3 139
HaJeKHasl IpaBoBasl MOAAEPIKKa


http://www.consultant.ru/
http://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=05.04.2021&dst=100046&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=349322&date=05.04.2021&dst=100014&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=197264&date=05.04.2021&dst=101069&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=349322&date=05.04.2021&dst=100015&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=349322&date=05.04.2021&dst=100016&fld=134

®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

€ro MpPUMEHEHHUs y 4eJIOBeKa, >KUBOTHOTO, B TOM YHCJE IPOLIECCOB BCACBHIBAHUSA, pacIpe/eieHHUs,
W3MEHEHUST UM BBIBEJCHUS, IyTEM MPUMEHEHHUS HAay4YHBIX METOJOB OICHOK B LEISAX MOJTYyYEHUs
JI0Ka3aTeNIbCTB 0€30MacHOCTH, KauecTBa U (G (EKTHUBHOCTH JIEKAPCTBEHHOTO Ipenapara, JaHHBIX O
HEXEJIATEJIbHBIX pEeaKUUsAX OpraHu3Ma 4YeJIOBEKa, JKUBOTHOIO Ha IMPUMEHEHHUE JIEKApCTBEHHOTO
npernapata U o0 3(dexre ero B3aUMOJEHCTBUS C IPYIMMH JICKAPCTBEHHBIMHU MpernaparamMd U (WJIH)
MUIIEBBIMU TPOJIYKTAMHU, KOPMaMHU;

42) MHOTI'OLICHTPOBOC KIIMHUYCCKOC HCCICAOBAHUE JICKAPCTBCHHOI'O IIpe€riapaTta ajd MCAUIIMHCKOI'O
MNPpUMCHCHUA - KIIMHHUYCCKOC HCCIICAOBAHUC JICKAPCTBCHHOI'O IIpfliapara A MCAUIUHCKOIO
IIPUMEHECHUSA, ITPOBOANMOC pa3pa60TLII/IKOM JICKApCTBCHHOI'O IIpfliapara B ABYX H boiee MCEIHULMHCKUX
opraHu3anusax 1Mo CAMHOMY IMPOTOKOIY KIIMHUYCCKOTO UCCICAOBAHUS JICKAPCTBCHHOTI'O IIpCIiapara,

43) MCKAYHAPOAHOC MHOI'OLICHTPOBOC KIIMHHUYCCKOC HCCICIOBAHHC JICKAPCTBCHHOI'O IIpCIlapara
AJId MECAUIUHCKOTO MPUMCHCHHA - KIMHUYCCKOC MCCICAOBAHUC JICKAPCTBCHHOI'O IIplriapara IJId
MCAUIUHCKOI'O IIPUMCHCHUA, ITPOBOJHUMOC pa3pa6OT‘II/IKOM JICKAPCTBCHHOI'O IIpfIiapara B pPa3JIMYHBbIX
CTpaHax Imo €AMHOMY IIPOTOKOJIY KIIMHUYCCKOI'O UCCIICAOBAHUA JICKAPCTBCHHOTI'O ITPLCIiapara;

44) MOCTPErucTpalMOHHOE KIWHUYECKOE HCCIEOBaHUE JICKAPCTBEHHOIO TMpemapara Uit
MEIUIIMHCKOTO TPUMEHEHHUS - KIMHUYECKOE HCCIIeIOBAHUE JICKAPCTBEHHOIO Ipenapara s
MEIHUIIMHCKOTO MPUMEHEHUs, TPOBOJANMOE MPOU3BOIUTENEM JIEKAPCTBEHHOTO Mpernapara, rpaxaaHCKHil
000pOT KOTOPOTO OCYIIECTBIIIETCS TOCJIE TOCYAAPCTBEHHOW PETUCTpAIMH, B IENSAX JAOMOJHHTEIHHOTO
cbopa IaHHBIX 0 ero 6e30macHOCTH U YPGEKTUBHOCTH, PACIIUPEHHS TOKa3aHUI K PUMEHEHHUIO JaHHOTO
JIEKApCTBEHHOTO MperapaTa, a TAKKe BhISIBJICHUS HEXKEJIATeIbHBIX PEAKIMi MallMeHTOB Ha €Tr0 JICUCTBHE;

45) wuccnenoBaHue OHMOIKBHBAJICHTHOCTH JICKAPCTBEHHOTO TIIperapara - BHUJI KIMHUYECKOTO
MCCIIEJOBAaHMS JIEKAPCTBEHHOTO IperapaTa, MPOBEAEHHE KOTOPOTO OCYLIECTBISETCS IS ONpEeAeTIeHUs
CKOPOCTH BCAaChIBaHUsI M BBIBEJICHHMS OJHOTO WJIM HECKOJBKHMX OONajgaromux (apMakoJIOrH4ecKoi
aKTUBHOCTBIO JICHCTBYIOIIMX BEHIECTB, KOJUYECTBA JICKAPCTBEHHOTO TMIperapara, IOCTUTAOIIETO
CHCTEMHOTI'0 KpPOBOTOKA, W Pe3yJbTaThl KOTOPOTO IMO3BOJIAIOT CJeNaTh BBIBOJ O OMO’KBUBAJIEHTHOCTH
BOCIIPOM3BEICHHOTO JIEKAPCTBEHHOTO MperapaTa B OMPE/IeIEHHbBIX JIEKapCTBEHHOH (opme U 103MpOBKeE,
COOTBETCTBYIOLINX (hOpME U JO3UPOBKE pehepeHTHOro JIEKapCTBEHHOTO Mpenapara;

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

46) wuccienoBaHHWE TEpaNeBTUYECKOM HKBUBAIEHTHOCTH JIEKAPCTBEHHBIX MPENapaToB - BHJ
KJIMHAYECKOT'O MCCIIEOBAHNUs JIEKAPCTBEHHBIX MPENapaToB, MPOBEJCHNE KOTOPOr0 OCYIIECTBIIAETCS IS
BBISIBIIEHUS] OJTUHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX MPENApaToOB ONpPEeIEHHON JeKapCTBEHHOH (opMbl, a
TAaKK€ HaJIWuus OJMHAKOBBIX TIIOKa3aTened Oe30macHOCTM M 3(PPEKTUBHOCTH JIEKAPCTBEHHBIX
IpernapaToB, OJJUHAKOBBIX KIMHUYECKUX 3(P(PEKTOB NpH UX MPUMEHEHHH;

47) npOTOKOJA KIMHUYECKOTO HCCIIEJOBAaHMSI JIEKapCTBEHHOTO IMpernapara - JOKYMEHT, B KOTOPOM
OTIpENIeNIAIOTCS 11eH, (POPMBI OpraHU3alMi U METOJOJIOTUS MPOBEACHUS KIMHUYECKOTO MCCIIEeIOBAHUS,
CTaTUCTUYECKUE METO/bl 00pabOTKHU pe3ylbTaTOB TAKOTO HCCIEJOBAHMUS M MEphl MO OOECIeYEHHUIO
06e30macHOCTH (U3MYECKUX JIMI, YYaCTBYIOIIUX B KIMHHYECKOM HCCIEJIOBAaHUH JIEKAPCTBEHHOTO
npernapara;

48) 6p01mopa HCCICA0BATCIIA - CBOJAHOC U3JIOKCHHUC PC3YIIbTATOB JOKIIMHUYCCKOI0 UCCIICAOBAHUA
JICKAPCTBECHHOTO  CpCACTBA W  KIIMHHUYCCKOrO HCCICAOBAHHA JICKAPCTBCHHOI'O IIpfrapara i
MCIUITUHCKOT'O IPUMCHCHU
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49) uHpopMalMOHHBIN JTMCTOK MAlMEHTa - JOKYMEHT, B KOTOPOM COJepkKarcs B JOCTYMHOU Gopme
CBEJICHUsI, Kacalolllhecs MPOBOJUMOIO KIMHUYECKOTO HCCIEAOBaHUs JIGKAPCTBEHHOTO Mpemnapara, U B
MUCbMEHHOW (opme 10OpOBOJIBHOE COTjlacHe MalMeHTa Ha y4yacTHe B KIMHHUYECKOM HCCIIEJOBaHUU
JIEKapCTBEHHOI'O IIpernapaTa I0CJI€ O3HAKOMJIEHHMSI C OCOOEHHOCTSMHU KIMHUYECKOTO HCCIEI0BaHUS,
MMEIOLIUMH 3HAYCHUE JJIs BBIPAXKEHUS TAKOTO COTJIACHS;

50) nobouyHoe [neHcTBUE - pEaKUusl OpraHu3Ma, BO3HHUKIIAs B CBA3M C IPUMEHEHUEM
JICKQpCTBEHHOTO TIperapara B 032X, PEKOMEHIYEMbIX B HHCTPYKIMH MO €ro NPUMEHEHUIO, IS
npoUIAKTUKH, AMATHOCTUKH, JICUCHUS 3a00JICBAaHUS WIH I PeaOuINTALINN;

50.1) HexenarenpHas peaklUMsl - HENpeJHAMEepeHHas HeOIarompusiTHas peakius OpraHu3Mma,
KOTOpasi MOKET OBITh CBsI3aHa C MPUMEHEHUEM JIEKAPCTBEHHOTO TIperapara;
(m. 50.1 BBenen @enepasibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

51) cepre3Has HexenareiabHas pPEAKIUs - HEKeJaTelbHas peakUuss OpraHu3Ma, CBSI3aHHas C
MIPUMEHEHHEM JIEKApCTBEHHOTO IMIpernapara, MpHUBEAlIas K CMEPTH, BPOXKIACHHBIM AaHOMAIHUSM WIH
MOpOKaM Pa3BUTHUS JIMOO MPENCTaBIAONIass COOOW Yrpo3y JKM3HH, TpeOyromas TOCHUTAIH3ANHA MU
MpUBE/IIAs K CTOUKON yTpaTe TPYA0CIOCOOHOCTH U (MITH) MHBAIUIHOCTH;

52) HCMIPCABUACHHAA HCKCIATCIIbHAA PCAKLUA - HEXKEIATCIbHAsA PCAKLKUA OpraHu3Ma, KOTopas
CBsi3aHA C TPUMCHECHHEM JICKApPCTBEHHOTO Ipernapara B Ji03aX, PEKOMEHIYEMBIX B IPOTOKOJE €ro
KIMHAYECKOTO HCCIICOBAaHMs, OpOIIIope WCCIeNoBaTeNs, WM C TNPUMEHEHHEM JIEKapCTBEHHOTO
mpernapara B J103aX, PEKOMCHIYEMBbIX B HMHCTPYKIUH [0 €ro MPUMEHEHHIO Ui NPOQUIAKTUKH,
JUArdHOoCTHUKH, JICUCHUA 3a00JIeBaHUs MU MCIII/IHI/IHCKOI\/JI p€a6I/IJII/ITaIlI/II/I MManueHTa, U CyYIHOCTb, TAXKCCTb
WIA HUCXOJ KOTOPOW HE COOTBETCTBYET MH(OPMAIMU O JICKAPCTBEHHOM IIperapare, CoJepiKaliencs B
MPOTOKOJIE €ro KIMHUYECKOTO WCCIEeNOBaHUS, OpOIIIOpPE HWCCIEAOBATENsl WIM B HHCTPYKIMH 10
MPUMEHEHUIO JIEKAPCTBEHHOT'O MIPerapara;

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

52.1) dapmakoHang30p - BUA JEATEIBHOCTH MO MOHUTOPUHTY 3()(eKTUBHOCTH U 0€30MacHOCTH
JIEKApCTBEHHBIX  TPEMapaToB, HANpPaBJICHHBIM Ha  BBISBIIEHWE, OICHKY H  MPEJOTBPAIICHUE
HEeXeNaTelbHbIX MOCIEACTBUN TPUMEHEHNUS JIEKAPCTBEHHBIX IIPENapaToB;

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

52.2) miaH ynpaBleHUS PUCKaMHU - TOAPOOHOE OMHCaHWE MEpONpHUATHl To (apMakoHAA30pY,
HaIpaBJICHHBIX Ha BBISBIICHHE, OIEHKY W TPEIOTBpAICHUE WM MUHUMHU3AIHNIO PUCKOB, CBSI3aHHBIX C
JIEKapCTBEHHBIMU TperapaTaMu, BKIt04Yas OleHKY 2P PEeKTUBHOCTH JaHHBIX MEPOTIPUSATHH;

(m. 52.2 BBenen denepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-D3)

53) penent Ha JEKapCTBEHHBIM MNpemapar - MEIUIMHCKAN JOKYMEHT YCTaHOBJIEHHOH (DOpMBI,
coJlepKalllMii Ha3HA4YeHHE JIEKAPCTBEHHOrO Ipenapara Uil MEJMIIMHCKOIO IPUMEHEHHs], BbIIAHHBIA
MEIUIUHCKUM pabOTHUKOM B LIEISIX OTIYCKa JIGKAPCTBEHHOTO Mperapara MM €ro M3roTOBJICHUS U
OTITyCKa Ha OyMa)KHOM HOCHUTEJIE UJIM C COTJIaCHs MAllMeHTa WM €ro 3aKOHHOTO MPECTaBUTENS B popme
AJIEKTPOHHOI'O JOKYMEHTA, IOJAMUCAHHOTO C UCIOJb30BAHUEM YCWJIEHHOW KBaJHU(PHUIMPOBAHHOMN
ANEKTPOHHOW TMOAMMCH MEIULUHCKOrO pabOTHUKA, JUOO JIOKYMEHT YCTaHOBJIEHHOW (OpMBI,
coJiepKalllMii Ha3HA4YEHHUE JIEKAPCTBEHHOI'O Ipenapara Uil BETEPUHAPHOIO INPUMEHEHMsI, BbIJAHHBIN
CHEIHAMCTOM B O00JIaCTH BETEPUHAPUU B LEISIX OTIYCKa JIEKapCTBEHHOIO Ipenapara WM €ero
M3TOTOBJICHHS U OTITYCKa Ha OyMa)XHOM HOCHTEJIE;
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

(B pen. deaepanbhbix 3aKkoHOB OT 29.07.2017 N 242-D3, ot 02.08.2019 N 297-D3)

54) TpeboBaHMEe MEAMIMHCKOW OpraHu3allid, BETEPUHAPHOM OpraHu3almuu - JIOKYMEHT
YCTAHOBJIEHHOM ()OPMBI, KOTOPBI BBIMCAH MEJUIIMHCKUM PAOOTHUKOM MJIM CIIELHUAIUCTOM B 00JacTH
BEeTEpUHAPUH, MMEIOIIUMH Ha 3TO NPaBO, M COACPKUT B NMHCbMEHHOH (hopMe yKa3zaHHE anTedyHOU
OpraHu3allK WM BETEPUHAPHON anTeyHOH opraHu3anuu o0 OTIyCKe JIEKAPCTBEHHOIO MpernapaTa Hiu o
€ro U3roTOBJIEHUH U 00 OTIIyCKe JUIsl oOecrieueHHs JIe4eOHOro mpouecca B MEAUIIMHCKON OpraHu3aluy,
BETEpUHAPHOW OpraHu3aIuiy;

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

55) KOMIUIEKCHas OIlEHKa JIEKApCTBEHHOrO0 Iperapara - OLEHKa 3aperucTpUpPOBAHHOIO
JIEKapCTBEHHOTO TIperapara, BKIYaromas B ce0s aHam3 WHOOpPMAIUK O CPAaBHUTEIHHON KIMHHYECKOU
3¢ (hHeKTUBHOCTH U 0€30MaCHOCTH JIEKAPCTBEHHOTO Mpernapara, OlEeHKY IKOHOMUYECKUX TOCIEICTBUN €T
MIPUMEHEHHUSI, W3YYCHHUE JIOMOJHHUTEIbHBIX IOCICACTBUI TPUMEHEHUs JICKAPCTBEHHOTO IIperapara B
LEeIsIX NPUHATHSA pPElIeHUH O BO3MOXKHOCTH BKIIIOUEHHUS JIGKAPCTBEHHOrO IIpernapara B IepedeHb
KU3HEHHO HEOOXOJMMBIX M BaXXHEHIINX JIEKAPCTBEHHBIX MPENapaToB, HOPMATUBHbBIC MTPABOBbIC aKThl U
WHBIE JOKYMEHTBI, ONPEAETSIONINe MOPSIOK OKa3aHUsI MEIUIIMHCKON MOMOIIY, UM UCKIIIOUYEHHUS ero U3
YKa3aHHBIX MEPEYHSs, aKTOB U JIOKYMEHTOB;

(m. 55 BBeneH denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

56) cucTreMa MOHHMTOPHHIa JBIMOKCHHS JICKAPCTBEHHBIX MPEMapaToB I  MEIUIUHCKOTO
npuMeHeHus - (enepanpHas rocydapcTBeHHass HH(POpPMAIMOHHAs CHCTEMa MOHUTOPUHTA JBUKCHUS
JIEKAPCTBEHHBIX TMPENapaToB JUIsi MEIUIMHCKOTO MPUMEHEHHS OT NPOU3BOAMUTENS /O KOHEUYHOTO
MOTpPeOUTENsI C MCIOJB30BAaHUEM B OTHONICHWUW JICKAPCTBEHHBIX IIPENapaToB IS MEIUIIMHCKOTO
MIPUMECHECHHUS CPEJICTB UACHTU(DHUKAIIHH.

(m. 56 BBeneH denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

Maga 2. MOJIHOMOYUA ®EQEPAJIbHbIX OPFTAHOB UCMONMHUTENBHON
BNACTWU, OPFAHOB UCMOJIHUTENBbHOW BNNACTU CYEbEKTOB POCCUMNCKON
®EAEPALMU NPU OBPALLEHUU NEKAPCTBEHHbLIX CPEACTB

Cratba 5. MNonHomounsa depepanbHbIX OPraHOB MWCNONIHUTENbLHOW BRacTu MNpwu
obGpalleHnu fnekapCcTBEeHHbIX CPeacTB

K norHOMOUMSIM @enepanLHHx OpraHoB HCIIOJIHUTEILHOM BJIACTH Inpu O6paHICHI/II/I JICKApCTBCHHBIX
CpCACTB OTHOCATCH:

1) npoBenenne B Poccuiickoii @Denepanuu €AUHONW TOCYAApCTBEHHOH MOJUTUKM B oO0jacTu
obecrieyeHus JIeKapCTBEHHBIMU IIpenapaTaMu rpaxjaad B Poccuiickoit @enepanuy;
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

2) yrBepxkaeHHe oOmmMX (apMaKONMEeWHbIX cTaTed, QapMakomeWHbIX CTaTed, W3JaHHe
rOCyJIapCTBCHHOMN (hapMaKoIieH, CO3IaHNe U BeJICHHE peecTpa (papMakoneHHBIX CTaHIapPTHRIX 00pa3IloB;
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

3) ocyIiecTBIeHHEe TOCYIapCTBEHHOTO KOHTPOJs (Haa3opa) B cepe oOpaiieHus JEeKapCTBEHHBIX
CpPEACTB;
(B pen. ®enepanbHoro 3akona ot 25.06.2012 N 93-d3)
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(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

4) nuueH3upoBaHUE MTPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEICTB U (papMaLeBTUUECKOH AeATeNbHOCTH B
COOTBETCTBHHU C 3aKOHOAATENbCTBOM Poccniickont denepanuu;

5) opranuzanus 3KCIEPTHU3bl JIEKAPCTBEHHBIX CPEICTB, ITHUECKOW SKCIEPTU3bl BO3MOXXHOCTHU
MPOBCACHUA KIIMHUYCCKOI'0 UCCIICAOBAHUA JICKAPCTBCHHOI'O IIperiapara AJIsd MCIUIUHCKOTO MPUMCHCHU S,
9KCHEPTU3bl  JTOKYMEHTOB, IPEJCTABICHHBIX JUId ONpPEIENCHHs BO3MOXXHOCTH paccMaTpUBaTh
JIEKAPCTBEHHBIN IIpernapaTr M1 MEIULMHCKOIO IPUMEHEHMS IPH TOCYJapCTBEHHOM PErMCTpalUHd B
KayecTBe Op(paHHOTI0 JIEKaPCTBEHHOI'O IpenapaTa;

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

5.1) opraHu3aiys TMPOBENCHHS KOMIUICKCHOW OIIGHKH JIEKApCTBEHHOIO Mperapara B IENsiX
MPUHATUS PEIICHUH O BO3MOXKHOCTHU BKJIIOYEHHS JICKAPCTBEHHOTO Mperapara B IMEpPeUYeHb >KU3HEHHO
HEOOXOUMBIX M Ba)XHEHMIIMX JIEKAPCTBEHHBIX IMperaparoB, HOPMATHUBHbBIC IPABOBBIC AKThl M HHBIC
JIOKYMEHTBI, OMPEACIAIONINE TOPSIOK OKa3aHUS MEAMIIMHCKOW TOMOINM WJIM HMCKJIIOYEHHUS €ro U3
yKa3aHHBIX MIEPEYHs, aKTOB U JJOKYMEHTOB;

(. 5.1 BBegen denepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

6) BbIJaUa pa3pelieHUi Ha MPOBEICHNE KIMHUYECKUX HUCCIIEeI0OBAaHUI JIEKapCTBEHHBIX MPEnaparosB,
BEJICHUE PEECTpa BBIJIAHHBIX PA3PEIICHUN HA MPOBEJACHUE KIMHUYECKUX MCCIEAOBAHUHN JICKAPCTBEHHBIX
MpernapaTos;

7) TocynmapcTBEHHasi pPETUCTpalvs JICKApCTBEHHBIX IPENapaToB, BEACHUE TOCYAapCTBEHHOIO
peecTpa JeKapCTBEHHBIX CPEICTB;

8) opranuzauus 1 (Win) NpoOBEACHUE HHCIIEKTUPOBAHUS CyOBEKTOB O0Opal|eHUs JIEKAPCTBEHHBIX CPEICTB
Ha COOTBETCTBME MpaBUIIaM HaJylexallel 1abopaTopHOi MPaKTUKH, TpaBUiiaM HaJyIexkalei
KJIIMHUYECKOW MPAKTUKH, MPaBUJIaM HaJIeKalle MPaKTUKU XpaHEeHUs U MePEeBO3KU JIEKapCTBEHHBIX
IpernaparoB, MpaBUIaM HajaJexalled TuCTpuObIOTOPCKOM MPaKTHKY, TPaBUIaM HaAJIeKalleld anTeqyHon
MPaKTUKU;

(m. 8 B pea. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

8.1) opranm3zanus u (W) MPOBEACHUE WHCIEKTUPOBAHUS CYOBEKTOB OOpaIlEHUs JIEKApPCTBEHHBIX
CPEICTB Ha COOTBETCTBHE TPEOOBAHMSIM TPABHI HAJIeKAIIed MPOW3BOIACTBEHHON MPAKTUKU, BbITada
3aKJIIOYEHUH O COOTBETCTBUU TMPOU3BOAMUTENS JIEKAPCTBEHHBIX CpPEICTB TPEeOOBAHUSM IpPaBUII
HaJjIeKallel MpOu3BOJCTBEHHON TPAKTUKH;

(. 8.1 BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

8.2) ycTaHOBJEHHE TMOpsAKa BEACHHUS M BEACHHE TOCYAapCTBEHHOTO peecTpa 3aKIIOYEeHUU O
COOTBETCTBHUH  TPOU3BOJUTENS  JIEKAPCTBEHHBIX CPEACTB TpPEOOBaHUSAM TIpaBWJ  HaJJIeKaIen
MPOU3BOJACTBEHHOM MPAKTUKU;

(1. 8.2 BBegeH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

9) rocynapcTBeHHas perUCTpalMsi MpPEdeNIbHBIX  OTIYCKHBIX I€H IPOU3BOAMUTENICH Ha
JICKApCTBCHHBIC TIIpCrapaTthl, BKIIOYCHHBIC B TMCPCUYCHb KXU3HCHHO HeO6XO)II/IMI)IX A BaXHEHITHX
JICKapCTBEHHBIX IMPENapaToB, W BEJCHHWE TOCYJApCTBEHHOTO peecTpa MNpeAeibHbIX OTIYCKHBIX LIEH
HpOH?:BOJII/ITeJ'Ieﬁ Ha JICKApCTBCHHBIC IpCrapaThbl, BKIOUYCHHBIC B ICPCUYCHL KU3HCHHO HeO6XO)II/IMI)IX nu
BaXHEUIIINX JIEKAPCTBEHHBIX MIPENapaToB;

(B pen. ®exnepanbHoro 3akoHa ot 06.06.2019 N 134-03)
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

9.1) cornacoBaHue MPOEKTOB PEIICHUI OPraHOB MCIOJHUTEIBHON BIIACTH CyOBEeKTOB Poccuiickoii
@enepan 00 YCTAaHOBJICHWH W (WJIM) HM3MEHEHUHM TPEACIbHBIX Pa3MEpOB OINTOBBIX HAJI0aBOK M
IpeielbHBIX Pa3MEpoOB PO3HUYHBIX HAA0aBOK K (DaKTUYECKUM OTHYCKHBIM II€HAM, YCTaHOBJIEHHBIM
IIPOU3BOJUTENIAMUA JIEKAPCTBEHHBIX IpENapaToB, Ha JIEKAPCTBEHHbIE IIperapaTbl, BKIIOUEHHBIE B
nepeyeHb )KU3HEHHO HEOOXOUMBIX U BaKHEHIIINX JIEKApPCTBEHHBIX IIPENapaTos;

(m. 9.1 BBenen denepanbHbIM 3aK0HOM 0T 13.07.2015 N 241-03)

10) Bblmauya, YCTAaHOBJIEHME TIOPSIKA BbIIAYM pa3pelICHUss Ha BBO3 KOHKPETHOM NapTHH
JIEKapCTBEHHOT0 cpeacTBa B Poccuiickyro denepanuio;
(n. 10 B pen. ®enepanpuoro 3akona ot 02.08.2019 N 297-D3)

10.1) BeIaua, ycTaHOBICHHE TOPSIIKA BBIIAYU U (POPMBI JOKYMEHTA, KOTOPBI MOATBEPKIAET, YTO
IIPOM3BOJICTBO JIEKAPCTBEHHOI'O Mpemapara JUlsi MEIUIUHCKOIO IPUMEHEHHUS OCYILECTBIEHO B
COOTBETCTBUM C TpeOOBaHMSAMM TIPaBUJ HaJJIeXkKallled [POU3BOJCTBEHHOM MPAKTUKU WJIM 4YTO
JIEKapCTBEHHBIN Ipenapar Ajs BETEpPUHApPHOIO IMPHMEHEHHs JOoIylleH K oOpamieHuto B Poccuiickoit
@denepauyy, W MNOJUIEKUT IPEACTABICHUIO 0 TPeOOBaHUIO YIOJIHOMOYEHHOI'O OpraHa CTpaHbl, B
KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIH Mpenapar;

(n. 10.1 BBenen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepanbHOro 3akoHa OT
02.08.2019 N 297-03)

10.2) Bpliaya, yCTaHOBJIEHHE IOpsIKa BbIAA4YW U (OPMbI JOKYMEHTA, COJEPIKAIIEro CBEJIECHUS O
CTaAMAX TEXHOJIOTHYECKOro IpoIiecca IMPOM3BOJICTBA JICKAPCTBEHHOTO CPEJICTBA LISl MEIUIIMHCKOTO
MIPUMEHEHHUSI, OCYIIECTBIIIEMbIX Ha TeppUTOprU EBpazniickoro 3KOHOMHUYECKOTO COI03a;

(m. 10.2 BBenen PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-03, B pen. denepaybHOr0 3aKoHa OT
13.07.2015 N 241-®3)

11) co3nanue coOBETOB MO BONPOCAM, CBA3aHHBIM C 0OpallleHUeM JIEKapCTBEHHbBIX CPE/ICTB;
12) aTTecTanus u cepTUPUKALMS CICIIHATUCTOB;
13) yrpatun cuiy c 1 centsiops 2013 roga. - @enepanbhblit 3akoH ot 02.07.2013 N 185-D3;

14) ocymecTBieHue hapmMakoHaI30pa;
(m. 14 B pen. denepanpHoOro 3akoHa ot 22.12.2014 N 429-D3)

15) yuactue B MeXIyHApOAHOM COTPYJHUYECTBE;

16) mosryyeHue 1o 3anpocam yrnoJIHOMOUYEHHOTO (eiepaIbHOr0 OpraHa UCTIOJIHUTEbHON BIACTH OT
OpPraHoOB HCIIOJHUTENbHOW BiacTu cyObekToB Poccuiickoit ®enepauuu, a Takxke OT CyOBEKTOB
oOpallleHus1 JIEKApCTBEHHBIX CPEACTB IS MEIUIIMHCKOTO NPUMEHEHUS HH(POpPMAaLUU I0 BOIpPOCaM
YCTaHOBJICHUS ¥ IPUMEHEHHUSI 1IEH Ha JIEKApCTBEHHbIE IIPErapaThl U HaJI0aBOK K HUM;

17) MNPUMCHCHUC MCP OTBCTCTBCHHOCTHU 3a HAPYHICHUC 3aKOHOAATCIIbLCTBA Poccuiickoit (Dez(epam/m;

18) yTBepkaeHHE TMpaBWJI HajJiexalled J1abopaTOpHOM MpPaKTHKH, TMpaBuUi HaJJIeKallen
KJIIMHUYECKOW IPAaKTUKH, IpaBWJI HaAJeXalledl NPOU3BOACTBEHHON IPAKTUKH, IPABWJ HaIJIeKallel
MPaKTUKA  XpaHEHUs UM  MEpeBO3KM  JIEKAPCTBEHHBIX  IpenapaTtoB, MpaBUi  HaJJexalieu
TUCTPUOBIOTOPCKONW TPAKTUKH, MpaBUJ HaJJIeKalled anTedHol MpakTHKH, NpaBWII HaJuiexkalei
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

MPaKTUKU (hapMaKOHA30pa JEKAPCTBEHHBIX MPENapaToB JIsl MEAUIIUHCKOTO PUMEHEHUS;
(n. 18 BBenen @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

19) ycranoBieHue mopsiaka GOpMHUPOBAaHUS PETHCTPAIMOHHOTO JJOChE HA JICKAPCTBEHHBIN Mperapar
1 TpeOOBaHMIA K IOKYMEHTaM B €r0 COCTaBE;
(. 19 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

20) yTBep:KIeHHE MPaBUJI PALIMOHATBHOTO BHIOOpPA HAMMEHOBAHHH JICKAPCTBEHHBIX MPENApaToB IS

MEAUIIMHCKOTO IPUMEHEHHUS,
(. 20 BBenen PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

21) yTBepkeHHUE MepeyHs] HAUMEHOBAaHUH JIEKAPCTBEHHBIX (HOPM;
(. 21 BBenen PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

22) yrpatun cuiy ¢ 1 mapta 2020 rona. - @enepanbhbiii 3akoH ot 27.12.2019 N 475-03;

23) yTBepxkAcHUE TPEOOBAaHMN K MHCTPYKIUU MO MEAUIIMHCKOMY MPUMEHEHHUIO JIEKAPCTBEHHBIX
MpPernapaToB U K MHCTPYKLIUU MO BETEPUHAPHOMY IPUMEHEHUIO JICKAPCTBEHHBIX MIPENapaTos;
(. 23 BBeneH DenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

24) nmpuHATHE PEIICHUH, SBISIOUIMXCS OCHOBAHMSIMH JJISi BKIIFOUEHHUS JOMEHHBIX MUMEH U (WIJIH)
yKasareJel CTpaHUWI[ CaWTOB B MH()OPMAIMOHHO-TEICKOMMYHHKAITMOHHON ceTn "VHTepHeT", a Takke
CETEeBBIX aJPEeCcOB B EAMHYI0 aBTOMAaTHU3UPOBAHHYIO HHQOpMAaIMOHHYIO cuctemy "EnunHbiii peectp
JOMEHHBIX HMEH, yKa3aTelleil CTpaHWI[ CaliTOB B HMH()OPMAIMOHHO-TEIIEKOMMYHHKAIIMOHHON CETH
"NuTepuer” u CETEBBIX a/Ipecos, MTO3BOJISIOIINX UACHTU(PHUIUPOBATD CalThI B
MH(POPMAIITMOHHO-TEIEKOMMYHUKAITHOHHOM ceTu "Unrtepuer", coaepxamue  HH(popMaIuio,
pacripocTpaHeHue Kotopoil B Poccuiickoit ®enepauuu 3amperieHo”, B OTHOLIEHMHM HHQOpMaINH,
coJiepKallel Mpeasio)keHne O PO3HUYHON TOProBiie JEKAapCTBEHHBIMH IpenaparaMd, B TOM 4YHCIIE
JUCTAHIIMOHHBIM  CHOCOOOM, pPO3HHMYHAs TOPrOBIS KOTOPHIMH OrpaHHYEHAa WM 3alpelieHa B
COOTBETCTBHUH ¢ HacTosiuM DeepanbHbIM 3aKOHOM, U (WJIM) UHPOPMAIUK, COJIEpKalle IpeioKeHe
O pPO3HUYHOW TOProBiie JEKAPCTBEHHBIMU IpenapaTaMy, B TOM 4YHCIE TUCTAHIMOHHBIM CIIOCOOOM,
JUIAMH, HE€ HMMEIOIIMMHU JIMIIEH3UMM W pPa3pelleHHs] Ha OCYILECTBICHHE TaKOH JeATeIbHOCTH, €CIH
MOJydeHHe JIMIEH3MM U pa3pelleHus MPeIyCMOTPEHO 3aKOHOAATEIbCTBOM 00  oOpalieHun
JIEKapCTBEHHBIX CPE/ICTB;

(1. 24 B pen. deaepanpHoro 3akoHa oT 03.04.2020 N 105-D3)

25) BBIIaya pa3peuieHruid Ha BBOJ B TPAXKIAHCKUNA 000POT UMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX
Mpenaparos.
(m. 25 BBeneH denepanbHbiM 3aKk0HOM OT 28.11.2018 N 449-03)

Kouncynbrantlntoc: npumeyanue.

Crt. 5.1 pacnpocTpaHsieTcs Ha IMOJHOMOYHS, KOTOPbIE HE MEpEeAaHbl NI OCYIIECTBICHHS OpraHam
rOCy/IapCTBEHHOW BIAcTH CyOBeKTOB PD u opraHaM MECTHOTO CaMOYIPAaBIEHUS COOTBETCTBYIOIUMU
dbenepanpabiME 3akoHamu (D3 ot 13.07.2015 N 233-D3).

Cratba 5.1. llepemaya ocywecTBneHus nonHomouun enepanbHbIX OpPraHoB
UCNONMHUTENIbBHOW BMacTu npuv oOOpaleHUM neKapCTBEeHHbIX CpeaAcTB oOpraHam
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

UCNONHUTENbLHOW BnacTn cyobekToB Poccumnckon Pepepaumm
(BBeneHa PenepanbHbIM 3ak0HOM OT 13.07.2015 N 233-D3)

[TorHOMOUMS (enepanbHBIX OPraHOB HMCIIOJHHUTEIBHON BJIACTH HpU OOpAILCHUH JIEKapCTBEHHBIX
CPEICTB, MPEAyCMOTPEHHbIE HacTosAmMM @DenepanbHbIM  3aKOHOM, MOTYT IepefaBaTbCs s
OCYLIECTBIICHHSI ~ OpraHaM  HWCIOJHUTENBHOW  BiIacTu  cyObekToB  Poccuiickoit — Deneparuu
nocranoBieHussMu IIpaButensctBa Poccuiickoit denepanuu B nopsijke, ycraHoBieHHOM DenepaibHbIM
3akOHOM OT 6 OKTAOpa 1999 roma N 184-®3 "OO6 o0muMX NPUHIMIIAX OPTaHU3AIMH 3aKOHOAATEIBHBIX
(mpeAcTaBUTENbHBIX) U HCIOJHUTENIBHBIX OPraHOB TIOCYAapCTBEHHOW BiacTH cyOBeKkToB Poccuiickoit
Oenepanun".

Cratba 6. [lonHOMOuYMA OpraHoB MCNOJSIHUTENbLHOM BRacTu cybbekta Poccumckom
®depepaumm npu obpalleHUN neKapcTBEeHHbIX CpeacTs

K mnomHomMoumMsiM OpraHoB HCIOJMHUTEIBHOUW BiacTu cyOwbekTa Poccuiickoit ®denepauuu mpu
oOpaleHuy JICKAPCTBEHHBIX CPEJCTB OTHOCSITCS:

1) pa3paboTka U peanu3anusi peTHOHAIBHBIX MPOTrPaMM OOECIICUCHUs HAcelleHUs JIEKapCTBEHHBIMU
npenaparamu;

2) yCTaHOBIJIEHHUE IPEJIENIbHBIX pa3MEpOB ONTOBBIX HAJ0ABOK M MPEJEIIBbHBIX Pa3MEepOB PO3ZHUYHBIX
Ha/J0aBOK K (aKTHUECKUM OTITYCKHBIM II€HAM, YCTAaHOBJCHHBIM IPOU3BOJUTEISIMU JIEKAPCTBEHHBIX
[IpernapaToB, Ha JIEKApCTBEHHbIC IpenapaThl, BKIIOYEHHbIE B MEpEUYEHb >KU3HEHHO HEOOXOAUMBIX M
BAKHEUIIINX JICKAPCTBEHHBIX IIPENapaToB;

3) OCYIIECTBICHHE PETHOHATBHOTO TOCYJApPCTBEHHOTO KOHTPOJNS 3a MPUMEHEHHEM IIeH Ha
JIEKApCTBEHHBIC TIpenaparhl, BKIIOYCHHBICE B TMEpPEUYCHb >KU3HEHHO HEOOXOAMMBIX U BaKHEHIIHX
JIEKAPCTBEHHBIX MpPENapaToB, OPraHU3alUsMHU ONTOBOW TOPIOBJIM JIEKAPCTBEHHBIMU CPEJICTBAMH,
anTEeYHBIMU OPTAHM3AIMSIMU, WHIWBUAYAIHHBIMH TMPEINPUHUMATEISIMA, WUMEIOMMUMH JIMIEH3UIO Ha
(bapMalleBTUUECKYIO AESITeNbHOCTh, MEIUIIMHCKUMH OpTaHU3alUSIMU, HUMEIONIMMH JUIEH3UI0 Ha
(hapMareBTUUECKYyI0 JESATENbHOCTh, M WX OOOCOOJCHHBIMH TOJApa3JeICHUsIMUA (aMOyJIaTOPHUSIMU,
denpamepckuMu U QENbIIIePCKO-aKyIIEPCKUMH  MYHKTaMU, [EHTpaMu (OTJENEeHUsAMU) OOIIei
BpayeOHON (CEeMEHOM) MPaKTHUKU), PACIOJIOKEHHBIMH B CEJIbCKUX HACEJIEHHBIX MyHKTaX, B KOTOPBIX

OTCYTCTBYIOT allTEYHbIC OpPraHU3alllu;
(B pen. DenepanbHbIx 3aKoHOB 0T 25.06.2012 N 93-D3, o1 27.12.2019 N 475-D3)

4) npuHsATHEe pemieHUs 00 HCIONB30BAaHMM Ha Teppuropun cyownekra Poccuiickoit deneparuu
Hapsy ¢ perenTaMu Ha JIeKapCTBEHHBIE MpenapaThl, 0hOPMICHHBIMA Ha OyMa>KHOM HOCHUTEJIE, PEIIECTITOB
Ha JICKApCTBEHHBIE MIperapaTsl, CPOPMUPOBAHHBIX B (HOPME IEKTPOHHBIX JOKYMEHTOB.

(. 4 BBennen denepanbHbIM 3aK0HOM OT 29.07.2017 N 242-D3)

Mnasa 3. TOCYAAPCTBEHHASA ®APMAKOINEA

Cratba 7. PaspaboTka u usgaHume rocyaapcTtBeHHOM hapmakoneu, pasmelleHue
OaHHbIX O Hen

1. Tlox rocynmapcTBeHHOW (apMakoreeil MOHUMAeTcs CBOJ OOImMUX (hapMaKOMEeHHBIX CTaTe u
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

(hapMaKOIIeHHBIX CTaTCH.

2. Pa3zpaborka oOmmx ¢apMakomeWHbIXx cTaTeil W (apMaKONeHHbIX CcTaTeld, B TOM YHUCIIE
¢dapmakonelHsIXx crareii Ha (apMakoleiHble CTaHAapTHBIE O00pa3nbl, M BKIOYEHHE UX B
rOCYJapCTBEHHYIO (DapMaKONEI0 OCYIIECTBISAIOTCS B TOPSJIKE, YCTAaHOBJICHHOM YIMOJTHOMOYEHHBIM
(enepasbHBIM OPraHOM UCTIOJTHUTEIBHON BIIACTH.

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

3. Pa3pabotka dapmakoneiiHoi cTaThu Ha pedepPEHTHBIA JIEKAPCTBEHHBIN MpenapaT U BKIIOYCHHE
ee B rOCyIapCTBEHHYIO (papMakorel0 B TEUEHHE CpOKa ACWCTBUS 3alIUTHl MCKIIOYUTENHHOTO MpaBa,
YIOCTOBEPEHHOI'0 MAaTeHTOM Ha pe)epeHTHBIN JIEKApCTBEHHBIN MpenapaT, OCYIIECTBISIOTCS C COTIacus
ero pa3padoT4HKa.

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

4. TocynmapcTtBeHHast (apMakores H31aeTCs YHOJIHOMOYCHHBIM (elepaabHbIM  OpPraHOM
WCTIOJTHUTEJILHOM BJIACTH 3a CYET CPEJICTB (peliepabHOro OrOPKETa U MOJUICKHT TIEPEH3IaHUsIM HE PEKe
4eM OJMH pa3 B IIATh JIET, B MEPUOJ MEXIY KOTOPBIMH H3JAIOTCS TPHIIOKEHHUS K TOCYNapCTBEHHOU
dapmakoriee, cojaepxaniue oOne ¢apMmakornelHple cTaThu W (M) (apMakoIleHHBIC CTaThH,
YTBEPKJICHHBIE MTOCIIE M3/IaHuUs WU IEPEU3IaHus TOCyIapCTBEHHON (hapMaKOIIeH.

5. YnonHomoueHHBIH (enepanbHblii OpraH HCHOJHUTENBHON BJIACTH pa3MellaeT JaHHbBIE O
rocyIapCTBeHHOU (hapmMakoriee U MPIIOKCHHUSIX K Hel Ha CBoeM OQHUITMAIBHOM caiite B cetn "MHTEepHET"
B YCTAaHOBJICHHOM UM MOPSJIKE.

maea 4. FTOCYOAAPCTBEHHbIA KOHTPOJIb NPU OBPALLEHUA
NNEKAPCTBEHHbIX CPEACTB

Cratbss 8. JluueH3MpoBaHMe nNpPOM3BOACTBA JIeKAPCTBEHHbIX CpPeacTB U
dapmaueBTUYECKON AeATENbHOCTHU

1. JlneH3upoBaHue MPOM3BOJICTBA JEKAPCTBEHHBIX CPEJICTB U (papMaleBTUUECKOH AeqaTelbHOCTH
OCYILECTBIISIETCA B COOTBETCTBUU C 3aKOHO1aTelbcTBOM Poccuiickoi denepanyu.

2. O0s3aTeabHBIM YCIIOBHEM ITPEJOCTABIECHUS JIMIEH3UN Ha IPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB
SBIIETCS MPUIIOKEHUE K 3asBICHUIO COMCKATelNs JIMLEH3UM NEepeyHs JIEKapCTBEHHBIX (GopM H (Min)
BUJIOB (hapMalleBTUUECKUX CYOCTaHLMN, KOTOpbIE MPOU3BOAUTENH JIEKAPCTBEHHBIX CPEACTB HaMepeH
MIPOU3BOIUTE.

3. B ciaydae HE0OXOIMMOCTH PacIIUPEHHs MPOU3BOJICTBA JEKAPCTBEHHBIX CPEIICTB 33 CUET HOBBIX
JIEKAapCTBEHHBIX (POopM H BUIOB (PapMareBTUUCCKUX CYOCTAaHIIMN MPOU3BOJUTEIh JIEKAPCTBEHHBIX
CPEICTB JIOJDKEH Nepeo(OPMHUTH JTUIIEH3UIO Ha TPOM3BO/ICTBO JEKAPCTBEHHBIX CPEJICTB.

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

4. JIuueH3us Ha MPOU3BOJACTBO JICKAPCTBEHHBIX CPEACTB ((hapMaleBTHUECKOW CyOCTaHLIMU CIIUPTa
STWJIOBOTO (3TaHOja) BBLAAETCS NPHU YCIOBUM HAJIWYMS Yy OpraHM3alli Ha MpaBe COOCTBEHHOCTH,
XO3SICTBEHHOT'O BEJICHUSI MJIM OTIEPATUBHOTO YIPABJIEHUS OCHOBHOTO TEXHOJOTMYECKOTr0 000pYyI0BaHUS
JUIS. TIPOM3BOJICTBA JTUJIIOBOTO CIHPTA, 3apETHCTPUPOBAHHOIO B COOTBETCTBUM €O cTathed 14.1
@enepanbHoro 3akoHa oT 22 HostOpst 1995 roma N 171-®3 "O rocynapCTBEHHOM pEryIMpPOBAHUU
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

MIPOM3BOJICTBA M 000pOTa 3TUJIOBOTO CIHUPTA, AJTKOTOJIBHONW M CIHUPTOCOAEpXKAIEH MPOAYKIUU U 00
OrpaHUYEHUU MOTPeOIeHUS (PACTIUTHS) aJTKOTOIBHON MPOIyKIUU".
(dactb 4 BBeneHa MenepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

Cratba 8.1. OCOOGEHHOCTM §nULUEeH3NPOBaHUA NPOU3BOACTBA FNEKapCTBEHHbIX
cpeacTtB (chbapmaueBTUYECKOW CyO6CTaHLUMK cnMpTa 3TUNOBOro (3TaHona)
(BBenena denepanbHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

1. JleiicTBue JMIIEH3MM Ha WPOU3BOJCTBO JIEKAPCTBEHHBIX CpelACTB ((apmarneBTHUECKO
CyOCTaHIIMM CHHpTa STHJIOBOTO (3TaHOJIA) MPUOCTAHABIMBACTCS B YacTH IpaBa Ha TPOU3BOACTBO
(dapmaleBTHUECKO CyOCTaHIIMKM CHHPTA ATHIIOBOTO (3TaHOJA) JIMLIEH3UPYIOIIUM OPraHOM B CiIydasX,
onpeneneHHbIx cratheil 20 @enepanpHoro 3akoHa ot 4 mas 2011 roga N 99-O3 "O nuneH3upoBaHUU
OTJENbHBIX BHUJOB JAEATEIHHOCTU", a TakKe Ha CPOK NPUOCTAHOBJICHHS JEWUCTBUS JHIICH3UH Ha
MIPOU3BOJICTBO 3TUIIOBOTO CITUPTA JIJIsl TPOU3BOJICTBA (hapMAaIEBTHUECKON CyOCTaHIIUN CIIHPTA STHIOBOTO
(aTaHona), BbIIaHHOM B cooTBeTcTBUH ¢ DenepanbHbiM 3aKk0HOM OT 22 HOosiOps 1995 roga N 171-®3 "O
TOCYJapCTBEHHOM pEryJIHpPOBaHUHM TPOU3BOACTBA M 00OpPOTa OJTWUIIOBOTO CIUPTA, AaTKOTOJBHOH U
CHUPTOCOJEpIKAIIEH MPOAYKIIMH U 00 OrpaHHYEHUU NOTPeOIeHHs (PACTIUTHUS) AIKOTOJILHONU MPOIYKIIHH".

2. JleiicTBHe IMIEH3WM Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEICTB ((hapManeBTHUECKOU
CyOCTaHIIMM CIIUpTa 3TWIOBOrO (3TaHOJIA) B 4YacTW IpaBa Ha IPOU3BOJACTBO (papMaleBTUUECKOIl
CyOCTaHIIMM CHUPTA JTWIOBOTO (3TaHOJIA) MPEKpaIaeTCcsl JUIEH3UPYIOIIMM OpPraHOM B CIyYasXx,
onpenaeneHHbIx crarbeil 20 denepanbHoro 3akoHa oT 4 mas 2011 roga N 99-®3 "O nuneH3upoBaHUU
OTIENbHBIX BHJIOB JEATEIbHOCTU", a TaKXKe C JaTbhl IPEKpalleHUs WM aHHYJIUPOBAHUS JEWUCTBUS
JMIIEH3UM Ha TPOM3BOJCTBO ATUJIOBOTO CIMPTA Ul NMPOU3BOACTBA (hapMaleBTHUECKOW CyOCTaHIIUM
CIUpTa 3TUIIOBOTO (3TaHOMA), BEIJAHHON B cooTBeTCTBUM ¢ DenepanbHbiM 3akOHOM OT 22 HOsiOpst 1995
roga N 171-®3 "O rocyaapCTBEHHOM pEryJIMpPOBAHUU IMPOU3BOACTBA U 00OpOTa ATUIOBOTO CIHPTA,
QJIKOTOJIBHOM U CIUPTOCOJIEpKalllel MpOAyKIMM U 00 OrpaHMYeHUM MOTpedsieHus (paciuTus)
QJIKOTOJIBHOM NMPOyKIUH "

Cratba 9. [locymapcTBeHHbIN KOHTponb (Hag3op) B cdepe obGpaweHus
NneKapcTBEHHbIX CPeaAcTB
(B pen. @enepanbHoro 3akona ot 25.06.2012 N 93-D3)

1. l'ocynapcTBeHHBIN KOHTPOJIb (Haa30p) B chepe oOpalleHus JIeKapCTBEHHBIX CPEJICTB BKIIIOYAET B
ceos:

1) JUIEH3MOHHBIH KOHTPOIb B cdepe MPOU3BOJACTBA JIEKAPCTBEHHBIX CPEIACTB U B cdepe
(dhapmareBTHUeCKOn NesATeTbHOCTH;

2) denepanbHbIN rocy1apcTBEHHBIA HA/130p B cepe 0OpalieHus IeKapcTBEHHBIX CPEJICTB;

3) BEIOOPOYHBIN KOHTPOJIb Ka4eCTBA JIEKAPCTBEHHBIX CPEJICTB.
(n. 3 BBenneH PenepanibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

2. JluueH3WOHHBIH KOHTpOJIb B cdepe MNPOM3BOACTBA JIEKAPCTBEHHBIX CPEICTB U B cdepe
(bapMarieBTUYECKOH JEeSATETbHOCTH OCYLIECTBISETCS YHOJHOMOYEHHBIMH  (eAepabHbIM  OpraHOM
WCTIOTHUTEJIPHOW BJIACTM W OpraHaMHU HCIIOJTHHUTEIIBHOW BIIacTH CyOBekTOB Poccuiickoit deneparuu
COTJIACHO MX KOMIIETEHIIMU B MOpSJKE, ycTaHOBIeHHOM dDenepanbHbIM 3aKOHOM OT 26 aekabps 2008
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

roga N 294-®03 "O 3ammure npaB HOPUAMYECKUX JIMI[ U WUHAUBUIYAIBHBIX MpEANpUHUMATEICH Npu
OCYILIECTBIEHUN TI'OCYAAPCTBEHHOTO KOHTPOJS (HaA30pa) M MYHUIMIAIBHOIO KOHTPOJIA", C Y4ETOM
0CcOOEHHOCTEH OpraHu3alyu U IPOBEIEHHs IPOBEPOK, YCTaHOBIEHHBIX DeepanbHbIM 3aKOHOM OT 4 Mast
2011 roga N 99-@3 "O nuueH3upoBaHUM OTAEIbHBIX BUI0OB JAESITEIBHOCTH" .

3. ®epepanbHbI TIOCYJapCTBEHHBI Ham30p B cdepe oOpalleHus: JIEKapCTBEHHBIX CPEICTB
OCYIIECTBISICTCA YIOJTHOMOYEHHBIMH (pe/lepalbHBIMI OpraHaMH HCIOJHUTEIBHON BiacTH (nanee -
OpraHbl TOCYJApCTBEHHOTO HaJ30pa) COMIACHO HUX KOMIIETEHIMM B IOPSAAKE, YCTAaHOBJICHHOM
IIpaBurenscTBoM Poccuiickoit denepanuu.

4. denepanbHblii TOCYIapCTBEHHBIH HAI30p B cdepe O0OpalicHHs JIEKaAPCTBEHHBIX CPEICTB
BKJIFOUYAET B ce0s;

1) opraHu3anuio U MpoBeICHHUE MPOBEPOK COOMIONEHHS CYOBEKTaMH OOpallleHHs JIEKapCTBEHHBIX
CpCACTB YCTAHOBJICHHBIX HACTOAIIMM q)eI[epaJH)HI)IM 3aKOHOM W IMPUHATBIMHU B COOTBCTCTBHU C HUM
VMHBIMH HOPMAaTHBHBIMU TPaBOBBIMU akTamu Poccuiickoii @enepannu TpeOOBaHMHA K TOKIMHUYECKUM
HCCICAOBAaHUAM JICKAPCTBCHHBIX CPEACTB, KIIMHUYCCKHUM HCCJICIOBAHUAM JICKAPCTBCHHLBIX IIPCIIapaToB,
XpaHEHHIO, TepeBo3Ke, BBO3y B Poccmiickyro ®Denepauunio, OTHYCKYy, pealM3alldHl JIEKapPCTBEHHBIX
CpCACTB, HNPUMCHCHHIO JICKAPCTBCHHBLIX IIPCIAapaToB, YHHUUYTOXCHUIO JICKAPCTBCHHBLIX CPCACTB,
YCTaHOBIICHHIO TIPOW3BOJUTEISIMU JIEKAPCTBEHHBIX MPENapaTroB IIEH Ha JIEKAPCTBEHHBIC IpenapaThl,
BKJIFOYCHHBIC B IICPCUCHDb KU3HCHHO HCO6XOI[I/IMI)IX 1 BOKHEHIITNX JICKApPCTBCHHLBIX IMPCIIapaToOB, 4 TAKKEC
COOJIIO/ICHHST  YIIOJIHOMOYEHHBIMH ~ OpraHaMH HCHOJHHUTEIbHOM BiacTH cyOBbekToB Poccuiickoid
q)eﬂepaum/l MCTOAWKHN YCTAHOBJICHUA TMIPCACIBbHBIX Pa3sMCpPOB OIITOBBIX HaI[6aBOK n MpCACIIbHBIX
pa3MepoB PO3HUYHBIX HAI0ABOK K (PaKTHYECKUM OTIYCKHBIM II€HAM, YCTAHOBJIEHHBIM ITPOU3BOJUTEIISIMU
JICKApCTBCHHBIX IpCIIapaToB, Ha JICKAPCTBCHHBLIC IIPCIapaTbl, BKIIOYCHHBLIC B MNCPCUYCHL KU3HCHHO
HEOO0XOAUMBIX U BXKHEHIINX JIEKapCTBEHHBIX MIPENapaToB (ajee - o0s3aTebHble TPeOOBaHNS);

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

2) opraHM3aluIO U IpOBeIeHNe IPOBEPOK COOTBETCTBHUS JIEKAPCTBEHHBIX CPEJCTB, HAXOIAIINXCS B
rpaXx/a1aHCKOM 000pOTe, YCTAHOBJICHHBIM TPEOOBAHUIM K UX KaUECTBY;

2.1) npoBesieHNEe KOHTPOJIBHBIX 3aKYyIMOK B LIEISIX MPOBEPKU COONIIOJCHUS CyObEeKTaMu OOpallieHus
JIEKapCTBEHHBIX CPEJICTB, OCYIIECTBISIOIMMHU PO3HUYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMU IpernapaTamu
JUIS MEIMLUHCKOrO INPUMEHEHMs], NMPABUJ OTIYCKAa JIEKAPCTBEHHBIX IIPENapaTtoB Uil MEAULIMHCKOTO
NpUMEHEHUss M (Miau) 3ampera Mnpojaxd  (aabCU(PUIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEACTB,
HEe1I00pOKAYEeCTBEHHBIX JICKAPCTBEHHBIX CPEJCTB U KOHTPa(paKTHBIX JIEKAPCTBEHHBIX CPEJICTB;

(. 2.1 BBegeH denepanbHbiM 3akoHOM OT 27.12.2018 N 511-D3)

2.2) npoBeieHue KOHTPOJIBHBIX 3aKYyIOK B LIESAX MPOBEPKH COOMIOIEHUS CyObeKTaMHu OOpaleHus
JIEKapCTBEHHBIX CPEJICTB, OCYIIECTBISIOUMMHU PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMU IIperapaTaMmu
JUIE  BETEPUHAPHOTO TPHUMEHEHUs, NpaBWiI HaAJeKalleld anTeyHOM NpPaKTUKU JIEKapCTBEHHBIX
MpernapaToB JUisl BETEPUHAPHOIO MPHUMEHEHHs W (WIM) 3ampera MNpojaaxu ¢anbcuPUIMPOBAHHBIX
JICKapCTBEHHBIX CPEACTB, HEJOOPOKAUYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB U  KOHTPa(aKTHBIX
JIEKapCTBEHHBIX CPE/ICTB;

(m. 2.2 BBenen denepanbHbpiM 3aK0HOM 0T 02.08.2019 N 297-03)

3) opraHu3aiMio 1 MpoBeaeHue GapMakoHaa30pa;
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(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

4) npuMeHeHue B MOPAKE, YCTAHOBIEHHOM 3aKOHOJAaTeNnbCcTBOM Poccuiickoit denepauuu, mep 1o
MIPECEUYEHUIO BBISBICHHBIX HAPYIICHUH 00s3aTeNbHBIX TPEOOBaHMHA M (WJIM) YCTPAHEHUIO TOCIIEACTBUI
TAaKUX HapyIIEHUH, B TOM YHWCJIE MPUHATUE PEIICHUS O HAXO0XKIEHUM JICKapCTBEHHBIX CPEJICTB B
oOpalleHny, BpIAaYy NPeaNIcanuii 00 yCTpaHEHNUH BBISBICHHBIX HAPYIICHUH 00s3aTeNbHbBIX TPeOOBAaHHIMA
U TIIPUBJIEYEHHUE K OTBETCTBEHHOCTH JINL, COBEPIIMBIIUX TaKUE HAPYILECHUS.

(uactsb 4 B pen. enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

5. ®enepanbHbli TOCYJApCTBEHHBIN Haa30p B cdepe oOpalieHUs JEKapCTBEHHBIX CPENICTB
OCYIIIECTBISICTCSL B TOpsAKe, ycTraHoBieHHOM DenepanbHbiM 3akoHOM OT 26 nmekadpst 2008 roma N
294-®3 "O 3ammTe NpaB OPUANYECKUX JIMIl W HWHAUBUIAYAJIbHBIX MpEANPUHUMATENCH Mpu
OCYILIECTBIEHUN TI'OCYAAPCTBEHHOTO KOHTPOJS (HaA30pa) M MYHUIMIAIBHOIO KOHTpOJIA", C Y4ETOM
O0COOCHHOCTEH, YCTaHOBJIEHHBIX HacTosied cratheil. [IpeaBapuTenbHOE COrlacoBaHUE C OpraHaMu
MPOKYpaTypbl CPOKOB TIPOBEJICHHS BHEIUIAHOBOM IPOBEPKH CYOBEKTOB OOpAIICHUS JIEKAPCTBEHHBIX
CpPEeICTB, a TaKkKe MpelBapUTEIbHOE YBEAOMJICHHE IOPUAMYECKUX  JIMI, WHAMBHUIYaJbHBIX
IpealpUHUMAaTeNeii 0 Hayaje MpoBEIeHUs 3ToiMl mpoBepku He Tpebyercs. OpraHbl NPOKypaTyphbl
W3BEIAIOTCA O MPOBEICHUU BHEIJIAHOBOM MPOBEPKH CYOBEKTOB OOpAIEHUSI JIEKAPCTBEHHBIX CPEICTB
MOCPEJICTBOM HAIPABJICHUSI COOTBETCTBYIOIIMX JOKYMEHTOB B T€UCHHE TPEX PabdOYMX AHEH ¢ MOMEHTa
OKOHYaHUS MPOBEACHUS YKA3aHHOM BHETJIAHOBOW MPOBEPKHU.

(uactsb 5 B pen. enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. JIoOKHOCTHBIE JHIIa OpraHa TOCYJapCTBEHHOIO HaJ30pa B TMOPSJKE, YCTaHOBICHHOM
3akoHoJaTenbcTBOM Poccuniickor denepanniv, UMEIOT MPaBo:

1) momyyaTh Ha OCHOBAaHHWHM MOTHBHPOBAHHBIX MHUCHMEHHBIX 3alPOCOB OT CYOBEKTOB OOpalleHus
JICKaPCTBCHHBIX CPEJICTB, OPraHOB HCIOJHUTEILHON BIIaCTH CYOBEeKTOB Poccuiickoit ®exepanuu u
OpraHOB MECTHOTO CaMOYMNpaBlieHUS JOKYMEHTHl M HH(OpMalMio 1O BoOmpocaM oOpalieHus
JIEKaPCTBEHHBIX CPEJICTB;

2) OecrnpensTCTBEHHO IO TMPEIbSBICHUH CIYKEOHOTO YIOCTOBEPEHHMs] W KOMHUHM IpHKa3a
(pacnopsikeHMs) opraHa rocy/1apCTBEHHOI'O Ha/A30pa O Ha3HAYEHUHU MPOBEPKH MOCEIIATh UCIOIb3yeMble
IOPUANYECKUMH JIMIIAMU, WHAUBUAYAIBHBIMH MPEANPUHUMATENSAMHU, SBISIOMIMMUCS CyOBEeKTaMu
oOparnieHust JIEKapCTBEHHBIX CPEJCTB, MPU OCYIIECTBICHUHU CBOEH AEATEIHLHOCTH TEPPUTOPHUH, 3JAHUS,
MMOMENIEHUS U COOPYKEHHUS B 1IEJISIX ITPOBEACHUS MEPOIIPUATUI 110 KOHTPOJIIO;

3) nmpoBoauTH O0TOOp 00pa3loB JEKAPCTBEHHBIX CPEICTB, MPEAHA3HAYEHHBIX I peallu3alluu U
pean3yeMbIX CyObeKTaMu OOpalieHusl JIeKapCTBEHHBIX CPEACTB, [UIS MPOBEPKH HUX KaudecTna,
MPOBEJICHUSI UCCIICJIOBAHM, WCIBITAHUA B COOTBETCTBUM C TpaBWJIaMu oTOOpa 00OpasIoB.,
YCTaHOBJICHHBIMU YIIOTHOMOYEHHBIM (heZiepaIbHbIM OPTraHOM UCTIOTHUTENBHOM BIIACTH;

3.1) TNpoBOAWUTH KOHTPOJBHBIE 3aKYNKU JIEKAPCTBEHHBIX IMpenapaToB ISl MEAUIIMHCKOIO
NPUMEHEHHUs B LENAX TPOBEPKU COOJIOJCHUS CyObEeKTaMU OOpalleHusi JIEKAPCTBEHHBIX CPEJICTB,
OCYILECTBISIONIMMU  PO3HUYHYIO TOPrOBIIO JIEKAPCTBEHHBIMHM TIpernaparamMd JUisi MEAUIHUHCKOIO
INPUMEHEHMs, MPaBUJ OTIYCKAa JIEKAPCTBEHHBIX MpEnapaToB Ui MEAMLIMHCKOTO MPUMEHEHUS U (WJIH)
3ampera  OpoAaxku  (panbCU(UUIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEICTB,  HEAOOPOKAaYECTBEHHBIX
JIEKapCTBEHHBIX CPECTB U KOHTPA(AKTHBIX JIEKAPCTBEHHBIX CPEJICTB;

(m. 3.1 BBenen denepanbHbIM 3aK0HOM 0T 27.12.2018 N 511-03)

32) MNPpOBOAUTE KOHTPOJIBHBIC 3aKYIIKU JICKAPCTBCHHLBIX IMPCIIAPATOB IJId BCETCPUHAPHOIO
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(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

OPUMEHEHHS B IIEJSIX IPOBEPKU COOJIONEHHS CYOBEKTaMH OOpalieHusl JIEKapCTBEHHBIX CpE/CTB,
OCYIIECTBISIONIMMUA PO3HUYHYIO TOPTOBIIO JICKAPCTBEHHBIMHM MperapaTamM JJisi BETEPHHAPHOTO
OPUMEHEHHs, TpaBWJ Ha/UIeXKalled anTeyHOW MPAaKTUKK JICKAPCTBEHHBIX IIPENapaToB UL
BETEPUHAPHOTO MPUMEHEHHS U (MJIH) 3arpeTa npojaxu (hanbcu(UIMpoBaHHbIX JIEKAPCTBEHHBIX CPE/ICTB,
HeI0OPOKaYeCTBEHHBIX JICKAPCTBEHHBIX CPE/ICTB U KOHTPA(aKTHBIX JICKAPCTBEHHBIX CPE/ICTB;

(. 3.2 BBenen denepanbHbiM 3aK0HOM 0T 02.08.2019 N 297-03)

4) BbIIaBaTh CyOBEKTaM OOpAIICHUS JIEKAPCTBEHHBIX CPEACTB MPEIINHCAHUS O MPEKpaIICHUH
HapyIICHU 00s3aTeNbHBIX TPeOOBAaHWI W 00 yCTpaHCHHWH BBISIBICHHBIX HAapYIICHUH 00S3aTENbHBIX
TpeOOBaHUI;

5) HaIpaBJIATb B YIIOJTHOMOYCHHBIC OpTraHbl MaTCpUalibl, CBA3aHHBIC C HAPYIICHUSIMU 00s13aTEIbHEBIX
Tpe60BaHPII>i, JJIA PCHICHUA BOIIPOCOB O BO36y>I(I[eHI/II/I YIr'OJIOBHBIX ACII IO IIPU3HAKaAM HpeCTYHHeHHI;’I.

7. BBI60pO‘IHbeI KOHTPOJIb Ka4CCTBA JICKAPCTBCHHLIX CPCACTB OCYHICCTBIIACTCA YIIOJHOMOUYCHHBIM
(be,I[epaJ'ILHbIM OpraHomM HUCIIOJIHUTEILHOM BIACTU B YCTAHOBJICHHOM UM HOPAAKEC U BKIIFOYACT B cebs:

1) 00paboTKy CBEICHHI, B 005S3aTEIHLHOM TMOPSIKE MPEIOCTABISEMBIX CYOBEKTaMH OOpaIieHUs
JICKAPCTBEHHBIX CPEJICTB, O CEPUAX, MAPTHIX JIEKAPCTBEHHBIX CPEACTB, MOCTYMAKIIUX B TPAXKITAHCKUN
obopot B Poccwuiickoit denepannu;

2) oTt60op 00pa3IOB JEKAPCTBEHHBIX CPEACTB y CYOBEKTOB OOpaleHUs JEKAPCTBEHHBIX CPEACTB B
LEJSAX MPOBEACHHS UCIBITAHUN HAa UX COOTBETCTBHE TPEOOBAHUSIM HOPMATHUBHOM TOKYMEHTAIlMU WIIU
HOPMAaTUBHBIX JOKYMEHTOB;

3) npuHATHE TO pe3yJbTaTaM IMPOBEIEHHBIX HCHBITAHUI pPEHIEHMs] O JajbHEHIIeM Ipa)JIaHCKOM
000pOTE COOTBETCTBYIOLIETO JIEKAPCTBEHHOI'O CPEICTBA;

4) TmpuUHATHE YIOJIHOMOYECHHBIM (elepaTbHbIM OpPraHOM HCIIOJIHUTENFHONW BIIACTH PEIICHUS O
NepeBO/IE JIEKAPCTBEHHOT'O CPEACTBA Ha MOCEPHIHBIN BHIOOPOUHBIH KOHTPOJIb KayecTBa JIEKAPCTBEHHBIX
CpeACTB B cCllyyae IIOBTOPHOTO BEISIBICHUS HECOOTBETCTBHS KauecTBa JIEKAPCTBEHHOTO CpPENCTBA
YCTAQHOBJICHHBIM TpeOoBaHMsIM M (IIpM HEOOXOJMMOCTH) O TpOBEpKe CyObeKkTa oOpalleHus
JIEKApCTBEHHBIX CpPEACTB. Pacxo/pl, CBSA3aHHBIE C MPOBEICHUEM ITOCEPUITHOTO BBIOOPOYHOTO KOHTPOJIS
KayecTBa JIEKAPCTBEHHBIX CPEJCTB, OIMJIAYMBAIOTCS IMPOU3BOAUTENEM JIEKAPCTBEHHOI'O CpEACTBA JMOO
Jep KaTeNIeM HITH BIIAACIbIIEM PETUCTPAIIMOHHOTO YAOCTOBEPEHHS JIEKAPCTBEHHOTO TIpernapara.

(uacth 7 BBeneHa denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

nasa 5. PASPABOTKA, AOKITMHUWYECKUE UCCIIEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KIIMHUWYECKUE UCCJTIEAOBAHUA
NEKAPCTBEHHbIX NMPEMNAPATOB AJi4 BETEPUHAPHOIO MNPUMEHEHUA

CraTtba 10. PazpaboTka nekapcTBeHHbIX CpeAcTB

1. Pa3paboTka JE€KapCTBEHHBIX CpEACTB BKJIIOYAET B ce0sl MOMCK HOBBIX (hapMaKOJIOTHYECKU
aKTUBHBIX BEIIECTB, IOCJIENYyIOllee H3YyYeHHE MX JIEKapCTBEHHBIX CBOMCTB, JIOKJIMHHYECKHE
UCCIIEIOBaHMs, Pa3pabOTKy TEXHOJIOTMH NPOU3BOACTBA (hapMaleBTHUECKUX CyOCTaHIUM, pa3paboTKy
COCTaBOB M TEXHOJIOTUI MPON3BOCTBA JIEKAPCTBEHHBIX MPENapaToB.

www.consultant.ru Crpanuna 22 u3 139
HaJeKHasl IpaBoBasl MOAAEPIKKa


http://www.consultant.ru/
http://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=330696&date=05.04.2021&dst=100026&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=05.04.2021&dst=100098&fld=134

®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

2. dunHaHCcOBOE OOeceueHEe pa3paboTKH JIEKAPCTBEHHBIX CPECTB OCYIIECTRIIACTCS 3a CUECT:
1) cpencTB denepanrbHOTO OOKETA;
2) cpeacTB pa3pabOTUUKOB JICKAPCTBEHHBIX CPEJICTB;

3) CPEICTB IIPOU3BOJUTENIEH JIEKapCTBEHHBIX CPEICTB pu BBITNIOJIHEHUH
HAaY4HO-HMCCIIEJOBATEIbCKUX pabOT MO JOroBOPY MEXIy pa3pabOTUMKOM JICKApCTBEHHBIX CPEACTB M
MIPOU3BOIUTEINIEM JICKAPCTBEHHBIX CPE/ICTB;

4) MHBIX HE 3alPEIICHHBIX 3aKOHOIATENHCTBOM Poccuiickoit denepalinu HCTOYHHKOB.

3. IlpaBa pa3zpaboTyrKa JIEKapCTBEHHOTO CPEICTBA OXPAHSIIOTCS TPAXKIAHCKUM 3aKOHOAATEIbCTBOM.

Cratba 11. [JOKNUHMYECKOe wuccrefoBaHWE JleKapCTBEHHOro cpeacTBa AnA
MeAULUHCKOro NpUMeHeHus1

1. I[OKJ'II/IHI/I‘IGCKOC HCCIICAOBAHUC JICKAPCTBCHHOI'O CPCACTBA MJId MCIHWIHUHCKOI'O IIPUMCHCHUSA
MMpOBOAUTCA IMYTEM IHNPHUMCHCHHA HAYUYHBIX MCTOJOB OICHOK B MNCIX IOJIYYCHHUSA OOKA3aTCIbLCTB
6630H3CHOCTI/I, Ka4dy€CTBa U 3(1)(1)6KTI/IBHOCTI/I JICKAPCTBCHHOI'O CPCACTBA.

2. JIOKITMHUYECKOe WCCIEIOBaHNE JIEKAPCTBEHHOTO CPEJCTBA JUISI METUIIMHCKOTO MPUMCHCHUS
MPOBOJIUTCSI B COOTBETCTBUHM C TPABWIAMHU HAJJICKAIICH J1a0OPaTOPHOW MPAKTUKU, YTBEPKICHHBIMHU
YIIOJTHOMOYEHHBIM ()e/IepaTbHBIM OPTaHOM HCIIOJTHUTEILHOW BIIACTH.

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

3. Jlns opranuzanuu v npoBeJAeHUs TOKIMHUYECKOTO UCCIIEIOBAHMUS JIGKAPCTBEHHOTO CPEICTBA IS
MEAUIIMHCKOTO  MPUMEHEHHs]  pa3pabOTYMKU  JIEKAPCTBEHHBIX  CPEACTB  MOTYT  NPUBIEKATh
Hay4YHO-UCCIIEIOBATEIbCKUE OpraHu3aliui, 00pa3oBaTeNbHbIE OpPraHU3aIliy BBICIIETO0 OOpa30BaHUS,
UMEIOIIUE HEOOXOAUMYIO MaTepUalbHO-TEXHUUYECKYI0 0a3y M KBaTU(UIIMPOBAHHBIX CHEIHAIUCTOB B
COOTBETCTBYIOIIEH 00IaCTH HCCIIEIOBAHUA.

(B pen. @enepanbHoro 3akona ot 02.07.2013 N 185-D3)

4. ,Z[OKJ'II/IHI/I‘IGCKOC HUCCICAOBAHUE JICKAPCTBCHHOT'O CpCACTBa JIA MCIUIHUHCKOIO IMPHUMCHCHUA
NpoOBOAUTCA IIO YTBCPKIACHHOMY pa3pa6OT‘{I/IKOM JICKApCTBECHHOTO CPEACTBAa IIJIaHy C BCIACHUCM
IMPOTOKOJIa 3TOTO MCCICHOBAHUA M COCTABJICHHEM OTUYCTA, B KOTOPOM COACPIKATCA PE3YJIbTaTbl 3TOIO
HUCCIACOOBAHUA MW 3aKIIOYCHUC 0 BO3MOJXHOCTU  HPOBCACHUA  KIIMHUYCCKOTI'O HUCCICI0BaHUA
JICKApCTBCHHOTO Iperapara 111 MCIUIUHCKOIO MpUMCHCHHU.

5. [IpoBenenue mpoBepOK COOMIOACHUS MPABUI HaJIEKaIIeH 1a0opaTOPHOM MPAKTUKH M TPABOBBIX
HOPM HCIIOJIb30BaHUsS JKMBOTHBIX TPH IPOBEICHUU JOKIMHUYCCKHX WCCICAOBAHUN JICKAPCTBEHHBIX
CPEICTB sl MEIUIIMHCKOTO MPUMEHEHHUS OCYIIECTBISETCS YIMOIHOMOYEHHBIM (hefepaabHbIM OpPraHOM
HWCIIOTHUTETbHON BIACTH.

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

6. Pe3ynbTaThl JOKIMHUYECKOIO HCCIIEIOBAHUS JIEKAPCTBEHHOTO CPEACTBA Ui MEAMIIMHCKOIO
IPUMEHEHHUsST MOTYT OBITh NpPEJCTaBICHbI B YIOJHOMOYEHHBIN (enepatbHbIi OpraH HCIOJHUTEIbHON
BJIACTH B YCTAHOBJICHHOM MOPSJKE B LEJSIX TOCYIaPCTBEHHOMN perucTpaliy JIEKapCTBEHHOTO MperapaTa.
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Cratba 12. [loknuMHUYecKoe wUccriefoBaHMe JFieKapCTBEHHOro cpeacrtea M
KNUHMYECKOe uccrneaoBaHWe rieKapCTBEHHOro npenapata Ansi  BeTepUHapHOro
npUMeHeHuA

1. JloknMHMYECKOE HCCIIEIOBAHUE JIEKAPCTBEHHOI'O CPEACTBA Il BETEPUHAPHOIO IPUMEHEHUs
IPOBOJUTCS. IIyT€M IPUMEHEHUS HAay4yHbIX METOJOB OLICHOK B LEISIX IMOJIY4EHHUS J10Ka3aTelIbCTB
0e30macHOCTH, KauecTBa U 3((HEKTUBHOCTH JIEKAPCTBEHHOI'O CPEACTBA, B TOM YHUCIIE ONPEAEICHUS CPOKa
€ro BBIBEJICHUS M3 OPraHU3Ma JKUBOTHOIO, B LIEIAX oOecredeHus: 0€30MacHOCTH MPOJYKLUHU KUBOTHOTO
IIPOUCXOXACHUS [TOCIIE IPUMEHEHUSI COOTBETCTBYIOILETO JIEKAPCTBEHHOTO Mpernapara.

2. JIOKJIIMHUYECKOE HCCIEOBAHUE JIEKAPCTBEHHOTO CPEJICTBA M KIMHUYECKOE HCCIEAOBaHUE
JICKApCTBEHHOTO TIpenapaTta JUisl BETEPHHAPHOTO NPUMEHEHHS, HWCCIIEAOBAaHHE OHMOIKBHBAJICHTHOCTH
YKa3aHHOT'O JIEKapCTBEHHOI'O Mpernapara MPOBOAITCS B COOTBETCTBHM C IPAaBHIIAMH, YTBEPKIACHHBIMHU
YIIOJTHOMOYEHHBIM (heiepaibHbIM OPTaHOM UCTIOTHUTEIILHON BIACTH.

3. JIOKJIIMHMUYECKOE HCCIIENOBAHUE JIEKAPCTBEHHOIO CPEACTBA M KJIMHMYECKOE MCCIEIOBAHUE
JIEKAPCTBEHHOI'0 Ipernapara Juisi BETEPUHAPHOIO IPUMEHEHMS NPOBOIATCA IO YTBEPKICHHOMY
pa3pabOTYMKOM JIEKAPCTBEHHOI'O CpEACTBA IUIAHY C BEJIEHHEM HPOTOKOJIOB 3TUX HCCIEJI0BaHUA U
COCTABJICHMEM OTYETOB, B KOTOPBIX COAEPIKATCS PE3yIbTaThl 3TUX UCCIIEIOBAHUMN.

4. Jlng opraHu3aluy U NPOBEACHUS JOKIMHUYECKOIO MCCIEN0BaHUS JIEKAPCTBEHHOIO CPEACTBA U
KJIIMHUYECKOI0 UCCIIEI0OBAHMS JIEKAPCTBEHHOTO MpernapaTa Jilsl BETEpUHAPHOI0 IPUMEHEHHUS pa3paboTUuK
JEKapCTBEHHOTO  CPEICTBA  MOXET  IpUBJIEKaTb  OpraHu3aluy, HMEIoUMe  HEoOXOJUMYIO
MaTepHATbHO-TEXHUYECKYI0 0a3y W KBAIM(UIIMPOBAHHBIX CIEIHMAINCTOB B COOTBETCTBYIOIIEH 001acTh
UCCIIEIOBaHUS.

5. KiuHnyeckne WMCCleNOBaHMs JIEKAPCTBEHHBIX IPENapaTroB JUIsl BETEPUHAPHOTO INPUMEHEHMS
IIPOBOZATCS B BETEPUHAPHBIX OpPraHU3alMsAX M B OpraHu3alusaX, OCYLIECTBISIIOIIMX pa3BEIcHUE,
BBIpAILIUBAaHUE U CO/ICPKAHUE KUBOTHBIX, B LIEIISX:

1) YCTAHOBJICHUS IECPECHOCUMOCTHU JICKAPCTBCHHBIX IIPCIIAPAaTOB 3JOPOBBIMU JKUBOTHBIMHU,

2) mnoxbopa ONTUMAJIBHBIX JO3MPOBOK JIEKAPCTBEHHBIX IIperaparoB M Kypca JICYEHUsS Ha
KOHKPETHOM IpyIIe )KUBOTHBIX C ONPE/IEICHHBIM 3a00JI€BaHNEM;

3) ycraHoBieHust 0e30macHOCTU U 3((HEKTUBHOCTH JIEKAPCTBEHHOTO Mpenapara, IpeJHa3HauYeHHOI 0
JUIsl JIeYEHUS ONpeeTIeHHbIX 3a00JIeBaHUM KUBOTHBIX, WM 3((EKTUBHOCTH JEKAapCTBEHHOTO Mpenapara
JUTst TpO(UITAKTHKY 3a00JI€BaHUHN 3I0POBBIX )KHBOTHBIX;

4) u3ydeHHs BO3MOXKHOCTEM pacCHIMpEeHHs MOKa3aHWM K NPUMEHEHHUIO 3aperuCTPUPOBAHHOTO
JIEKapCTBEHHOTO MperapaTa 1 BhISIBJICHUS paHee HEM3BECTHBIX TTOOOYHBIX ICUCTBHI.

6. Knuanueckoe HUCCIICAOBAHUEC JICKAPCTBCHHOI'O IIpcIliaparta I BCTCPUHAPHOI'O IMPUMCHCHHA
OCYIICCTBIIACTCA 3a CHET CPEACTB pa3pa60Tq1/H<a JICKApCTBEHHOT'O CPEACTBA.

7. OTyeTel O pe3yibTaTax JOKIIMHHUYCCKOI'0 HCCICAOBAHHA JICKAPCTBCHHOTO CpCACTBA U
KIMHUYCCKOro  HMCCIICAOBAaHUA  JICKAPCTBCHHOI'O  IIpf€raparta jd  BCTCPUHAPHOIO  MPUMCHCHHA
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COCTaBJIAIOTCA paBpa6OT‘II/IKOM JICKAPpCTBEHHOT'O Cp€ACTBa C Y4YCTOM 3aKJIFOYCHUHN opraHmauHﬁ,
MNPUHUMAaBIINX Y4aCTUC B OPraHU3aluy U IMPOBCACHHUU 3THUX HCCJICI[OBaHI/Iﬁ.

8. KoHTposp 3a mNpoBENEHHEM JOKIMHUYECKUX MCCICNOBAHUN JIEKAPCTBEHHBIX CPEICTB U
KJIIMHUYECKUX  MCCIICIOBAHUM JICKaPCTBEHHBIX IIPENapaToB JUIsl BETEPUHAPHOIO  IIPUMEHEHUs
OCYILLECTBIISIETCS YIIOJIHOMOYEHHBIM (eiepaibHbIM OPraHOM UCIIOJHUTENIBHOM BIacTH.

aga 6. OCYLWECTBJIEHUE FOCYOAPCTBEHHOW PETMCTPALIUN
NEKAPCTBEHHbIX NMPEMNAPATOB

CrtaTtba 13. FlocyaapcTBeHHasi permcTpauus nekapcTBeHHbIX NnpenapaToB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Koncynprantlntoc: npumeyanue.

JonyckaeTcss NpUMEHEHUE B MEIULMHCKUX LENsAX HE 3aperuCTPUPOBAHHBIX B PdD nexkapCTBEHHBIX
[IPENapaToB, COAEPKALUIUX HAPKOTUUECKNE CPEICTBA HIIM ICUXOTPOIIHBIE BELIECTBA, BBE3EHHBIX B PO B
cooTBeTCTBUH C 4. 3.1 cT. 47 nanHOoro MokyMeHTa (1. 8 ¢T. 3 @3 o1 27.12.2019 N 475-D3).

1. B Poccuiickoit deaepannn AOMYyCKAOTCS MPOU3BOJICTBO, U3TOTOBJICHHE, XpaHEHUE, MTEPEBO3Ka,
BBO3 B Poccuiickyto ®enepanuio, BbiB03 U3 Poccuiickoil @eaepanuu, pekiiamMa, OTIYCK, peann3alus,
rnepegaya, NPUMEHEHUE, YHHUYTOKEHHE JICKAPCTBEHHBIX IpEnapaToB, €CIM OHH 3aperMCTPUPOBAHBI
COOTBETCTBYIOIIUM yIOJTHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOJIHUTENbHON BIACTH.
(gactb 1 B pen. @enepanpHoro 3akoHa oT 13.07.2015 N 241-D3)

2. 'ocynapCTBEHHOM pEerucTpanuy MoIexkar:

1) Bce nexapCTBEHHbIE INpenaparhl, BIEpBbIE MOJIeKaIIMe BBOAY B oOpamieHue B Poccuiickoit
Oenepanny;

2) nekapcTBEHHbIE IpenapaThl, 3aperUCTPUPOBAHHBIE paHEE, HO IMPOU3BEAEHHBIE B JPYIHX
JIEKapCTBEHHBIX (pOpMax B COOTBETCTBUHU C NEPEYHEM HAWMEHOBAaHUI JIEKapCTBEHHBIX (OpPM, B HOBOU
JO3UPOBKE MPH JT0KA3aTENbCTBE €€ KIMHUYECKON 3HAYMMOCTH 1 3()(PEKTUBHOCTH;

3) HOBBIC KOM6I/IH8.I_II/II/I 3apCTUCTPUPOBAHHBIX PAHEC JICKAPCTBCHHLIX IIPETIApaTOB.

3. T'ocynapcTBeHHasi perucTpanus JEeKapCTBEHHbIX IMPEnapaToB OCYIIECTBISETCS MO pe3ylbTaTraM
HKCHEPTHU3bl JIEKAPCTBEHHBIX CPEJICTB, a TOCYAAapCTBEHHas perucrpanus oppaHHBIX JIEKAPCTBEHHBIX
MpernapaToB OCYLIECTBIISIETCS IO pe3yslbTaTaM JKCHEPTHU3bl JOKYMEHTOB, IPEICTaBICHHBIX JUIS
OIIpezieNIEHUs] BO3MOKHOCTH PaccMaTpHUBaTh JIEKAPCTBEHHBIN Mpenapar A MEAULHUHCKOIO IPUMEHEHUs
P OCYIIECTBICHUH TOCYIapCTBEHHONW perucTpalyy B KadyecTBe OpQPaHHOrO JIEKApCTBEHHOTO
Ipenapara, u o pe3yJbTaTaM dKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB.

4. TocynapcTBeHHas! perucTpalis JeKapCTBEHHOTO Mpernapara OCYIIeCTBIISIETCS COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM (pesiepaibHbIM OPraHOM HCIIOJIHUTENLHOW BJIACTH B CPOK, HE MPEBBIIIAIOIIMN CTa
iecTUecITH pabouux JHEH cOo JTHS MPUHSATHS COOTBETCTBYIOIIETO 3asBJIEHUS O TOCYAapCTBEHHOU
perucTpainyy JeKapCTBEHHOTo mpenapaTta. B ykazaHHBIH CpOK BKIIOYAETCsl BpeMs, HEOOXOIUMOeE st
MTOBTOPHOTO TIPOBEJIEHUSI SKCIEPTU3bl JIEKAPCTBEHHOI'O CPEJICTBA B COOTBETCTBMM CO cTaTbed 25
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Hacrosimero dexepanpHoro 3akoHa. CpoOK rocyapcTBEHHOW PErHCTpalliyl JEKapCTBEHHOTO Iperapara
UCYHCIISIETCS CO [JHS TPHHITHS COOTBETCTBYIOIIMM YIIOJIHOMOYEHHBIM (peepabHBIM OpPraHOM
UCTIOJIHUTEJIGHOM  BJACTH  COOTBETCTBYIOIIETO  3asBJICHHUS O TOCYAapCTBEHHOW  PErHCTpaluu
JIEKapCTBEHHOTO TIperapara ¢ MPWIOKCHHEM HEOOXOJUMBIX JOKYMEHTOB 10 JIeHb BBIJAYH
PETUCTPAIIMOHHOTO YJIOCTOBEPEHHUS JICKAPCTBEHHOTO Mpernapara. Bpemsi, Heo0X0oauMoe JJisi HarpaBJICHUs
YIIOJTHOMOYEHHBIM (hefiepabHbIM OPraHoOM WCIOJTHUTEILHOM BJIACcTH 3ampoca O MPEeACTaBICHUU
HEOOXOIMMBIX MaTEPUAIIOB U MPEICTABICHHS 3asBUTEIIEM OTBETA HA JAHHBIM 3allPpOC B COOTBETCTBHU CO
cratbsimu 16, 19 u 23 nHacrosmero denepanbHOro 3akoHA, HE YYUTHIBACTCS MPU HUCUYHUCICHUHM CpPOKa
TOCYJapCTBEHHOM pEruCTpaliy JIEKapCTBEHHOTO Mperapara.

5. T'ocynapCTBEHHOW pErucTpalmu HE MOAJIEKAT:

1) nmekapCTBEHHBIC MperapaThl, M3TOTOBJICHHBIC ANTEYHBIMH OpPTraHU3AIMIMHU, BETCPUHAPHBIMH
alTeYHBIMU OPTraHU3ALMUAMU, UHIUBUAYAJIbHBIMU MPEINPUHUMATEISAMHA, KOTOPbIE UMEIOT JIMIEH3UIO Ha
(bapmalleBTUYECKYIO JAESITeNbHOCTh, IO pelenTaM Ha JIEKApCTBEHHBIE MpernapaTsl U TpPeOOBAHUAM
MEIHUIMHCKUX OpraHU3alnii, BETEPUHAPHBIX OpraHU3alni;

2) nekapcTBEHHBIE Mpemnaparhl, IPHUOOpeTeHHbIe GU3NYECKUMU JTUIIAMU 3a TipeaenaMu Poccuiickoi
®denepanuu U npegHa3HAYECHHBIC JIJIS1 TUYHOTO UCTIOIb30BAHMUS;

3) JICKAPCTBCHHLIC IIPCIIapaThbl, BBO3UMBIC B POCCHﬁCKym CDez[epauI/Ho JJIA OKa3aHuA Me,I[I/IL[I/IHCKOﬁ
IIOMOIIIM 110 KU3HCHHBIM IMOKAa3aHHUAM KOHKPCTHOI'O IMAaIMCHTA Ha OCHOBAHWU Pa3pClICHUS, BbBIJAHHOTO
YIIOJIHOMOYCHHBIM (I)C,HepaJ'IBHBIM OpraHnomM HUCIIOJIHUTEIbHOM BJIaCTH,

4) nexapCTBEHHbIE CpelcTBa, BBO3uMble B Poccuiickyro denepannio Ha OCHOBAHHHM BBIJAHHOTO
YIIOJTHOMOYEHHBIM (heiepabHBIM OPTaHOM HCIOTHHUTEIBHOM BIACTU Pa3pelleHHs] U MpeqHa3HAuYeHHbIE
JUTSL TIPOBEJICHHS KIMHUYECKHX WCCIEOBAHUN JIEKAPCTBEHHBIX TMpenaparoB W (WIM) MPOBEIEHUS
JKCIEPTU3bl  JIEKAPCTBEHHBIX CPEICTB Uil OCYILUECTBIEHUS TOCYNAPCTBEHHOW  PETUCTPALUU
JIEKapCTBEHHBIX MPEMapaToB;

5) papmaneBTHUecKHe CyOCTaHINH;

6) paaumodapmarieBTUYECKUE JIEKAPCTBEHHBIE MperapaThl, M3TOTOBJIECHHBIE HEMOCPEICTBEHHO B
MEIUIIMHCKUX OpPTaHH3aIUsaX B TOPSAIKE, YCTAHOBIEHHOM YIOJHOMOYEHHBIM (elepallbHbIM OpPraHOM
WCTIOJTHUTEIILHOM BJIACTH;

7) nekapCTBEHHBIE MpemapaThl, IPOU3BOJUMBIE ISl IKCIOPTA.
6. He nomyckaercs rocygapCTBEHHasi pErucTpanus:

1) JICKAPCTBCHHBIX TMPCIAapaToB, OTIMYAOMIUXCA Apyr OT [Jpyra Ka4CCTBCHHBIM COCTaABOM
HeﬁCTBYIOIIIHX BCIICCTB, IO OAVMHAKOBBIM TOPTOBBIM HAMMECHOBAHUCM;,

2) OIHOTO JIEKApCTBEHHOI'O MpemnapaTa, MpeJCTaBIEHHOIO Ha TOCYAApPCTBEHHYIO PErHCTpPAIUIo B
OTHOIICHWH OJHOTO W TOTO >K€ JepXKaTels WM BIaJelblla PETUCTPAIIMOHHOTO YIOCTOBEPEHUS
JICKapCTBEHHOTO TIpernapara B BUAE ABYX M 0Oojiee JIEKAPCTBEHHBIX IMpenapaToB IOJ pa3IMYHBIMHU
TOPTOBBIMHA HAMMEHOBAHHUSIMHU.

(m. 2 B pen. @enepanbHoro 3akona ot 04.06.2018 N 140-D3)
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7. Tlo 3ampocy (B »neKTpoHHOW (opMe HIM Ha OyMaXHOM HOCHTENE) CyOBeKTa oOpaiieHus
JICKapCTBEHHBIX  CPEIACTB  COOTBETCTBYIOIIMM  YIOJIHOMOYEHHBIM  (peiepalbHbIM  OpraHOM
WCIIOJIHUTENIBHOW  BJIACTH, OCYIIECTBIISIFOIIMM TOCYJAapCTBEHHYIO PETUCTPALUIO  JIEKAPCTBEHHBIX
IIPENapaToB, B yCTAHOBIEHHOM UM IOPSIJIKE OCYILECTBIISIETCSI HAYYHOE KOHCYJIBTHPOBAHUE 110 BOIIPOCaM,
CBA3AHHBIM C TPOBEJCHHUEM  JOKJIMHUYECKUX  HUCCJIECAOBAHUM, KIMHUYECKUX  MCCIIEJOBAaHUMI
JICKapCTBEHHBIX TIPENapaToB, SKCIEPTU3bl KayecTBa JIEKAPCTBEHHBIX CPEICTB, A(PPEKTUBHOCTH U
0€30MacHOCTH, C OCYILECTBICHHEM TOCYJapCTBEHHONM PErucCTpalMy JIEKAPCTBEHHBIX IpernapaToB.
KoHcynbTupoBaHue OCYIIECTBIISICTCSI C MpHUBICUYEHUEM (heepanibHbIX TOCYIapCTBEHHBIX OFOJKETHBIX
yUpeXJIeHUH, MOJBEIOMCTBEHHBIX ITaHHOMY (enepalbHOMY OpraHy HCIOJHUTEIBHON BIACTH U HE
Y4acTBYIOUIMX B OpraHU3allid IPOBEJECHMS 3KCIIEPTH3bl KAaueCTBAa JIEKAPCTBEHHBIX CPEACTB B LEJAX
OCYHIECTBJIEHUSI HX TOCYIAapCTBEHHOW PETHCTpAallUd B COOTBETCTBMM CO CTaThbeld 16 HacTosmero
@enepalibHOTO 3aKOHA, B BUJIE OTBETA B IMHCbMEHHON (JOpME YIMOJIHOMOYEHHOTO (eiepaibHOTO OpraHa
WCIIOJIHUTENIBHOM BJIACTM Ha 3ampoc. Pa3Mep B3umaemMoil ¢ 3asBUTENs IUIaThl ONpENESAETCS B
COOTBETCTBHUM C 3aKOHOJaTelnbcTBOM Poccuiickoir @Penepauuu 00 oOpraHus3aliy IPeroCTaBICHUS
rOCYy/IapCTBEHHBIX M MYHHIMNAIbHbIX ycnyr. HMuHdopmamuss 00 oOCylIeCTBICHHH HAyYHOTO
KOHCYJIbTUPOBAHHsI, B TOM YHCJIE CTaTbH, 0030pbI, CIIpaBOYHBIE MaTepHaibl W WHas uH(popmarus o0
OCYILIECTBICHIUH HAYYHOT'O KOHCYJIbTUPOBAHUS, pa3MeliaeTcs Ha O(UIIMaTIbHOM CaliTe YIOTHOMOYEHHOTO
denepanbHOro OpraHa WCIIOTHHUTEIBHOW BiacTH B cetH "MHTepHET" ¢ COOMIOICHHEM OTrpaHUYCHHA,
YCTaHOBJICHHBIX ~ 3aKOHOJIATEJIbCTBOM O  MEPCOHAJbHBIX  JaHHBIX, KOMMEpPYECKOW ©  (WJIH)
roCyZapCTBEHHOM TalHe.

8. T'ocynmapcTBeHHast perucrpanys JIEKapCTBEHHBIX IPENaparoB, KOTOPbIE IPEIHA3HAYECHBI U
IIPUMEHEHHsI B  YCIOBUSAX BOCHHBIX JCUCTBUH, YPE3BBIYAMHBIX CHTyalud, MPERyNpPExRACHUSA
Ype3BbIUANHBIX CUTYallMH, NPOQUIAKTUKU U JIeYeHUs 3a00JIeBaHUM, MPEICTABISAIOIIMX ONACHOCTb JJIS
OKpY’KaIOIlKX, 3a00J€BaHUI U MMOpa)KEHUH, MOIYYEHHBIX B pe3yJibTaTe BO3JACHCTBUS HEOIaronpusTHHIX
XUMHUYECKHX, OMOJOIMYECKUX, pPaJUallMOHHBIX (AKTOPOB, U KOTOpbIE pa3pabOTaHbl B TOM 4YHCIE IO
3a/laHuI0 (helepaIbHBIX OPraHOB MCIIOJIHUTEIbHOW BIACTH, YIOJHOMOYEHHBIX B 00JacTH OOOPOHBI
CTpaHbl M 0€30MaCHOCTH TOCY/apCTBa, OCYIIECTBISETCS B MOpPSAKE, YCTaHOBICHHOM IIpaBUTENHCTBOM
Poccuiickoit ®enepanuu.

(uacth 8 B pen. denepansuoro 3akoHa ot 01.04.2020 N 98-03)

CraTtba 14. NMpuHUMNbI 3KCNEepPTU3bI NIEKAPCTBEHHbLIX CPeacTB
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. 3KCHCpTI/I3a JICKAPCTBCHHBIX CPCACTB OCHOBLIBACTCS HA NPUHIOUIIAX 3aKOHHOCTH, CO6J'IIOI[CHI/I$I
npaB u CBO60)1 YCJIOBCKa MW TIpa)KJaHWHA, IIpaB HOPUAWYCCKOro Jinla, HC3aBUCUMOCTHU IKCIICPTa,
O6L€KTI/IBHOCTI/I, BCCCTOPOHHOCTU U IMOJIHOTBIL I/ICCJ'IGI[OBaHI/II\/JI, MMPOBOAVWMBIX C HMCIIOJIB30BAHUCM
COBPCMCHHBIX ,I[OCTI/I)KGHI/Iﬁ HAayKM MW TCXHUKH, OTBCTCTBCHHOCTHU (bez(epanLHoro ToCyaapCTBEHHOI'O
6I-OJI)KGTHOFO YUpCKACHHUA 110 MPOBCACHUIO OKCIICPTU3BI JICKAPCTBCHHBIX CPEACTB MW ISKCICPTOB 3a
MMPOBCACHUC U KAUYCCTBO 3KCIICPTUIHI.

2. DKcnepTu3a JeKapCTBEHHBIX MPenapaToB sl MEAUIIMHCKOTO MPUMEHEHHS BKIIIOYaeT B ceOsl:

1) OKCIICPTU3Y HOKYMCHTOB, MPCACTABJIICHHLIX IJId OIPCACIICHUA BO3MOXHOCTU PACCMATPUBATH
HeKapCTBeHHBIﬁ npemnapar i MCIUIHUHCKOrO HNPUMEHCHHA IIPU OCYILICCTBIICHHUU FOCynapCTBeHHOﬁ
perucTpanu B Ka4Y€CTBC OP(I)aHHOl“O JICKApCTBCHHOTO IIperiapara,
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2) OKCIECPTUIY NPEIIOKCHHBIX METOJOB KOHTPOJIA Ka4€CTBa JICKAPCTBECHHOT'O CPCACTBA U KA4YE€CTBaA
MMpEACTAaBJICHHBIX o6pa3u013 JICKAPCTBCHHOTO CpCACTBa C HCIOJB30BAHUCM OTHX MCTOJ0B (;[aﬂee -
OKCIIEPTHU3a Ka4€CTBA JICKAPCTBECHHOT'O Cpe,Z[CTBa);

3) oKcrepTH3y OTHOLUEHUS OKHUJAEMOW IOJIb3bl K BO3MOXXKHOMY PHUCKY IPUMEHEHUs
JIEKApCTBEHHOIO IIperapara;

4) sKCIepTU3y PEerucTPalMOHHOTO JIOChEe Ha JICKApCTBEHHBIM Mpemnapar B IENsAX ONpeleNCHHS
B3aMMO3aMEHSEMOCTH JIEKAPCTBEHHBIX MIPENapaToB Ui MEJUIMHCKOTO TPUMEHEHUS.
(. 4 BBeneH PenepanbHbIM 3ak0HOM OT 27.12.2019 N 475-D3)

3. :‘)KCHepTI/Ba JICKApCTBCHHLBIX IIp€rapaToB JIA BCTCPHUHAPHOI'O NPHUMCEHCHHUS BKIHOYACT B ce0s
OKCIICPTU3Y KadCCTBA JICKAPCTBCHHOI'O CpCACTBA M OKCICPTHU3Y OTHOLICHUS 0XXKHIACMOM IIOJB3BI K
BO3MOXHOMY PUCKY IIPUMCHCHU: JICKAPCTBCHHOI'O IIpCIlapara.

Cratba 15. ®depepanbHoe rocygapCcTBEHHOe OHAXKETHOe y4ypexaeHue no
npoBeAEeHNIO IKCNEePTU3bI NIeKapCTBEHHbIX CPEACTB

DKcrepTr3a JIEKapCTBEHHBIX CPEACTB MPOBOAUTCS (peaepanbHbIM TOCYAAPCTBEHHBIM OFOJIKETHBIM
YUPEKJIECHUEM COOTBETCTBYIOIIETO YIIOJIHOMOYEHHOTO (peiepalibHOTO OpraHa MCIOJHUTEIBHOW BIIACTH,
CO3/IaHHBIM JJii 00€CHe4YeHUs MCIIONIHEHUs IOJIHOMOYUN 3TOro (eaepaibHOro OpraHa IO Bblaue
paspellieHuii Ha TMPOBENCHHE KIMHUYECKUX HCCIEAOBAHUN JIEKAPCTBEHHBIX MpermapaToB U (WIK) IO
roCy/1apCTBEHHON PETUCTPALlMU JIEKApCTBEHHBIX IPENaparoB (J1ajee - SKCIEPTHOE YUPEKICHHE).

CraTtbs 16. Opraﬂusauuﬂ npoBeneHus 3KCnepTu3bl NNeKapCTBeHHbIX CpeacTB
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. DOkcnmepruza JIEKapCTBEHHBIX CPEACTB IPOBOAUTCS KOMHUCCHUEH DSKCIIEPTOB OJKCIIEPTHOTO
YUpPEKIACHUS, HA3HAYECHHOW €r0 PYKOBOJMTEIEM, Ha OCHOBAaHMHU 33JaHUS HA NPOBEJACHUE JKCIEPTU3BI
JIEKapCTBEHHOTO CPEJCTBA, BBIAAHHOTO YIIOJHOMOYEHHBIM (peiepalbHbIM OpPraHOM HCIIOJHUTEIbHON
BJIAacTU. PykoBOIUTENb SKCIEPTHOTO YUPEKICHHUS 00ECIEUnBACT HAAJIEKaIIee IPOBEACHUE dKCIIEPTU3bI
JIEKApCTBEHHBIX CPEJCTB B COOTBETCTBUU C 3a/JaHUEM, BBIIaHHBIM YIIOJHOMOYEHHBIM (eepaabHbIM
OpraHOM HCIIOJIHUTENIBHON BJIACTH, U OPTaHU3YET IMOATOTOBKY CBOJHOTIO 3aKJIFOUEHHUs ITOW KoMmHccuu. B
COCTaB 3TOM KOMHUCCUH TIO PELICHUIO PYKOBOAMTEINS 3KCIIEPTHOTO YUPEXKIEHHUSI MOT'YT ObITh BKIIOUEHBI B
KauyecTBE SKCIIEPTOB JIMIlA, HE paboTaroIle B JAHHOM 3KCIEPTHOM YUPEKICHHUH, €CJIM UX CHEIHAIbHbIE
3HAaHUS HEOOXOJOUMBI JUIsl TPOBEIECHMUS HKCHEPTH3bl M TaKHE JKCHEPThl OTCYTCTBYIOT B JIaHHOM
JKCIIEPTHOM YUPEXKICHHH.

2. DKCHepToM MO MPOBEICHHIO SKCIEPTU3bl JEKAPCTBEHHBIX CPEJICTB SIBJISETCS AaTTECTOBAHHBIN
pPabOTHHUK SKCHEPTHOTO YUPEXKJACHHS, KOTOPHIA HMEET BBICIIEE MEIHUIIMHCKOE, (DapMalieBTHIECKOe,
OMoJIOTNYecKOe, BEeTepUHAPHOE WIIM XUMHUUECKOe 00pa30BaHUE U MPOBOJUT HKCIEPTH3Y JIEKAPCTBEHHBIX
CPEICTB B MOPSAKE UCIIOTHEHHS CBOMX JIOJKHOCTHBIX 00S3aHHOCTEH (7jasiee - SKCIepT).

3. Ilpu mpoBeneHUM SKCIEPTHU3Bl JEKAPCTBEHHBIX CPEICTB 3KCIEPT HE MOJKET HAXOAWUTHCA B
KaKOH-TM00 3aBUCHUMOCTH OT JIMIA, HA3HAYMBILEIO ATy 3KCIEPTH3Yy, Pa3padOT4MKA JIEKapCTBEHHOI'O
CPEICTBA WU APYTUX 3aUHTEPECOBAHHBIX B PE3YJIbTATaX dKCIIEPTU3BI JIUII.

4. Tlpu npoBeeHHM SKCIEPTH3bl JEKAPCTBEHHBIX CPEICTB HE JOIMYyCKaeTcsi HCTpeOoBaTh Yy
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3agBUTENA JIMOO MHBIX JIMI[ MaTepuaibl, HEOOXOAMMbIe Al INPOBEINEHMs HKCHepTusbl. B ciyuae
HEJOCTATOYHOCTH IIPEJICTABICHHBIX JKCIIEPTY MaTEpPUAIOB Ui Ja4d 3aKJIIOYEHUs DKCIEPT CTaBUT
BONPOC O IHPEACTABICHUH €My HEOOXOAMMBIX MaTepuajoB Iepel PYKOBOJAUTEIEM HKCIEPTHOIO
YUpEKACHUS, KOTOPBI 00pamaercss ¢ COOTBETCTBYIOLIMM 3allpOCOM B YIIOJTHOMOYEHHBIH (peepanbHbIii
OpraH HCIIOJIHUTENBHOM BJIACTH, BBIJABINMHN 3aJaHME HA IPOBEICHHUE OSKCIEPTU3bl JIEKAPCTBEHHOI'O
cpeacTBa. YKa3aHHbIA (eaepanbHbIi OpraH MCIOJHUTEIBHON BIACTH B TEYCHHE MATH PabOYMX JHEH co
JHS TIOCTYIUIEHHs 3alpoca PYKOBOJIUTENS HKCIEPTHOIO YUPEXKACHHS HaIPaBIIAET 3asABUTENIO 3aIpOC O
MPEJCTaBICHUN HEOOXOANMBIX MaTepHasoB. J[aHHBIA 3alIPOC MOXET OBITh MEPEAaH YIOJIHOMOYEHHOMY
IIPEICTAaBUTEIIO 3asBUTENA JIMYHO T0J PACIIMCKY, HAIIPABJIEH 110 TIOYTE 3aKa3HbIM ITHCbMOM WX NIE€PENaH
B 3JICKTPOHHOM (hopMe MO TEICKOMMYHUKAIIMOHHBIM KaHallaM CBsI3U. B cilyuae HampaBieHUs TaHHOTO
3arpoca I0 MOYTe 3aKa3HBIM IIMCbMOM OH CUUTACTCA MOJIYYEHHBIM 10 MCTCUYEHUHU LIECTH JHEU C JaThl
HaIlpaBJICHUs 3aKa3HOr0 NMUChMa.

(uactsb 4 B pen. denepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

4.1. 3agButens 00s3aH MPEACTABUTH OTBET HA 3alpOC YIMOJTHOMOYEHHOTO (eAepabHOrO OpraHa
WCIIOJHUTEJIBHOM BJIACTU B CPOK, HE MPEBBIMAIOLINM JIeBIHOCTA pabouuX JHEH CO JHA €ro MoJIy4eHus.
YTOTHOMOYECHHBIH (eepaabHbIii OpraH WCHOJHUTEIBHOW BIIACTH, BBIAABIIUK 3aJaHuE HA MPOBEACHUE
SKCHEPTHU3bl JIEKAPCTBEHHOTO CPEJICTBA, B TEUYEHHE MATH pabouyux JHEH CcO JHS TOCTYIUICHHS OT
3asBUTENS OTBETA HA JAHHBIM 3allpOC HAIPABISAECT TAaKOW OTBET B JKCIEPTHOE ydpekaeHue. B ciydae
HENpeACTaBICHUs [0 MCTEUEHUM JEBSHOCTAa PadOuYMX JHEW 3asBUTENEM OTBETAa Ha JAaHHBIA 3ampoc
YIIOJTHOMOYEHHBIN (heiepaabHblii OpraH UCIIOJHUTEFHONW BIIACTH, BBIJABIIMN 3a/JlaHUE Ha MPOBEACHUE
HKCHEPTHU3bl JIEKAPCTBEHHOI'O CPEJICTBA, B TEUEHUE ISATH pabouyux AHEH HampapBisieT B HKCIEPTHOE
YUPEKIACHUE YBEIOMIICHME O HENPEACTABICHHM 3asBUTEIIEM OTBETa Ha 3alpOC YKA3aHHOI'O OpraHa.
Bpemst co nHS HampaBiieHHs 3ampoca 3KCIEPTHOTO YUPEKIEHHS B YIOJHOMOYEHHBIN (enepaabHbIi
OpraH HCIIOJHUTEIBHOW BIACTH O JHS MOJYYEHMS JKCIEPTHBIM YUYPEKJICHHEM OTBETA Ha 3alpoc WIH
YBEIOMIIEHHS. O HENPEACTABICHUM OTBETAa Ha 3alpoC HE YYMUTHIBACTCS IIPU HCUYUCICHUU CpOKa
MIPOBEACHUS IKCIIEPTU3HI JIEKAPCTBEHHOT'O CPEJICTBA.

(dactp 4.1 BBeneHa denepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

4.2. Ecau B cocTraBe pEerMcTpallMOHHOIO J0ChE Ha JIEKApPCTBEHHBIM IMpermapaT JUisi MEAUIIMHCKOTO
IIPUMEHEHHS CONEPXKUTCA IpenrycMOTpeHHas cratbed 18, uacteto 1.1 crarem 30 m crateeit 34
HacTosamero @enepaqbHOTO 3aKOHA KOMMS pPEIICHHs YIOJIHOMOYEHHOTO (eepalbHOro OpraHa
WCIIOJIHUTEJIBHON BJIACTU O NPOBEIACHUM WHCIEKTUPOBAHUS IPOU3BOJIUTEINS JIEKAPCTBEHHBIX CPEJCTB,
JKCIEPTY 10 OQOPMIIEHMSI PE3YJIbTAaTOB AKCIEPTHU3bl JIEKAPCTBEHHOTO CPENICTBA MNPEOCTaBISETCS B
MOpsiIKE W Ha YCIOBHAX, KOTOpBIE NpeaycMOTpeHbl dacTsMu 4 u 4.3 HacTosAlled cTaTbu, KOMHUs
3aKJIIOYEHUST O COOTBETCTBMM IPOM3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM IpaBUII
Ha/IIeKalieid IpOU3BOJICTBEHHOM IMPAaKTHKH, BBIJAHHOIO YHOJHOMOYEHHBIM (e/lepalbHbIM OpraHoM
VICIIOJTHUTEIBHON BIIACTH.

(uacTs 4.2 BBeneHa PenepanbHbIM 3ak0HOM 0T 04.06.2018 N 140-D3)

4.3. 3agBurens o0s3aH MPEACTABUTH B YIOJHOMOYEHHBIN (enepalbHblil OpraH MCHOJHUTENbHOM
BJIACTU KOIHMIO 3aKIIOYEHHS O COOTBETCTBUHU IPOU3BOAMTENS JICKAPCTBEHHBIX CPEICTB TPEeOOBAHUSAM
MpaBWJI HaJJIeXKalleil MPOW3BOJICTBEHHOW NPAKTUKH B CPOK, HE MPEBBIMIAIOIIUN CTa BOCBMUIECITH
pabouux AHEH co AHS TMOJYYEHHUs 3ampoca O €€ MPEAOCTABICHUU. YTOJTHOMOYECHHBIN (eaepanbHbIl
OpraH HCIIOJIHUTENbHON BJIACTH, BBIIABIIMM 3aJaHHE Ha MPOBEICHHE SKCIEPTH3bl JIEKAPCTBEHHOI'O
CpeAcTBa, B TEUEHUE MATH pabOUYMX IHEW CO JHS TMOCTYIUICHHS OT 3asBUTENS KOMUHU 3aKIIOYEHHUS O
COOTBETCTBUM  IPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEACTB  TpeOOBaHUSAM MpaBWJI  HaJyIexalen
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MIPOM3BOJICTBEHHOW MPAKTHUKH, HAMPaBJSET €€ B DKCIEPTHOE yupexieHue. B ciydyae HempencTaBieHUs
3asBUTEJIEM B YKa3aHHBIM CPOK KOIMHUM 3AKJIIOYEHHUS O COOTBETCTBUU MPOU3BOJAUTENS JIEKAPCTBEHHBIX
CpeICTB TpeOOBaHUSAM IMpaBWJI HaAJEXalled MPOM3BOACTBEHHON MPAKTUKU  YIOJTHOMOYEHHBIH
denepanbHBIA OpraH WCHOTHUTEIHLHOW BIACTH, BBIIABIIMK 3a/laHWE HA MPOBEICHUE HKCIEPTU3BI
JIEKapCTBEHHOI'O CPE/ICTBA, B TEUCHHE MATH pabouuxX JHEW HaIpaBisieT B JKCHEPTHOE YUPEKICHHE
YBEJOMJICHHE O HEMPEJCTABICHUMU 3asBUTEIIEM KOMUU 3aKIIOYEHUS O COOTBETCTBUHU IPOU3BOIAUTEIIS
JIEKapCTBEHHBIX CPEICTB TPEeOOBaHUSAM IMpaBUJ HAJJIeKaIIeH MPOU3BOJICTBEHHOM MpakTHUKU. Bpems co
JHS HalpaBJICHUs 3ampoca JKCIEPTHOTO YYPEKJACHHUS B YIOJHOMOYCHHBIH (enepaibHbIii Opran
UCIIOJIHUTENIBHOM BJIACTH JO [JHS IMOJYYEHHS DSKCHEPTHBIM YUYPEKACHUEM KOMHM 3aKIIOUYEHHS O
COOTBETCTBUHM  TPOU3BOAMUTENS JICKAPCTBEHHBIX CPEJACTB  TPEOOBAHWSM TIPABHJ  HaJIekKalen
MIPOU3BOJICTBEHHOW MPAKTHUKU WM YBEJOMIIEHUS O €€ HENpEACTaBICHUU HE YUYUTHIBACTCA IIPU
HCYHUCIICHUH CPOKA MPOBEACHUS IKCIIEPTU3BI JIEKAPCTBEHHOT'O CPE/ICTRA.

(uactsb 4.3 BBenena @enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

5. Dkcnepr Npu MPOBEIECHUU IOPYYEHHOH €My PYKOBOJAUTENEM 3KCHEPTHOIO YUpEXKIECHUs
HKCHEPTHU3bI JIEKAPCTBEHHOT'O CPEJCTBA 00s3aH:

1) mpoBecTH TIOJHOE UCCIEIOBaHUE MPEACTABIEHHBIX €My OOBEKTOB, MaTepualioB, JaTh
O00OCHOBaHHOE U OOBEKTUBHOE 3aK/IIOUYEHHE @0 IIOCTaBJIEHHBIM Iepell HHUM BONpOCaM WM
MOTHBUPOBAHHOE 3aKJIIOYEHHE O HEBO3MOXKHOCTH IIPOBEACHMUSI MM 3KCIEPTU3bl JIEKApPCTBEHHOTO
CpPEZCTBAa, €ClIU MTOCTABJIECHHBIE BOIIPOCH! BBIXOJAT 3a MpeAeibl CHeIHUAIbHbIX 3HAHUN IKCIepTa, OObEKTHI
UCCIIEIOBAaHUM M MaTepHualibl HEMPUTOJIHbl WJIM HEJIOCTATOYHBI JUIsl IPOBEJACHUS MCCIEIOBAaHUN U Jadu
3aKJIIOYEHHUs JIMOO COBPEMEHHBIN YpOBEHb PAa3BUTHS HAYKH HE IO3BOJIIET OTBETHTh HA IOCTAaBJICHHbBIE
BOIIPOCHI;

2) He pa3riamarh CBEJCHUS, KOTOPbIE CTAaJIM €My M3BECTHBI B CBSI3U C MPOBEAECHUEM SKCIEPTU3BI
JIEKapCTBEHHOT'O CPEJCTBA, @ TAKXKE CBEJIEHUS, COCTABIIIOLINE IOCYAapCTBEHHYI0, KOMMEPUYECKYI0 HIIU
MHYIO OXPaHsAEMYIO 3aKOHOM TaiiHy;

3) obecreunTh COXPaHHOCTh MPEICTABICHHBIX OOBEKTOB UCCIIEIOBAaHUN U MaTEPHUAJIOB.
6. DKcnepT He BIIpaBe:

1) npoBOOUTH SKCHEPTU3Y JIEKAPCTBEHHOI'O CPEJCTBA MO OOpAIEHHIO HEMOCPEACTBEHHO K HEMY
OpraHu3anuii Wi GU3NYEeCKUX JIMIL;

2) caMOCTOSITENIbHO COOMpaTh MaTepualbl AJIs IPOBEACHMSI KCIIEPTU3bI JIEKAPCTBEHHOI'O CPEJICTBA;
3) IpOBOANTH IKCIEPTU3Y JIEKAPCTBEHHOI'O CPEACTBA B KAUECTBE HETOCYJaPCTBEHHOI'O IKCIIEPTA.

7. B caydae HeoOXOAMMOCTHM OSKCHEPT BIpPaBE XOAATAHCTBOBAaTh IIEpEel PYKOBOIUTENIEM
9KCIIEPTHOIO YUPEKIACHHS O IPUBJICYEHUH K IIPOBEIECHUIO SKCIIEPTU3BI JIEKAPCTBEHHOTO CPEACTBA IPYTUX
HKCIEPTOB.

8. Kaxnaplii sKcrepT, BXOAAMIMI B COCTaB KOMUCCUHU SKCIEPTOB, KOTOPOW MOPYYEHO IPOBEICHUE
AKCIIEPTHU3BI JIEKAPCTBEHHOTO CPEACTBA, HE3aBUCUMO U CAMOCTOATEIBHO MPOBOAMUT HCCIIEIOBAHUS,
OILICHHUBAET Pe3yJbTaThl, MOJyUYEHHBIE UM JMUYHO U JAPYTUMHU IKCIEpPTaMu, U (HOPMYIHUPYET BHIBOJBI
OTHOCHUTEIIFHO TIOCTABJICHHBIX BOTIPOCOB B TIPE/IeNiaX CBOMX CIICIIHAIBHBIX 3HAHUM.
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9. Pe3y.]'IbTaTI)I OKCIICPTU3BI JICKAPCTBCHHOI'O CpCIACTBA O(I)OpMJ'IHIOTCH 3aKJIFOYCHHUECM KOMMCCHH
OKCIICPTOB. B 3akmroyeHMH KOMHMCCHU OKCIICPTOB YKAa3bIBAKOTCA IICPCUCHBb I/ICCJIGI[OBaHHﬁ, 00BeM
IMPOBCACHHBIX KAXABIM 3KCIIEPTOM HCCHCHOBaHHﬁ, YCTAHOBJICHHBIC KaXX/IbIM U3 HUX (baKTBI H CACIIaHHBIC
B pC3yJIbTATC HCCIICIOBAHUI BEIBOIHI. 3KCHepT, MHCHUC KOTOPOI'0 HE COBIIAAACT C pCHICHUCM KOMHCCUHN
OKCIICPTOB, BIIPAaBE BbIPpa3nuTh CBOC MHCHHC B MMMCHbMEHHOM (bopMe, KOTOpOC an/Io6maeTc;1 K 3aKJIFOUYCHUTO
KOMHCCHUH SKCIICPTOB.

10. DOxcnepTsl, BXOASILIME B COCTaB KOMHUCCHH, HPEIYNpPEXJaroTcsi 00 OTBETCTBEHHOCTU B
COOTBETCTBUM C 3aKOHOAATesNbCTBOM Poccuiickon @Penepauuu 3a Jady 3aKIIOUYEHUs, COAEPIKALIETO
HE0OOCHOBaHHBIE WK (aIbCUPUIIMPOBAHHBIE BBIBObBI, O UEM OHH JAIOT ITOJAIHUCKY.

11. Onpenenenne ypoBHs MpodeccCHOHATBHON MOArOTOBKM AKCIIEPTOB U aTTECTAIMS MX HA MPaBO
MPOBEJICHUST IKCIEPTHU3bI JICKAPCTBEHHBIX CPEICTB OCYIIECTBISIOTCS 3KCIIEPTHO-KBATH(DUKAIMOHHBIMU
KOMHUCCHUSIMU B TIOPSIJIKE, YCTAHOBJICHHOM COOTBETCTBYIOIIMM YIIOJITHOMOUYEHHBIM (heIepaTbHBIM OpraHOM
UCIIOJIHUTENILHOM BJacTU. YPOBEHb NMpodeccroHANbHON MOATOTOBKU IKCIIEPTOB MOMJICKHUT MEPECMOTPY
YKa3aHHBIMU KOMHCCHSIMH HE PEKE YeM OJIMH Pa3 B IISITh JICT.

12. IlpaBuia npoBeNEHUS SKCHEPTHU3bl JIEKAPCTBEHHBIX CPEICTB U OCOOCHHOCTU HKCIEPTH3BI
OTIENbHBIX BUJOB JIEKAPCTBEHHBIX IpenapaToB (pedepeHTHBIX JIEKApCTBEHHBIX IIPENaparos,
BOCIIPOU3BE/ICHHBIX JIEKAPCTBEHHBIX IIpenapaToB, OHOJOIMYECKUX JIEKAPCTBEHHBIX IPENapaToB,
O0MoaHaIoroBhIX (OMOMOAOOHBIX) JIEKAPCTBEHHBIX IMpenaparoB (OMOAHAIOTOB), TOMEOIATHYECKUX
JIEKapCTBEHHBIX IPENapaToB, JIGKAPCTBEHHBIX PACTUTENIBHBIX MPENapaToB, KOMOWHAIMNA JIE€KAPCTBEHHBIX
npenaparoB), (OpPMBI 3aKIIOUYEHHH KOMHCCHHM SKCIIEPTOB YCTAHABJIMBAIOTCS COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM (he/iepabHbIM OPraHOM HCIIOJIHUTENIbHON BIACTH.

(uactb 12 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratba 17. NMopaya u paccMoTpeHue 3asiBIEeHUA O rocyfAapCTBEHHOM perucTpauum
neKkapcTBeHHOro rpenapara AnA BeTepMHapHOro NnpuMeHeHus
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

. [nsa rocynapCTBEHHOW pPETrMCTpallMd JIEKapCTBEHHOIO IIpenapara Uil BETEPUHAPHOTO
IPUMEHEHHs pPa3pabOTUMK TAaKOro JIEKAPCTBEHHOrO Ipernapara WM YIOJIHOMOYEHHOE UM JIpyroe
IOpUANYECKOE JIMLO (Jajiee B HACTOSIIEW CTaThe - 3asBUTENIb) MPEJCTABISAET B YIOJIHOMOYEHHBIH
¢benepanbHBIl OpraH HUCIOJHUTENBHOW BIACTH, OCYLIECTBISIOUIMA TOCYJapCTBEHHYIO PETHUCTPAIMIO
JIEKapCTBEHHBIX MPENapaToB JJIsl BETEPUHAPHOIO IPUMEHEHHUS, B NEKTPOHHOU (hopMe nin Ha OyMaKHOM
HOCUTEJE 3asBJIEHUE O TOCYAAPCTBEHHOW PEruCTpallMM JIEKapCTBEHHOIO Ipernapara i BETCPUHAPHOIO
MIPUMEHEHHUS, a TaKXkKe B MOPSIKE, YCTAHOBJIEHHOM COOTBETCTBYIOLIUM YIIOJHOMOYEHHBIM (pesiepabHbIM
OpPraHOM HCHOJHMTEIbHOM BJIACTH, B 3JEKTPOHHON (popMe miu Ha OyMakHOM HOCHTEJIEe HEOOXOAMMBbIE
JOKYMEHTBI, U3 KOTOpBIX (OpMHpYyeTCs pEerucTpallMOHHOE J0Che€ Ha JIEKapCTBEHHBINM IpernapaTr uis
BETEPUHAPHOTO IPUMEHEHUS.

2. B 3agBneHun 0 rocyAapCTBEHHOW PErMCTPAallMX JEKAPCTBEHHOIO Ipenapara JJisi BETEpUHAPHOTO
IIPUMEHEHHUS] YKa3bIBAIOTCA:

1) HanMeHOBaHMe U aJpec 3asiBUTENS, pa3paboTurKa U IPOU3BOJUTENS JIEKAPCTBEHHOTO Mpernapara
JUIs BETEPUHAPHOIO MPHUMEHEHHS M aJpec MecTa OCYIIECTBJIEHHsS IPOU3BOJCTBA JIEKAPCTBEHHOIO
npernapaTa Juisi BETEpUHAPHOTO NMpPUMEHEHHUs (B Cilydae HaJlMuus HECKOJIbKMX YYaCTHHKOB Ipoliecca
MIPOM3BO/ICTBA HEOOXOAMMO YKa3aTh KaXKJJOT0 U3 HUX);
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2) HauMEHOBaHHE JIEKAPCTBEHHOIO IMpernapara JJisi BETEPUHAPHOTO MPUMEHEHHS (MEXAYHAPOIHOE
HEIMAaTeHTOBAaHHOE, WIH IPYIIIUPOBOYHOE, WIIM XUMHUYECKOE U TOPIrOBOE€ HAUMEHOBAHUS );

3) MNEPCUCHb ﬂeﬁCTBYIOHIPIX N BCIIOMOIaTCJIbHBIX BCHICCTB, BXOAAIIHUX B COCTaB JICKAPCTBECHHOI'O
npemnapara JJjid BETCPUHAPHOI'0 IPUMCHCHUS, C YKa3aHUEM KOJIMYCCTBA KAKA0I'0 U3 HUX,

4) nexapctBeHHass ¢opMma, J03UPOBKA, CHOCOOBI BBEAEHUS U NPHUMEHEHUs, CPOK TOJIHOCTH
JIEKApCTBEHHOTO TMperapaTa il BETepUHAPHOTO TPUMEHEHUS;

5) dapmakoTrepaneBTHUECKas rPyIIa;

6) HE0OXOIMMOCTh IPUMEHEHUSI YCKOPEHHOM IMPOLEAYpbl 3KCIEPTU3bI JEKAPCTBEHHBIX CPE/ICTB B
LEJISIX TOCYIapCTBEHHOM PErMCTpaliy JIEKAPCTBEHHOIO IIpernapara;

7) KOIIMM TOKYMEHTOB, OATBEPKIAIOIIMX YIIJIATy TOCY1apCTBEHHOMN MOLUIUHBIL:

a) 3a IIPOBCACHUC OKCIICPTU3bI KAa4CCTBA JICKAPCTBCHHOI'O CPCACTBA M OKCIICPTU3bI OTHOLICHHA
O)KI/II[aeMOI;'I IMOJIB3BI K BO3BMOKHOMY PUCKY NPUMCHCHHSA JICKAPCTBCHHOT'O IMpCTiapara AJid BETCPUHAPHOI'O
IPUMCHCHHUA IIPpU €TI0 FOCYﬂapCTBeHHOﬁ perucrpannm;

0) 3a BbIAAUY PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKApCTBEHHOTO Mpenapara;

8) HanMuHMe corjiacus, NPEeIyCMOTPEHHOTO 4YacThl0 7 HACTOAIIEH CTaTbu, €CIM C MOMEHTa
peructpanu  peepeHTHOro JIEKApCTBEHHOTO Tpemnapara s BETEPUHAPHOTO MPUMEHEHHsS MPOIILIO
MEHee YeM IIECTh JIET.

(B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

3. PerucrpaniMoHHOE JOChE B LIENSAX SKCIEPTU3BI JIEKAPCTBEHHOTO IMpenapara AJjii BETEpUHAPHOIO
MpUMEHEHUsI POPMUPYETCsT U3 CISAYIONINX JOKYMEHTOB U CBEICHUIA:
(B pen. @enepanbHOro 3akona ot 27.12.2019 N 478-03)

1) cBenmeHUst O Jare MPEJOCTABJICHUS M PETHCTPAMOHHOM HOMEpE JIMIICH3WH Ha MPOU3BOJICTBO
JIEKapCTBEHHBIX CPENICTB, TMPEAOCTABICHHON MPOU3BOAUTENIO PETHCTPUPYEMOrO JIEKAPCTBEHHOTO
mperapara Jiisl BETepUHAPHOTO IPUMEHEHUS, JIJIsl POCCHICKUX ITPOU3BOIUTEIICH;

(B pen. DenepanbHbix 3akoHOB 0T 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

2) cBeleHUs O JaTe NMPEAOCTaBICHUS M PErMCTPAllMOHHOM HOMEpE JIMIIEH3UMH Ha IPOU3BOICTBO
JIEKapCTBEHHBIX  CPEJCTB, IPEIOCTABICHHOW IMPOU3BOAUTENIO  (papMalleBTUUECKOH CcyOcTaHIMH,
BXOJAIIEH B COCTaB PErUCTPUPYEMOTO JIEKAPCTBEHHOI'O IIpenapara Jijisi BETepUHAPHOTO IPUMEHEHUS, 1JIs
POCCUMCKUX IIPOU3BOAUTEIIEH;

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

2.1) xomusi MOKYMEHTa, BBIIAHHOTO YIMOJHOMOYEHHBIM OpPTaHOM CTPAaHBI MPOU3BOIUTENS s
KaXJI0M  MPOU3BOACTBEHHOM  IUIOMIAAKH  PETUCTPUPYEMOro  JICKAPCTBEHHOTO  Ipemapara  JJist
BETEPUHAPHOTO IPUMEHEHUSI M TOATBEPKIAIOIIETO COOTBETCTBUE IPOU3BOIAUTENS JIEKAPCTBEHHOI'O
npenapara TpeOOBaHUAM MPABWIT HAIJIEKAIIECH TIPOU3BOJICTBEHHOM MPAKTHKH, U €T0 TIEPEBOJT HA PYCCKUN
SI3bIK, 3AaBEPEHHBIC B YCTAHOBJICHHOM IIOPSAJKE, a TAKXKE KOIHUS 3aKJIIOYEHUS O COOTBETCTBUU
MIPOU3BOUTENSI JICKAPCTBEHHBIX CPEICTB TpeOOBaHMSIM TIpaBUJ HAJJIeKamled ITPOU3BOACTBEHHOM
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MIPAKTUKH, BBIJAHHOTO YIIOJIHOMOYEHHBIM (pe/iepalIbHbIM OpraHOM HCTOJIHUTENBLHOM BIACTU AJIS KaXKIOM
IIPOM3BOJICTBEHHONW IUIOIIAJKNA PETUCTPUPYEMOIO JIEKAPCTBEHHOIO Mpenapara Juisi BETEPUHAPHOTO
MIPUMEHEHHUS, JINOO KOMUS PElIeHUs O MPOBEACHUM MHCIEKTHUPOBAHUS NMPOU3BOIUTENS JIEKAPCTBEHHBIX
CPEACTB, MPHUHITOTO YIIOJIHOMOYEHHBIM (eIepaIbHBIM OPraHOM HCIOJHHUTEIBHOM BIACTH JUIS Ka)IOH
MIPOM3BOJICTBEHHON TIUIOMIAJKA PETUCTPUPYEMOrO JIEKAPCTBEHHOrO TMpernapara Jisi BETEPUHAPHOTO
IIPUMEHEHHUS. YKa3aHHbIE JOKYMEHTBI MPEACTABIAIOTCS B CIIydae, €CIM IPOU3BOJCTBO JIEKAPCTBEHHOTO
Mpernapara ocyuiecTBisgeTcs 3a npeaenamu Poccuiickoit denepainmu;

(m. 2.1 BBenen @enepanbHbiM 3aK0HOM 0T 04.06.2018 N 140-D3)

2.2) xomusi JOKYMEHTAa, BBIJAHHOTO YIIOJIHOMOYEHHBIM OPTraHOM CTpPaHbl MPOU3BOJIUTENS
(hapmaneBTUYECKOM cyOcTaHIN u MOATBEPK/IAOIIETO COOTBETCTBHUE MPOU3BOUTEIS
(bapmaleBTUUECKOI CyOCTaHIINH, BXOASIIEH B COCTaB PETUCTPUPYEMOTO JIEKApPCTBEHHOTO IIpernapara Jijis
BETEPUHAPHOTO NMPUMEHEHHUsI, TPEOOBaHMUSIM MPABUII HAJICKAIICH MPOU3BOJACTBEHHON MPAKTUKU, U €0
MEePEeBOJ] Ha PYCCKU $3bIK, 3aBEPEHHBbIC B YCTAHOBIIEHHOM IIOpSJIKE, B Cily4ae, €CJIHM IMPOU3BOJCTBO
(dapmaIeBTHYECKOM CyOCTaHIIMM OCYIIECTBIsICTCS 3a npeaenamMu Poccuiickoii @enepanumy;

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

3) NOpoeKT HOPMATUBHOIO JOKYMEHTAa Ha JIEKAPCTBEHHBIM IIpemapaT Uil BETEPUHAPHOIO
[IPUMEHEHUS;

4) MOKYMEHT, COJEpKaIllui CIeAyomylo HHpopMmanuio o ¢apMaleBTUYECKOW CyOCTaHIIUM WITU
(bapMareBTHYECKIX CYOCTaHIUAX, BXOJSAIIMX B COCTAaB JICKAPCTBEHHOTO Tpenapara Jjisi BETCPHHAPHOTO
IMPUMCHCHUSA:

a) HauMeHOBaHUE (dapMalleBTUUECKON CyOCTaHIIMM, €€ CTpyKTypa, oOmue cBoicTBa (mpu
TOCYJapCTBEHHON  pEeTUCTpallii  MMMYHOOHMOJIOTMYECKHX  JICKQpPCTBEHHBIX  IpenapaToB IS
BETEPUHAPHOTO TMPUMEHEHUS MPEJCTABISIFOTCS CBEACHHUS O IITaMMe, BKJIIOYas €ro HauMEHOBaHUE,
WH(POPMAIIHIO O TPOUCXOXKIACHUH, €0 CBOWCTBAX, XapaKTEPUCTUKAX U MECTE JICTIOHUPOBAHHS);

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

0) HauMEHOBAaHUE U a/IpeC MPOU3BOAUTENS;

B) TEXHOJIOTHUSI MPOU3BOJICTBA C OMHCAHUEM CTaaui MPOU3BOJCTBA M METOJOB KOHTPOJS Ha BCEX
CTaJusAX MPOU3BOJCTBA;

r) uHdopmanus o TmpuMecsx (He TMpPEeACTaBIsSeTCS TMpPU TOCYJAPCTBEHHON perucTpaiuu
MMMYHOOHOJIOTUYECKHUX JIEKAPCTBEHHBIX MPEMAapaTOB /I BETEPUHAPHOTO IPUMEHEHUS );
(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

n) crienndukanus Ha GapMaeBTHIECKYIO CYOCTaHIIUIO (HE MPEACTABIISIETCS MPU TOCYIaPCTBEHHON
perucTpan UMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX MPEMapaToB ISl BETEPUHAPHOTO IPUMEHEHUS );
(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

C) OMMHCAHUC MCTOAUK KOHTPOJISA KauCCTBA,

) pe3yibTaThl aHaiu3a cepuil (apmaneBTHUEeCKONM cyOcTaHUMU (HE TPEeACTaBISAIOTCA MpU
TOCYJapCTBEHHON  perucTpaliy  MUMMYHOOMOJIIOTMYECKMX  JICKQpPCTBEHHBIX  IpenapaToB IS
BETEPUHAPHOTO MPUMEHEHMS);
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(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

3) NEpCUCHb CTAaHAAPTHBIX O6pa3L[OB HJIM BCIICCTB, UCIIOJIL3YCMbIX IIPU OCYHICCTBICHUN KOHTPOJIA
KadeCTBa,

1) OIIMCAHUE XapaKTEPUCTUK U CBOWCTB YIIAKOBOYHBIX MaTEpUAJIOB U YKYIIOPOUHBIX CPEJICTB;

K) JaHHblE O CTAa0MIBHOCTH (HE WPEICTABISAIOTCS MPH TOCYAApCTBECHHOH pEerucTparuu
UMMYHOOHOJIOTUYECKIX JICKAPCTBEHHBIX MPEapaToB ISl BETEPUHAPHOTO MPUMEHEHHUS ),
(B pen. @enepansHoro 3akoHa ot 02.08.2019 N 297-D3)

J) CPOK F'OJIHOCTH, YCJIOBUSI XPAHEHMUS;

5) or4er o pe3ynpTarax JAOKIMHUYECKOTO MCCIEJOBAHHUS JIEKAPCTBEHHOIO CPEACTBA JUIS
BCTCPUHAPHOI'O NPHUMCHCHUA, BKJIIOanOHII/If/'I OIMMCAHUC MCTOAOB OHNPCACICHUA OCTATOYHBIX KOJIUYCCTB
JEUCTBYIOILIETO BelecTBA (JICHCTBYIOUIMX BEIIECTB), JOCTHTAIOMIETO (IOCTUTAIONIMX) CHUCTEMHOTO
KpOBOTOKA, B HNPOAYKHOUH KHBOTHOI'O HPOUCXOXKIACHUA ITOCJIC IMPUMCHCHHUA TAKOI'O JICKAPCTBECHHOI'O
CPEICTBA, a TaK)Ke JTOKYMEHTAJILHOE ITOATBEP)KICHNE (BAIMAAINS) YKa3aHHBIX METO/IOB;

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

6) OTUCT O Ppe3ysibTaTaX KIMHHUYCCKOIO HUCCICAOBAHUA JICKAPCTBCHHOI'O IIpCliapara IS
BCTCPUHAPHOI'O IIPUMCHCHHS Y KaKAOT'O BUAA JKUBOTHBIX, YKA3aHHBIX B MHCTPYKIHUHU 11O BETCPUHAPHOMY
IIPUMCHCHUIO,

7) IPOEKT MHCTPYKIIUHU IO BETEPUHAPHOMY IIPUMEHEHUIO JIEKAPCTBEHHOTO MperiapaTa, CoJepKaiien
CJIe1YIOLLUE CBEJICHUS:

a) HaMEHOBaHUE JIEKapCTBEHHOTO Ipernapara Jjsl BETEpUHAPHOTO NMPUMEHEHUS (MEXIyHapOIHOE
HEeMaTeHTOBAaHHOE, MJIM TPYNIHUPOBOYHOE, MJIM XUMHUECKOE U TOPIrOBOE HAUMEHOBAHMUS);

0) nexapcTBeHHas ¢opma ¢ yKazaHHEeM HAaWMEHOBAaHUM U KOJMYECTBEHHOTO COCTaBa JACHCTBYIOITUX
BEIIECTB U KAU€CTBEHHOT'O COCTaBa BCIIOMOTATEIbHBIX BEIIIECTB;

B) OIMMMCAHUEC BHCIIHET'O B A JICKAPCTBCHHOI'O IIpcriapara AJid BETCPUHAPHOTO MPUMCHCHUS

r) dapmakoTepaneBTHUECKas TPYIIa JIEKapCTBEHHOTO Mpernapara JJisi BETepUHAPHOTO PUMEHEHHS
WJTU yKa3aHHe "TOMEONaTHYECKUN JIEKapCTBEHHBIN TIpenapar';

n)  (QapmakonuHamMMKa M (papMaKkOKMHETHKa (32  HCKJIOYeHHeM  (apMaKOKHHETHKH
rOMEOIATHYECKUX JICKAPCTBEHHBIX NpPEnapaToB W PACTHUTEIBHBIX JIEKAPCTBEHHBIX IPENapaToB) WU
OIMCaHNe UMMYHOOHOJIOIMYECKIX CBOMCTB JIEKAPCTBEHHOTO IpenapaTa;

€) MOoKa3aHusl JIsl IPUMEHEHMUS;
) IPOTUBOIIOKA3aHMS JUIsl IPUMEHEHHUS;
3) MEpbI MPEAOCTOPOKHOCTH NMPHU MPUMEHEHUH;

I/I) YKa3aHnue€ BO3MOKHOCTHU U 0coOeHHOCTEH MPUMCHCHUA Y 6CpCMCHHBIX JKUBOTHBIX, Y )KUBOTHBIX B
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Inepruoa JJaKTaluu, y IOTOMCTBA )KUBOTHBIX;

K) PeXHM JO3MPOBAHUS, CIIOCOO BBEIEHUS M NPHUMEHEHHs, NMPU HEOOXOAMMOCTH BpeMs MpHeMa
JIEKApCTBEHHOTIO IIperapaTa JJis1 BETEpUHAPHOI0 IPUMEHEHUS, IIPOJOJDKUTEIBHOCTD JICUEHUS,

J) BO3MOXHBIC MMOOOYHBIE JCUCTBUS, HEXKEIATEIbHBIC PEAKIIMH MMPU MPUMEHEHUH JICKAPCTBEHHOTO
rperapara Juis BETEpUHApHOIO IIPUMEHEHHUS;

M) CUMIITOMBI IEPETO3UPOBKH, MEPHI 10 OKA3aHUIO IIOMOILY IIPU [IEPETIO3UPOBKE;
H) B3aMMOJIEHCTBHE C IPYTMMU JIEKAPCTBEHHBIMU IpenapaTaMy U (WIM) KOpMaMu;
0) (hopMbI BBIITYCKA JIEKAPCTBEHHOTO Mpenapara JJisi BETEpUHAPHOTO IPUMEHEHHUS,

1) yKazaHue (MpU HEOOXOAUMOCTH) OCOOCHHOCTEH IEeHCTBHS JIEKAapCTBEHHOTO IMpemapaTa Jyis
BETEPUHAPHOTO NIPUMEHEHMSI IPU IEPBOM MPUEME WK IIPU €0 OTMEHE;

p) onmcanue (IpU HEOOXOJMMOCTH) JIEHCTBUIl crienuaincTa B 00JacTH BETEpPUHAPUH, BIIAJENbLA
KMBOTHOTO TMpPHU TMPOMYCKE IpHEMa OJHOW WM HECKOJBKHX J03 JICKapCTBEHHOTO Ipenapara Jis
BETEPHHAPHOTO IPUMEHEHUS;

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

C) CPOK TOAHOCTH H YKa3daHHWC Ha 3alpeT MNPHUMCHCHUS JICKAPCTBCHHOI'O IIpCliapaTra IJIsd
BCTCPUHAPHOI'O IPUMCEHCHUA 110 UCTCUCHHUHN CPOKA I'OJJHOCTH;

T) YCIIOBHSI XpaHEHHUS;

y) yKazaHue Ha HEOOXOJMMOCTb XpaHEHHs JIEKapCTBEHHOTO Ipenapara A BETEpPUHAPHOTO
IIPUMEHEHHUS B MECTaX, HEAOCTYIHBIX IS JETEH;

¢) ykazanue (Mpu HEOOXOAMMOCTH) CIEUHUAIBHBIX MEp MPEAOCTOPOKHOCTH MPH YHUUYTOKECHUH
HEHCIOJIb30BAHHBIX JIEKAPCTBEHHBIX IIPENAPATOB JJI1 BETEPUHAPHOIO IIPUMEHEHHUS;

X) CPOKH BO3MOXHOT'O HCIIOJIB30BaHUA NPOAYKHHHN KXUBOTHOI'O IMPOUCXOXKACHHA ITIOCIIC BBCIACHUSA
JKUBOTHOMY JICKAPCTBCHHOTO IIpeIiapaTa JJIs1 BETCPUHAPHOT'O MPUMCHCHUS,

I1) YCJIOBUS OTITYCKa;

4) HAMMEHOBAaHUSA U ajJpeca MPOU3BOJICTBEHHBIX IUIOMIAJOK MPOU3BOAUTENS JIEKaPCTBEHHOTO
npenapara Jijisi BEeTepuHaApHOTO MPUMEHEHHS;

1) HauMMEHOBaHHWE, aJpec OpraHu3allM, YIOJHOMOYEHHOH JepXkareileM WIH BIAAEIbleM
PETUCTPAIIMOHHOTO  YIOCTOBEPEHUS] JICKAPCTBEHHOTO Tperapara Ha MNPHHATHE TPETEH3WH OT
noTpeOuTeNs;

8) MpOEKThl MAKETOB MEPBUYHON YIMaKOBKH U BTOPUYHOMN YIAKOBKH JIEKAPCTBEHHOTO MpernapaTa Jiis
BETEPUHAPHOI'0 IIPUMEHEHUS;

9) cnenyromue cBeIeHNs O JIEKapCTBEHHOM IpenapaTe /Uil BeTEpUHAPHOTO IPUMEHEHHUS:
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

a) OMMCaHUE U COCTAB JICKAPCTBEHHOTO TIpenapaTa Jyisi BETCpUHAPHOTO IPUMEHECHUS;
0) onrcanue (hapMareBTHUECKON pa3padoTKH;

B) OIMCAHME MPOIECCa MPOU3BOJICTBA U €T0 KOHTPOJIS, OIIMCAHHOE B TIOPSJIKE, YCTAHOBJICHHOM B
COOTBETCTBHUH C YacThIO | HACTOSAIIEH CTAThU;
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

I) ONHMCAaHWE KOHTPOJS KPUTUYECKUX CTaJUi NPOU3BOACTBA M IPOMEKYTOUHOH MPOLYKIIHH,
MOJINTMCAaHHOE B MOPSAKE, YCTAHOBJICHHOM B COOTBETCTBHU C YAaCThIO | HACTOSIIEH CTAThH;
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

,I[) HauMMCHOBaHUA H aJpccCa pa3pa60TqI/IKa, JACpiKaTeiisi WM  BJIaJCJibllda PCruCTpairuoOHHOTO
YAOCTOBCPCHUSA JICKApCTBECHHOT'O npenapara, IMPONU3BOJACTBCHHBIX 10 aa0K IMPOU3BOANTCIIA
JICKApCTBCHHOT'O IIpfriapara AJid BCTCPHUHAPHOI'O NMPUMCHCHHUS C YKA3aHUCM CTaJIui TEXHOJIOTHUYECKOI0
mnmponecca, OCYHECTBIIACMBIX Ha IPOU3BOACTBCHHBIX ILIOIIAAKAX IIPOU3BOAUTECIIA JICKAPCTBECHHOI'O

npernapara Juis BETepUHAPHOTO TPUMEHEHUS;
(B pen. enepanbHbix 3akoHOB 0T 13.07.2015 N 241-®3, ot 02.08.2019 N 297-D3)

e) apmaneBTHYECKas] COBMECTUMOCTD;

) MUKPOOHOJIOTMYECKHE XapaKTePUCTHKH;

3) MaTepuanbHBINA OaaHC JJIs MPOU3BOACTBA CEPUH FOTOBOTO MPOJIYKTA;

1) OMHMCAHKNE XapaKTEPUCTUK U CBOMCTB YIAaKOBOYHBIX MAaTEPUAJIOB M YKYITOPOYHBIX CPEJICTB;
K) JOKYMEHTAJIbHOE MOATBEPKACHHE (BATHIAIKS) POIIECCOB U (UJTN) UX OLIEHKA;

J) TpeboBaHMSI K KayecTBY BCIOMOIAaTEIbHBIX BeElIECTB (cepTUdUKAT, cHenudukanus Ha
BCIIOMOTaTeIbHbIE BEIIECTBA U UX 00OCHOBaHNUE);

M) AHAIIUTUYCCKUC MCECTOJAUKH, HUCIOJB3YEMBIC TIIPpH OCYIICCTBICHHU KOHTPOJIA KadeCTBa
BCIIOMOTAaTCIBbHBIX BCIICCTB,

H) JAOKYMCHTAJIbHOC MOATBCPIKICHUC (BEU'II/II[aIII/Ifl) AHAIIMTUYCCKUX METOJUK, HCIIOJIb3YCMBIX IIPpH
OCYIICCTBJICHUU KOHTPOJISI Ka4€CTBAa BCIIOMOT'ATCIIbHBIX BCIICCTB,

0) I/IH(l)OpMaIII/Ifl 00 HCITOJB30BAaHUM BCIIOMOTIaTEIbHBIX BC€IICCTB YCJIIOBCYCCKOTO MW XHUBOTHOI'O
MMPOUCXOKIACHUS,

n) yTpatuia cuny. - ®enepanbHbiii 3akoH oT 02.08.2019 N 297-03;

p) TpeboBaHMS K KayecTBY JIEKAPCTBEHHOrO IIpernapara s BETepUHAPHOTO IPUMEHEHHS
(cepTudukar, cnenrdukaiys Ha JEKapCTBEHHbIHN Mpenapar U uX 000CHOBaHUE);

C) AHAIIMTHUYCCKUC MCTOAWKH, HCIHOJB3YCMBIC TIpU OCYHICCTBJICHUNW KOHTPOJA KAa4YCCTBa
JICKApCTBCHHOTO Iperiapara JJIs1 BETCPUHAPHOT'O MPUMCEHCHU A,
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

T) JOKYMEHTAJIbHOC IIOATBEPIKACHHUC (BaJ'II/I,I[aI_[I/IH) AHAIIUTUYCCKUX METOJHUK, HUCIIOJIB3YCMBIX IIPpU
OCYIICCTBJICHUU KOHTPOJIA Ka4€CTBaA JICKAPCTBCHHOI'O IpCriapara AJjisi BETCPUHAPHOTI'O IPUMCHCHUS |

y) JOKYMEHT, MOATBEPXAAIOIINNA KayecTBO JIEKAPCTBEHHOTO Ipenapara TpeX MPOMBIIIICHHBIX
cepuil (IMPOTOKOJI aHAJIN3A WK CEPTU(HUKAT aHAIN3A), OJHA CEPHUsi KOTOPOTO JIOJKHA COBIAATh C CEpUEH
oOpa3ia JIekapCTBEHHOT0 Mpenapara, oAaHHOTO Ha PEerucTpaluio;

¢) xapakTepucTHKa IpUMeceii;

X) NEPECUCHb CTAaHAAPTHBIX O6p33L[OB, HCIIOJIB3YEMBIX IIPU OCYIICCTBJIICHHH KOHTPOJA Kad€CTBa
JICKApCTBCHHOTO IIplriapaTa JJIs1 BETCPUHAPHOI'O MPUMCHCHU S,

LI) JaHHBIC O CTaO0UIBHOCTHU JICKAPCTBCHHOTI'O IIpIriapaTta 1JIsd BETCPUHAPHOI'O IIPUMCHCHHU,;

10) xommst JOKyMEHTa, COJepXamero WHGOpMAIMI0 O HAIWYMH WIK 00 OTCYTCTBUU (DaKTOB
perucTpanuy JIeKapcTBEHHOIO Ipernapara JJisi BETepUHApHOro NMPUMEHEHUs 3a npenenamu Poccuiickoit
®denepauuu;

11) cornacue B MUCHbMEHHOU (hopMe, MPEeIyCMOTPEHHOE YacThiO 7 HACTOSIICH CTAaThU, B CiIydae
perucTpanyy BOCIIPOU3BEICHHOTO JIEKAPCTBEHHOTO Tpenapara;
(B pen. @enepanbHoro 3akona ot 13.07.2015 N 241-03)

12) xomusg JOKyMEHTa Ha PYCCKOM fA3BbIKE, 3aBEPEHHOIN0 B YCTAHOBJIEHHOM MOpPSJAKE U
MOJITBEPKIAIOLIETO IPABOMOYHOCTh 3asBICHHS O TOCYJAapCTBEHHON PpErucTpaluy JIeKapCTBEHHOI'O
npernaparta Jyisi BETEpUHAPHOIO IPUMEHEHUS (JIOBEPEHHOCTD);

13) cBemeHMss O TOCYAApCTBEHHOM pErHMCTpallid Te€HHO-MHXEHEPHO-MOIU(PHUIMPOBAHHBIX
OpPTaHU3MOB, TIPEAHA3HAYEHHBIX [UIS BBITYCKA B OKPYXKAOIIYI0 cpeay (IpH TOCYAapCTBEHHOM
perucTpany JIEKapCTBEHHBIX IpenapaToB Ui BETEPUHAPHOTO NPUMEHEHHs, MOJYYEHHBIX C
NPUMEHEHHEM T'eHHO-MH)XEHEPHO-MOJU(PHIMPOBAHHBIX  OPTaHU3MOB WJIM  COJAEPKAIIMX  TaKue
OpPTraHU3MBI).

(. 13 BBenen @enepanbubiM 3akoHOM OT 02.08.2019 N 297-03)

4. Tlpu mnpoBeNeHMH YCKOPEHHOW MpOLenyphl SKCHEPTU3bl JICKApCTBEHHOIO IpenapaTta JUls
BETEPUHAPHOTO MPUMEHEHUSI B LEJISIX €r0 rOCyIapCTBEHHOW PErMCTpalliyd BMECTO OTYETa pa3paboTuuka
0 pe3ynbTaTax JOKIMHUYECKOIO MCCIIEJOBAaHUS JIEKAPCTBEHHOI'O CpEACTBA JUIsI BETEPUHAPHOTO
IPUMEHEHUST MOXET OBITh IpEJICTaBiIeH 0030p HayyHBIX pPabOT O pe3yibTaTax JOKJIMHUYECKOIO
UCClIeIoBaHMs pepepeHTHOro JEeKapCTBEHHOr0 Ipernapara Juls BeTepUHApHOIO NMPUMEHEHHUs, a BMECTO
oT4eTa O pe3ysibTaTaxX KIMHUYECKOrO MCCIEJOBAHUS JICKApCTBEHHOIO Ipenapara A BETEpUHApPHOIO
OPUMEHEHHs OTYeT O pe3yibTaTaX HCCIEAOBaHUN OHMOIKBUBAJICHTHOCTH BOCIPOU3BEICHHOIO
JIEKapCTBEHHOI'0 IIpernaparta Jisl BETEpUHAPHOTO IPUMEHEHUSI.

(uactp 4 B pen. ®enepanpHoro 3akoHa oT 02.08.2019 N 297-D3)

5. Ha skcrniepTusy pa3ianuHbIX JE€KapCTBEHHBIX (POPM OJJHOTO U TOTO e JIEKAPCTBEHHOIO Mpernapara
JUISl BETEPUHAPHOTO NMPUMEHEHHUS 3asBUTEND MPEACTABISAET OTACIIbHBIE 3asBJIICHUS U PErMCTPALMOHHbBIC
JIOChE Ha KWKIYIO JIeKapcTBEeHHYIO (hopmy. [Ipu ycrmoBrun 0 JHOBpEMEHHOM TTO1auy Ha SKCMIEPTU3Y OTHOM
JIEKapCTBEHHON (DOPMBI C Pa3IMYHBIMU JO3UPOBKOM, KOHIICHTpAIUEH, 00bEMOM 3asBUTEIb MPEICTABISIET
OJIHO 3asBJIEHUE U PETUCTPALMOHHOE JIOCHE C MPUIIOKEHUEM MAKETOB MTEPBUYHOM YITAKOBKH U BTOPUYHOU

www.consultant.ru Crpanuna 37 u3 139
HaJeKHasl IpaBoBasl MOAAEPIKKa


http://www.consultant.ru/
http://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=182628&date=05.04.2021&dst=100021&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=330696&date=05.04.2021&dst=100043&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=330696&date=05.04.2021&dst=100045&fld=134

®denepanbhblil 3akoH oT 12.04.2010 N 61-D3
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(c M3M. | 01, BCTYIL....

ymakoBKH. Ha MakeTax mepBUYHON YIIAaKOBKM M BTOPHYHOH YIAKOBKH YKa3bIBAIOTCS BCE MPOM3BOANMBIC
JO3UPOBKH, KOHIEHTpAalWU, 00BEMbl M KOJMYECTBO /103 B YIAKOBKE JICKAPCTBEHHOTO MpenapaTa Jajs
BETEPHHAPHOTO IIPUMEHCHUSI.

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

6. B ciydyae HempeacTaBieHUs C 3asABJICHHEM O FOCYJApCTBEHHOM perucTpainuu JeKapcTBEHHOI'O
npenapara Jijisi BEeTepUHAPHOTO MPUMEHEHHS JOKYMEHTOB, MOATBEPKIAIOIINUX YIUIATy TOCYIapCTBEHHON
MOIUJIMHBI U YKa3aHHBIX B MYHKTE 7 YacTH 2 HACTOSIIEH CTaTbH, CBEJCHUH O JUIICH3USIX, YKA3aHHBIX B
nyHkrax | w 2 wyactu 3 Hacrosmied CTaThd, a TakKe BbIJIABAEMbIX (TIPEIOCTaBISIEMBbIX)
YIOJTHOMOYEHHBIMU (hefiepaJbHBIMU OpPraHaMU MCIIOJHUTEIBHONW BIIACTH JOKYMEHTOB (CBEACHMIA),
yKa3aHHBIX B TyHKTe 2.1 uactu 3 HacTosmedl CTaTbu, YINOJHOMOUYEHHBIH (enepanbHblii OpraH
UCIOJIHUTENIBHOM ~ BJIACTH  3ampallluBaeT  yKa3aHHbIE  JIOKYMEHTbl  (CBEACHMs]) B  IOpSIIKE
MEXXBEJIOMCTBEHHOT'O HH(POPMAIIMOHHOTO B3aUMOICUCTBUSI.

(uactsb 6 B pen. denepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

7. He nomyckaeTcsi HCIIOJB30BAaHHE B KOMMEPYECKHX IEsX HHPOpMamuu O pe3yiabTaTax
JOKJIIMHUYECKUX MCCIIEAOBAHUN JIEKAPCTBEHHBIX CPEICTB M KIMHUYECKUX HCCIIEIOBAHUN JIEKAPCTBEHHBIX
MpPENnapaToB sl BETEPUHAPHOTO IPUMEHEHUS, MPEACTABICHHOW 3asBUTEIEM JUI TOCYAapCTBEHHOMU
perucTpanuy JIEKapCTBEHHBIX IpernaparoB, 0e3 ero corjacus B TEUEHHUE MIeCTH JeT C JaThl
roCyJIapCTBEHHOM perucTpaiuu peepeHTHOro JeKapCTBEHHOTo npernapata B Poccuiickoii deneparuu.

8. llepxaTenb WU BIAJENEl] PETUCTPALMOHHOTO YAOCTOBEPEHHUs JIEKApPCTBEHHOTO Mpernapara st
BETEPUHAPHOTO0 MPUMEHEHUS IPEJCTABISIET B YIOJIHOMOYEHHBIN (peiepaabHblii OpraH UCHOIHUTEIbHOU
BJIACTH OTYET IO pe3yibTaTaM (papMakoHaA30pa OJUH pa3 B LIECTh MECALEB B TEUCHHE ABYX JIET MOCIE
rOCyJIapCTBEHHOM PETMCTPALMU JIEKapCTBEHHOIO Ipernapara B Poccuiickoit @enepannn, 3aTe€M €KEroaHo
B T€UEHUE MOCIIEYIOUIUX TPEX JIET U B JAJIbHEHIIIEM OJMH pa3 B TPH roja.

(dactb 8 BBeneHa denepanbHbIM 3aKk0HOM OT 02.08.2019 N 297-D3)

CraTtba 18. Nopaya u paccmoTpeHue 3asiBfIeHUA O rocyAapCTBEHHOM perucTpauum
neKkapcTBeHHOro npenapara Ans MeAuLMHCKOro npMMeHeHus
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

. Jlng rocynapCTBEHHOM pPETHCTpaldy JIEKAPCTBEHHOIO Ipernapara Uil MEIULUHCKOIO
IPUMEHEHHs IOPUMYECKOe JIUI0, JEHCTBYIOIee B COOCTBEHHBIX HHTEpECax WM YHOJHOMOYEHHOE
MIPEACTABIIAITE UHTEPECH! JPYroro IOPUANYECKOTO JIMIA W 3asBILIIOLIEE JICKAPCTBEHHBIM Ipenapar Ha
TOCYJapCTBEHHYIO PEruCTpaluio (Jlaee B HACTOALIeW CTaTbe - 3asBUTENb), IPEACTaBISET B
YIOJTHOMOYEHHBIN (e/iepalibHbIil OpraH MCIOJIHUTEIBHON BIACTH, OCYILECTBISIONINI roCy1apCTBEHHYIO
pErucTpalmio JIEKapCTBEHHBIX MPENnapaToB A MEIUIIMHCKOIO IPUMEHEHNs, B 3JIEKTPOHHOH opMe U Ha
OyMa)XHOM HOCHTEJE 3asBICHHE O TOCYAAPCTBEHHOM PpErucTpaluM JIEKAPCTBEHHOrO Ipernapara Jyis
MEIUIMHCKOTO TPUMEHEHHUs, a TaKKe B TOpPsJIKe, YCTAaHOBJICHHOM YIIOJIHOMOYEHHBIM (eaepalbHbIM
OpPraHOM HCITOJIHUTENBHON BIIACTH, B 3JEKTPOHHOW QopmMe M Ha OyMa)kHOM HOCHUTEJIEe HeoOXOIuMbIe
JOKYMEHTBI, U3 KOTOPBIX (DOPMHUPYETCS PETHCTPAllMOHHOE J10Che Ha JIEKApCTBEHHBIM MNpemapar Juis
MEIUIUHCKOTO NPUMEHEHMUS.

(uactp 1 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

2. B 3asBlIeHMHU O TOCYAApPCTBEHHOW PETUCTPALIMU JIEKAPCTBEHHOIO Mpenapara JJjisi MEAUIIMHCKOTO
MIPUMEHEHUSI YKa3bIBAKOTCS:
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

1) HawmMeHOBaHME, aJpec 3asBUTEIS] M TMPOU3BOJUTENS JIGKAPCTBEHHOTO Iperapara JJis
MEAUIIMHCKOTO TPUMEHEHUS, CBEJICHUSI 00 WX PETUCTPAllMM B KaUeCTBE HAJOTOILIATENIBIUKA B CTpaHE
peructpanyu (sl pOCCUHCKUX IOPUANYCCKHUX JIUI] - UACHTU(UKAMOHHBIA HOMEpP HAJIOTOILIATeIIbINNKA
(MHH), nyist ”HOCTpaHHBIX IOPUINYSCKUX JIUI] - CTPaHA PErHCTPaIlii, HANMEHOBAHUE PETUCTPUPYIOIIETO
opraHa, perucTpalMOHHBIA HOMEp, KOJ HAaJOTrOIUIATENBIINKA B CTPAHE PETUCTPAIMH (MHKOPIIOPAIIIH)
WIA €r0 aHajor) U aJpec MeCTa OCYIIECTBICHHS MPOM3BOJCTBA JIEKAPCTBEHHOTO MpemnapaTa (B ciiydyae
HAJIMYHMS HECKOJBKUX YYaCTHHKOB TIpOIlecCa €ro IMPOU3BOJICTBA HEOOXOIUMO YyKa3aTh Ka)JIOro
y4acTHUKA B COOTBETCTBUU C OCYIIECTBISIEMON CTaiuel TPOU3BOJICTBA);

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

2) HauMEHOBaHHUE JIEKAPCTBEHHOTO Ipernapara sl MEJUIIMHCKOTO MPUMEHEHHUs (MEXIyHapOIHOE
HENMaTeHTOBAaHHOE, WM TPYIIUPOBOYHOE, UM XUMHUYECKOE U TOPrOBOE€ HAUMEHOBAHMS);

3) MEpCUCHDb HCﬁCTBYIOMHX M BCIIOMOTaTCJIbHBIX BCHICCTB, BXOAANIMX B COCTAB JICKAPCTBCHHOI'O
npemnapara s MEAUIUHCKOTO IIPUMCHCHUS, C YKA3aHUCM KOJIMYCCTBA KAXKIOTO U3 HUX;

4) nexapcTBeHHas ¢opMma, JO3HPOBKA, CIOCOOBI BBEICHUS W NPHUMEHEHHUS, CPOK TOJHOCTH
JIEKapCTBEHHOT'O Ipernapara Jyisi MeJUIITHCKOTO PUMEHEHHS;

5) hapmakoTepaneBTHUECKAs TPYIIA, KOJ aHATOMO-TEPANIeBTHIECKO-XHMHUYECKOHN KIacCH(PHUKAIIH,
peKoMeH/I0OBaHHOW BcemupHol opraHuzanueil 31paBOOXpaHEHHS, 3asBIS€Mble MOKa3aHUA U
MIPUMEHEHHUS JIEKAPCTBEHHOTO MperapaTa i MEIUIUHCKOTO IPUMEHEHUS;

6) oOTCcyTCTBME HEOOXOAMMOCTH IIPEOCTABJICHUS OT4YeTa O pe3yibTaTax KIMHUYECKOIo
UCCIICIOBaHMsI, UCCIIEA0BaHUS OMOIKBHBAJIECHTHOCTU JIEKAPCTBEHHOIO IIpernapara, pa3pelieHHOro s
MeULMHCKOro puMeHeHus B Poccuiickoil @eneparuu Oosiee 1BalaTy JIET, ¢ yKa3aHUEM HOPMATUBHBIX
IIPABOBBIX AKTOB, MOATBEPKAAOIIMX JAHHBIN CPOK IPUMEHEHNS,

7) HeoOxoauMocTh oQopMIIeHHs paspelieHus Ha BBo3 B Poccuiickyro denepanuio KOHKpeTHON
NapTUM  3apPETUCTPUPOBAHHBIX M (WJIM)  HE3apErMCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJCTB,
IIPEIHA3HAYEHHBIX JUIsI TIPOBEJEHUS DKCIIEPTHU3bl JIEKAPCTBEHHBIX CPEACTB B IENIAX IOCYAAPCTBEHHOU
perucrpanmy;

8) HCO6XOI[I/IMOCTI:> MMPOBCACHUA OSKCIICPTU3BI JOKYMCHTOB, IIPCACTABJIICHHBIX JIA OIPCACIICHUS
BO3MOXHOCTH pacCMaTpuBaThb HeKapCTBCHHBIfI npemnapar g MCIUIHUHCKOr0 IMPUMCHCHUA TIpH
OCYHICCTBJICHUU l"OCy,Z[ElpCTBGHHOfI perucTtpanu B Ka4C€CTBEC Opq)aHHOFO JICKApPCTBCHHOTO IIpeIriapara;

9) HeoOX0IMMOCTh MPUMEHEHHUSI YCKOPEHHOM MpOLEeAypbl SKCIEPTU3bI JIEKApCTBEHHBIX CPEACTB B
LEJIAX TOCYIapCTBEHHON PETUCTPALUU JIEKAPCTBEHHOIO IIpernapara;

10) xonuu JOKYMEHTOB, MOATBEPKAAIONINX YIUIaTy FTOCYAAPCTBEHHOM MOIITNHBI:

a) 3a MPOBCACHUC OSKCICPTHU3bI AOKYMCHTOB, IMPCACTABJIICHHLIX Ui OHNPCACICHHUSA BO3MOXKXHOCTHU
paccMaTpuBaTh HeKapCTBeHHLIﬁ npemnapar mMid MCIUIHUHCKOI0O MNPUMEHCHHA IIpU OCYIICCTBICHUUN
FOcy,Z[apCTBeHHOf/'I perucTpaiu B Ka4€CTBC Op(baHHOFO JICKApCTBCHHOTO IIpCIiapara,

0) 3a TPOBEIECHHME OSKCIEPTHU3hl KAYeCTBAa JICKAPCTBEHHOTO CPEACTBA M JKCIEPTH3bI OTHOIICHUS
0’KMJIa€MOH TOJIb3bl K BO3MOKHOMY PUCKY IPUMEHEHUS JIEKApCTBEHHOTO Mpenapara, pa3peieHHoro as
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

MEIUIIMHCKOTO TNpuMeHeHus B Poccuiickoit ®Denepamuu Oosiee NBaAlATH JIET, MPH OCYIIECTBICHUU
rocyJapCTBEHHOM pEerucTpaliu JIEKapCTBEHHOTO Mpernapara;

B) 3a NPOBEACHHME HKCIEPTU3bl KauecTBa JIEKAPCTBEHHOTO CPEICTBAa U JKCIEPTU3bl OTHOIICHUS
0’KMJIa€MOM TOJIB3bl K BO3MOXHOMY PUCKY IIPUMEHEHUS JICKAPCTBEHHOTO Ipernapara Jjisi MeIUIIMHCKOTO
MPUMEHEHHUS [IPH €T0 FOCy1apCTBEHHON PETUCTPALIUU;

I) 3a MPOBEACHUE HKCIEPTU3bl KAueCTBA JIEKAPCTBEHHOI'O CPEACTBA M SKCIEPTU3bl OTHOLUEHUS
OKU/1aeMOH T0JIb3bl K BO3MOXKHOMY PUCKY NPUMEHEHUS JIEKapCTBEHHOI'O Ipernapara il MEJUIIMHCKOTO
IIPUMEHEHUS], B OTHOIIEHHUHU KOTOPOIO IPOBEJIEHBI MEKIYHAPOJHbIE MHOIOLIEHTPOBHIE KIMHUYECKHE
UCCIIeIOBaHMsI, 4YacTb M3 KOTOphIX IIpoBeaeHa B Poccuiickoit depepaumu, npu OCYIIECTBICHUU
roCy/lapCTBEHHON PETUCTPalLlii JIEKapCTBEHHOTO IIpenapara;

11) Hanuuume corjacusi NPOU3BOJUTENS JIEKAPCTBEHHOIO IIpernapara, HPOM3BOJICTBO KOTOPOTO
ocyuiecTBisiercss 3a npenenamu  Poccuiickonn  @enepaunuu, Ha INPOBEACHUE HMHCIEKTHPOBAHUSA
IIPOU3BOIUTENIS HA COOTBETCTBUE TPeOOBAaHUAM IIPABUI HAJJIEXKALeH IPON3BOICTBEHHON NPaKTHKHY;

12) Hanuuue cormnacus, NpelyCMOTPEHHOIO YacThio 18 HacTosIIel cTaThy;

13) yka3zaHue BUJa JICKApCTBEHHOTO IpernapaTa, NpeACcTaBIeHHOr0 Ha perucTpanuio (pedepeHTHbIN
JIEKapCTBCHHBI  IMpemnapar, BOCHPOW3BEICHHBIM  JICKAPCTBEHHBIM  Mpemapar, OMOJOTUYECKHMA
JIEKApCTBEHHBIM TIperapaTr, OnoaHaJOroBblid (OMOMOMOOHBIN) JIEKAPCTBEHHBIM mpernapar (OuoaHasior),
rOMEeONaTUYECKUil JIeKapCTBEHHBIN Mpenapar, JIEKapCTBEHHBIN PACTUTENbHBIN Mpenapar).

(uactsb 2 B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. PeructpanmonHoe aochke Ha JIEKapCTBEHHBIM mpemnapaTr il MEIUIUHCKOTO NPUMEHEHUs
npenocTaBisercs B (opMe 00IIero TEXHUIECKOTO JOKYMEHTA.
(dactb 3 B pen. PeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4. Pazgen AOKYMCHTAIIUU AAMHUHUCTPATUBHOI'O XaPAKTCPa BKIKOYACT B ce0s:

1) 3asiBIeHHE O TOCYAapPCTBEHHOW PETHCTPAIlMH JICKAPCTBEHHOTO MpenapaTa Ui MEAUIMHCKOTO
INPUMEHEHHMS B AJIEKTPOHHOHN opMe U Ha OyMa)kHOM HOCUTEIIE;

2) KONHUI0O JOKYMEHTa Ha pYCCKOM $3bIKE, 3aBEPEHHOT0 B YCTAHOBJIEHHOM NOpSAAKE U
MTOATBEPKIAOILIETO MPABOMOYHOCTD 3asIBUTENS IOJABaTh 3asBJICHUE O FOCYAAPCTBEHHOW PETUCTPALMU
JIEKapCTBEHHOI'O IIpernapara Jisi METUIIMHCKOTO MPUMEHEHUS (IOBEPEHHOCTb);

3) cBeaeHHUs O JaTe MPEAOCTaBICHUS M PETUCTPAMOHHOM HOMEpPE JIMIEH3UHW Ha MPOU3BOJCTBO
JIGKapCTBEHHBIX CPEACTB WJIM CBEICHUS O Jare MPEJOCTaBICHHS W PETHCTPAIMOHHOM HOMEPE
3aKJIIOUYEHUsT O COOTBETCTBHHM TPOM3BOAUTENS JIEKAPCTBEHHBIX CPEICTB TpPEeOOBAHUSIM  TMPABUIT
HaJyIeKaled TPOU3BOJACTBEHHOW TMPAKTHKH, BBIIAHHBIX (MIPEAOCTABICHHBIX) YIIOJTHOMOYECHHBIM
denepanbHBIM OpPraHOM HCIIOJHUTENBHONW BJIACTH B OTHOIIEHUH MPOW3BOJCTBEHHOW TUIOMIAIKU
PErUCTPUPYEMOTrO JIEKapCTBEHHOTO IIpemapara, B cllydae, €CIM IPOU3BOACTBO JIEKAPCTBEHHOTO
npermnapara ocyuectsisieTcs B Poccuiickon @enepaunu;

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

4) KOITHIO HpCﬂOCTaBHCHHOﬁ YIIOJTHOMOYCHHBIM OPraHOM CTpaHbl IMPOU3BOAUTCIIA JIULICH3WU Ha
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

MIPOU3BOJICTBO JICKAPCTBEHHOTO IIperapara W €€ IepeBOJ] Ha PYCCKHHA s3bIK, 3aBEPEHHBIC B
YCTQHOBJICHHOM IOPSZIKE, a TAK)KE KOMHUIO 3aKIIOYEHUSI O COOTBETCTBUH IMPOU3BOIUTENS JIEKAPCTBEHHBIX
cpeacTB  TpeOOBaHMSAM  TPaBWJI  HAIICKAIICH  MPOU3BOJCTBEHHONH  NPAaKTUKH,  BBIJAHHOTO
YIIOJTHOMOYEHHBIM (pe/lepalbHbBIM OPraHOM HCIIOJHUTEIBHON BIACTH B OTHOILICHHWH NPOU3BOACTBEHHOMN
TUTOIIAJIKU PETUCTPUPYEMOTO JIEKAPCTBEHHOTO TIpenapaTa, WM KOIHIO PEHICHUS YIOJIHOMOYEHHOTO
(benepanbHOrO OpraHa HCIOJHUTENBPHONW BIACTH O TPOBEACHUM HHCIEKTHPOBAHUS TPOU3BOIUTEIS
JICKApCTBEHHBIX CPEJICTB, B CIIydyae, €CIM MPOU3BOJICTBO JIEKAPCTBEHHOTO Mperapara OCyIIecTBIsSeTCS 3a
npeaenamu Poccniickoit denepanuu;

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

5) NPOEKT UHCTPYKLUUU MO MEAUIIMTHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOTO Ipenapara, coJaepskaiieit
CJIEYIOIINE CBEACHHUS:

a) HaMMEHOBaHHWE JIEKAPCTBEHHOrO Tmpemapara (MEXIYHApOJHOE HEMAaTeHTOBAHHOE, WJIN
TPYIIHPOBOYHOE, WM XUMUYECKOE U TOPrOBOE€ HAUMEHOBAHMS);

0) nexapcTBeHHas GopMa C yKa3aHHEM HAaUMEHOBAHH M KOJMYECTBEHHOTO COCTaBa JCHCTBYIOLINX
BEIIECTB U KaUeCTBEHHOI'O COCTaBa BCIIOMOTaTENIbHBIX BEUIECTB (IIPU HEOOXOIUMOCTH KOJIMYECTBEHHOIO
COCTaBa BCIIOMOTaTeJIbHBIX BEIIECTB);

B) OIMCAaHUE BHELIHETO BUA JEKapCTBEHHOTO Mpenapara Jjsi MeJUIIMHCKOTO IPUMEHEHUS;
) GU3UKO-XUMHUECKUE CBOICTBA (JUIst pannodapManeBTHIeCKUX JIEKaPCTBEHHBIX MPETapaToB);

n) (QapMakoTepaneBTUYECKash TpyMMa, KOJ JIEKAPCTBEHHOro IMpemapara Al MEAUIIMHCKOTO
MIPUMEHEHHUS 110 aHATOMO-TEPANEBTUYECKO-XUMUIECKOH Kiaccu(uKaIum, peKkoMeH10BaHHOM BecemupHoi
OpraHu3aluei 3paBoOXpaHeHMs], MM YKa3aHUE "TOMEONaTUUeCKU JIeKapCTBEHHBIN penapar';

e) dapmakoguHamMuka W (dapMaKOKMHETHKAa (32  HCKJIIOYeHHeM  (papMaKOKWHETUKH
TOMEOMAaTUYECKUX JIEKAPCTBEHHBIX MPENapaToB M PACTUTEIbHBIX JIEKAPCTBEHHBIX MPENapaToB);

) TOKa3aHUsl ISl IPUMEHEHMUS;
3) IPOTUBONOKA3aHUs AJIS IPUMEHEHUS;
1) MEpBI MIPEIOCTOPOKHOCTH MIPHU IPUMEHEHHH;

I() YKa3aHU€ BO3MOKHOCTU U ocoOeHHOCTEH NPUMCHCHUS JICKAPCTBCHHOI'O IIpcriapara I
MCIUIHUHCKOIr0O IMPHUMCHCHUSA 6Cp€M€HHI>IMI/I KCHIIMHAMH, JKCHIOMHAMM B IIEpHUOA TPYAHOIO
BCKapMJIMBaHHs, 1€TbMU, B3pOCIIBIMU, UMCIOIIIUMHU XPOHUYCCKUC 3360J’ICBaHI/IH;

J) peXUM J03UPOBaHUS, CIOCOOBI BBEIEHUS U MPUMEHEHUs, P HEOOXOAMMOCTH BpeMs MpHeMa
JIEKAPCTBEHHOI'0 IIpernapara il MEAMLUHCKOrO MPUMEHEHUS, MPOJOJLKUTEIBHOCTh JICYEHUS, B TOM
quclie y JETeH IO U II0CIIE OJHOTO roJa;

M) BO3MOJXHBIC HCKCIIATCIIBHBIC PCAKIMU TIpU NPHUMCEHCHUHU JICKAPCTBCHHOTO IIpeliapara I
MCIUIHUHCKOI'O IPNMMCHCHUA

H) CUMIITOMBI IEPCAO3UPOBKHU, MCPBI IO OKA3aHWUIO IMTOMOIIHA ITPHU NEPECIO3UPOBKE;
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

0) B3aMMOJICICTBHE C APYTUMHU JI€KapCTBEHHBIMH NpenapaTtaMu 1 (WiIH) MUIIEBbIMU IPOAYKTAMU;
1) (hOpMBI BBIITyCKa JIEKaPCTBEHHOTO IIpenapara;

p) ykazaHue (Ipu HEOOXOIUMOCTH) OCOOCHHOCTEH JCHCTBUSA JICKApCTBEHHOIO Ipemapara s
MEAUIIMHCKOTO MMPUMEHECHHUS TP IIEPBOM IPUEME HITH TIPU €r0 OTMEHE;

¢) onucanue (Mpyu HEOOXOAMMOCTH) IeHCTBHI Bpaya (dempamepa) U (WIM) MalueHTa IMpy MPOITYCKe
IprieMa OJTHOHM WIIM HECKOJIBKHX 703 JIEKAPCTBEHHOTO IIperapara Jyisi MeTUITUHCKOTO MPUMEHEHHUS;

T) BO3MOXXHOE€ BJIMAHUC JICKAPCTBCHHOI'O0 IIpf€liapara [JjiId MCEIAUIHUHCKOIO IIPUMCHCHHA Ha
CIIOCOOHOCTH YIIPABJIATH TPAHCIIOPTHBIMUA CPCACTBAMH, MCXAHU3MAMMU,

y') CPOK TOAHOCTHU M YKA3daHUC Ha 3alpeT MNPUMCHCHHUA JICKAPCTBECHHOI'O IIpeliapaTa i
MCIUIHUHCKOI'O IPUMCHCHUS 11O UCTCUCHUH CPOKA I'OJHOCTHU;

&) ycrnoBus XxpaHeHus;

X) YKa3aHuc Ha H€06XOIII/IMOCTI) XpaHCHUA JICKAPCTBCHHOI'O IIp€rapara A MCIAUWIHUHCKOI'O
IMPUMCHCHUS B MECTAaX, HCAOCTYIIHBIX IJISA I[eTefI;

1) yka3aHue (Ipu HEOOXOAMMOCTH) CIELHAIbHBIX MEp MPEIOCTOPONKHOCTU HPU YHUUTOKEHUU
HEHUCIIOIb30BAHHBIX JICKAPCTBEHHBIX IIPENAPATOB Ul MEAULIMHCKOIO IPUMEHEHUS;

Y) YCJIOBUS OTITYCKa;

1) HAaUMCHOBAHHS M aJpeca NPOM3BOJCTBCHHBIX IUIOMIAJIOK MPOU3BOIAMTENS JIEKAPCTBEHHOTO
npernapara;

II) HaMMEHOBaHHWE, aJpec OpraHu3allH, YIOJHOMOUYEHHOM JepXkaTejleM WM BIaJAebleM
PETUCTPALIMOHHOTO YJOCTOBEPEHHUS JIEKAPCTBEHHOTO Mpenapara JUuisi MEIULHMHCKOrO MPUMEHEHMsI Ha
MPUHATHE NTPETEH3UH OT MOTPEOUTENS;

6) MHCTPYKILUIO 110 MEAUIIMHCKOMY MPUMEHEHUIO WM KPaTKYI0 XapaKTEPUCTUKY JIEKAPCTBEHHOIO
rpenapara, yrBep KICHHbIE B CTpaHe IIPOU3BOAUTEILS;

7) IPOEKThl MAKETOB NEPBUYHOMN YIAaKOBKHM U BTOPUYHON YIIAKOBKH JIEKAPCTBEHHOTO Mpenapara Jjis
MEJIULMHCKOIO IPUMEHEHUS;

8) MpOeKT HOPMATHBHOW JOKYMEHTAIlMHW WJIM HOPMATHBHOTO JOKYMEHTA Ha JIEKApCTBEHHBIN
mpemnapar JIjs MeIUIMHCKOTO IPUMEHEHHs JTM00 yKa3aHHe COOTBETCTBYIOINICH (hapMaKoNetHON CTaThu;

9) moxymeHT, coiaepKamuii HHHOPMAIUI0 O HAJTUMYHH I 00 OTCYTCTBHHM (DaKTOB PETHCTPAINH
JIEKapCTBEHHOTO MperapaTa JJisi MeIUIUHCKOT0 MPUMEHEeHUs 3a npeaenamu Poccuiickoit @enepanuu;

10) xomuM JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJIEHHOM TMOpPSAKE M MOATBEPXKIAAOMMX (aKT
perucTpanyy JEeKapCTBEHHOTO IpenapaTa B MHOCTPAHHBIX TOCYAAapCTBax B KadecTBE OpQaHHOIO
JIEKApCTBEHHOTO MpeIapara;
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(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc

"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

11) mnman ympaBiaeHHsT pUCKAMU JUIsi OWOJIOTMYECKUX JIEKAPCTBEHHBIX MpenaparoB s
MEIUIIMHCKOTO MPUMEHEHHS;

12) pokymeHT o cucteme ¢apMakoHaa30pa JAepiKaTeis WM BIaJeiblla PErucTPaluoOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara;

13) nOKyMeHT, MOATBEP>KIAIOLIMN KAauecTBO JIEKAPCTBEHHOTO Mpernapara TpeX HMPOMBIIIICHHBIX
cepuil (TPOTOKOJI aHAJIM3a WIIM CEPTU(HUKAT aHAIN32), OJHA CEPUsl KOTOPOTO JIOJKHA COBIAAATh C CEpUEH
oOpa3na JIEKapCTBEHHOIO Ipemapara [Uisi MEAMIMHCKOrO TMPUMEHEHHS, MPEeICTaBICHHOIO Ha
rOCy/IapCTBEHHYIO PETUCTPALIMIO.

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

5. Paznen xumuueckoi, (apManeBTUUECKON M OMOJIOTMYECKOM TOKyMEHTAllMu BKJIIOYAeT B ceOs
JOKYMEHTBI, coJiepxaliie HHGopMaiuio o papMaleBTHUECKONH CyOCTaHIIMM U JIEKApCTBEHHOM IIperapare
JUI. MEIUIIMHCKOTO NPUMEHEHMs, MIPOLIECCe €ro MPOM3BOJACTBA U METOJAaX KOHTPOJS KauyecTBa, B TOM
qucie:

1) KonuIO JOKYMEHTA, COACPIKAIIETO CICIYIONIYI0 HHpopMauio o hapMaleBTHIECKON CyOCTaHIINN
win  (apManeBTHUECKUX CyOCTaHIUSAX, BXOAAIIMX B COCTaB JICKAPCTBEHHOIO Ipemapara, 3a
UCKITIOUCHHEM HWHpoOpManuu o (apMareBTHUYCCKUX CYOCTaHIUSAX, BKIIOYCHHBIX B TOCYAApCTBEHHBIH

peecTp JIEKapCTBEHHBIX CPE/ICTB B COOTBETCTBUU €O cTaTheil 34 HacTosmero denepaibHOro 3aKoHa:
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 462-03)

a) HauMEHOBaHMe (apMaleBTUUECKON CyOCTaHINH, €€ CTPYKTYypa, o0II1e CBOUCTBA;
0) HauMEHOBAaHUE U a/IpeC MPOU3BOAUTENS;

B) TEXHOJIOTHUSI MPOU3BOJICTBA C OMHCAHHUEM CTAJWUW MPOM3BOACTBA M METOJIOB KOHTPOJS Ha BCEX
CTaJusX MPOU3BOJCTBA;

I') ONKCaHKe pa3pabOTKH Mpoliecca MPOU3BO/ICTBA;

1) OIMCaHNE KOHTPOJISI KPUTUYECKUX CTAIUI MPOU3BOICTBA U MPOMEKYTOUHON MPOAYKIINH;
€) JOKyMEHTaJIbHOE MOATBEPKACHUE (BaTMAIMs) IPOLIECCOB U (MJIM) UX OLICHKA;

’K) CBOMCTBA U CTPYKTYpa JACUCTBYIOIINX BEIIECTB;

3) XapaKTepUCTUKA IPUMECEH;

n) crieurdukanys Ha papMaleBTHUECKYIO CyOCTaHIIUIO U €€ 000CHOBAHMUE;

K) aHaJUTHYECKHE METOAUKH, WCIOIb3yeMble TPH OCYIIECTBICHHH KOHTPONSA KadyecTBa
(dhapmareBTHIeCKOr CyOCTaHITNH;

J) JOKYMEHTAJbHOE IMOJATBEPXKACHUE (BaTMIAIMs) aHATUTUYECKUX METOAMK, UCIONb3YEeMbIX IMPH
OCYILIECTBIICHUH KOHTPOJISl KauecTBa (papMalieBTUYECKON CyOCTaHINH;

M) pe3yJbTaThl aHAIU3a cepuil papmaneBTHUECKO cyOCTaHIINN;
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H) MepedYeHb CTaHIAPTHBIX 00pa3IlOB WM BEIIECTB, UCIOJIB3YEMbIX IPU OCYIICCTBICHHUN KOHTPOJIS
KauyecTBa,

0) ONKMCAHNUE XaPAKTEPUCTUK M CBOMCTB YIIAKOBOYHBIX MAaTEPHAJIOB H YKYIIOPOYHBIX CPE/ICTB;
1) IaHHBIC O CTA0MIBHOCTH (papMareBTUIECKON CyOCTaHITNH;
P) CPOK TF'OJTHOCTH;

1.1) B oTHomeHHH GapMaleBTUYECKUX CYOCTaHIMHA, BXOISIIIMX B COCTaB JIEKAPCTBEHHOTO
Ipernapara M BKJIIOUYEHHBIX B IOCYJapCTBEHHBIN PEeCTp JIEKapCTBEHHBIX CPEACTB B COOTBETCTBUU CO
cratbeil 34 Hactosdwmero denepanbHOrO 3aKoHA, - KONMUS JOKYMEHTA, COJEPIKAIIEro CJEAYHOIIYIO
nHpopMaIuo:

a) HaMMeHOBaHME PapMaIeBTUICCKON CyOCTaHITNH, € CTPYKTYpa, OOIIHE CBOHCTRA;
0) HauMEHOBAHME U a/IPEC MPOU3BOAUTEIS;
B) PE3yJIbTATHI aHAIKM3a cepuil hapMaleBTUUECKON CyOCTaHIINH;

I') CPOK T'OHOCTH;
(m. 1.1 BBenen denepanbHbIM 3aK0HOM 0T 27.12.2019 N 462-D3)

2) TOKYMEHT, COJEpIKAIIHi CIeAYIOUIIE CBEICHUs O JIEKAPCTBEHHOM IpernapaTe A MEAUIIMHCKOTO
MIPUMEHEHUS:

a) OIMHUCAaHUC U COCTAaB JICKAPCTBCHHOTO IIperiapara sl MCAUIUHCKOTO IPUMCHCHU A ;

0) omnmcanue QapmareBTUYECKON pa3paboTku (00OCHOBaHME BBHIOOpAa COCTaBa, MEPBUYHOMN
YIIaKOBKHU U HHOTO);

B) TEXHOJIOTHA IMPOU3BOACTBA C OIMMCAHUEM CTaI[I/If/'I IMPONU3BOACTBA U MCTOAOB KOHTPOJIS Ha BCEX
CTagugXx IMPOU3BOACTBA,

I) ONHUCaHWE KOHTPOJS KPUTHMUECKUX CTaJui Tpolecca MPOU3BOACTBA U IMPOMEKYTOUHOMN
MPOIYKIIHY;

J1) HAUMEHOBAaHUE U a/IpeC MECTa OCYILECTBIIEHUS IPOM3BOJCTBA JIEKAPCTBEHHOIO Ipernapara Juis
MEIMIMHCKOTO MPUMEHEHHs (B Cllydae HaJW4YUsl HECKOJBKHX YYACTHHKOB IIpoliecca IMPOU3BOJICTBA
He00X0IMMO yKa3aTh KaXKIO0ro U3 HUX);

€) (hapmarieBTHUECKasi COBMECTUMOCTB;
) MUKpOOHOJIOTMUECKHE XapaKTePUCTUKH;
3) MaTepHaIbHBIN OanaHc JUIs MPOU3BOACTBA CEPUH FOTOBOTO MPOIYKTA;

1) ONUCaHNE XapaKTEePUCTHK U CBOWCTB YIIAKOBOYHBIX MaT€PUAIOB U YKYIOPOUHBIX CPEJICTB;
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"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

K) JOKYMEHTAJIbHOE MOATBEePkKACHNE (BAIUIAIMS) IPOIIECCOB IPOU3BOJICTBA U (WJIN) UX OIICHKA;

J) TpeOOBaHMA K KayecTBY BCIIOMOTATENIbHBIX BEHIECTB (CepTH(HKAT, crenupuKanus Ha
BCIIOMOTaTeJIbHbIE BEIIECTBA U UX 00OCHOBAaHHUE);

M) AHAIIUTUYCCKUC MCTOAUKH, HUCIOJIB3YCMbIC TIIpH OCYHICCTBJICHHU KOHTPOJIA KadYCCTBa
BCIIOMOT'aTCJIBbHBIX BCIICCTB,

H) JIOKYMEHTaJIbHOE MOATBEpPKJACHUE (BalUAalMs) aHAIUTUYECKUX METOJHUK, WCIOIb3YEMBIX IMPHU
OCYIIIECTBJICHUN KOHTPOJISI KAYECTBA BCIIOMOTATEIbHBIX BEIIECTB;

O) I/IH(bOpMaI_[I/ISI 00 HCIIOJB30BAHMM BCIOMOIATEIbHBIX BCIICCTB YCJIIOBCUYCCKOT'O MW XHWBOTHOI'O
IIPOUCXOKIACHUS

1) “HGopMalus 00 UCIIOJIb30BAHUN HOBBIX BCIIOMOTaTEIbHBIX BEILIECTB;

p) TpeOoBaHMA K KayecTBY JIEKAPCTBEHHOro TIpenapaTra s MEIUIUHCKOIO IPHUMEHEHHs
(ceprudukar, cienuduKanys Ha JIEKapCTBEHHBIHN Mperapar U X 000CHOBAaHUE);

C) AHAIIUTUYCCKUC MCTOAWKH, HCIOJB3YCMBIC TIpU OCYHICCTBJICHUNW KOHTPOJISI KA4YCCTBa
JICKApCTBCHHOTO ITplriapara JJIisi MCAUITUHCKOI'O MIPUMCHCHU S

T) AOKYMCHTAJIbHOC NOATBCPIKACHHUC (BaHI/I,I[aL[I/IH) AHAIIUTUYCCKUX MCETOJUK, UCIIOJB3YCMBIX IIpU
OCYIICCTBJIICHHNU KOHTPOJIA Ka4€CTBaA JICKAPCTBCHHOI'O IIp€riaparta ajisd MCAULUHCKOTO ITPUMCHCHU

y) pe3ynbTaThl aHAJIM30B CEPUI JIEKAPCTBEHHOTO Mpernapara JUisi MeAMLIUHCKOTO PUMEHEHMS;
¢) xapakTepucTuKa MpUMecei;

X) MEPCUCHb CTAaHAAPTHBIX 06pa3u0B, HCIOJIb3YCMbBIX IIPpU OCYIICCTBJIICHHU KOHTPOJIA KadeCTBa
JICKApCTBCHHOTO IMperiapaTa JJIs1 MCAUIUHCKOI'O IPUMCHCHUS

I1) IaHHBIE O CTA0MIIBHOCTH JIEKAPCTBEHHOT'O TIpenapara Juisi MeJUIITHCKOTO TPUMEHEHHUSI.
(dactb 5 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. Paznen Q)apMaKOJ'IOl"I/I"IeCKOI\/'I, TOKCHUKOJIOTHYECKOM JAOKYMCHTAIIUU BKIIFOYACT B ce0s OTYETHI O
pe3yibTaTax JOKIMHUYCCKUX HCCIICTOBaHUM JICKAPCTBCHHOTO CpCACTBA AJII MCAUIIUHCKOI'O IMPUMCHCHUS,
B TOM YHCIJIC:

1) oTuer o hapmMakOTUHAMUYECKUX UCCIEIOBAHUSX;
2) otueT 0 hapMaKOKUHETHUECKUX HCCIETOBAHUSX;

3) OTYET O TOKCHKOJIOTUIECKUX HCCIICIOBAHUSX.
(uactp 6 B pen. denepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

7. Paznmen KJIMHUYECKOW JTOKYMEHTAIIMM BKIJIIOYAET B C€0s OTYETHI O pe3yJbTaTax KIMHHYECKUX
HCCIIeA0BaHUH JIEKapCTBEHHOTO IIpenapara Jyisi MEAUIIMHCKOTO IPUMEHEHHS, B TOM YHCIIE:
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1) ordyersl 00 wHcCIeAOBAaHMUAX OWOJOCTYMHOCTH W OMOAPKBHBAJICHTHOCTH, HCCIECIOBAHUSIX,
YCTaHABJIMBAIOLINX KOPPEISIHIO PE3yIbTaTOB, MOMYYSHHBIX B YCIOBUSX in Vitro u in vivo;

2) oTueThl 0 (papMaKOKUHETUYECKUX HCCIIECTOBAHUSIX;
3) otueTsl 0 (hapMaKOAUHAMUYECKUX UCCIICIOBAHUSX;
4) oT4eTHI O KIMHUYECKUX HCCIEA0BaHUAX 3(PPEKTUBHOCTH U OE30MACHOCTH;

5) OTYET 0 MOCTPETUCTPALIMOHHOM OIBITE MPUMEHEHUS (IIPH HATTUUUH).
(dactpb 7 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8. TpeboBanus k 00beMy HH(pOpMAIHK, TPEIOCTABIIEMON B COCTaBE PETUCTPAIIMOHHOTO JIOCHE,
JUIS OTAETBHBIX BUAOB JICKAPCTBEHHBIX MPENapaToB AJs MEAUIIMHCKOTO MPUMEHEHUS YCTaHABIMBAIOTCS
YIIOJTHOMOYEHHBIM (heiepaibHbIM OPTaHOM UCTIOTHUTEIIBHON BIACTH.
(uactb 8 BBenena denepanbHbiM 3aKk0HOM OT 22.12.2014 N 429-03)

9. B oTHOIIIEHUU JIEKAPCTBEHHBIX IMPENapaToB, pa3perieHHBIX I MEIUIIMHCKOTO NMPUMEHEHHUS B
Poccutickoit denepanuu Oosee ABaIIATH JIET W B OTHOIICHHUM KOTOPBIX HEBO3MOXKHO IPOBEICHUE
WCCIICIOBAaHUK WX OHMOIKBUBAICHTHOCTH (32 HCKJIFOYCHHEM OHOJOTHYECKHX  JICKAPCTBCHHBIX
MpernapaToB), JOMYCKAeTCsl BKIIOYEHUE B COCTaB pasjena (apMaKoJIOTHYECKOW, TOKCHUKOJIOTMYECKOU
JOKYMEHTAIlUU U pa3jiefia KIMHUYECKOM JOKYMEHTAllMM BMECTO OTYeTa pa3paloT4yMKa O pe3ylibTaTrax
COOCTBEHHBIX JIOKIMHHUYECKUX HMCCIICIOBAHUN JICKAPCTBEHHBIX CPEJICTB U KIMHHUYCCKUX HMCCIICIOBAHUMN
JIEKAPCTBEHHBIX MPENapaToB i MEAUIIMHCKOIO MPUMEHEHHUs 0030pa HAy4YHBIX pabdOT O pe3yibTarax
JTOKJIMHUYECKUX MCCICIOBAHUN JICKAPCTBEHHBIX CPEICTB W KIMHUYECKHX HCCIICIOBAaHUM JaHHBIX
JIEKApCTBEHHBIX MIPEMapaToB, B TOM YKCIIE BKIIIOYAS OMBIT UX MOCTPETUCTPAITMOHHOTO IIPUMEHEHHS.
(uactp 9 BBenena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03; B pea. PeaepanbHOrO 3aKOHA OT
27.12.2019 N 475-03)

10. IIpu rocynapCTBEHHOW PpErMCTpalMy BOCHPOM3BEIEHHBIX JIEKAPCTBEHHBIX IIPENapaToB MAJIs
MEAUIMHCKOTO TPUMEHEHMsI JIOMYCKAaeTCs BKIIOYEHHWE B COCTaB paszjena (apMaKoJIOTHYECKOH,
TOKCUKOJIOTMYECKOM JOKYMEHTallud W pasjena KIMHUYECKOHM JIOKyMEHTallud BMECTO OT4YeTa
pa3zpaboTurka O pe3yibTaTax COOCTBEHHBIX JOKJIMHUYECKHX HCCIIEOBAaHUI JIEKAPCTBEHHBIX CPEICTB
0030pa Hay4YHbIX pabOT O pe3yabTaTax JAOKIMHUYECKUX HCCIET0BaHUNA peepeHTHOro JEKapCTBEHHOTO
npenapaTa U NPEJCTaBIEHUE BMECTO KIMHUYECKHUX MCCIEIOBAaHUM B IMOJHOM 00bEME, YCTAaHOBJIEHHOM
pas3zfenoM KIMHUYECKOH JOKYMEHTAallMM, OT4eTa O pe3yjbTaTaX HCCIIeOBaHUM OMOIKBUBAJIEHTHOCTH
BOCIIPOU3BE/IEHHOI0 JIEKAPCTBEHHOTO Mpemnapara Juisi MeIWUMHCKoro mnpumeHenus. He tpeOyercs
IpEJCTaBICHUE OTuYeTa O pe3yiabTaTax HCCIeI0BaHUNA OMOIKBUBAJIEHTHOCTH BOCIPOU3BEICHHOTO
JIEKapCTBEHHOTO IpernapaTa s MEAUIIMHCKOTO IPUMEHEHHUS], €CIIM PETUCTPUPYIOTCS BOCIIPOU3BEICHHBIE
JIEKapCTBEHHBIE MPENapaThl sl MEAULIMHCKOIO IPUMEHEHUS, KOTOPbIE:

1) mpenHazHayeHbl Ui MAapeHTEPAIBbHOIO (MOJKOXKHOIO, BHYTPUMBIIIEYHOTO, BHYTPHUBEHHOTO,
BHYTPUIJIA3HOTO,  BHYTPHIIOJIOCTHOTO, BHYTPUCYCTaBHOTO, BHYTPUKOPDOHAapHOIO) BBEIEHUSA W
IIPEJCTABISAIOT cO00M BOAHBIE PACTBOPHI;

2) mpeAcTaBISIOT co00i PacTBOPHI Il HEPOPAILHOTO TPUMEHEHMS;

3) mpou3BenieHbI B (hOpME MOPOIIKOB MIIH JTUOPUITH3ATOB JJIsI IPUTOTOBIIEHUS PACTBOPOB;
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4) ABIAIOTCS ra3aMu;

5) ABNSAIOTCS YIIHBIMU WJIM TJIA3HBIMHU JIEKAPCTBEHHBIMU IIperapaTaMu, IPOU3BEACHHBIMU B (hopme
BOJHBIX PACTBOPOB;

6) mpeHa3HAYEHBI JI1 MECTHOTO MTPUMEHEHHSI U IPUTOTOBJICHBI B (hOpME BOJHBIX PAaCTBOPOB;

7) IpeacTaBISIIOT cOOOW BOAHBIE PACTBOPHI AJISl MCIOJB30BaHUS B (pOpMe MHTAIALUNA C TOMOIIBIO
HeOyaif3epa WK B Ka4eCTBE Ha3aJIbHBIX CIIPEEB, MPUMEHSIEMBIX C TIOMOIIBIO CXOIHBIX YCTPOUCTB.
(dactpb 10 BBenena denepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-03)

11. [nst cnydaeB, yka3aHHbIX B nyHktax 1 - 3, 5 - 7 wgactm 10 HacTosmeid craThby,
BOCITPOM3BEICHHBIN JIEKAPCTBEHHBIN MperapaTr Il MEIUIMHCKOTO IMPUMEHEHHUS JOJKEH COACpPIKATh
TaKHe K€ BCIIOMOTATEIIbHBIC BEIIECTBA B TAKUX )K€ KOJUYECTBAX, KaK M peepeHTHBINA JIEKapCTBCHHBIN
npenapar. Eciii cocTtaBel BCIIOMOTaTEIbHBIX BEIIECTB Pa3IMYaIOTCs, 3agBUTENb JOJKEH IMPEICTaBUTH
JI0Ka3aTesIbCTBa TOTO, UYTO HCIIOJIb3YEMbI€ B JAaHHBIX KOHIICHTPAIMSIX BCIIOMOTATEJIbHBIC BEIIECTBA HE
BIMAIOT Ha Oe3omacHOCTh M (WiH) 3¢ (EKTUBHOCTH JIEKAPCTBEHHOrO IIpemnapara JJisd MEIHIIHHCKOTO
npuMeHeHus. B citydae, eciiv 3asBUTENb HE MOXKET MPEJICTABUTh TaKWE TOKA3aTeNIbCTBA U (UJTK) HE UMEET
JOCTyMa K COOTBETCTBYIOIIMM JIaHHBIM, OH JIOJDKEH IMPOBECTH COOTBETCTBYIOLIUE HCCIECIOBAHUS IS
JTOKA3aTeNIbCTBAa OTCYTCTBUS BIIMSIHUS PAa3HBIX BCIOMOTATEJbHBIX BEIIECTB WM BCIIOMOTATEIbHBIX
yCTPOMCTB Ha 0e30macHOCTh U (WiH) 3((HEKTUBHOCT JIEKAPCTBEHHOTO Mpenapara i MEIUIIMHCKOTO
MIPUMEHEHHUS B COOTBETCTBUH C aKTaMU, COCTaBIIAIONIMMU IIpaBo EBpa3uiickoro S5KOHOMHUYECKOTO COI03a.
(gactp 11 BBenena denepanbHbiM 3aKk0HOM OT 22.12.2014 N 429-D3; B pen. denepanbHOro 3aK0Ha OT
22.12.2020 N 444-D3)

12. Tlpu rocyaapCTBEHHOM perucTpaiuy KOMOUHAIUN paHee 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX
MpermapaToB  JIsi  MEAWIIMHCKOTO TMPUMEHEHHs JIONMyCKaeTcs BKJIIOYCHHE B COCTaB  pasjelia
(bapMaKoIOTHYECKOM, TOKCHKOJIOTUYECKOW MOKYMEHTAlMM W pas3jieNia KIMHUYECKOW JOKYMEHTAIUH
BMECTO OTYeTa pa3paboT4MKa O pe3yiabTarax COOCTBEHHBIX JIOKIMHUYECKUX HCCIEIOBAHUI
JIEKapCTBEHHBIX CPEJACTB 0030pa Hay4yHBIX paboOT o pe3ynpTaTax IOKIMHHYECKUX HCCIETOBAHHMA
pedepeHTHBIX JICKAPCTBEHHBIX IPENapaToB, BXOMISIIMX B COCTaB KOMOWHAIIUU JIGKAPCTBEHHBIX
MpernapaToB, U 00 OTCYTCTBHH UX B3aUMOJICUCTBUS B OJIHOM JIeKapCcTBEHHOU (hopMme.

(uacTh 12 BBeaena denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

13. Ha okcmepTusy pa3IuYHBIX JIEKapCTBEHHBIX (OPM OIJHOTO M TOTO K€ JEKAPCTBEHHOTO
npernapara JJisi MEIWIMHCKOTO TPUMEHEHHUS 3asBUTEIb TMPEACTABISAECT OTHACIbHBIE 3asBICHHUS U
PETUCTPAIIMOHHBIE IOChEe Ha KAXKAYIO JIeKapCcTBEHHYIO (opMy. [Ipu yciaoBurM oqHOBpEMEHHOM MoJayl Ha
IKCIEPTU3Y OJHOW JIEKAPCTBEHHON (OPMBI C Pa3TUYHBIMH JIO3UPOBKOM, KOHIICHTpAIMEH, 00beMOM
3asIBUTENb MPEACTABIISIET OJTHO 3aSBJIICHHE U PETUCTPAIIMOHHOE JIOChE C MPUIIOKEHUEM MAKETOB YITaKOBOK
Ha KXJIYIO JO3UPOBKY, KAXKIYI0 KOHIICHTPAINIO, KXl 00hEM M KaXJ10€ KOJTUIECTBO /103 B YIIaKOBKE.
(uacth 13 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

14. Tlpu rocymapCTBEHHOW perucTpanuu Op(haHHOTO JIEKAPCTBEHHOTO TIpernapara 3asiBUTEIh
mpecTaBiIseT nHOpPMALIUI0, HEOOXOTUMYIO I (POpMHpPOBAHUS pa3jiena KIMHUYECKOU JOKYMEHTAIIHH,
B 00bEeMe, YCTAaHOBJICHHOM YITOJTHOMOYEHHBIM (eiepaTbHBIM OPTaHOM HCTIOJHUTEILHOM BIACTH.

(uacTh 14 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

15. Tlpu peructpanuu OHOJIOIMYECKOTO JIEKAPCTBEHHOTO Ipenapara, MOJTYYeHHOIO U3 KpOBH,
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IJ1a3Mbl KPOBHU YCJIOBEKA, B COCTAaB€ PCTUCTPALMOHHOI'O AOCBE Ha HeKapCTBeHHBIﬁ npenapar s
MCIUIHUHCKOI'O IPUMCHCHUS JOJIKHBI OBITH MNpeaACTaBJICHBI JOMMOJIHUTCIBHO!

1) B pa3zmene [OKyMEHTallMM aJMHMHUCTPATUBHOIO XapakTepa JOKYMEHT, COJAepKalluii
uHpopManuo 0 cyObeKTax oOpamieHust JOHOPCKOH KpOBH M (MJIM) €€ KOMIIOHEHTOB, O TOM, I/ie Oblia
OCYIIECTBICHA JOHamMs (KpoBHM M (WMJM) TUTa3Mbl KPOBHM), a Takke JaHHble 00 HH(EKIIMOHHBIX
3a00JIeBaHUAX, NEPEAAONINXCSA IAPEHTEPATIbHBIM IyTeM, HH(pOpMaIHs O CyObeKTax oOpalieHus
JIOHOPCKOW KpOBU U (WMJIM) €€ KOMIIOHEHTOB, B OTHOIIEHHMHM KOTOPBIX OCYILECTBISETCS KOHTPOJb
JIOHOPCKOM KPOBU U (WJIM) €€ KOMIIOHEHTOB;

2) B pazzene XUMUYECKOH, (hapmarieBTHUEeCKON 1 OMOJIOTUYECKOM TOKYMEHTAIlUU:

a) KpUTEPUU U CHOCOOBI 0TOOpa, TPAHCHIOPTUPOBAHUS M XPaHEHUS TOHOPCKON KpOBU U (M) €€
KOMIIOHEHTOB;

0) pe3yabTaThl HUCCIEIOBAHUNA OTOOPAHHBIX JOHOPCKOW KpOBU U (WJIM) IJIa3Mbl KPOBU U ITYJIOB HA
Hanuuue Bo3OyauTened UHQEKIUi, BKIOYas HHPOpPMAIUMIO 00 HCIONBb30BAHHBIX METOAHMKAX
WCCIEOBAHUN © B CIy4yae MHCCIEIOBAaHUSA TYJOB IUIa3Mbl KPOBU PE3YyJbTaThl JOKYMEHTAJIBHOTO
MOATBEPKICHUS (BAIUJAINH ) UCIIOIb30BAHHBIX METOIUK;

B) TEXHUYECKHE XAPAKTEPUCTUKH YIIaKOBKH JUIsl 0TOOpa JTOHOPCKOM KpOBU U (MJIM) I1a3Mbl KPOBH,
BKJIFOYast HH(pOpMaIHIO 00 UCIIOIb30BaHHBIX PACTBOPAX aHTHKOATYJISIHTOB.
(dactb 15 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

16. KinHnueckue McciieoBaHUs JIEKAPCTBEHHOrO IMperapaTta il MEIUIMHCKOTO NPUMEHEHUs B
LENIIX €ro TOCYJapCTBEHHOM perucrtpauuu npoBoasaTcs B Poccuiickoin ®enepanri B TMOPSJIKE,
yCTaHOBJIEHHOM cTaThsiMu 38 - 44 Hacrosmero ®exepanbHoro 3akoHa. OT4eT O MPOBEACHHBIX
HCCIICIOBAHUSAX BKJIFOYAETCA B COCTaB paszjiefia KIIMHUYECKOW JOKYMEHTAIMU PETUCTPAMOHHOIO JOChE
Ha JIEKapCTBEHHBIN Mpenapar Ajs MEIULUUHCKOro mpuMeHeHus. [l eKapCTBEHHBIX MpenapaToB s
MEIHUIMHCKOTO TPHUMEHEHUS, B OTHOLICHHH KOTOPBIX B PE3YIbTAaTE€ 3SKCIEPTU3bl JOKYMEHTOB,
MPEACTABICHHBIX [UJI1 ONpPEAENeHUs BO3MOXXHOCTH PACCMATPUBATH JIEKAPCTBEHHBIM MpenapaTr i
MEJUIIMHCKOTO TPUMEHEHUSI B KadecTBE Op(aHHOTO JIEKAPCTBEHHOTO Mpemnapara, Takas BO3MOXKHOCTH
MpU3HAHA M B OTHOILIEHWHU KOTOPBIX IPOBEACHBI KIMHUYECKUE HCCIIEIOBAHUS, BBINOJHEHHBIE 3a
npeaenamu Poccuiickoit denepanuu B COOTBETCTBUM C TIpaBWJIAMH HaJyIekailed jabopaTopHOi
MPaKTUKU M TpPaBUIAMHU HaJJIeXalled KIMHUYECKOW NPAaKTUKH, JOMYCKAeTCs BKIIOUYEHHE B COCTaB
pazaena KIMHUYECKOW JOKYMEHTAllMM BMECTO OTYETa O pe3ysibTaTax KIMHUYECKUX HCCIIECIOBAHUMN
JIEKapCTBEHHOI'0 IIpenapara JJisi MEAULMHCKOIO IPUMEHEHUS, ITPOBEICHHBIX B Poccuiickont denepannu,
oT4eTa O pe3yibTaTax KIMHUYECKUX MCCIEAOBAaHMM, BBIOJIHEHHBIX 3a mpeaenamu Poccuiickoi
denepanuu.

(uacTb 16 BBeagena denepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

17. B cnyuae HENpeACTaBIEHUS C 3asBJICHUEM O T'OCYJapCTBEHHON PETUCTPALMU JIEKAPCTBEHHOIO
npernapaTa Jjs MEAUIIMHCKOTO MPUMEHEHUS! JOKYMEHTOB, MOATBEPKAAIOIINX YIIATy rOCYAapCTBEHHOM
NOIUIMHBI M yKa3aHHbIX B nyHKTe 10 wactm 2 HacTrosmled cTaThbd, a TaKXKE BbIIABAEMBIX
(mpenocTaBisieMbIX)  YIOJHOMOYEHHBIMH  (peiepalibHbIMH ~ OpraHaMd  HMCIIOJHUTEIbHOW  BJIAacTU
JOKYMEHTOB (CBEACHMI), YKa3aHHBIX B IyHKTaX 3 ¥ 4 yacTu 4 HACTOSILIEH CTAaTbH, YIOJIHOMOYEHHBIN
benepanbHbBIE OpraH HCIOJIHUTEIBHOM BIIACTH 3allpallliBaeT yKa3aHHbIE JOKYMEHTHI (CBEICHHS) B
MOPSAKE MEXBEIOMCTBEHHOTO HH(POPMALIMOHHOTO B3aMMO/IEHCTBHSL.

www.consultant.ru Crpanunna 48 u3 139
HaJeKHasl IpaBoBasl MOAAEPIKKa


http://www.consultant.ru/
http://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=05.04.2021&dst=100361&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=203764&date=05.04.2021&dst=100011&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=05.04.2021&dst=100367&fld=134

®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

(dactpb 17 B pen. ®enepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

18. He nmomyckaercs HCIOJNB30BaHHE B KOMMEPUECKHX IIeNaX HWHGOpMAIMU O pe3yiabTaTax
JOKJIIMHUYECKUX MCCIIEOBAHUN JIGKAPCTBEHHBIX CPEJICTB U KIMHUYECKUX UCCIIeI0OBAaHUN JIEKapCTBEHHBIX
[IpenapaToB s MEAMLMHCKOTO NPUMEHEHUs, NPEJCTABICHHOM 3asBUTENEM s T'OCYAapCTBEHHOMN
perucTpalmy JIEKapCTBEHHOro IIpernapara, Oe3 ero corjacuss B TEUEHUE WIECTH JIET C JIaThl
rOCYJapCTBEHHOM perucTpaiuu peepeHTHOro JeKapCcTBEHHOTO npenapara B Poccuiickoit deneparym.
(dactpb 18 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

19. Jlepkarens WM BIaJAeNel] PETUCTPAIMOHHOTO YAOCTOBEPEHUS JICKAPCTBEHHOIO Mpernapara Ha
OMOTEXHOJIOTMYECKHI WM Op(aHHBIN JIEKAPCTBEHHBIN Mperapar 00s3aH MPEIOCTaBIATh Ha BO3ME3IHOM
OCHOBE 00pa3ibl pehepeHTHOTO JICKAPCTBEHHOTO TMperapaTa 3asiBUTEISIM /ISl TIPOBEACHUS KITMHUIECKHIX
uccinenoBanuii. CtouMocTh oOpasiia pedepeHTHOro JEKapCTBEHHOIO Ipenapara, BKIOYEHHOTO B
MepeyueHb JKU3HCHHO HEOOXOMMMBIX M BOKHEHIIIUX JICKAPCTBCHHBIX MPEIapaToB, HE JOHKHA MPEBHIIATH
3apETUCTPUPOBAHHYIO MPEICIIbHYIO OTIYCKHYIO IIEHY Ha pe(epeHTHBIN JIeKapCTBEHHBIN Mperapar Wiu
[[EHY Ha JICKAPCTBEHHBIN MTpemapaT B CTpaHE MPOU3BOJIUTEIIS.

(uacth 19 BBegena PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)

20. 3asBiieHUE O rOCYAAPCTBEHHOM perucTpaiyy BOCIPOU3BEACHHOIO JIEKapCTBEHHOrO Mpernapara
JUIS MEAMIMHCKOTO TPHUMEHEHHUS MOXET ObITh IMOJaHO B YIOJHOMOYEHHBIN (enepanbHblii opran
WCTIOJTHUTEIbHOW  BJIACTH, OCYIIECTBISIONIMM TOCYJapCTBEHHYIO PETUCTPAIUIO  JIEKAPCTBEHHBIX
MpernapaToB, MO HCTEYEHUU YEThIpEeX JIeT C JaThl TOCYAApCTBEHHOW perucTpanuud pedepeHTHOro
JIEKapCTBEHHOr0 penapara B Pocculickoit @enepanuu.
(uactb 20 BBeaena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

21. 3asBieHwe O TOCYJApCTBEHHOW  peructpanuu OuoaHanoroBoro  (6momnogo0HOTO)
JIEKapCTBEHHOTO MpemnapaTa (0rnoaHanora) Mo>KeT OBbITh MOIaHO B YIIOJIHOMOYEHHBIN (heaepaabHbIid OpraH
WCTIOJIHUTEIIGHON ~ BIIACTH, OCYIIECTBISIFOIIMN  TOCYIApPCTBEHHYIO PETHCTPAIUI0  JICKAPCTBEHHBIX
MpemapaToB, MO HWCTEYCHUU TpeX JeT C JaThl TOCYAApCTBEHHOW perucTpanuu peQepeHTHOro
JIEKapCTBEHHOr0 Tipenapara B Pocculickoit @enepanuu.

(uacth 21 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

22. [lepkaTenb WINM BIaJeNell PErMCTPAlMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOI'O IperapaTa
IPEJCTaBIseT B YIMOJHOMOUYEHHBIN (hefepabHblii OpraH HMCHOJHUTEIBHOM BIIACTH, OCYIIECTBIISIOIIUI
(GYHKIIMM 110 KOHTPOJIIO U HAJ30pY B cepe 3ApaBOOXpaHEHMs], OTUET 10 pe3ysibTaTaM (papMaKoHaI30pa
OJIMH pa3 B IIECTb MECSLEB B TEYEHHUE ABYX JIET IOCJIE TOCYIapCTBEHHON PErMCTPalliU JIEKApCTBEHHOTO
npemnapara B Pocculickoit denepanniu, €XEroJHO B TEUCHUE MOCIEAYIOMNX TPEX JIET U B AaJbHEUIIEM
OJIMH pa3 B IISATH JIET.

(uacTb 22 BBegeHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Cratba 19. MNpuHATME pelwleHUA O BblAaye 3KCNEPTHOMY y4YpexAeHUIo 3aAaHuUA Ha
npoBeeneHmne 3KCNepTu3bl NEeKapCTBeHHOro cpeacTBa
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B Tedyenue necsaty pabounx AHEH cO THS MPUHATUS 3asiBJIECHUS O TOCYJapCTBEHHON perucTpalun
JIEKapCTBEHHOTO  Mperapara  COOTBETCTBYIOIIMH  YIIOJIHOMOYEHHBIH  (elepanbHblii  oprax
WCIIOJIHUTEJIBHON BJIACcTH MPOBOJUT MPOBEPKY MOJHOTHI, JOCTOBEPHOCTH U MPABUIBLHOCTU OPOPMIICHHUS
MIPEACTABJIICHHBIX JOKYMEHTOB PETUCTPALlMOHHOIO 0ChE Ha JIEKApPCTBEHHBIM IIpenapar U MPUHUMAET
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PEIICHUE O BbIJAYC 3aaHNA Ha IIPOBCACHUC!

1) skcnepTu3bl AOKYMEHTOB, IIPEICTABICHHBIX ISl ONpPENEICHHUs] BO3MOXHOCTH paccMaTpUBATh
JIEKapCTBEHHbIM Ipenapar Julsi MEAMLUHCKOrO MNPUMEHEHHUs IMPH OCYIIECTBIEHUH IOCYIapCTBEHHOMN
perucTpanyy B KadyecTBe OppaHHOTO JIEKAPCTBEHHOTO Mpernapara;

2) OKCIEPTU3BI JICKAPCTBCHHOI'O CPCACTBA B YACTH SKCIICPTU3BI KAYECTBA JICKAPCTBCHHOI'O CPEACTBA
M SKCIICPTU3bI OTHOLICHUS O)KHI[aeMOﬁ IMOJIb3bI K BO3MOKHOMY PHUCKY HNPHUMCHCHHA JICKAPCTBCHHOI'O
npenapara Jjid MEAUIUHCKOI'O IIPUMCHCHUS,

3) BKCIepTHU3bI JIEKAPCTBEHHOI'O CPEICTBA B YACTU HKCIEPTU3bI KAYECTBA JIEKAPCTBEHHOIO CPEICTBA
U DKCIEPTU3bl OTHOLICHMS O0’KMIAEMOW IIOJB3bl K BO3MOXXHOMY PHUCKY IPHUMEHEHHs JIEKAPCTBEHHOTO
mpenapara Uil MEIMLIHAHCKOTO IIPUMEHEHUs B MOPSAAKE YCKOPEHHOM NIPOLELypbl 3KCIEPTU3bI
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU CO CTaThell 26 HacTosmero denepanbHOro 3aK0Ha;

4) HSKCIepTU3bl JIEKAPCTBEHHOTO CPEACTBAa B OTHOIICHUW JIEKAPCTBEHHOIO TIperapara s
BETEPUHAPHOTO MIPUMEHEHHS.

2. YIOTHOMOYEHHBIH (henepaabHblid OPraH MCIIOTHUTEILHOW BIACTH YBEIOMIISCT B JJICKTPOHHON
dbopMe unaM Ha OyMaKHOM HOCHTENE 3asgBUTENS U SKCIEPTHOE YUPEKIEHUE O MPUHSATOM PEUICHHH O
BbIJIa4€ 3aJaHUI HA TTPOBEJICHUE IKCIIEPTU3, TPEIIYCMOTPEHHBIX YacThlO | HACTOSIIEH CTaTbU, U B CIIydae
He0oOXOIMMOCTHU O BbIJJaue paspelieHus Ha BBO3 B Poccuiickyro @enepaiiuio KOHKPETHON mapTuu, Cepun
3apETUCTPUPOBAHHBIX W (MJIM) HE3apErUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEICTB WM 00 OTKa3e B
MIPOBEACHUM MPEYCMOTPEHHBIX 3KCIEPTU3 C YKA3aHUEM MPUUYUH TAKOr'0 OTKa3a.

3. B cnyuae BbISBIEHHMS OTCYTCTBHUS MM HEAOCTOBEPHOCTH MH(OpPMAalMM, COJAEp)Kalleiics B
MIPE/ICTABICHHBIX 3asBUTENIEM JOKYMEHTaX, YIOJIHOMOUYEHHBINH (efepanbHblii OpraH HCHOTHUTEIbHOM
BJIACTM HAMNpABIIAET 3asBUTENIO 3ampoc 00 YTOYHEHHM OHToW wuHopmauu (Jajiee - 3ampoc
YIIOJTHOMOYEHHOTO (pelepallbHOTO OpraHa HCIOJHUTENBHON BIIACTH), KOTOPBIA MOXET OBITh MeperaH
YIIOJTHOMOYCHHOMY TPEJACTABUTEIO 3asBHTENS JIMYHO ITOJ PACIHCKY, HAIPABIEH IO IMOYTE 3aKa3HBIM
MMCHMOM HJIM TI€peiaH B DIIEKTPOHHOHN (hopMe MO TEIeKOMMYHHKAIMOHHBIM KaHajaMm CBsi3u. B ciydae
HaNpaBJICHUs] 3ampoca YIOJIHOMOYEHHOTO (hefepalbHOTO OpraHa HCIIOJHUTENFHONW BIIACTH IO ITOYTE
3aKa3HbIM THUCHBMOM OH CUYHUTAeTCS MOMYyYEHHBIM MO HMCTEYCHHH IIEeCTH JTHEH C JaThl HANpaBICHUS
3aKa3HOTO MMHCHMA.

4. 3asBUTeNb 0053aH MPEICTAaBUTh OTBET HAa 3alpOC YIMOJIHOMOYEHHOTO (eAepanibHOro opraHa
WCTIOTHUTEJIbHON BJIACTU B CPOK, HE MPEBBIMIAIONINN JIEBIHOCTa pabOunX THEH CO JHS €ro MOJTy4YEHUSI.
Cpoxk, yka3aHHbIN B 4acTu | HacTosIel CTaThH, MPUOCTAHABIMBACTCS CO JHS HAIMPABJICHUS 3asBUTEIIO
3arnpoca yHOJHOMOYEHHOro (henepaabHOr0 OpraHa HCIOJHUTENBHON BJIAcTU N0 JHS IOJYYEHHUS UM
COOTBETCTBYIOILIETO OTBETA.

5. OcHOBaHuEM JUIsl OTKa3a B OpraHU3allid 3KCIEPTH3, MPEAYCMOTPEHHBIX YacThio | HacTosiei
CTaThH, SBJISETCA TPEACTaBICHHE HEOOXOAMMBIX JUISI MPOBEACHUS IPETyCMOTPEHHBIX O3KCIEPTU3
JOKYMEHTOB B HEIOJIHOM 00beMe WM HEeNpeCTaBlIeHNE 3asBUTEIEM B YCTAHOBJIEHHBIH CPOK OTBETa Ha
3alpocC  YMOJIHOMOYEHHOTO (hefepalbHOTO OpraHa HCIOJHHUTEIbHON BIAcTH, a TaKKe Ipe/CTaBIeHUE
JIOKYMEHTOB, HE COJIEpKalllX NCUYEPIBIBAIOIIETO MTepeUHss HEOOXOIUMBIX CBEIECHUH.

6. Ilpn oTka3e B OopraHM3anMy 3KCIEPTU3bI, MPEAYCMOTPEHHOW NMYyHKTOM 4 yacTu | Hacrosuen

www.consultant.ru Crpanuna 50 u3 139
HaJeKHasl IpaBoBasl MOAAEPIKKa


http://www.consultant.ru/
http://www.consultant.ru/

®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

CTaThW, TOKYMEHTHI, BXOJSIINE B COCTAB PErHCTPAIMOHHOTO JOChE HA JICKAPCTBEHHBIM Hpenapat JIUis
BETEPUHAPHOTO MPHUMEHEHHUs, MOTYT OBITh BO3BpPAIEHBI 3asBUTEII0 HA OCHOBAHHWH €TI0 MHUCHMEHHOTO
3arpoca, HapaBJICHHOTO B YITOJTHOMOUYCHHBIN (eepaabHbIil OpraH WCIOJHUTEIBHOW BJIACTH B TEYCHUE
TPUALIATH pabOYMX JHEU CO JTHS MPUHSATHS YIOJIHOMOYCHHBIM (peiepaibHBIM OpraHOM HCTIOTHUTEIHHOM
BJIACTH pelIeHusl 00 OTKa3e B OpraHMU3aluy TaKOi AKCIEPTU3bL. Y TOJIHOMOUYCHHBIN (penepanbHblii opran
WCIIOJIHUTEIILHON BJIACTH BO3BpAIaeT 3asABUTENIO yKa3aHHBIC JOKYMEHTHI B TCUCHHUE ICCITH pabOUYuX
JHEW CO JHS MOJYYCHHUs] COOTBETCTBYIOIIETO 3aIpoca 3asiBUTEIIS.

(dactb 6 BBeneHa OenepanbubiM 3aKk0HOM OT 02.08.2019 N 297-D3)

Cratba 20. 3KcnepTu3a [OKYMEHTOB, MpeAcTaBnNeHHbIX ANA onpeaeneHus
BO3MOXHOCTM paccMaTpuBaTb JleKapCTBEHHbIM npenapat AN  MeAULMWHCKOro
NPUMEHEHUA TMpPU OCYLIEeCTBIIEHUN TFOCyAapCTBEHHOW perucrtpauMm B Ka4vecTBe
opc¢aHHOro nekapcTBeHHOro npenapara

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

1. DkcnepTu3a JHOKYMEHTOB, MPEACTABICHHBIX IJIA OINPEACIICHUs BO3MOXHOCTH pPacCMaTpUBaTh
JIEKapCTBEHHBIN Mpenapar A MEAUIMHCKOIO MPUMEHEHHUS NpPU OCYIIECTBIECHUH TOCYAApCTBEHHOM
perucTpanuu B KadecTBe OophaHHOTO JICKAPCTBEHHOI'O Ipernapara, COCTaBICHHE KOMHCCHEH SKCIEPTOB
3aKJIIOYEHUST O BO3MOXXHOCTH WJIM HEBO3MOXKHOCTH paccMaTpHBaTh JICKAPCTBEHHBIM IIpermapar s
MEJIUIIMHCKOTO TPUMEHEHUsI TPU OCYIIECTBICHHH TOCYAAapCTBEHHOM pPErucTpallud B KauyecTBE
ophaHHOrO JEKapCTBEHHOTO Mperapara M HaIlpaBlICHWE IaHHOTO 3aKIIOYEeHHUS B YMOJIHOMOYEHHBIN
denepanbHBId OpraH HCIIOJHUTEIBHON BJIACTH OCYIISCTBIISIOTCS B CPOK, HE TPEBHINIAOIINNA TPUAATH
pabounx JHEH co AHS MONTY4YESHUS SKCIIEPTHBIM YUPEKICHUEM 3aJaHHsI YIIOJHOMOYEHHOTO (heepaabHOro
OpraHa UCTIOJHUTEILHOW BJIACTH U B JICKTPOHHOU (hopMe HIIM Ha OYMaXKHBIX HOCHTEISIX HEOOX OMMBIX
JOKYMEHTOB, yKa3aHHBIX B myHKTax 1, 2, 5, 6, 10 wactu 4 u B uwactu 7 cratbu 18 HacTOSIIETO
denepanbHOro 3aKOHa.

2. JIOKyMEHTBI, coAepXKalluecss B PETHCTPAlMOHHOM JOChE€ Ha JIEKapCTBEHHBIM IpenapaTr Hu
MOCTYIUBIINE HA OyMa)KHBIX HOCUTEJISX B OKCIIEPTHOE YUPEXKJIEHUE I OCYIECTBICHUS UX SKCIIEPTU3BI
JUI  ONpEACNICHUs BO3MOXKHOCTH paccMaTpuUBaTh JIEKapCTBEHHBINM IpenapaTr Uil MEIUIMHCKOTO
NPUMEHEHHUsT B KauecTBe Op¢aHHOro JIEKAPCTBEHHOrO IIpernapaTa, IOAJeXaT BO3BpaTy B
YIIOJIHOMOYEHHBIN (efepalbHblii OpraH HCIOJHUTENBHOW BJIACTH OJHOBPEMEHHO C 3aKIIOYEHUSMHU
COOTBETCTBYIOIUX IKCIIEPTH3.

Crtatba 21. PeweHne 0 BO3MOXHOCTW paccMaTpuBaTb JieKapCTBEHHbIA npenapar
npuM OCYLEeCTBNEHUM TrocyAapCTBEHHOW perucrtpaumMm B Ka4vectBe opdaHHOro
fleKapCcTBEHHOro npenapara

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

1. B cpok, He MpeBHIIAIOLINA IATH padoynX AHEN CO JTHS MOJIyUYEHHS 3aKJIIOYEHHs], YKa3aHHOTO B
gyactu 1 crateu 20 HacTosmero @denepalbHOTO 3aKOHA, YINOJHOMOYEHHBIN (hefepanbHbId Opran
UCIIOJIHUTEJIBHONW BJIACTH OCYLIECTBIISAET OLEHKY IIOJIYyYEHHOI'O 3aKIIOUEHHUs I OIPENEIICHUS €ro
COOTBETCTBHUS 33aJaHUI0 HA NPOBEJIECHHE COOTBETCTBYIOLIEH SKCHEPTHU3bl M YBEAOMIISECT 3asBHUTENS B
AJIEKTPOHHON ¢opMe WM Ha OyMaXKHOM HOCUTENe O pe3ylbTaTaX HpPOBEIEHHONW HKCIEPTHU3Bl C
MIPUJIOKEHUEM KOIHMH IKCIEPTHOTO 3aKII0UYEHUS (C COXpaHEHHEM KOH(PHUAECHINATbHOCTH HH(OPMALIUU O
COCTaBE€ KCIIEPTHOW KOMHUCCHUHN) U O BO3MOYKHOCTH MJIM HEBO3MO>KHOCTH pPacCMaTpUBATh JIEKAPCTBEHHBIN
nmpenapar Uil MEJUIUHCKOTO NPHUMEHEHMS NPHU OCYIIECTBIECHHHM TOCYJApCTBEHHOM pETHUCTpanuu B
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KauecTBe OppaHHOTO JIEKAPCTBEHHOI'O IIpernapara.

2. Ilpu BBIHECEHMM KOMHUCCHEH OKCIIEPTOB 3aKIIOYEHHMS] O BO3MOXHOCTU paccMaTpUBaTh
JIEKapCTBEHHbIM Ipenapar Julsi MEAMLUHCKOrO MNPUMEHEHHUs IMPH OCYIIECTBIEHUH IOCYIapCTBEHHOMN
perucTpanuy B KadyecTse oppaHHOTO JIEKAPCTBEHHOTO IpenapaTa yIoJIHOMOYEHHBIN (eaepaabHbIii OpraH
UCIIOJIHUTEJIBHOW BJIACTH B CPOK, HE NMPEBBIMIAIOLIMN IATH pabodyux JHEH cO JHS HOJIY4YEeHUs JaHHOIO
3aK/IIIOYCHHA, IMPUHHUMACT PCIICHHUC O BbIAAYC 3aJaHWd Ha IMIPOBCACHHUEC OSKCICPTU3bI KadYCCTBa
JIEKapCTBEHHOI'O CPEACTBA U OSKCIEPTU3bl OTHOUIEHUS OXUJAEMOM MONb3bl K BO3MOXKHOMY PHCKY
MNPUMCHCHUSA JICKAPCTBCHHOI'O IIpfriapara A MCIULOMUHCKOTO IMPUMCHCHUA B IIOPAAKE YCKOPCHHOﬁ
IPOLEypbl AKCHEPTU3bl JIEKAPCTBEHHOI'O CPEJCTBA B COOTBETCTBUM €O CTaTheil 26 HacTOsIIEro
®enepanbHOro 3aK0OHa.

3. B ciyvae npuHATHS pelIeHHs 0 HEBO3MOXKHOCTU PacCMaTpHUBATh JIEKAPCTBEHHBIN Mpenapar 1Jis
MEIUIMHCKOTO TNPUMEHEHUS TpU TOCYyJAapCTBEHHOM pETHCTpallMd B  KadecTBe OpQaHHOTO
JIEKapCTBEHHOT'0  Iperapara yIOJIHOMOYEHHBIH (QelepaibHblil OpraH MCHOJHUTEIbHOM BIAaCTH
IIPEKpallaeT npoleypy rocy1apCcTBEHHONW pEerucTpaluy JEeKapCTBEHHOIO Ipenapara. 3asBUTElb BIPaBe
00paTUTHCS. B PETUCTPUPYIOIIMN OpraH C 3asBJICHMEM O TOCYJAapCTBEHHON PErucTpaly YKa3aHHOTO
JIEKapCTBEHHOTO IIpernapara B COOTBETCTBUM €O cTaThel 18 Hacrosmero denepaabHOro 3aKoHa.

CraTtba 22. YTpaTtuna cuny ¢ 1 nrons 2015 ropa. - PepgepanbHbIM 3aKoH oT 22.12.2014
N 429-®3.

Ctatbs 23. JKcnepTu3a KayecTBa JIeKapCTBEHHOro cpeAcTBa M JIKCMepTu3a
OTHOLUEHUA OXWAAeMOMW MNOSfib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUs1 FfleKapCTBEHHOro
npenapara Ansa MeauLUHCKOro NpuMmeHeHus

(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. DkcnepTH3a KauecTBa JIEKApCTBEHHOTO CPEICTBA M SKCIEPTH3a OTHOLIEHUS 0XKHUIaeMOU MOJIb3bI
K BO3MOXXHOMY PHCKY IPUMEHEHHs JICKapCTBEHHOIO Ipernapara Uil MEIULHUHCKOTO IPUMEHEHHs,
COCTABJICHME KOMMCCHSIMU DKCIIEPTOB 3aKJIIOYEHMM 110 pe3yJbTaTaM IPOBEACHHBIX JKCIEPTU3 U
HampaBJIeHUE 3TUX 3aKJIIOYEHUH B YIOJHOMOUYEHHBIN (enepaabHblii OpraH MCIOJHUTEIbHON BIIACTH
OCYILIECTBIISIIOTCS B CPOK, HE MPEBBIIAIONINK CTa AeCATH pabouux AHEH CO JHS MOJyYEHUS SKCIIEPTHBIM
YUPEXKIEHUEM COOTBETCTBYIOIIETO 33aJaHHsl YIIOJIHOMOYEHHOTO (e/lepaibHOr0 opraHa MCIOJHUTEIbHON
BJIACTH U HEOOXOUMBIX IOKYMEHTOB B JIEKTPOHHOU (hopMe MM Ha OYMaXKHBIX HOCUTEIISIX.

2. B TedeHue NeBSHOCTA THEM CO JHSA NONYYEHHUS PpEIIEHUS YIOJIHOMOYEHHOro (eaeparbHOro
OpraHa HCIIOJHUTEIBHON BJIACTH O MPOBEICHUU JKCHEPTHU3, IPEAYCMOTPEHHBIX 4YacThiO | HacTosIen
CTaTbH, 3asABUTEIIb IPEACTABIIECT B JKCIEPTHOE YUYPEKICHHUE Ul NPOBEIACHUS DKCIIEPTU3bl KayecTBa
JIEKapCTBEHHOI'O CpEeICTBAa 00paslibl JIEKApCTBEHHOI'O Mpernapara Ajisi MEIULIHUHCKOrO MpHUMEHEHUS,
MIPOU3BEJCHHOTO B COOTBETCTBUU C TPEOOBAHUSAMH ONBITHO-POMBIIIJICHHOTO U (MJIM) TPOMBIIUIEHHOTO
pErIaMeHTOB, YTBEPKJICHHBIX PYKOBOJIWUTEIEM MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJICTB, a TAKXKE B
COOTBETCTBYIOILIHMX CIIydasix 00pasibl (hapMalieBTUUECKON CyOCTaHIMH, TECT-IIITaMMa MUKPOOPTaHU3MOB,
KYJIbTYpPbI KJIETOK, 00pa3libl BEIECTB, IPUMEHSIEMbIX Il KOHTPOJII KayecTBa JIEKApCTBEHHOTO CPe/ICTBA
IyTeM CPaBHEHUS ¢ HUMU HCCIEyeMOro JIEKApCTBEHHOT'O CPEACTBA, B KOJIMYECTBAX, HEOOXOUMBIX JIJIs
BOCITPOM3BEICHHSI METOJIOB KOHTPOJISI KA4eCTBA.

3. Ilpu momyueHun oOpa3lOB JEKAPCTBEHHOTO Ipernapara M (hapMmaneBTHUYECKON cyOCTaHLIUU
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9KCIIEPTHOE YUYPEKICHHE BBIIACT 3asBUTEIIO0 JTOKYMEHT, MOATBEPKIAIOIIMM MOJYyYEHHUE YKa3aHHBIX
00pas3IoB, U B CPOK, HE MPEBBIIAIOIINA TPEeX pabounx JHEH, YBETOMIISET B JIEKTPOHHOUN (hopMe Wi Ha
OyMa)XHOM HOcUTeJe 00 3TOM YIOJTHOMOYEHHBIN (eiepabHbIN OpraH UCIIOTHUTENIbHO BJIaCTH.

4. Yka3zaHHbIC B YacTsIX 2 U 3 HACTOSIIEH CTaThH CPOK IS TPEACTABICHUS 3asBUTEIIEM 00pa3IoB
JICKQpCTBEHHOTO Tpenapara W (apManeBTHUYECKOW CYyOCTaHIIMM M CPOK YBEIOMJICHHS 3KCIIEPTHBIM
yapexaeHueM 00 3ToM Ha OyMa)XHOM HOCHUTENE YIOJHOMOYEHHOTro (enepalbHOTO OpraHa
WCTIOJTHUTEJIEHOW BJIACTH HE BKIIIOYAIOTCS B CPOK MPOBEIEHUS IKCIEPTU3, IPEAYCMOTPEHHBIX 4acThio |
HACTOSILEHN CTaThU.

5. JIOKyMEHTBI, NOCTYNMBUIME B DSKCIEPTHOE YUYPEKICHHE U1 IIPOBEACHHUS DKCIEPTHU3,
MPEIYCMOTPEHHBIX YaCThIO | HACTOSIIEH CTAaThH, MOAJIEKAT BO3BPATY B YIIOJIHOMOYEHHBIN (eepaabHbIi
OpraH HCIIOJHUTEIBHOW BIACTH OJHOBPEMEHHO C 3aKIIOYCHUSAMH, IIOJIYYEHHBIMU II0 pe3yiabTaTaM
COOTBETCTBYIOIIMX IKCIEPTHU3.

Ctatba 24. 3KcnepTu3a KavecTBa JIeKapCTBEHHOro cpeacTtBa WM 3KcnepTusa
OTHOLUEHMUA OXWAAEMOMW NONb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUSA JIeKapCTBEHHOro
npenapara Ans BeTepMHaApPHOro NpMMeHeHus

1. DkcrepTH3a KauecTBa JICKAPCTBEHHOTO CPEICTBA M IKCIIEPTU3a OTHOIICHUS OKUIACMOU ITOJB3bI
K BO3MOKHOMY PHCKY IpPHMEHCHHS JICKApPCTBCHHOTO Iperapara i BETEPHUHAPHOTO NPUMEHEHUS,
COCTaBJICHHEC KOMHCCHSIMH O3KCIIEPTOB 3aKJFOUCHUH TI0 pe3ysbTaraM YKa3aHHBIX JKCIEPTH3 U
HAIpAaBJICHUE TAaKUX 3aKIIOUCHHIA B YIMOJHOMOYEHHBIH (DelepalibHbIii OpraH HCIOJHUTEIBLHON BJIacTH
OCYIIIECTBISIOTCS B CPOK, HE MPEBBIMIAIONINKA CTa ASCATH padOUUX JHEH CO JHS MOTyYEHUS SKCIICPTHBIM
YUPEKICHUEM 3aJlaHusl  YIIOJIHOMOYEHHOTO (hefepaibHOTO OpraHa HCIOJHUTEIbHONH BIIACTH C
JOKYMEHTaMH, YKa3aHHBIMH B 4acTu 3 cTtatbu 17 HacTosmero denepaibHOro 3aK0Ha.
(B pen. DenepanbHbix 3akoHOB 0T 22.10.2014 N 313-®3, ot 13.07.2015 N 241-D3)

2. B Ttedenue TpuamaTH pabouMX JHEH CO JHSA TIOJYYCHHS PEIICHUS] YIOJIHOMOYEHHOTO
(benepanbHOro OpraHa UCIOJIHUTEIHHON BIACTH O MPOBEICHUH YKa3aHHBIX B YacTH | HACTOSIIEH CTaTbu
AKCTIEPTU3 3aIBUTENH MPEJICTABIAECT B AKCIIEPTHOE YUPEKACHHUE I MPOBEICHUS SKCIEPTU3bI KauyecTBa
JIEKapCTBEHHOTO CPEACTBAa O0pa3Ilbl JIEKapCTBEHHOTO TMpernapara Jjisi BETEPUHAPHOTO MPUMEHEHUS,
MPOU3BEICHHOTO B COOTBETCTBHHM C TPEOOBAHUAMH TEXHOJIOTHUYECKUX PETJIaMEHTOB, YTBEPKICHHBIX
PYKOBOAMTENIEM MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJICTB, @ TAaKX€ B COOTBETCTBYIOIIMX CIIydasx
TECT-IITAMMBl MHUKPOOPTaHU3MOB, KYJIBTYPbl KIETOK, 0O0Opasibl (dapmMaleBTUYeCKod CyOCTaHIINH,
o0pasIpl BElIeCTB, MPUMEHSIEMbIE ISl KOHTPOJS KadecTBa JIEKApPCTBEHHOTO CPEACTBA, B KOJIUYECTBAX,
HEOOXOMMBIX ISl BOCTIPOU3BEICHHS METOJIOB KOHTPOJIS KaueCTBa.

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

3. Ilpu momydeHuu 0Opa3IOB JIEKAPCTBEHHOTO Tpemapara W ¢apMareBTUYECKONH CyOCTaHITMN
JKCIEPTHOE YUPEXKICHHE BBIIAET 3asBUTEIIO0 JIOKYMEHT, MOATBEPKIAIOLIMNA MMONTYYEHUE YKa3aHHBIX
00pasIoB, ¥ B CPOK, HE MPEBHIIAIOIINN TpeX pabovnX JHEH, YBEIOMIISIET B MUChbMEHHOM (hopme 00 3TOM
YIIOJTHOMOYEHHBIN (peiepatbHbIi OpraH UCTIOTHUTEIBHONW BIACTH.

4. Cpox and TpeACTaBICHUs 3asBUTENIEM 00pas3loB JICKApCTBEHHOIO IIpenapara M
¢dapmarieBTUUECKOH CYOCTaHIIMM M CPOK YBEJOMJICHHS OKCHEPTHBIM YUpPEXKICHHEM 00 3TOM B
MUCbMEHHOW (hopMe YITOJIHOMOYEHHOTO (hefiepajJIbHOr0 OpraHa MCIOJHUTENIbHOM BJIACTH, YKa3aHHBIE B
4acTsaX 2 U 3 HACTOALIECH CTaThu, HE BKIIOYAIOTCSA B CPOK NMPOBEJCHUS YKa3aHHBIX B 4acTH | HacTosieil
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CTaTbH SKCIICPTUS.

5. JIOKyMEHTBI, ITOCTYIIUBIINE B SKCIIEPTHOE YUPEXKJICHUE Ul NMPOBEACHUS YKa3aHHBIX B yacTu |
HACTOAIIEH CTaTbU OJKCHEPTU3, MOAJEKAT BO3BpaTy B YIOJIHOMOYEHHBIM (enepanbHblii  Opran
HCIIOJIHUTEJILHOM BJIACTU OJJHOBPEMEHHO C 3aKJIFOUEHUSMU I10 PE3YJbTaTaM YKa3aHHbBIX SKCIIEPTH3.

CraTtbs 25. nOBTOpHoe npoBeneHue 3KCNepTmn3bl JieKapCTBeHHbIX cpeacTB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. B ciydasix HeroCTaTOYHOH 00OCHOBAaHHOCTH HIJTH HETIOJIHOTHI 3aKJIFOUSHHSI KOMUCCHU YKCIIEPTOB,
HAIMYUS B HEM NPOTUBOPCUYMBBIX TaHHBIX, (aTbCH(PHUKAIMN BBIBOJIOB IKCIEPTH3BI JIEKAPCTBEHHOTO
CpE/CTBa, COKPBITUSI OT YIOJIHOMOYEHHOTO (pe/iepalbHOTO OpraHa MCIIOJHUTEIHHON BIACTH OCHOBAaHUH
IUIE  OTBOJA DOKCIIEpPTa BCJEICTBHE €ro 3aMHTEPECOBAHHOCTH B PE3yJbTaTax COOTBETCTBYIOIICH
OKCHEPTHU3bl, HAIWYMsS JIaHHBIX O TMpsAMOM JHOO KOCBEHHOM BMEIIATEIbCTBE B  IPOIIECC
COOTBETCTBYIOIICH IKCIEPTU3BI JIMI, HE YYACTBYIOIIUX B €€ MPOBEICHUH, HO OKA3aBIIMX BJIHSHHC Ha
IpOIeCC M PEe3yJbTaThl €€ MPOBEACHUS, YIOJHOMOYECHHBIM (peepaibHbIM OPTaHOM HCIIOJHUTEIBHON
BJIACTH HAa3HAYAETCS TIOBTOPHAS SKCIIEPTH3a JIKAPCTBEHHOTO CPEACTBA U (MJIM) STUYECKask HKCIIEPTH3a.

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

2. IloBTOpHas 3KCHEPTH3a JIEKAPCTBEHHOI'O CPEJCTBA MPOBOAMUTCSA C YyYETOM PE3YJIbTaTOB paHee
IIPOBEICHHONW O3KCIEPTU3bl B CPOK, YCTAHOBJIEHHBIH YIOJIHOMOYEHHBIM (elepabHbIM OpraHoM
WCTIOJTHUTEJIEHOW BJIACTH M HE TPEBBIMIAIOIINI TPUALATH PAOOUYNX THEH CO AHS MOTYYEHHUS SKCIEPTHBIM
YUpEXI€HUEM 3aJlaHMsI Ha IPOBEICHUE NOBTOPHON IKCIEPTH3bI JIEKAPCTBEHHOT'O CPEJICTBA.

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

3. ®unaHcoBoe oOecreyeHHe BBIMOTHEHUS 33JaHHUs Ha TPOBEICHHE MOBTOPHON HKCIEPTU3HI
JIEKApCTBEHHOTO CPEJICTBA HE OCYIIECTBISETCA.
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

CraTtbAa 26. YcKkopeHHas npoueaypa 3KCnepTusbl JIEKApCTBEHHbLIX CPeAcTB

1. Yckopennas mnpouenypa SKCIEPTH3bl JIEKAPCTBEHHBIX CPEACTB B LENAX TOCYAAPCTBEHHOU
perucTpalnmy JIEKApCTBEHHBIX IPENapaToB MPUMEHSETCS B OTHOLIEHUWH Op(aHHBIX JIEKaPCTBEHHBIX
IIPENapaToB, MEPBBIX TPEX JEKApPCTBEHHBIX NPENapaToB, perucrpupyemslx B Poccuiickoit denepaunu B
KauecTBE BOCIPOM3BEICHHBIX JIEKAPCTBEHHBIX IIPENapaToB, OUYEPEIHOCTb KOTOPHIX ONpPENENsIeTcs B
COOTBETCTBMM C HOMEPOM M JaTOWd BXOJAIIMX 3asBICHMM O TOCYJapCTBEHHOM pPETUCTPALAN
JIEKapCTBEHHBIX IPENaparoB B paMKax OJHOIO MEXIYHapOJHOIO HENaTEHTOBAHHOIO HAWMEHOBAHMS
JIEKapCTBEHHOI'O IIpernapara WIM TpyNIHPOBOYHOIO HAaWMEHOBAaHMS JIEKaPCTBEHHOIO IIpernapara, |
JIEKapCTBEHHBIX MpenapaTos, MpeIHa3HauYeHHBIX HCKITIOYUTENIbHO JUISE MIPUMEHEHUS

HECOBEPUICHHOJIETHUMH I'PaX1aHaMHU.
(B pen. enepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)

2. yCKOpCHHaﬂ npoocaypa SKCICPTHU3BI JICKAPCTBCHHBIX CPCACTB B LCIIAX FOcyI[apCTBCHHOﬁ
PErucCTpaimu JCKAPCTBCHHBIX IMMPEIIapaTOB HE TPUMCHACTCA B OTHOIICHUH:

1) 6roananoroBeIx (OMOMOIOOHKIX) JIEKAPCTBEHHBIX TpenapaToB (0M0aHAIOTOB);

2) pedepeHTHBIX JIEKapCTBEHHBIX MpEenapaTroB (3a HCKIIOYEHHEM Op(aHHBIX JEKapCTBEHHBIX
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MpenaparoB);

3) BOCHpPOM3BEIEHHBIX JIEKAPCTBEHHBIX IIpPEMapaToB (3a MCKIIOYEHHEM IIEPBBIX  TpeEX
peructpupyembix B Poccuiickoil ®Penepanuum B KauecTBE BOCIPOM3BEIEHHBIX JIEKAPCTBEHHBIX
IIpEnapaToB M JIEKAPCTBEHHBIX IIPENapaToB, IPEIHA3HAUYEHHBIX HCKIIOUYUTEIBHO Ul IMPUMEHEHUS
HECOBEPILICHHOJIETHUMHU I'pakJaHAMN);

4) HOBBIX KOMOMHALIMI 3apETUCTPUPOBAHHBIX PAHEE JIEKAPCTBEHHBIX PENapaTOB;

5) 7nexapCTBEHHBIX IpenapaToB, 3aperuCTPUPOBAHHBIX pPAaHEE, HO IPOMU3BEIEHHBIX B JPYIHX
JIEKapCTBEHHBIX (hopMax B COOTBETCTBUH C MEPEYHEM HAMMEHOBAHUU JIGKAPCTBEHHBIX ()OPM U B HOBOM
JI03UPOBKE.

(uactsb 2 B pen. enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. YckopeHHas Ipoueaypa 3KCIEpTU3bl JIEKApCTBEHHBIX CPEACTB MPOBOJAUTCA IO PELICHUIO
COOTBETCTBYIOIIETO YIIOJIHOMOUYCHHOTO (he/IepalIbHOrO OpraHa MCIIOJHHUTEIBFHON BJIACTH HAa OCHOBAaHHUU
3asBJICHUS 3asBUTEIIS B CPOK, HE MPEBBIMIAIONINA BOCBMUACCATH padounx nHel. [Ipu sToMm skcrepTusa
AOKYMCHTOB, COACPXKaAIIUXCA B PErUCTpallMOHHOM I0CHE HaA JIeKapCTBeHHl)If/'I nmpemnapar, NpoBOJAUTCA B
CPOK, HE TPEBBILAIOIINN AECATH PabouuX JHEH, SKCIepTH3a KadyecTBa JIEKApPCTBEHHOT'O CPEICTBA W
OKCIICPTHU3a OTHOIICHHA omnaaeMoﬁ IMOJIB3bI K BO3MOXHOMY PHCKY HNPUMCHCHHA JICKAPCTBCHHOI'O
npenapara npoBOJISTCA B CPOK, HE TPEBBIIAIOIINI MIECTHIECITH paObOYNX THEH.

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

3.1. B oTHOmIEHNY Op(aHHBIX JEKAPCTBEHHBIX IpenapaToB MOr'yT ObITh IPEACTABICHbI PE3YJIbTaThl
JOKJIMHUYECKUX MCCIIEOBAHUN JIEKAPCTBEHHBIX CPEJICTB U KIMHUYECKUX HUCCIIEI0BAaHUH JEKapCTBEHHBIX
IIPenapaToB s MEAUIMHCKOTO MPUMEHEHUS, BBIIIOJIHEHHBIX 3a mpenenaMmu Poccuiickoit denepannn B
COOTBETCTBMHM C NIpaBWJIaMU HaJUIekallel 1abopaToOpHON MpakTUKU W TpaBUJIAMU HaJJlexalien
KJIIMHUYECKOW MTPAKTHKU.

(uactsb 3.1 BBeneHa PenepasibHbIM 3ak0HOM OT 22.12.2014 N 429-03)

4. YckopeHHas TMpoleaypa dKCIEPTU3bl JIEKApPCTBEHHBIX CPEJICTB MPOBOAUTCS B TMOPSJKE,
yCTaHOBJIECHHOM cTaThsiMu 17 - 20, 23 u 24 nactosimero deepaibHOTO 3aKOHA, U HE 03HAYACT CHIDKCHUS
TpeboBaHul K 6€30MacHOCTH, Ka4yecTBY U 3P(PEKTUBHOCTH JIEKAPCTBEHHBIX MPEMapaTOB.

CraTtbAa 27. PeweHune 0 rocyaapCTBEHHOWN perucTpauuvm nekapcTtBeHHOro npenapara

1. B cpok, He mpeBbILIAIOIINN eCITH pabouux JHEH CO JHS MOJIyYEHHs 3aKIIOYEHUH KOMHUCCHUH
JKCIIEPTOB IO pe3yjIbTaTaM HKCIIEPTU3bI KAUECTBA JIEKAPCTBEHHOI'O CPEACTBA M DKCIIEPTU3bI OTHOLIEHUS
0’KHMJIa€MOMH I10JIb3bI K BO3MOKHOMY PUCKY IIPUMEHEHHUs JIEKapCTBEHHOI'O Mperapara, COOTBETCTBYIOIIUN
YIOJTHOMOYEHHBIN (eiepabHbIN OpTraH UCIIOTHUTEIbHOM BIIACTH:

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

1) pasmemaer Ha cBoeM odHIMAIIBHOM caiiTe B ceTH "MHTepHEeT" COOTBETCTBYIONINE 3aKIIOUCHUS
KOMHUCCHM DKCIIEPTOB U OCYILECTBIISET HMX OLICHKY Ul OIpPEACICHHUs COOTBETCTBUSA 3aJaHHUIO HaA
IIPOBEACHUE 3TUX IKCIIEPTU3;

(m. 1 B pen. @enepanbpHoro 3akona ot 22.12.2014 N 429-D3)

2) mpUHMMAaeT pEeLIeHHEe O TOCYAapCTBEHHOM PErucTpaluy JEKapCTBEHHOTO Mpemnapara wid o0
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

OTKa3€ B FOCYHapCTBeHHOﬁ perucTpairu JICKapCTBECHHOI'O IIpC€Iiapara,

3) BHOCHUT NpU NPUHATHUU PELIEHUS O FOCYAAPCTBEHHOM perucTpainuu JIEKapCTBEHHOIrO Ipernapara
JAHHBIE O 3aperMCTPUPOBAHHOM JIEKAPCTBEHHOM IIpernapare, B TOM uucie O (apMaleBTHYeCKON
CyOCTaHIIMM, BXOJSIIEH B COCTaB JICKAPCTBEHHOrO IIperapara, B TOCYAApCTBEHHBIM peecTp
JICKapCTBEHHBIX CPEICTB U BbIAAET 3aABUTENI0 PETMCTPALIMOHHOE YJOCTOBEPEHHE JICKApCTBEHHOI'O
npemnapara, popMa KOTOpOro yTBEp»kKAaeTcsi YIOTHOMOYCHHBIM (peiepabHbIM OpraHOM UCIIOTHUTEIBHOM
BJIACTH, COIJIACOBAaHHbIE HOPMATHBHYIO JIOKYMEHTAlM}0, HOPMATHUBHBIA JOKYMEHT, MHCTPYKIHIO IO
IIPUMEHEHUIO JIEKapCTBEHHOI'O IIpenapaTa W MaKeTbl IEpBUYHOM YINAKOBKM UM  BTOPUYHOU
(moTpeOUTeNbCKOM) YNAKOBKM C YKa3aHHEM Ha HHMX HOMEpa pPErMCTPAllMOHHOTO YIOCTOBEPEHMS
JIEKapCTBEHHOI'O IIpernapara M JaThl €ro TOCYJAapCTBEHHOW PETUCTPALMU WM B Clydyae IPUHSATHUS
pemieHust 00 OTKa3e B TIOCYJAapCTBEHHOW pPETUCTpallMM JIEKapCTBEHHOIO IIpenapaTa YBEAOMIIIET B
NUCHbMEHHOW (opMme 3asBHUTENS 00 O5TOM C YKa3aHHEM NpPUYMH TaKoro OTKa3a. 3a BbIIAdy
PEruCTPaliMOHHOIO YIOCTOBEPEHMSI JICKApPCTBEHHOI'O IpenapaTa B3UMAeTCsl TOCyJapCTBEHHAs MOLUIMHA B
COOTBETCTBHHM € 3aKoHOaTeabcTBOM Poccuiickoit deneparuu o Hanorax u cOopax.

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

2. OcHoBaHMEM JUIsl OTKa3a B IOCYJApCTBEHHOW PETUCTPALMU JIEKApPCTBEHHOrO Ipenapara s
MEIUIIMHCKOTO  MPUMEHEHUS  SBISETCS  3aKIIOYEHHE  COOTBETCTBYIOLIETO  YIOJIHOMOYEHHOTO
denepanbHOro OpraHa WCIOJHUTEIBLHON BIACTH O TOM, 4YTO KadecTBO H (Wiu) 3()PEKTUBHOCTH
PETUCTPUPYEMOTO JICKAPCTBEHHOIO TMperapaTa s MEAMIMHCKOTO MPUMEHEHUS HE MOATBEPIKIICHBI
MOJIYYEHHBIMH JAaHHBIMU WJIM YTO PUCK MPUYMHEHHS BpeEJa 3J0POBBIO YETOBEKA BCIECACTBHE IpHUEMa
JIEKapCTBEHHOTO IMpernapara s MEJUIMHCKOTO NPHMEHEHHUs TMpeBbIIaeT 3()QPEeKTUBHOCTh €ro
MIPUMEHEHUS.

(uacts 2 B pen. Denepanbuoro 3akoHa ot 04.06.2018 N 140-D3)

3. IloBTOpHOE TmpeacTaBICHHUE B COOTBETCTBYIOIIMN YIOJIHOMOYEHHBIN (eaepanbHblii Opran
HCIIOJIHUTEIBHOM BJACTU JIEKAPCTBEHHOI'O IIpenapara, B OTHOLIEHUM KOTOPOrO MOJIY4EH OTKa3 B
rOCyJIapCTBEHHOM PEruCTpalyyd U KOTOPBIN BIIOCIEICTBUU MOABEPICS M3MEHEHHUIO B YaCTH €r0 COCTaBa,
paccMaTpuBaeTCs Kak IPEICTABIEHWE HOBOIO JIEKAPCTBEHHOIO IIperapara Ha €ro rocyJapCTBEHHYIO
PEruCTpalMio HE3aBUCUMO OT COXPAHEHUS €ro MEPBUYHOIO HAMMEHOBAHUS.

(uactsb 3 B pen. denepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

4. Tlpu mpenocTaBlIeHUH 3asBHTEIEM B COCTAaBE PETHCTPAIIMOHHOTO JOChE Ha JIEKapCTBEHHBIN
npernapar Ui BETEPHUHAPHOTO MPUMEHEHMs KOMUHU PeleHHs] YIOJHOMOUYEHHOIo (hefepalbHOro opraHa
WCTIOJTHATENIHOW BJIACTH O TPOBEJACHWW HWHCIIEKTUPOBAHUS TPOHM3BOIUTENS JIEKAPCTBEHHBIX CPENICTB
CPOK TMpPHUHATHS pELIeHHs O TOCYAapCTBEHHOM pEerucTpaluy JEeKapCTBEHHOro IpemnapaTta Ul
BETEPUHAPHOTO TPUMEHEHUS MPUOCTAHABIMBACTCS CO JHS MOJTYYCHHUS 3aKITIOUEHHH, YKa3aHHBIX B 9aCcTH
1 nacrosimiedt cTaThbu, A0 JAHSA MPUHATHS YINOJHOMOUYEHHBIM (elepabHbIM OPraHOM HCHOJIHHUTEIbHOM
BJIACTH pEIIEHUS O BbIade WM 00 OTKa3e B BbIJa4e 3aKIIOYCHHS O COOTBETCTBUH IPOU3BOIUTEIIS
JIEKapCTBEHHBIX CPEJICTB TPEOOBAHUAM MPABUII HaJUIEXKAIeH MPOU3BOJCTBEHHOM MPaKTHKH, HO HE Ooiee
9YeM Ha CTO BOCEMBJIECST PadOUYMX JHEH.

(uactp 4 BBeneHa PenepanbHbIM 3aKk0HOM OT 04.06.2018 N 140-D3)

5. OcHoBaHMEM ISl OTKa3a B IOCYJapCTBEHHOM PpErucTpaluy JIEKapCTBEHHOIO Ipernapara ajs
BETEPUHAPHOTO TPHUMEHEHHs SIBJISETCS 3aKIIOUEHHE YIOJIHOMOYEHHOTO (elepalbHOro OpraHa
UCIOJIHUTEJIbHOM BJIAacTH O TOM, YTO KadyecTBO M (wiH) 3(PGEeKTUBHOCTb PEruCTPUPYEMOro
JIEKapCTBEHHOI'O IIpernapaTta JUlsli BETEPUHAPHOIO NPUMEHEHHS HE IOJATBEP)KIEHBI IOJYyYEHHBIMU
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

JAHHBIMU WJIM YTO PUCK MPUUYMHEHUS Bpea 3/I0POBBIO )KUBOTHOTO BCJIEICTBUE MPUEMA JIEKAPCTBEHHOTO
npernapara s BETEPUHAPHOIO MPUMEHEHHs IMpeBbIaeT 3((EeKTUBHOCTh €ro MPHUMEHEHHs, OTKa3
YIOJHOMOYEHHOTO (heiepaJbHOr0 OpraHa HWCIOJHUTENbHON BIAaCTH B BblJaye 3aKIIOYEHUS O
COOTBETCTBHHM  INPOU3BOAMTENS  JICKAPCTBEHHBIX CPEACTB TpPEOOBaHMSAM IpaBWJ  HaJyIeKallei
MIPOU3BOJICTBEHHOW MPAaKTUKH JJI1 KaXJ0H MPOU3BOJICTBEHHOW IUIOIIAJKUA PErHCTPUPYEMOrO
JIEKapCTBEHHOI'O Ipenapara Jyulsi BETEPUHAPHOINO NPUMEHEHHS B ClIydae, €ClId IPOU3BOJCTBO
JIEKapCTBEHHOI'0 TMpenapara s BETePUHAPHOTO MPUMEHEHMsI OCYIIECTBISIETCS 3a MpeleraMu
Poccuiickoit denepanuu, WK OTCYTCTBUE TAKOTO 3AKIHOYECHUS.

(dactb 5 BBenena denepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

Koncynsrantlntoc: npumedanue.
O mopsiike M CpoOKax OMpeJesieHHs B3aWMO3aMEHSEMOCTH JIEKapCTB JICKAPCTBEHHBIX MPENaparos,
3apeructpupoBansbix 10 01.03.2020, cMm. ct. 3 @3 o1 27.12.2019 N 475-D3.

Cratba 27.1. B3aMmo3aMeHSieMOCTb NeKapCTBeHHbIX nMpenapaTtoB  AnA
MeAULIMHCKOro NnpMmMeHeHus
(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

1. B3auMo3amMeHSEeMOCTb JIGKAPCTBEHHBIX IMpEMapaToB s MEIUIMHCKOTO MPUMEHEHUS
OTPEIEISACTCS YIOJIHOMOYCHHBIM (eIepaIbHBIM OPraHOM HCIOJHUTEIBHON BIIACTH, OCYIIECTBIISIFOIIUM
rOCY/IapCTBEHHYIO PETUCTPALMIO JICKAPCTBEHHBIX IMPENaparoB Ui MEIUIIMHCKOTO TMPUMEHEHHsS, B
paMKax OAHOTO MCKAYHAPOJHOI'0 HEIAaTCHTOBAHHOTO (I/IJII/I XUMHUYECKOI'o, HJIHN I“pyr[l'[I/IpOBOLIHOFO)
HAUMEHOBAHMSI HA OCHOBE 3aKIIOYEHHUS KOMHUCCHHM OKCIIEPTOB JKCHEPTHOTO YUPEXKACHUS O
B3aMMO3aMEHIEMOCTH JICKAPCTBEHHOTO MperapaTta Uil MEIUIIMHCKOTO MPUMEHEHHUs JMOO0 O TOM, YTO
JIEKApCTBEHHBIN Tpenapar A MEJUIMHCKOTO MPUMEHEHHUs He SBIISIETCS B3anumo3aMeHsaeMbIM. [lopsaok
OIpEACICHUA B3aWMMO3aMCHACMOCTU JICKAPCTBCHHBIX MPCIapaToB e MEAWLIUHCKOIO IMPUMCHCHHUA U
dbopMa 3aKIIOYEHUS KOMHCCHUU DKCIEPTOB OKCIEPTHOTO YUPESKIEHHS O B3aUMO3aMEHSIEMOCTHU
JICKAPCTBCHHBIX MPCIapaToB A MEAUIUHCKOTO IPUMCHCHU A 100 0 TOM, 4TO HeKapCTBeHHBIﬁ mnpemnapar
JUTSI MEAMIIMHCKOTO TPUMEHEHUSI HE SIBIIIETCS B3aMO3aMEHSEMbIM, ycTaHaBnuBatoTcs [IpaBurenscTBoM
Poccuiickoit ®enepanuu.

2. Komuccens 3KCHEPTOB IKCHEPTHOTO YUPEKIEHHUS NACT 3aKJIIOUEHHE O B3aUMO3aMEHSIEMOCTHU
JIEKapCTBEHHOTI'O MpenapaTa JJisi MEIUIUHCKOTO MPUMEHEHHUS JTMO0 O TOM, YTO JIEKapCTBEHHBIN IpenapaT
JUIS MEIULMHCKOTO IPUMEHEHHsS HE SBISIETCS B3aMMO3aMEHSEMBIM, Ha OCHOBAaHUM CIEAYIOLIUX
KpUTEpUEB (XapaKTEPUCTHUK):

1) oKkBHBaJEHTHOCTb (V11 OMOAHATOrOBBIX (OMOMOAOOHBIX) JIEKAPCTBEHHBIX IpernapaToB
(OnoanamoroB) -  CONOCTaBUMOCTb)  KAa4eCTBEHHBIX U KOJMYECTBEHHBIX  XapaKTEpUCTHUK
(bapMarieBTUYECKMX CYOCTaHIIMI WM COMOCTaBUMOCTh aHTUT€HHOTO COCTaBa BakIMH. lcmonb3oBaHue
Pa3NMYHBIX COJel, 3QUPOB, KOMIUIEKCOB, H30MEPOB, KPHCTALTHUECKUX (POPM U IPYTUX MPOU3BOIHBIX
OJHOTO M TOTO K€ JIEHCTBYIOIIETO BEIIECTBA HE SBIAETCS MPEMATCTBHEM JUISL OIpeaesIeHUs
B3aMMO3aMEHSEMOCTH  JICKAPCTBEHHBIX  IPErapaTroB, €CIM TpHd  TMPOBEACHWU  WCCIEAOBAHUS
OMODKBUBAJIEHTHOCTH  JICKQPCTBEHHOTO  Npemapata  WJIM  HUCCIEIOBaHMA  TEpareBTHYECKOM
AKBUBAJICHTHOCTH JICKAPCTBEHHOTO TIpernapaTa JI0Ka3aHO OTCYTCTBHE KIIMHUYECKH 3HAYUMBIX pPa3IHunil
¢dapmakokuHeTukn H (uiaM) 3¢QexTuBHOCTH M 0€30HacCHOCTH JIEKapCTBEHHOTO Iperapara Juis
MEIUIUTHCKOTO TPUMEHEHHS;
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

2) SKBUBAJICHTHOCTh JIEKApCTBEHHOU (popMmbl. 1071 SKBHBaJICHTHBIMH JICKAPCTBEHHBIMU (OpMaMHU
MMOHMMAIOTCS Pa3HbIC JICKAPCTBEHHBIC (OPMBI, UMEIOIINE OJMHAKOBBIE CIOCOO BBEIEHUS H CIOCO0
NpUMEHEHHs, OO0JaJarolue  COMOCTAaBUMBIMU  (hapMAKOKUHETUYECKHMMHU  XapaKTCPUCTUKAMHU U
(hapMaKoIOTHYECKUM JCHCTBHEM M 00ECIICUUBAIOIINE TAK)KE TOCTHXKEHHUE HEOOXO0IMMOT0 KIMHIYIECKOTO
spdekra. Paznuuus JIeKapCTBEHHBIX (QOpPM HE SBJSIFOTCS NPENSTCTBUEM JUIS  ONPEICIICHUS
B3aMIMO3aMCHSIEMOCTH  JICKAPCTBEHHBIX  IPEmapaToB, €CIM TPU  TPOBEACHUH  HUCCIICIOBAHHUS
OMOAPKBUBAJICHTHOCTH  JICKQPCTBEHHOTO  Tpenapara  HJIM  HUCCICIOBAaHHMS  TEPaleBTUYCCKOM
SKBHBAJICHTHOCTHU JIEKAPCTBEHHOT'O Tpernapara J0Ka3aHO OTCYTCTBUE KIIMHUYECKU 3HAYMMBIX Pa3IIudHid
dbapmakokuHeTukn u (W) 3¢pdexkTHBHOCTH W 0€30MacCHOCTH JIEKAPCTBEHHOrO Ipernapara  Jijis
MEIUIIMHCKOTO MPUMEHCHHS,

3) 3KBUB@JIEHTHOCTb WJIM COINOCTABUMOCTb COCTaBa BCIIOMOTraTEJbHBIX BELIECTB JIEKAPCTBEHHOI'O
mpernapata Uil MEAMIMHCKOrO NpUMEHeHus. Pa3nuuus coctaBa BCIIOMOraTENIbHBIX — BEIIECTB
JICKapCTBEHHOI'0 Ipernapara He SIBISAIOTCS MPEMSTCTBUEM JUIsl OMNpEeAETCHUs B3aUMO3aMEHSEMOCTH
JIEKapCTBEHHbIX  IIpenapaToB, €CIM IpU  MPOBEACHUU  HUCCIEIOBaHHS  OMO3KBUBAJIEHTHOCTH
JICKapCTBEHHOI'0 Ipernapara WIM HCCIEJ0BaHMUs TEpareBTHUECKOW SKBHUBAJIEHTHOCTH JIEKaPCTBEHHOI'O
mpernapara JOKa3aHO OTCYTCTBHE KIMHUYECKH 3HAYUMBIX pPa3nuunil (papMakOKMHETHKH U (WIIN)
3¢ GEeKTUBHOCTH U 0€30MaCHOCTH JIEKapCTBEHHOI'O Ipernapara A MEIUIMHCKOro mnpuMeHeHus. Ilpu
HAIMYUH KIMHUYECKU 3HAYMMBIX Pa3induii (papMakoKHMHETHKH U (WiH) 3(p(PEKTUBHOCTH B 0€30MacCHOCTH
JICKapCTBEHHOT'0 Ipernaparta A MEAULMHCKOTO INPUMEHEHHUS B3aMMO3aMEHSEMOCTb OIpeNeIsieTcsl ¢
YKa3aHHUEM Ha UCKJIIOYEHUE OTIEIbHBIX IPYII HAllUEHTOB;

4) NICHTHUYHOCTDb crocoba BBCICHUA U crocoba IIPUMCHCHUS

5) COOTBETCTBUE MPOU3BOAUTENS JIEKAPCTBEHHOI'O CPEACTBA TPEOOBAHUAM IIPAaBWII HAIJICKAIICH
MIPOU3BO/ICTBEHHOM MPAKTUKH.

3. OmpeneneHre B3aMMO3aMEHSIEMOCTH BOCHPOM3BEIEHHBIX JIEKAPCTBEHHBIX IpenapaToB s
MEIULMHCKOTO NMPUMEHEHUs, yKa3aHHbIX B 4yactu 10 crathu 18 Hactosmero degepaibHOro 3akoHa,
ocylecTBiseTcs: 0e3 He0OX0AUMOCTH JI0Ka3aTelbCTBA UX OMOIKBHUBAJIEHTHOCTH.

4. OcoOeHHOCTH OTpeJIeNIeHUs] B3aMMO3aMEHIEMOCTH OMOJIOIMYECKHX JIEKapCTBEHHBIX MPENaparos,
KOMOMHHPOBAaHHBIX JIEKAPCTBEHHBIX IpenaparoB (Coaep)kKalluX KOMOMHAIMIO JByX U Oonee
JEUCTBYIOIMX  BEIIECTB), JIEKAPCTBEHHBIX IMpENaparoB Ui MApEHTEPAJbHOIO IMHUTAaHUS U
HEJO3MPOBAHHBIX JIEKAPCTBEHHBIX IpenaparoB ycraHaBiuBaroTcs lIpaBurensctBom Pocculickon
denepanuu.

5. OnpeneneHHe B3aUMO3aMCHACMOCTH HEC OCYLICCTBIIACTCA B OTHOIICHWHN JICKAPCTBCHHBIX
PACTUTCIIBHBIX TPCIIapaTOB, TOMCOIIATUYICCKUX JICKAPCTBCHHBIX ITPEIIAPAaTOB.

6. (DOPMI/IpOBaHI/Ie ONEpCUYHA B3aUMO3aMCHACMBIX JICKAPCTBCHHBIX IMPCHapaToB I MEAUIMHCKOT'O
MNPUMCHCHUS OCYHICCTBIISICTCS SKCIICPTHBIM YUPCKIACHUCM IMOCPCIACTBOM O6’[:CI[I/IHCHI/I$I JICKApCTBCHHBIX
npemapartoB B OTACIBHBIC TPYIINbI, B Ka)I(JIOﬁ N3 KOTOPBIX JICKAPCTBCHHBIC IIPCIapaThbl ABIAIOTCA
B3aMMO3aMCHIACMBIMU.

7. B cnydae BKIIOYEHHS B MHCTPYKLIHIO MO MEIUIMHCKOMY IPUMEHEHUIO JIEKAPCTBEHHOTO
Ipenapara Ha OCHOBAHMM PE3YyJbTAaTOB COOTBETCTBYIOLIUX HCCIICIOBAHUN IOKa3aHUU JUIS IPUMEHEHUS,
KOTOPBIE OTJIMYAOTCS OT MOKA3aHUM ISl IPUMEHEHHUs APYTHUX JIEKAPCTBEHHBIX MPENapaToB U3 TPYIIIbI
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3
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"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

B3aMMO3aMCHACMBIX JICKAPCTBCHHBIX IIP€IIapaToB, B IICPECYHEC B3aWMO3aMCHACMBIX JICKAPCTBCHHBIX
npenaparoB 4JII MCAUIUHCKOI'O MPUMEHCHUA JOJIKHA OBITh YKa3aHa COOTBCTCTBYHOIIAA I/IH(i)OpMaLII/ISI.

Koncynprantllinroc: npumeyanue.

[lepeuenp B3aMMO3aMEHSEMBIX JIEKAPCTBEHHBIX IPENapaToB, B OTHOLICHHM KOTOPBIX HMMEIOTCS
pE3yJIbTaThl UCCIIENOBAHUI OMOIKBUBAJICHTHOCTH WM TEPANEBTHYECKON SKBHBAICHTHOCTH, JIOJDKEH
ObITH C(OPMHUPOBAH U pa3MelleH Ha opumaibHoM caiite Munsapasa Poccun no 01.07.2020. (3 ot
27.12.2019 N 475-03).

8. IlepeueHnp B3aMMO3aMEHSIEMBIX JIEKAPCTBEHHBIX MPEMAPATOB JIsi MEAUIIMHCKOrO MPUMEHEHUS
pa3Meniaercs ynoJHOMOYEHHBIM (elepalbHbIM OpPraHOM HCIIOJIHUTENBHON BIIACTH, OCYIIECTBIISIIOIINM
TrOCYJapCTBEHHYIO PETHCTPALUI0 JICKAPCTBEHHBIX MPENapaTtoB IJsi MEIUIMHCKOTO IPUMEHEHHUs, Ha
cBoeM oduiuansHoM caite B cetu "HMuTepuer". MHdopmamus B mepeuHe B3auMO3aMEHSEMBIX
JIEKAPCTBEHHBIX MPEMapaToB I MEIUIUHCKOTO MPUMEHEHHUS OOHOBJISETCS yKa3aHHBIM (elepaibHbIM
OpraHOM HCIIOJIHUTEJIbHON BJIACTH C YYETOM HOBBIX 3apETMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENapaToB
JUISL MEAUIMHCKOTO TIPUMEHEHUSI W BHECEHHBIX W3MEHEHUHW B JIOKYMEHTBI, COJEpXKallhecs B
PErUCTPAalIMOHHBIX J0ChE€ Ha 3apEerMCTPUPOBAHHBIEC JIEKAPCTBEHHBIC MPENapaThl IS MEIULUHCKOTO
MIPUMEHEHUS.

9. [opsanox ucnonap30BaHUsI UHGOPMAIIUU O B3aUMO3aMEHIEMbIX JIEKAPCTBEHHBIX Mpernaparax ais
MCIUIHUHCKOIO HNPHUMCHCHHUA MW TIOpAAOK Jadu pa3’I)$ICHeHI/If/'I o BOIIpOoCaM B3aNMMO3aMCHACMOCTU
JIEKapCTBEHHBIX MPENapaTtoB MAJsi MEIUIIMHCKOTO0 TMPUMEHEHHs YycTaHaBiuBaroTcs I[IpaBuTenscTBOM
Poccuiickoit ®enepanuu.

Koncynprantllntoc: nmpumeuanue.
CpoK perucrpauuu JEKapCTBEHHOro mpenapara, ucrekaroumi ¢ 15.03.2020 mo 31.12.2020, npoien
Ha 12 mecsueB (IToctanosnenue [IpaButensctBa PO ot 03.04.2020 N 440).

CraTtbsa 28. PeructpaumoHHoe yaocToBepeHUe nekapcTBEHHOro npenapara

1. PerucrpanmoHHOE yJOCTOBEPEHHE JIEKAapCTBEHHOIO IIperapara ¢ yKa3aHHEM JIEKapCTBEHHBIX
dbopM U J03MPOBOK BBIAAETCS OECCPOUYHO, 3a HCKIHOUYEHHUEM pPErHMCTPAllMOHHOTO YIOCTOBEPEHMS
JIEKAPCTBEHHOIO IIpenapara, BbIIaBaeMOro CO CPOKOM JIEHCTBHS IISATh JIET, HA BIIEPBBIE PETUCTPUPYEMBIE
B Poccuiickoit denepanuu JeKapCTBEHHBIE IIPENIAPaATHI.

2. Ilo ucreueHMM yKa3aHHOTO B 4YacTH | HacTodlled cTaThu CpoKa BbLIaeTcs OeccpoyHoOe
PErUCTPAallMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOI'O IIperapara IIpU YCJIOBUM IOATBEPKIACHUS €0
roCyJAapCTBEHHOUN PErUCTPALNH.

3. B ciyuae BHecenust B cooTBeTCTBUU co cTaThsiMu 30 u 31 HacTosmero denepaibHOrO 3aKOHA
W3MEHEHUN B COAEpXKAIIUECs B PErMCTPAllMOHHOM JIOCh€ Ha 3apErUCTPUPOBAHHBINA JIEKAPCTBEHHBIN
npenapar JOKYMEHTBI, 3aTParuBalollUX CBEIACHUS, OTPaKEHHbIE B PETHCTPALMOHHOM YAOCTOBEPEHUU
JIEKApCTBEHHOTO TIperapaTa, yIMmOJIHOMOYEHHBIN (eepabHbIi OpraH WCIOJHHUTEIBHONW BIIACTH BBIJAET
HOBOE€ PETMCTPALMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOIO Ipenapara, COAepkKallee BHECEHHBIE B HETO
W3MEHEHUS.

(uacts 3 BBeneHa denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)
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4. B cayyae yTpaTbhl WM TOBPEXKACHUS PErHCTPAIIOHHOTO YIOCTOBEPEHHMS JIEKAPCTBEHHOTO
mpemapaTa 1o 3asBICHUI0 B THCHbMEHHOW (QopMe [epikareisi WU BIIaJeiblla PETUCTPAIHMOHHOTO
YIOCTOBEpPEHUS JIEKApCTBEHHOT'O IIpenapaTa Wik yIOJIHOMOUYEHHOTO UMH APYroTo IOPUANYECKOTO JIUIA O
BbIIaue AYOJIMKAaTa PErHCTPAIMOHHOTO YIOCTOBEPECHHS JIEKAPCTBEHHOTO IMpernapara yIMOJTHOMOYCHHBIH
benepanbHBI OpraH HCIOJIHUTEIHLHON BIACTH B CPOK, HE MPEBBIMIAIONIUN JecITH pabounx AHEH co THS
MOCTYIUICHUSI 3asBJICHHS, BBINAET JyONMKAT PETUCTPALMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO
mnpernapaTta. 3a Bblgady OyOiHMKaTa PErMCTPallMOHHOTO YAOCTOBEPEHHUs JIEKApCTBEHHOTO IIperapara
B3UMAETCS TOCYAAPCTBEHHAS MOLIJIMHA B COOTBETCTBUHU C 3aKOHOAATENLCTBOM Poccuiickon denepannu o
Hajorax u coopax.

(dactb 4 BBeneHa DenepanibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Koncynprantllntoc: npumeuanue.
Cpoxk perucTpaiu JeKapCcTBEHHOTO Mpemnapara, uctekarommii ¢ 15.03.2020 o 31.12.2020, npoaieH
Ha 12 mecseB (IlocranoBnenue [IpaButensctBa PO ot 03.04.2020 N 440).

Cratba 29. [loaTBepXxaeHWe rocyfapCTBEHHOM perucTpauvm nekapcTBeHHOro
npenapara
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. ITonTBepkieHME rOCYJapCTBEHHOM perucrpanuy JeKapCTBEHHOIO Ipernapara OCYLIeCTBIISETCS
IpU BblJaue OECCPOYHOrO PErMCTPALMOHHOIO YIOCTOBEPEHMsI JEKapCTBEHHOIO Ipernapara B Cilydae,
YKa3aHHOM B 4YacTu 2 cratbu 28 Hactosmero denepanbHOro 3akoHa, B CPOK, HE IPEBBILIAIOLINI
HIECTUAECATH pabouux JHEW CO JHs IMOJIydYEeHHMs COOTBETCTBYIOILMM YIOJHOMOUYEHHBIM (eliepaabHbIM
OpraHOM HCIIOJIHUTEIbHOM BIIACTH 3asIBICHUS O TOATBEP)KICHUH TOCYJAapCTBEHHOM perucTpanuu
JIEKapCTBEHHOro Ipenaparta. He ocymiecTBiaseTcss NMOATBEP)KAECHUE TOCYIAapCTBEHHOM DPETUCTPALUU B
OTHOIIIEHUH JICKApCTBEHHOTO TperapaTa, He HaxouBIIerocst B oopamienuu B Poccuiickoit deneparuu B
TeYeHHe Tpex MU Oojee JIeT, a TakKe B OTHOLICHUM JIEKapCTBEHHOI'O CPEACTBA, IMPOM3BEAECHHOTO C
HapylIeHneM TpeOoBaHUs, YCTaHOBIEHHOTO yacThio 3.7 crathu 71 Hactosmero deaepaibHOro 3aKOHa.

2. 3asgBieHUE O MOATBEPKACHUHM TOCYAApCTBEHHOM PErucTpanuu JIEKapCTBEHHOrO IMpenapara Jis
MEJUIIMHCKOTO MPUMEHEHHs TPEJCTABISETCS B COOTBETCTBYIOIIMM YIOJIHOMOYECHHBINH (heepabHbIN
OpraH MCHOJHUTEIBHOMN BIACTH HE PaHEE YeM 3a CTO BOCEMbJECSIT JTHEW O UCTEUEHUs CPOKa JEeUCTBUS
PErUCTPAIMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO MIpenapara Jijisi MEIUIIMHCKOTO IPUMEHECHHS.

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

2.1. 3asiBieHHE O TOATBEPXKICHHH TOCYIapCTBEHHON PETUCTPAINH JIEKAPCTBEHHOTO Mperapara Jis
BETEPUHAPHOTO TNPHUMEHEHHs TMPEACTaBIAETCS B COOTBETCTBYIOIIMI YIMOJTHOMOUYEHHBIH (enepanbHbIit
OpraH HMCIOJHUTEIHHON BIIACTH HE paHee YeM 3a CTO BOCEMBJIECIT JHEW J0 MCTEUYCHUS CPOKA JCUCTBUS
PETUCTPAIIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO MpenapaTa Jjs BEeTepUHAPHOTO MPUMEHEHUS U He
M03/THEEe OKOHYAHUS CPOKA €ro IeHCTBUS.

(uactsb 2.1 BBeneHa @enepanbHbIM 3akoHOM 0T 02.08.2019 N 297-D3)

3. IonTBepkieHUE rOCYIapCTBEHHOM perucrpalyy JeKapcTBEHHOIO Mperapara OCYIIeCTBISETCS
M0 pe3yiabTaTaM HKCIEPTU3bl OTHOLIECHUS OXHAAeMOW MOJIb3bl K BO3MOXHOMY PHCKY NPUMEHEHUS
JIEKApCTBEHHOTO TIperapaTa Ha OCHOBAaHWUHU PE3YJIbTATOB MOHUTOPHHTA Y((HEKTUBHOCTH M 0€30MaCHOCTH
JIEKApCTBEHHOT'O0  Tperapara, MPOBOJAUMOIO JEpXkKaTeleM WIM BJIaACNbLIEM PETUCTPAIMOHHOTO
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YAOCTOBEPECHUS JICKAPCTBCHHOI'O IIpeIiapaTa 1100 YIIOJIHOMOYCHHBIM UMHU IOPUINYCCKHUM JIMIIOM, a TAKXKEC
COOTBCTCTBYIOIIUM YITOJTHOMOYCHHBIM (l)ellepaHBHbIM OopraHnomM HCIIOJIHUTEILHOMN BJIACTH B COOTBETCTBUU
C Tp660BaHI/I$IMI/I craTeu 64 HaCTOAICIO dbeﬂepanLHoro 3aKOHaA.

4. K 3asBI€HHIO O IOATBEPKIEHUH I'OCYJapCTBEHHOM perucTpanuy JIEKapcTBEHHOTO IIpenapaTa Jiis
MEIULMHCKOIO IPUMEHEHUS IIPUIIAraroTCs:

1) IOKYMEHTBI, coJepXKallie pe3ylbTaThl MOHHUTOpPUHTAa 3(PPEeKTUBHOCTH H OE30MaCHOCTH
JIEKapCTBEHHOTO Tpermapara Uil MEAWIUHCKOTO TPUMEHEHHs, MPOBEJCHHOTO JIepXKaTelieM WU
BJIAJIETIBIIEM PErHCTPALIMOHHOIO YIOCTOBEPEHHs JICKapCTBEHHOrO IIpermapara Ais MEIULUHCKOIO
OpUMEHEHHs JMOO YIOJHOMOYEHHBIM MM OPHIMYECKHM JIMIOM, 10 (opMme, YTBEp)KACHHON
YIIOJTHOMOYEHHBIM (heZiepalIbHbIM OPTaHOM MCIIOJTHUTEIBHOM BIIACTH;

2) cBeleHUsI O JlaTe MPEAOCTABICHUS W PETUCTPAIIMOHHOM HOMEpPE JIMIICH3MHM Ha TPOM3BOJICTBO
JICKApCTBEHHBIX CPEJCTB WM CBEIACHUS O Jare NpPEJOCTABICHUS W PETUCTPAIMOHHOM HOMeEpe
3aKIIOYCHUST O COOTBETCTBUHU IPOU3BOAMTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHUSM  IMPABHII
HQ/IJIeKAIIEed TMPOU3BOJCTBEHHONW TIPAKTUKH, MPEJOCTABICHHBIX YIIOJIHOMOYEHHBIM (enepaabHbIM
OpPraHOM HCIIOJHHUTEIBHOW BJIACTH B OTHONICHWW TMPOHM3BOJCTBCHHOW IIJIONIAIKU JICKAPCTBEHHOTO
npernapara Juisi MEIUIIUHCKOTO TIPUMEHEHUs], TOCYyJapCTBEHHAs PETHUCTPAIM KOTOPOTO MOATBEPKIACTCS
B Cly4yae, €CJIM NPOM3BOJCTBO JIEKAPCTBEHHOI'O TMperapara JUisi MEIUIUHCKOrO TMPHUMEHEHUS
ocyuiectisercs B Poccniickoint denepanuu;

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

3) xomus NPENOCTAaBICHHON YIOJIHOMOUYEHHBIM OPraHOM CTPaHbl IMPOU3BOAMTENS JIMLIEH3UM Ha
IIPOM3BOJICTBO JIEKAPCTBEHHOI'O Ipernapara il MEAMLIMHCKOrO MPUMEHEHUS U €€ NEepeBOJl Ha PYCCKUil
A3bIK, 3aBEPEHHBIE B YCTAHOBJIEHHOM TOpSAKE, a TaKXKe KOMMS 3aKIYEHHUS O COOTBETCTBUH
MIPOU3BO/IUTENSL JIEKAPCTBEHHBIX CpPEACTB TpeOOBAHUSAM NPaBWII HaJJIeXalled MpPOU3BOACTBEHHOMN
MIPaKTUKW, BBIJAHHOTO YIOJHOMOYEHHBIM (eepaIbHBIM OPraHOM HCIOJHUTENbHON BIacTu B
OTHOIIEHWH TIPOU3BOJCTBEHHOM IUIOIIAJKHA JIEKAPCTBEHHOIO Ipenapara s  MEOUIMHCKOTrO
MIPUMEHEHUSI, TOCYJapCTBEHHAs PETUCTPaldsg KOTOPOTO TMOATBEPKAACTCSA, WIM KOMHUS PpEIICHUS
YIIOJIHOMOYEHHOTO (pe/lepajJbHOro OpraHa MCIOJHUTEIbHOM BIAcCTH O MPOBEAECHUU WHCIEKTHPOBAHUS
IIPOM3BOJIUTENIS JIEKAPCTBEHHBIX CPEACTB B CIIydae, €ClU MPOU3BOACTBO JIEKAPCTBEHHOTO IpenapaTa Jyis
MEAMIMHCKOr0 MPUMEHEHHSI OCYIIECTBIIAETCS 3a IIpenenamMu Poccuiickoit denepanun.

(B pen. @enepanbHOro 3akoHa ot 27.12.2019 N 478-D3)
(uactb 4 B pen. PenepanpHoro 3akoHa oT 04.06.2018 N 140-D3)

4.1. B oTHOmIEHNH OMOJIOTHYECKUX JICKAPCTBEHHBIX IMPETapaToB ISl MEAUIIUHCKOTO MPUMEHEHHS
3asBUTENb JOMOJHUTENBHO TMPEJACTABIAET pe3yabTaTbl MEPONPUSATHH, NPEIYCMOTPEHHBIX IJIAHOM
VIIpaBJICHUS] PUCKAMH, YTBEPXJICHHBIM YIOJHOMOYEHHBIM (hefiepallbHbIM OPTraHOM HCIIOJHUTEIHHON
BJACTH TIIPH OCYLIECTBICHHM TOCYJAapCTBEHHOW PpErucTpaluM JIEKApCTBEHHOTO TpemnapaTta s
MEIUIUHCKOTO TPUMEHEHUSI.

(uacts 4.1 BBeneHa @enepanbHbIM 3ak0HOM 0T 04.06.2018 N 140-D3)

4.2. K 3as4BI€HUIO O MOJATBEPKICHUU TOCYIAPCTBEHHOW PETHCTPAIMU JICKAPCTBEHHOTO Mpenapara
JUIE BETEPUHAPHOTO NPUMEHEHUS IMPHJIATaloTCsl JOKYMEHTBI, COJepXallue pe3yabTaThl MOHUTOPHHIA
3¢ dekTUBHOCTH M 0€30MacHOCTH JIEKAPCTBEHHOIO IIpernapaTa Jjsi BETEpUHAPHOTO TNPUMEHEHMS,
MPOBOJIUMOIO JIep’KaTelieM WM BIAJENbIEM pPErHCTPAlMOHHOTO YIOCTOBEPEHUS JIEKapCTBEHHOTO
mpernapara JUisi BETEpUHAPHOTO IMPHUMEHEHHs JTHOO YIIOJHOMOYEHHBIM UM FOPUIMYECKUM JTUIIOM, IO
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dopme, YTBEpkKAECHHOW YIOJIHOMOYEHHBIM (pefepalibHbIM OpPraHoM MCIOJHHUTEIbHON BIAacTH, U
JIOKYMEHTBI, YKa3aHHbIE B MMyHKTax 1, 2 - 2.2, noanmynkrax "a", "6", "k", "n" mynkra 4 yactu 3 crateu 17
Hacrosero denepaabHOro 3aKkoHa. B OTHOIIEHNMM UMMYHOOMOJIOTHYECKUX JIEKApCTBEHHBIX MPENapaToB
JUI. BETEPUHAPHOTO NIPUMEHEHHUS HE MPEACTABISAIOTCA CBEACHMS, yKa3aHHbIE B MOANYHKTE "K' myHKTa 4
yactu 3 crate 17 Hacrosimero denepaibHoro 3akoHa. B oTHOIIEHMM J€KapCTBEHHBIX MpenapaToB A
BETEPUHAPHOTO NPUMEHEHHUS, IMOJYUYEHHBIX C NPUMEHEHHEM T'€HHO-WHXEHEPHO-MOAU(DUIIMPOBAHHBIX
OpPraHU3MOB WM COJAEP)KAIIMX TaKue OpPraHu3Mbl, JOIOJHHUTEIbHO IPEJCTABISAIOTCS CBEICHUS,
yKa3zaHHbIE B yHKTe 13 yactu 3 crathu 17 Hacrosmero @eaepanbHOro 3aKOHa.

(dactp 4.2 BBeaeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. denepaibHOro 3aKOHA OT

02.08.2019 N 297-@3)

4.3. 3asgBuTenp BIpaBe MPEACTAaBUTb C 3aABICHUEM O MOATBEPXKACHUN TIOCYAAPCTBEHHOU
perucTpanMy  JICKapCTBEHHOIO  IIpernapara  KONHIO  JOKYMEHTa, IOATBEPXKIAIOIIEro  YyIiaTy
rOoCylapCTBEHHON IIOLUIMHBI 3a MOATBEPKACHUE TIOCYIApPCTBEHHOM PpErucTpaluy JIEKapCTBEHHOIO
mpernapara, a TaKKe BblaBaeMble (IIPEOCTABIIIEMbIC) YIIOJHOMOYEHHBIMU (hefiepallbHBIMU OpraHaMu
MCTIOJIHUTEJIBHOW BJIACTH JOKYMEHTHI (CBEACHUS), yKa3aHHble B NMyHKTax 2 W 3 yactu 4 Hacrosiuel
crathu. B ciyyae ux HempencTaBlieHUs YIOJTHOMOUYEHHBIH (eepaibHbIil OpraH HCIOJTHUTEIHHON BIACTH
3alpalliBaeT yKa3aHHbIE JJOKYMEHTbI (CBEAEHUS) B IMOPAIAKE MEXBEIOMCTBEHHOrO0 MH(GOPMALMOHHOTO
B3aUMO/ICHCTBUS.

(uactb 4.3 B pen. @enepanbHoro 3akona ot 27.12.2019 N 478-03)

5. B Teuenue pecatu pabouux JHEHM cO JAHS MPUHATHUS 3adBICHUS O TOATBEPKACHUU
roCylapCTBEHHON PETUCTPALMU JIEKAPCTBEHHOI'O IIpernapara U JIOKYMEHTOB, COIEPKALIMX pPe3yJIbTaThl
MOHUTOPHUHTA 3()(HEKTUBHOCTH M OE30MACHOCTH JIEKAPCTBEHHOTO TMperapara, MpoBOJIUMOrO JIepKaTeaeM
WIM  BJIAAEIbIEM  PEruCTPALlMOHHOTO  YJOCTOBEPEHMs  JIEKAPCTBEHHOro  Ipemapara  Jinbo
YIOJTHOMOYEHHBIM UMH IOPUANYECKUM JIUIIOM, YIIOJHOMOYEHHBIN (hefiepaibHblii OpraH UCIOTHUTEIbHOM
BIIACTH:

1) mpoBOOUT NPOBEPKY MOJHOTHI CBEIACHHM, COAEpXkAIIMXCS B MPEACTABICHHBIX 3asBUTEIIEM
JNOKYMEHTaX;

2) mpUHUMAET pelIeHUuEe O MPOBEJACHUU WM 00 OTKa3e B MPOBEACHUU DKCIEPTHU3bI OTHOIICHUS
0’KMJIa€MOM TMOJIb3bl K BO3MOKHOMY PHCKY HPUMEHEHHUs JIEKApCTBEHHOrO MpernapaTta Ha OCHOBAaHUU
pe3yIbTaTOB MOHUTOPUHTA d()PEKTUBHOCTU U OE30MACHOCTH JIEKAPCTBEHHOTO Tpernapara, MpoBOJUMOTO
JepKaTelleM WU BIAAENbIEM PErUCTPAlMOHHOTO YIOCTOBEPEHMS JIEKApPCTBEHHOTO MpemapaTta Jubo
YIOJIHOMOYEHHBIM UMH IOPUINIECKUM JIUIIOM, a TaKke (eepaibHbIM OPTaHOM HCIIOTHUTEIBHON BIIACTH
B COOTBETCTBHUU C TpeOOBaHUAMHU cTaThu 64 HacTosero denepanibHOro 3aKOHa;

3) yBemomuisieT B ODJIGKTPOHHOM (opmMe WM THUChMEHHON (opMe 3asgBUTENSI M IKCIEPTHOE
YUpPEKIEHHE O TPHUHATOM pEIIeHWH TUOO0 B Cllydyae MPUHSATHS pelleHuss 00 OTKa3e B NPOBEACHHUU
IKCIIEPTU3BI YKA3hIBACT MPUYUHBI TAKOTO OTKA3a.

6. B ciydae BbIABICHHS HEJJOCTOBEPHOCTH U (MJIM) HEJOCTATOYHOCTH MH(POPMALIUH, COAEpIKaIIencs
B INPE/CTaBIECHHBIX 3asBUTENIEM JOKYMEHTaX, YIOJHOMOYEHHbIN (heepaabHblii OpraH UCIOJHUTEIbHOM
BJIACTHM HANpaBIseT 3asBUTENIO 3ampoc 00 YTOYHEHHWH YKa3aHHOW uHGopmauuu. 3arpoc
YIOJHOMOYEHHOTO  (hefiepadbHOr0 OpraHa HCIOJIHUTEIbHOW BIIACTH MOXET ObITh IepedaH
YIIOJIJHOMOYEHHOMY IIPEACTABUTEINIO 3asABUTENS JIMYHO IIOJ PACIUCKY, HAIPaBJICH IO IOYTE 3aKa3HbIM
MMCBMOM WJIM TE€pe/laH B 3JIEKTPOHHOI (opMe MO TeIEKOMMYHHMKAI[MOHHBIM KaHaiaMm CBs3H. B ciydae
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HaIpaBJICHUA 3alpoca YIIOJIHOMOYCHHOI'O (bez[epaanoro OpraHa HCIIOJIHUTEILHON BJIACTH IIO IOYTE
3aKa3HbIM NHCbMOM OH CYHHUTACTCA IIOJIYYCHHLIM II0 HMCTCUCHHUH HICCTU I[HCﬁ C JaTbl HAIIPpaBJICHUA
3dKa3HOIro 1nmucbMa.

7. 3asBuTens 0053aH TPEACTAaBUTH OTBET Ha 3alpoC YIOJIHOMOYEHHOTO (heepasbHOro opraHa
WCIIOJIHUTENILHOM BJIAacTU B CPOK, HE MPEBBIMAIONIUIN AeBIHOCTA pabOUUX AHEH CO JHS €ro MOJTYYCHHS.
Cpok, yKa3aHHBIM B 4acTU 5 HACTOSILIEH CTaTbU, IPUOCTAHABIMBAETCS CO JIHS HAIIPABJICHUS 3asBUTEIIO
3arnpoca YHNOJHOMOYEHHOTo (enepaabHOr0 OpraHa HCHOJHUTENbHON BJIACTU N0 JHSA IOJYYEHHUS UM
COOTBETCTBYIOILIETO OTBETa W HE YUUTHIBAETCA MPU HUCUYMCIECHUU CPOKAa IOATBEPKACHUSA
roCy/1IapCTBEHHON PETUCTPallMU JIEKAPCTBEHHOTO Mpernapara.

8. OcHoBaHMEM Ul OTKa3a B IIPOBEJIEHUM SKCIEPTU3bl OTHOIIECHUS OXHJAAEMOH IMOJIb3bI K
BO3MOKHOMY PUCKY HPHUMEHEHMs JIEKapCTBEHHOI'O Iperapara sBISeTCs MPEICTaBICHUE JTOKYMEHTOB,
COJIEpIKaINX PE3yJIbTaThl MOHUTOPHUHTA Y((HEKTUBHOCTH U OE30TACHOCTH JICKAPCTBEHHOTO TIperapara, u
(M) B OTHOLIEHHWM OMOJIOTMYECKHUX JIEKAPCTBEHHBIX IIpenapaToB pe3yJbTaTOB OCYLIECTBICHHUS
MepOHpI/ISITI/Iﬁ B COOTBCTCTBHH C IINIAHOM YIIPABJICHHUA PUCKAMH, YTBCPKICHHBIM YIIOJHOMOYCHHBIM
(benepaabHbIM OPraHOM HCIOJHUTENIBHONW BJIACTU MPH OCYLIECTBICHUH TOCYAApCTBEHHOM perucrpanuu
JIEKapCTBEHHOI'O IIpernapaTa, B HEMOJHOM 00bEeME, OTCYTCTBHME MH(pOpMaluu, MOATBEp)KAatomend (axT
ymjaaTbl  TOCYAApCTBEHHOM  MONUIMHBI 32  MOATBEP)KICHME  TOCYJapCTBEHHON  perucrpaunuu
JIEKapCTBEHHOI'O IIpenapara, JUO0 HENpPEICTAaBICHUE 3asBUTEIIEM B YCTAHOBIEHHBIM CPOK OTBETa Ha
yKa3aHHbII B uacTM 6 HACTOALIEH cTaTbM 3ampoc YIMOJHOMOUYEHHOIro (heAepalbHOro oOpraHa
HUCIIOTHUTEIbHOMN BJIACTH, a TAKKXC OTCYTCTBHUEC B YKa3aHHBIX JOKYMCHTAX I/IH(i)OpMaIII/II/I, KOTOpas JOJKHA
OBITh B HUX OTpaKeHa.

9. DOkcmeptuza OTHOUIEHMSI OXUAAEMOM TOJIb3bl K BO3MOXXHOMY pHUCKY IPHUMEHEHUs
JIEKapCTBEHHOI'O Mperapara B LENAX MOATBEPKICHHS FOCYAapCTBEHHOW PETrUMCTpPAllUU JIEKAPCTBEHHOTO
npenapaTa MPOBOJUTCS KOMUCCUEH HKCIEPTOB SKCIEPTHOIO YUPEXKIEHUS B CPOK, HE MPEBBILIAIONINMA
COpOKa pabo4MX JHEH.

10. B cinyyae HEZOCTAaTOYHOCTU MPEACTABICHHBIX IKCHEPTY MaTepUaNOB JUIS JAayd 3aKJIIOYEHUs
SKCHEepT 00palaeTcss K pyKOBOAUTEINIO SKCIIEPTHOIO YUPEXKICHHS O MPEIOCTaBICHUU €My HEOOXOAUMBIX
MaTepuaioB. PykoBoauTe b 3KCHEPTHOTO YUpPEXkKACHHUS 0Opallaercs ¢ COOTBETCTBYIOIHMM 3alpoOCOM B
YIIOJIHOMOYEHHBIN (esiepaibHblil OpraH HCIOJHUTENbHON BJIACTH, BBIJABIIMM 3a/laHUE Ha MPOBEACHUE
OKCHEPTU3bl OTHOIIEHHS OKHIAEMOH IMOJB3BI K BO3MOXKHOMY PHCKY TMPHMEHEHHs JIEKapCTBEHHOTO
mpenapata Ha OCHOBAaHHMU JOKYMEHTa, COJCpXAIero pe3yiabTaTbl MOHUTOPUHTA 3((GEKTUBHOCTH U
0€301MacHOCTH JIEKapCTBEHHOI'O NpenapaTa. B TeueHne nsatu pabouux AHEH co HS MOCTYIUIEHHS 3a1poca
PYKOBOJUTENST HKCHEPTHOTO YUPEXKJEHHUS YyKa3aHHbBIM (elepaibHblil OpraH HCIOJHUTENBHONH BIACTH
HaIpaBJIET 3asBUTENIIO 3alpOC O MPEICTaBICHUM HEOOXOIUMBIX MaTepUaioB, KOTOPHI MOKET OBITh
nepeaaH YNOJHOMOUYEHHOMY MPEACTAaBUTENIO 3asBUTENS JUYHO MOJ PACIUCKy, HalpaBleH MO ModYTe
3aKa3HbIM MMCbMOM WJIM NI€pe/iaH B AJIEKTPOHHOU (popMe MO TeIeKOMMYHHKAIIMOHHBIM KaHaiaM cBsi3u. B
cllyyae HalpaBJIEHUS 3alpoca YIMOJHOMOUYEHHOTo (hefepalbHOro OpraHa HCIOJHUTEIbHON BIACTU IO
MOYTE 3aKa3HBIM MTUCHMOM OH CUMTACTCS IMOJYYECHHBIM 110 UCTCUCHHUH IIIECTH JHEH C JaThl HAlpaBJICHUS
3aKa3HOT0 MHChMa.

11. 3asButenp 00s3aH MPEACTABUTH OTBET HA 3alpoC YIMOJTHOMOYEHHOTO (eAepaabHOTO OpraHa
UCIIOJTHUTENILHON BJIACTH B CPOK, HE MPEBBIMIAIONINN MIECTUACCATA PadOunX JHEH CO AHS MONTYYCHHUS
YKa3aHHOTO 3arpoca. YTOJHOMOYEHHBIH (enepasbHbIii OpraH HMCIOJHUTEILHON BJIACTH, BBIIABIIHI
3alaHl€ Ha TMPOBEJCHUE OHKCIEPTU3bl OTHOIICHHUS OXUAAEMOM TOJIb3bI K BO3MOYKHOMY PHUCKY
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NPUMEHEHHs JIEKapCTBEHHOTO IIpenapara Ha OCHOBAaHMM JOKYMEHTa, COJEPIKAIlero pPe3yJbTaThl
MOHUTOPHUHTA 3((HEKTUBHOCTH U 0E30MACHOCTH JICKAPCTBEHHOI'O Ipernapara, B TEUEHHE IATH Padodmnx
IHEH cO JHS MOCTYIUIEHHUS OT 3asBHTENS OTBETA Ha 3alpocC YIOJHOMOYEHHOTO (eaeparbHOro opraHa
MCTIOJTHUTEJIbHOM BJIACTH HAIIPABIISET 3TOT OTBET B OKCIIEPTHOE yupexaeHue. B ciydae HenpencTaBieHus
10 UCTEYECHUH IIECTUIECITH PaboUnX THEH 3asBUTENIeM OTBETa HAa YKa3aHHBIN 3alpOC YITOJTHOMOYECHHBIN
(benepanbHBIi OpraH HCIOJHUTEIFHOW BIACTH, BBIJABIIMN 3aJaHWE Ha TPOBEICHHE SKCIEPTU3BI
OTHOIICHHS OXXMJAEMOW IIOJIb3bI K BO3MOXXHOMY PHCKY HPHUMEHEHHS JIEKapCTBEHHOTO IperapaTra Ha
OCHOBAaHMHU JOKYMEHTA, COJEPKAIIero pe3yiabTaThl MOHHTOPUHTA 3(P(GEKTUBHOCTH M 0O€30MacHOCTH
JIEKapCTBEHHOTO Tpernapara, B TCUCHHE MATH paboymMX JHEH HampaBisieT B AKCIIEPTHOE YUPEKICHUE
YBEJOMJIEHHE O HEMPE/CTABICHUH 3asBUTEIIEM OTBETa Ha 3alpoC YKa3aHHOIo opraHa. Bpems co nHs
HalpaBJICHUsl 3ampoca JKCIEPTHOTO YYPEXKACHHS B  YIOJIHOMOYCHHBIH (QelnepasbHBIl  OpraH
WCTIOJTHUTEIHOW BJIACTH JO JHS TOJYYECHHUS SKCIEPTHBIM YYPESKICHHEM OTBETa Ha 3ampoc WM
YBEIOMIICHHS O HENPEACTABICHUU OTBETa Ha 3alpoCc HE YYUTHIBACTCS IPH MCYUCICHHHM CpOKa
MPOBEICHUSI OKCHEPTH3bl OTHOIICHUS OXKUJAAEMOW IIOJB3BI K BO3MOXKHOMY PHCKY TNPHUMEHEHUS
JICKapCTBEHHOTO TIperaparta Ha OCHOBAaHMU JOKYMEHTA, COAEPIKAaIero pe3yiabTaThl MOHUTOPWHTA
3¢ GEKTUBHOCTH U 6€30IIaCHOCTH JIGKAPCTBEHHOTO Ipernapara.

12. B cpok, He MpeBBIIIAIONINKI IecATH padounx AHEW CO JHA MOJYYEHHUs 3aKITI0YEHHUS KOMUCCUU
SKCIEPTOB IO pe3yJbTaraM JKCHEPTU3bl OTHOLICHHS OXUIAAEMOM IOJb3bl K BO3MOXXHOMY PHCKY
MIPUMEHEHUS JIeKapCTBEHHOTO Ipenapara, COOTBETCTBYIOIIMI YIIOTHOMOYEHHBIN (enepanbHblii opran
HUCIIOTHUTEIbHOMN BIACTH:

1) ocylecTBISIET OLIEHKY 3TOTO 3aKIIOYEHUS AJIS OMpEeNeleHHs] €ro COOTBETCTBUSA 3aJaHHI0 Ha
MPOBEACHUE YKa3aHHOW HIKCIIEPTHUBHI;

2) npUHMMAaeT pelleHHe O MOATBEPKJIECHUHM TOCYIApCTBEHHOM perucTpalyy JIeKapCcTBEHHOTO
npernapata Wid 00 OTKa3e B TOATBEPKICHUHM TOCYJAapCTBEHHONW pErucTpalyy JIEKapCTBEHHOTO
npernapara;

3) BHOCUT TMpU TMPUHATHUM PELIEHUS O TMOATBEPKACHUU TOCYJAapCTBEHHON perucrpanuu
JIEKAPCTBEHHOI'O IIpelapara CBEIEHUs B T'OCYNAPCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEACTB U BBIAACT
3asBUTEII0 OECCPOYHOE PETUCTPALIMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOIO MTpenapara.

13. OcHoBaHMEM AJi1 OTKa3a B MOATBEPKACHUHM TOCYJApPCTBEHHON PErMCTpalMM JIEKAPCTBEHHOTO
mpenapara SIBJISIETCS  3aKJIIOYEHHUE COOTBETCTBYIOIIETO YIOJTHOMOYEHHOTO (helepaibHOTO OpraHa
WCIIOJTHUTENIBHOW BJIACTH O TOM, YTO PHUCK NPUYMHEHMS BpeAa 3/10POBbIO YEJIOBEKA WIIM >KUBOTHOTO
BCJIEJICTBHE TIpUEMA JICKAPCTBEHHOTO TIpenapara npesbiaeT 3QGeKTHBHOCTh €r0 TPUMEHEHUSI.

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

14. B nepuox mnpoBEeNEeHHS MPOUEAYPHl IOATBEPKICHUS T'OCYAAPCTBEHHOM pErucTpalnyu
JIEKapCTBEHHOTO Mpenapara ero oopaienue B Poccuiickoit @enepannu He IpUOCTaHABIUBACTCS.

15. Jomyckaercst oOpallleHue JeKapCTBEHHBIX IpenaparoB [0 HCTEYEHUS CPOKa TOIHOCTH,
IIPOM3BENCHHBIX B TEYEHHME CTAa BOCBMHMAECATH KAJNEHAAPHBIX JHEW IIOCie JaThl HPUHATHA
YIOJTHOMOYEHHBIM (efepalbHbIM OpPraHOM HCIIOJIHUTENBHON BJIACTU pEIIEHUs O TMOATBEPKICHUU
rOCYJapCTBEHHOH perucTpalnuy, B COOTBETCTBMM C HWHGoOpMauuei, cojepxaiieiics B JIOKYMEHTax
PETUCTPALIMOHHOTO JIOChE Ha JIEKApCTBEHHBIH MpernapaT 10 AaThl MIPUHATHS TaKOTO PEIICHUSI.

(B pen. denepanbhoro 3akona ot 02.08.2019 N 297-03)
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Cratba 30. BHeceHne U“3MeHeHuMn B  AOKYMEHTbI, copepxawmecsi B
perncTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA JleKapCTBEHHbIA npenapar Ans
MeAULMHCKOro npumMmeHeHus

1. B mensix BHECEHUS M3MEHEHUW B JOKYMEHTBI, COJACPAIIUECS B PETUCTPAIMOHHOM J0ChE Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIM MpernapaTr Uil MEIUUUHCKOTO IPUMEHEHUs, Jep)KaTellb WU
BJIQ/I€JIEl] PErMCTPALMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOI'O IIperapara Wid YIOJIHOMOUYEHHOE UM
Jpyroe I0pUANYECKOe JIUIO (Jajiee B HACTOSIICH CTaThe - 3asBUTENb) MPEJCTABIIAET B YIIOJIHOMOYEHHBIH
denepanbHBI OpraH HCIIOTHUTEIHLHOW BJIACTU 3asBJICHHEC O BHECEHWH TaKMX H3MEHEHHH 1o Qopme,
YCTaHOBJICHHOW YIOJIHOMOYEHHBIM (heJiepaabHbIM OPraHOM HCIOJIHUTENbHON BJIACTH, U MPHUIIaraeéMble K
HEMY M3MCHEHUS B YKa3aHHbIC JOKYMEHTBI, a TaKXe JOKYMEHTHI, MOATBEPKIAIOIINE HEOOXOIUMOCTh

BHECEHHSI TAKMX M3MEHEHUH.
(B pen. enepanbHbIX 3aKoHOB 0T 22.12.2014 N 429-D3, ot 04.06.2018 N 140-D3)

1.1. [Ipu HEOOXOAMMOCTH BHECEHHSI B JIOKYMEHTBI, COACPIKAIIMECS B PETUCTPAIMOHHOM JIOChE Ha
3apEeruCTPUPOBAHHBIA  JIEKAPCTBEHHBIM IMpernapar s MEIULMHCKOr0 NPUMEHEHHUS, HW3MEHEHHI,
yKa3aHHBIX B MYHKTE 3 4acTH 2 HACTOSIIEH CTaThU U TPEOYIOIIUX MPOBEICHHS IKCIEPTH3bI KauecTBa
JICKApCTBCHHBIX CPCACTB, 3aABUTCIIb AOIOJIHUTCIBHO HPCACTABIACT B ynOHHOMOquHBIﬁ (1)6I[CpaJII)HI)II\/JI
OpraH HCIIOJHUTEIbHONH BIIACTH CBEICHUS O JIaTe MPEIOCTABJICHUS M PETHUCTPAIIMOHHOM HOMEpe
JIMIOCH3WHU Ha MOPOU3BOACTBO JICKAPCTBCHHBIX CPCACTB HWJIM CBCACHHUA O OaT€ NPCAOCTaBJICHUA U
PETUCTPAIIMOHHOM HOMEpE 3aKJIIOYCHHS O COOTBETCTBHHM MPOM3BOIUTENS JICKAPCTBEHHBIX CPEJICTB
TpeOOBAaHUSAM TIPAaBWJI HAJUIEkKAIIEH MPOU3BOACTBEHHOW TPAKTUKH, BBIIAHHBIX (TPEIOCTABICHHBIX)
YIIOJIHOMOYEHHBIM (pe/iepaibHbIM OPTaHOM MCIIOJHUTEIBHON BJIACTH B OTHOLICHUH M3MEHEHHOUW W (MJIH)
JOTIOJTHEHHOM MPOU3BOICTBEHHOM IIJIONIAIKU JIEKAPCTBEHHOTO TIpernapara, B ciyJae, eclid MPOU3BOICTBO
JIEKapCTBEHHOTO Tpernapara ocymiectBisiercsi B Poccuiickoit ®denepanuu, nub0 CBeAeHUS O JaTe
NpeaoCTaBJICHUA MW PErUCTPAIUOHHOM HOMEPE BBII[aHHOﬁ YIOJIHOMOYCHHBIM OpPraHoM CTpaHbI
MIPOM3BOIUTENS TUIIEH3UU Ha MPOM3BOACTBO JIEKAPCTBEHHOTO MIpenapaTa U €€ MepeBo]l Ha PYCCKUM S3BIK,
3aBCPCHHBIC B YCTAHOBJICHHOM ITOPSAAKE, @ TAKKE CBCACHUA O AaTC MPCAOCTABJICHUA U PETUCTPAlIOHHOM
HOMEpe 3aKII0YEHHUS O COOTBETCTBHM MPOU3BOAMTENS JIEKAPCTBEHHBIX CPEJCTB TPeOOBAHUSM IMPaBUII
Haz[nen(amef/i HpOHSBOI{CTBCHHOﬁ IMMPAKTHUKH, BBIJAHHOTO YIIOJJHOMOYCHHBIM (benepanLHHM OopranomMm
WCIIOJHUTENBHON BIACTH B OTHOIIEHWHW W3MEHEHHOW U (WJIM) IOTIOJHEHHON MPOU3BOJICTBEHHOM
TUIOMIA/IKK JISKAPCTBEHHOTO TIperapara, WM CBEJCHUS O JaTe MPEIOCTABICHUS M PETUCTPAIMOHHOM
HOMEpe pelIeHHs] YHNOJTHOMOYEHHOTOo (eAepalibHOr0 OpraHa HCHOJHUTENBHON BIIACTH O MPOBEICHHUU
WHCIICKTUPOBAHUS  TIPOM3BOIMTENS JICKAPCTBEHHBIX CPEJACTB B Cllydae, €CIM  IPOU3BOJICTBO
JIEKapCTBEHHOTO TIpernapaTa oCyliecTBiuseTcs 3a npeneinamu Poccuiickoit denepanuu.

(dactp 1.1 BBeaena denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. denepaibHOro 3aKOHA OT
27.12.2019 N 478-D3)

1.2. IIpu HE0OXOAMMOCTH BHECEHHUS B JOKYMEHTHI, COAECpKalIUecs B PETHCTPAIMOHHOM J0Che Ha
3apETUCTPUPOBAHHBINA  JIEKAPCTBEHHBIM IMpernapar il MEIULMHCKOrO NPUMEHEHHUS, W3MEHEHMU,
YKa3aHHBIX B MyHKTE 4 4acTW 2 HACTOSIIEH CTaThU M TPEOYIOIMX MPOBEICHUS SKCIEPTHU3BI KaduecTBa
JIEKapCTBEHHBIX CPEJICTB, 3asBUTENb JOMOJHUTEIHLHO MPEICTABISIET B YIOJIHOMOYEHHBINH (enepabHbIi
OpraH HCIHOJHUTEIbHOW BJIACTHM CBEACHUA O J1aT€ MNPEJOCTABICHUS M PETHUCTPAIMOHHOM HOMEpE
JIMLIEH3UM Ha IMPOU3BOACTBO JIEKAPCTBEHHBIX CPEIACTB WM CBEACHUS O JarTe MNPEIOCTaBICHUS U
PETUCTPAIMIOHHOM HOMEPE 3aKJIIOYEHHST O COOTBETCTBUM IPOM3BOJMTENS JIEKAPCTBEHHBIX CPENICTB
TpeOOBaHUSAM TIPAaBHJ HaANEXKAIleHd MPOM3BOACTBEHHONW NPAKTUKHU, BBIAAHHBIX (MIPEIOCTABICHHBIX )
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YIOJIHOMOYECHHBIM (he/IepaIbHBIM OPTraHOM HCIIOJTHUTEIBHOW BJIACTH B OTHOIICHWU TPOU3BOJICTBEHHOM
IJIOIIAJKK JIEKAPCTBEHHOTO MperapaTra, B Cily4yae, €Clid IMPOU3BOJCTBO JIEKAPCTBEHHOTO IIpernapara
ocymiecTBisiercss B Poccuiickoit  ®enepanuu, aub0 CBEACHHS O JaTe MPEJOCTABICHHUS U
PETUCTPAIIMOHHOM HOMEPE BBIIAHHOUN YIIOJTHOMOYEHHBIM OPTaHOM CTPaHbl MPOU3BOJAUTEIS JIUIICH3UH Ha
MPOM3BOJICTBO JICKAPCTBEHHOTO IIperapara M €€ TepPeBOJ Ha PYCCKHH S3bIK, 3aBEpEHHBIC B
YCTaHOBJICHHOM IIOPSIJIKE, a TaKXKe CBEACHHS O JaTe MPEAOCTABICHHS M PETHUCTPAMOHHOM HOMEpe
3aKJIIOYEHUST O COOTBETCTBHUU IPOM3BOJIUTENS] JICKAPCTBEHHBIX CPEJACTB TPEOOBAHUSAM IPABHII
HaJJIeXKAaIeld MPOU3BOJCTBEHHONW MPAKTUKH, BBIIAHHOTO YIIOJHOMOYEHHBIM (heepalbHbIM OpraHoM
WCIIOJTHUTEJIPHOW BJIACTH B OTHOIICHWH MPOU3BOJICTBEHHOMN TUIOMIAAKHU JICKAPCTBEHHOTO Ipemnapara, uin
CBEIACHHUS O Jare TMPEAOCTABICHUS M PETHCTPAIIMOHHOM HOMEPE PEIICHUS YIOJTHOMOYECHHOTO
(dbenepalbHOrO OpraHa HCIIOJIHUTEIbHOW BJIACTH O IIPOBEACHHHM WHCIICKTUPOBAHUS TPOU3BOIUTEIS
JIEKApCTBEHHOT'O CPEJICTBA B ClIy4ae, €CJIM MPOU3BOJICTBO JICKAPCTBEHHOTO Mpernapara OCyIIeCTBISETCS 3a
npenenamu Poccuiickoit dexnepariumu.

(uactp 1.2 BBeaena denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. denepaibHOro 3aK0HA OT
27.12.2019 N 478-®3)

1.3. TlpuHsaTHe pemieHuss O BHECCHUM M3MEHEHWH WM 00 OTKa3e BO BHECCHHHM H3MEHCHUH B
JOKYMEHTBI, COJEpXkaIIUecss B PETUCTPAMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIN JIEKapCTBEHHBIN
npenapar st MeIUIIMHCKOTO IPUMEHEHUS, B CIIydae HEOOXOUMOCTH IIPOBEICHUS KCIIEPTH3bI KauyecTBa
JIEKapCTBEHHBIX CPEACTB U (WJIM) DKCHEPTU3bl OTHOIICHUS OKUJAEMOU MOJIb3bl K BO3MOXHOMY PHUCKY
MPUMEHEHHUS JIEKAPCTBEHHOI'O Ipenapara JJjisi MEIUIMHCKOTO MPUMEHEHHUS OCYIIECTBISIETCS B CPOK, HE
MIPEBBILIAIOIINM IEBIHOCTA Pa0OUYUX JHEH, a B OCTAIBHBIX CIy4asX B CPOK, HE MPEBBIIAIONINI TPUIATH
paboumx JHEHW cO JHS TMPHHSITHS YIOJTHOMOYCHHBIM (eepabHBIM OPraHOM HCIIOJHUTEIHLHOW BIIACTH
3asBJICHUSI O BHECEHUU TaKMX U3MEHEHUH.

(uactp 1.3 BBegena denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

1.4. YnomHoMo4yeHHBIN (enepanbHbIii OpraH HCHOJHUTENBHON BJIACTH C Y4YETOM pe3yJIbTaToOB
(hapMakoHaa30pa U MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEICTB, HAXOISAIIMXCS B TPaXITAHCKOM
000pOTe, YCTAaHOBIEHHBIM TpPEeOOBAHMSIM K MX KadecTBY B TEUYEHHE JECATH pabouyux JHEU co IHS
MOCTYIJIEHUSI COOTBETCTBYIOIIEH HMH(POPMAIMKM pa3MeNiaeT Ha CBOEM OQHUIMAIBLHOM CalTe B CETH
"NuTepHer" cBeqeHUS O HEOOXOIMMOCTH BHECEHHS B MHCTPYKIMIO MO METUIIMHCKOMY NPUMEHEHUIO
JIEKApCTBEHHOT'O TperapaTa M3MEHEHUW B OTHOIICHHHM CBEJACHUN O TOKAa3aHWSX Il TMPUMEHEHUS U
MPOTUBOMOKA3aHUAX UIS TPUMEHEHHUS JIEKapCTBEHHOTO Mpenapara, BhISIBICHHBIX TOOOYHBIX AEHCTBUSX,
HEXEJIAaTeIbHBIX PEaKIUAX TMPU MPUMEHEHUU JIEKAPCTBEHHOIO Tperapara W yBEIOMIISIET 00 3TOM B
ANEKTpOHHOU (popMme WM MUCbMEHHOH (opMe (Ha OyMaKHOM HOCHUTENE) JepsKaTess WIA BIaJenblia
PErUCTPAlIMOHHOTO YAOCTOBEPEHHUS JIEKApCTBEHHOTO TMpemnapaTta (WM YIOJTHOMOYEHHOE UM JIPyroe
IOpUANYECKOe JHUI0), a TakkKe JAepkareledl WU BIAJENbleB PETUCTPALMOHHBIX YIOCTOBEPEHHIA
JIEKApPCTBEHHBIX TMpenapaToB (WIM YIIOJHOMOYEHHBIX HWMH JPYTUX HOPHIAMYECKUX JINI), KOTOPHIC
SBJISTFOTCST B3aMO3aMEHSIEMBIMH.

(dactp 1.4 BBenena denepanbHbiM 3akoHOM OT 27.12.2019 N 475-03)

1.5. I[Cp)KaTCJ'IB HJIN BJIAACIICL] PCTUCTPAUOHHOTO YAOCTOBCPCHUA JICKAPCTBCHHOI'O IIpcriapara, a
TAKXKE ACPIKATCIIN UJIU BJIAACTIbIBI PETUCTPALIMOHHBIX y,)IOCTOBepeHI/Iﬁ JICKAPCTBCHHEBIX ITpE€IIapaToB (I/IJ'II/I
YIIOJIHOMOYCHHLBIC UMHU APYTHUC IOPUINYCCKUC J'II/II_[a), KOTOPBLIC ABJIAKOTCA B3aMMO3aMCHACMEBIMU, 00s13aHbBI
NNpEaACTaBUTHL B YHOJ'IHOMO‘-IGHHHﬁ (be)]epam)HHﬁ opra”n HCIIOJIHUTEILHOMN BIIACTH 3asSBJIICHUS O BHECCHHUU
U3MEHEHUH B AOKYMCHTBI, COACPKAIMIUCCA B PETUCTPAIMOHHBIX JOCHC Ha 3apCrUCTPUPOBAHHBIC
JICKApCTBCHHEBIC IIpEriaparbl A9 MCIUIHUHCKOIO NPHUMEHCHHA, B OTHOIICHHUUN CB@JIGHI/If/i, YKa3aHHbIX B
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

MHCTPYKUUU N0 MEIUIIMHCKOMY MPUMEHEHUIO JIeKapCTBEHHBIX MPErnapaToB, B TEUEHHUE COpoKa paboyux
THEH CcO JHS pPa3MEIICHUs YIOJHOMOYEHHBIM (enepaabHbIM OpPraHOM HCTIOJHUTEIBLHOW BIACTH
uH(popmMaluu, ykazanHol B yactu 1.4 Hactosieit crateu. /lanHoe TpeGoBaHUE HE pacIpOCTpaHIeTCs Ha
Cllydal BHECEHHUS B HHCTPYKIMIO [0 MEIUIMHCKOMY NPUMEHEHHUIO JIEKApCTBEHHOIO IIpenapara
M3MEHEHUN B OTHOIICHUU HOBBIX MOKAa3aHU JIJIsl MPUMEHEHUS JIEKapCTBEHHOTO Mpernapara Ha OCHOBaHUH
PE3yJIbTaTOB COOTBETCTBYIOLUX UCCIIEI0BAHUM.

(dactp 1.5 BBeaeHa denepanbHbiM 3akoHOM OT 27.12.2019 N 475-03)

2. 3KCHepTI/ISa JICKAPCTBCHHLBIX CPCACTB B YaCTHU SKCIICPTU3BI KAYCCTBA JICKAPCTBCHHOI'O CPCACTBA U
(I/IJ'II/I) OKCIICPTU3bI OTHOIICHUA OX(HHaeMOﬁ IIOJIB3bI K BO3MOXXHOMY PHUCKY IPUMCHCHHS JICKAPCTBECHHOI'O
npemnapara ajd MCIUIHUHCKOIr0 MPUMCHCHHUA MMPOBOAUTCA B ClIy4a€C BHCCCHUA W3MCHCHHH B JOKYMCHTEI,
coacpxKamuecss B PErUCTPpAallMOHHOM JOCBE Ha SapeFI/ICTpI/IpOBaHHHﬁ HeKapCTBeHHBIﬁ nmpemnapar, B
OTHOIIICHHHU:

1) cBemeHuil, yka3aHHBIX B HWHCTPYKIHMU TI0 MEIMLIUHCKOMY IPHUMEHEHHUIO JIEKapCTBEHHOTO
nperapara:

a) JICKApCTBCHHAsA cbopMa C YKa3aHUCM HaMEHOBAaHWH M KOJIMYECTBEHHOI'O COCTaBa ILCIZCTBYIOIHHX
BCIICCTB U KAYCCTBCHHOT'O COCTaBa BCIIOMOI'aTCIIbHBIX BCUICCTB (HpI/I H€O6XOI[I/IMOCTI/I KOJIMYECCTBCHHOI'O
CcoCTaBa BCIIOMOI'aTCIIbHBIX BeIJ_ICCTB);

0) ¢apmakomuHamMuka W (papMakOKMHETHKAa (32  HCKIIOYeHUEM  (DapMaKOKWHETUKU
rOMEOMAaTUYECKUX JIEKAPCTBEHHBIX MPENapaToB U PACTUTEIbHBIX JIEKAPCTBEHHBIX MPENapaToB);

B) MOKa3aHUs AJIsl IPUMEHEHUS;
I') IPOTUBOIOKA3aHUs JJIs1 IPUMEHEHUS;
1) MEPBI IIPEIOCTOPOKHOCTH MIPU IPUMEHEHNH;

e) YKa3aHue€ BO3MOXHOCTH U 0coOeHHOCTEH MPUMCHCHUSA JICKAPCTBCHHOI'O IIpcIiapara I
MCIUIHUHCKOIr0 IPHUMCHCHUSA 6Cp€M€HHI>IMI/I KCHIIMHAMH, JKCHIOMHAMM B IIEpHUOA TPYAHOIO
BCKapMJIMBaHHsA, 1€TbMU, B3pOCIIbBIMU, UMCIOIIUMHU XPOHUYCCKUEC 3360J’ICBaHI/I$I;

) PEeXHUM J03UPOBaHMs, CIIOCOOBI BBEACHUSI M MPUMEHEHUs, IpU HEOOXOIMMOCTH BpeMs NpHema
JIEKAPCTBEHHOIO IIpernapara, MpOoJOJIKUTEIBHOCTD JICUEHUs, B TOM YUCIE Y AETeH N0 U IOCJIEe OJHOIO
roja;

3) BO3MOJXKHBIC IOOOYHBIC ICHCTBUS M HEXEJATSIbHbIC PEAKIIMU MTPH MPUMEHEHUH JICKAPCTBECHHOTO
nperapara;

1) CUMIITOMBI IEPEO3UPOBKH, MEPHI IO OKA3aHUIO TIOMOILY TIPU NEPEJO3UPOBKE;
K) B3aUMOJIEMCTBHE C APYTUMHU JIEKAPCTBEHHBIMHU IpernapaTamMy U (W) TUILEBBIMHU MPOIYKTaMU;
1) (OpMBI BBIITyCKa JIEKAPCTBEHHOT'O Mpenaparta;

M) yka3zaHue (mpu HEoOXOJMMOCTH) OCOOCHHOCTEH IeCTBHs JEKapCTBEHHOTO IpernapaTta IpH
NIEPBOM IIPHEME HJIU TIPU €0 OTMEHE;
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(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

H) CBCACHHUA O BO3MOXXHOM BJIMSAHHU JICKAPCTBCHHOI'O IIperiapara Ajid MEAULIMHCKOTO ITPUMCEHCHUA
Ha CIIOCOOHOCTH YIIPABJIATH TPAHCIIOPTHBIMHA CPCACTBAMH, MCXAHU3MAMMU,

0) CPOK TOJHOCTH M YKa3aHHE Ha 3allpeT NMPUMEHEHHs JIEKAPCTBEHHOTO MperapaTa 1Mo UCTCUCHHU
CpOKa TOJIHOCTH;

1) YCIIOBUSL XPaHCHUS;

P) YCJIOBUS OTIYCKa;

2) cocTaBa JICKapCTBEHHOTO Mperapara Jjisi METUIIMHCKOTO IIPUMEHEHUS;

3) U3MEeHEeHUsI MeCTa MPOU3BOJICTBA JICKAPCTBEHHOTO Mpernapara s MEAUIIMHCKOTO TPUMCHCHHS,

4) u3MeHeHus Moka3aTelieil KauecTBa JeKapCTBEHHOIO Mpernapara JUisi MeJIUIUHCKOIO IPUMEHEHHSI
U (UJIM) METOI0B KOHTPOJIS KauecTBa JIEKAPCTBEHHOTO Mpenapara AJisi MEAUIIMHCKOrO IPUMEHEHNUS;

5) HU3MCHCHUA CPOKA 'OAHOCTH JICKAPCTBCHHOI'O IIpCIiapaTta AJid MCOAUIUHCKOI'O IIPUMCHCHU S ;

6) cBeneHUl 0 HEOOXOAMMOCTH BHECEHUS WHBIX M3MEHEHMH B HMHCTPYKLHUIO 10 MEIULMHCKOMY
IIPUMEHEHUIO JICKAPCTBEHHOI'O IIpenapara, a TakkKe B MHbIE JOKYMEHTBI, COJEpXKalluecs B
PErMCTPAallMOHHOM JI0Ch€ Ha 3aperHCTPUPOBAHHBIA JIEKAPCTBEHHBIM mpenapar. [Ipm 3ToM pemieHue o
IIPOBE/ICHUU SKCHEPTU3bl KAadyecTBa JIEKAPCTBEHHBIX CPEACTB M (MJIM) OSKCIEPTU3bl OTHOIIECHUS
0’KHMJIa€MOM MOJIb3bI K BO3MOKHOMY PUCKY IIPUMEHEHUS JIEKAPCTBEHHOTO IIpernapara Uil MEIULIMHCKOTO
IPUMEHEHMS IPUHUMAETCS B COOTBETCTBUU C YTBEPKICHHOH YIIOJHOMOYEHHBIM (hesiepalibHbIM OpraHoM
WCIIOJIHUTENIBHON BJAacTH KiaccUUKanueil M3MEHEHUH, BHOCHUMBIX B JOKYMEHTHI, COZAEpXalluecs B
PEruCcTpallMOHHOM J0ChE Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar.

(uacts 2 B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. 3asBuTENb BIpaBE NPEACTABUTH MO COOCTBEHHON MHUIIMATUBE BMECTE C 3asBIIEHMEM O BHECEHUU
W3MEHEHUH B JOKYMEHTBI, COJEp)KalllUecs B PErUCTPALMOHHOM JOCh€ Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIM Mpenapar Uil MEIUIMHCKOTO NPUMEHEHUS, KOMUHU JOKYMEHTOB, MOJATBEPKIAIOLINX
ymiary FOCYI[&pCTBCHHOfI MOUIIMHBI 3@ BHCCCHUC B AOKYMCHTLI, COACPIKAIIHUECA B PErUCTPpAallMOHHOM
JI0ChE Ha 3aperMCTPUPOBAHHBIN JIEKApCTBEHHBIH Mpenapar JUisi MeIUIMHCKOTO IPUMEHEHNs, N3MEHEHUH,
Tpe6y}01111/1x OPOBCACHUA OKCICPTU3BI JICKAPCTBCHHLIX CPEACTB B YaCTHU OKCICPTU3BI KadCCTBa
JIEKApCTBEHHOTO CPEeACTBA U (MJIM) SKCHEPTU3bl OTHOIICHUS OXKUJAaeMOU MOJIb3bl K BO3MOXKHOMY PHCKY
IMPUMCEHCHUS JICKAPCTBECHHOTO Iperiapara i MCAUIHUHCKOIO INPUMCHCHUS, FOC}’)IapCTBCHHOﬁ ITONIJIMHBI
3a BHECEHHE B JIOKYMEHTBI, COJEpXallfecs B PETUCTPALMIOHHOM JIOCh€ Ha 3aperucTpUPOBAHHBIN
HeKapCTBeHHBIﬁ npemnapar ajdd MECAUIUHCKOI'O IMPUMCHCHUS, HSMeHeHHﬁ, HE Tpe6yIOHH/IX IMPOBCACHUA
HKCHEPTHU3bI JIEKAPCTBEHHOT'O CPEJCTBA, a TaKXKEe BbllaBaeMble (IPEAOCTABIIsIEMbIE) YITOTHOMOUYEHHBIMU
benepanbHBIMU OpraHaMU MCIOJHUTENBHOM BJIACTH JOKYMEHTHI (CBElIEHUs), YKa3aHHbIE B YacTix 1.1 u
1.2 mnacrosmeidt crathu. B ciydyae uX HempeacTaBiEeHUS YHNOJHOMOYEHHBIH QelepanbHblil opraH
WCIIOJIHUTENIPHON  BJIACTH  3ampalidBaeT  yKa3aHHblE  JIOKYMEHTbl  (CBEACHMs]) B  TOpSJIKe
MEXBEJJOMCTBEHHOT'O MH()OPMAIIMIOHHOTO B3aUMOJICHCTBHUS.

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

4. B TeueHue necatu pabouux JHEH cO JHS MOCTYIJICHHUS YKa3aHHOTO B YacTH | HacTOsIIEeH cTaTbu
3asBJICHUS U HEOOXOJIUMBIX JOKYMEHTOB YIIOJIHOMOYEHHBIH (enepanbHblii OpraH HCHOJHUTEIbHOU
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(c M3M. | 01, BCTYIL....

BJIaCTH:

1) mpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTU CBEIEHUM, COAECPKAILUXCS B IPEICTaBICHHbBIX
3asiBUTEJIEM MaTepHallax;

2) IpUHMMAET PELLEHUE O IIPOBECHUH YKAa3aHHBIX B 4aCTU 2 HACTOSIIEH CTaThU COOTBETCTBYIOLIUX
HKCIEPTH3 JIEKAPCTBEHHOI'O CPEACTBA MM 00 OTKa3e B UX POBEACHUH;

3) yBenOMIISieT B AJIEKTPOHHOW WJIM MHUCBMEHHOH (hopMe 3asBUTENS O MPUHATOM PEIICHUH WIIH B
cilydae NPUHATUS peleHus o0 OTKa3e B NPOBEACHHHM COOTBETCTBYIOLICH HKCIEPTU3BI C yKa3aHHUEM
MPUYMH TAKOTO OTKa3a.

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

4.1. B ciuyyae BBISBICHUS HEIOCTOBEPHOCTH CBEIICHUM, COACPKALIUXCS B MPEACTABICHHBIX
3asiBUTENIEM MaTepuanax, yIOJTHOMOUYEHHBIH (eiepalibHbIil OpraH HUCIOIHUTENBHON BIACTH HAINPABISET
3asBUTEIII0 3alpoc 00 YTOYHCHHWH YKa3aHHBIX CBeIeHWH. J[aHHBIM 3ampoc MOXET OBITh IepeiaH
YIIOJTHOMOYEHHOMY MPEICTABUTENIO 3asBUTENS JIMYHO MO/ PACIHCKY, HAIpaBlieH IO IMOYTE 3aKa3HBIM
MUCbMOM WJIM TIEPE/IaH B AJIEKTPOHHOM (PopMe MO TeTeKOMMYHUKAIIMOHHBIM KaHajaMm CBsi3u. B ciydae
HaMpaBJIEHUs TaHHOTO 3aMpoca IO MOYTEe 3aKa3HbIM MUCHMOM OH CUMTAETCS MOMyYEHHBIM 10 UCTCUCHHUH
IIECTH JIHEH C JIaThl HAMPaBJICHUS 3aKa3HOTO MUChMA.

(uacts 4.1 BBenena @enepanbHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

4.2. 3agBuTens 00s3aH MPEIACTABUTH OTBET HA 3alpOC YIOJTHOMOYEHHOTO (eAepabHOrO OpraHa
WCIIOJIHUTENILHON BJAacTH B CPOK, HE MPEBBIIAIONIUN AEeBSIHOCTA pabounx JHEW €O JHSA MOJY4YEeHHUS
nanHoro 3ampoca. Cpok, yka3aHHBIH B 4acTH 4 HACTOAILIEH CTaThbW, NMPUOCTAHABIMBAETCS CO JIHS
HaIpPaBIICHUs 3asBUTEIIO 3aIIPOCa YIIOJIHOMOUEHHOTO (eepaibHOr0 OpraHa UCIIOTHUTENBHOM BIacTH 110
JTHSL TIOTYYEHUsSI UM OTBETa Ha JIAHHBIN 3apoC UM HE YUYUTHIBACTCA MPU HUCUUCICHUU CPOKa MPHUHSATHUS
pelieHuss 0 BHECEHUMM HM3MEHEHMl B JOKYMEHTBI, COJEp)Kallluecs B PETUCTPAlMOHHOM JIOChE Ha
3apeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN MIpenapar Iisi MEIUIIMHCKOTO TPUMEHEHUSI.

(uacTsb 4.2 BBeneHa @enepanbHbIM 3akoHOM OT 25.11.2013 N 317-D3)

5. OcHoBaHMEM JUIsl OTKa3a B MPOBEAECHUU yKa3aHHBIX B 4YacTH 2 HACTOSIIEH CTaThbU DKCIEPTHU3
ABJISICTCA MPEACTaBICHUE JOKYMEHTOB, IEPEUHUCICHHBIX B YacTsaX | ¥ 3 HAacTOAILIEeH CTaThbu, B HEMTOJHOM
o0ObeMe, HEINpeACTaBICHUE 3asBUTEIEM B YCTAHOBJICHHBIN CPOK OTBETa Ha yKa3aHHbIM B yacTu 4.1
HACTOSIIEH CTaThH 3alpoc YIOJHOMOUYEHHOTO (eIepalbHOr0 OpraHa UCIOJIHUTENIbHONW BIACTH, a TAKKe
OTCYTCTBHC B IpeaACTaBJICHHBIX AOKYMCHTAax JOCTAaTOYHBIX CBGI[GHHfI, MOATBECPKAAOIIUX
HE00XO0AMMOCTh BHECEHUSI U3MEHEHUH, UM OTCYTCTBHE MH(OPMALIMH, MOATBEPKAAOLIEH (PakT ymuaTel

rOCy/IapCTBCHHBIX MMOIUINH, YKa3aHHBIX B YaCTH 3 HACTOSIICH CTAThU.
(B pen. deaepanbHbIx 3ak0HOB OT 25.11.2013 N 317-D3, o1 22.12.2014 N 429-D3)

6. YKa3zaHHbIEC B 4aCTH 2 HACTOSIIEN CTATbU 3KCIEPTU3bI IPOBOJIATCA B MOPAJKE, YCTAHOBIEHHOM
ctarbel 23 HacTosero denepaqbHOTO 3aKOHa.

7. B cpok, HE MPEBBIAIONUN AeCITH paboYuX AHEH CO JHS MOJYYCHHS 3aKIIOUCHUM KOMUCCHM
AKCIEPTOB MO pe3yibTaTaM YKa3aHHBIX B 4YacTHU 2 HACTOSLIEH CTaTbU 3KCHEPTHU3, YIMOJIHOMOYEHHBIH
(dbenepabHBINA OpraH UCIIOJIHUTEIIBLHON BIIACTH:

(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

1) npuHUMAaeT peleHre O BHECEHUN U3MEHEHHH B TOKYMEHTBI, COIeP KAIIUEecs] B PETUCTPALMOHHOM
JI0ChE Ha 3aperUCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpenapar s MEIUIHUHCKOTO TPUMEHEHUs, WU 00
OTKa3€ BO BHECEHUH TAKUX U3MEHEHHI;

2) BHOCUT B TOCYJapCTBEHHBI pEECTp JIEKAPCTBEHHBIX CPEJICTB HAa OCHOBAHMM PEUIEHUS O
BHECEHMM  WM3MEHEHMH B  JOKYMEHTBI, COJEpXkallhecs B  PETUCTPALlMOHHOM  JOCh€  Ha
3apETUCTPUPOBAHHBIN JIGKAPCTBEHHBIM TNpenapar i METUIMHCKOTO MPUMEHEHHs, HEoOXOquMbIe
W3MEHEHUS U BO3BPALLACT UX 3asBUTEIIO;

3) BBLIAET 3asABUTEIII0 HOBOE PErHCTPALMOHHOE YAOCTOBEPEHHUE JIEKAPCTBEHHOIO IIpenapara B
Cllyyae U3MEHEHHs CBEJICHUMH, COAEPIKAIIIUXCS B HEM.
(. 3 BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

8. OcHoBaHMEM [uId1 OTKa3a BO BHECECHMM HM3MEHEHUH B JOKYMEHTBI, COZAEpXKalluecs B
PErMCTPallMOHHOM JIOChE Ha 3apEeruCTPUPOBAHHBINA JIEKAPCTBEHHBIM Ipenapar il MEAUIMHCKOIO
IIPUMEHEHHUS, SIBJISETCS 3aKJIIOYEHHUE YIOJIHOMOYEHHOTO (pe/iepalbHOro opraHa HCHOJHUTENbHOM BIacTu
O BO3MOYKHOCTH CHW)KEHHUSI O€30IacHOCTH, KadecTBa, Y(PPEKTHBHOCTH JIEKAPCTBEHHOTO CPEICTBA B
Clly4ae BHECEHUS TAKUX U3MEHEHUH.

9. Homyckaercst oOpalieHne JEeKapCTBEHHBIX IPENapaTroB IS MEAWIMHCKOTO TPUMEHEHHUS [0
UCTEYEHHs CPOKa TOJHOCTH, MPOU3BE/ICHHBIX B TEUCHNUE CTa BOCBMHJIECATH JTHEW IOCIE AAaThl IIPHHSATHS
YIIOJIHOMOYCHHBIM @eﬂepaHLHBIM OopraHom HWCIIOTHUTEIbHOM BIACTH PEeIICHHA O BHCCCHHUU N3MEHEHHUH B
JTOKYMEHTBI, COJIEp)KallMecs B PETHCTPAMOHHOM JIOChE, B COOTBETCTBHM C HH(pOpPMAIUEH,
cofepkamieiicss B JOKYMEHTaX pPETHUCTPAlMOHHOTO JI0Che Ha JICKApCTBEHHBIN Ipemapar 10 JaThl
NPUHSATHS TAKOTO PELICHUS.

(uactb 9 B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Ctatba 31. BHeceHne u3MeHeHUM B  AOKYMEHTbI, copaepxawmecs B
perncTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA JeKapCTBEHHbIA npenapar Aans
BEeTePMHAPHOIro NPUMEeHeHuUA

I. B nensix BHECEHHS U3MEHEHUN B JOKYMEHTBI, COACPKAIIMECS B PETMCTPAlMOHHOM JOChE HA
3apETrUCTPUPOBAHHBINA JIEKAPCTBEHHBIN Npenapar Juisi BETEPUHAPHOrO INPUMEHEHMs, AepkKaTellb WU
BJIQJIENICL] PETUCTPALIMOHHOTO YJIOCTOBEPEHHMS JIEKAPCTBEHHOI'O IMpErnapara Wid YHOJHOMOYEHHOE UM
Jpyroe I0pUANYECcKOe JTHIO (Jajiee B HACTOSAIICH CTaThe - 3asBUTENh) MPEJCTABIAET B YIIOJIHOMOYEHHBIH
(dbenepaibHBIA OpraH HMCIOJHUTEIHLHOM BIIACTH 3asBJICHHE O BHECEHHWU TAaKWX HM3MEHEHUU 1o Qopme,
YCTaHOBJICHHOW YMOJIHOMOYEHHBIM (efiepaibHbIM OPraHOM HCIIOTHUTEIbHOM BIACTH, U MpUiIaraeMbie K
HEMY U3MEHEHHUS B YKa3aHHBIC JIOKYMEHTHI, a TaKXe JOKYMEHTHI, MOIATBEPKIAIOIINE HEOOXOIUMOCTh
BHECEHUS TakuX u3MeHeHui. [Ipr HeoOX0IMMOCTH BHECEHUSI N3MEHEHUH B IOKYMEHTEHI, COIepKaIluecs B
PETUCTPAIMOHHOM JIOCh€ Ha 3apEerHCTPUPOBAHHBIN JIEKAPCTBEHHBIA Mpenapar s BETEPUHAPHOIO
NPUMEHEHHS, B CIy4asX W3MEHeHWss U (WIM) JOMOJHEHUS MPOU3BOJACTBEHHON  IUIOMIAIKH
JIEKapCTBEHHOT'O CPEJCTBA, a TAaKKE M3MEHEHMS MOKa3aTelell KauecTBa JICKAPCTBEHHOTO Mpenapara Jist
BETEPUHAPHOTO TPUMEHEHUS U (WJIM) METOJOB KOHTPOJS KayecTBa JIEKAPCTBEHHOTO Mpernapara JJis
BETEPUHAPHOTO NPUMEHEHUS 3asBUTENb  JOMOJHUTEIBHO TMPEACTABISIET B  YIOJHOMOYEHHBIN
benepanbHBI OPraH UCMIOTHUTENBHON BIACTH CIEAYIONINE JOKYMEHTHI (CBEACHHUS):

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

1) CBCACHUA O HAaTc IMPEHAOCTABJIICHHUA W PCTUCTPAIMOHHOM HOMEPC JIMIICH3UWHW Ha IMPOU3BOACTBO
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(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

JICKQpCTBEHHBIX CPEJICTB, IMPEIOCTABICHHOW IMPOM3BOJWTENIO JICKAPCTBEHHOTO Tpenapara s
BETEPUHAPHOTO MPUMEHEHHSI, TSI POCCUMCKHUX TTPOU3BOIUTEIEH;
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

2) cBejeHuUsl O JaTe MPEAOCTABICHUS W PETUCTPAIIMOHHOM HOMEpE JIMIICH3MHM Ha IPOHU3BOJICTBO
JICKapCTBEHHBIX  CPEICTB, IPEIOCTABICHHOM IPOU3BOAMUTENIO (apMalleBTUYECKON CyOCTaHIMH,
BXOJISIIIEH B COCTaB JIGKAPCTBEHHOTO Mpernaparta uis BETEPUHAPHOTO NPUMEHEHHS, ISl POCCHICKHX
MPOU3BOAUTENECH;

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-03)

3) Konusl JOKyMEHTA, BIIAHHOT'O YIIOJIHOMOYEHHBIM OpPraHOM CTpPaHbl IPOU3BOAUTENS I KaKIO0N
IIPOU3BOJCTBEHHON IUIOLIAJIKM JIEKAPCTBEHHOI'O IIpernapara il BETCPUHAPHOIO IIPUMEHEHUs U
MOJITBEPKIAIOLIETO COOTBETCTBUE IPOU3BOAUTENS JIEKApPCTBEHHOIO Ipernapara TpeOOBAHUSAM IPABUII
HaJUIe)Kalled IPOU3BOJACTBEHHON IIPAKTUKH, W €ro IIEpeBOJ HAa PYCCKUM A3BIK, 3aBEPCHHBIC B
YCTaHOBJICHHOM IOPSAKE, a TAKXKE KOIHUS 3aKJIIOUEHUS O COOTBETCTBUU NPOU3BOAUTEINS JIEKAPCTBEHHBIX
cpeAcTB  TpeOOBaHMSAM  MpPaBHJ  HAJIEKAIIEH  NPOM3BOJICTBEHHOM  NMPAKTHKH,  BBIJAHHOTO
YIIOJIHOMOYEHHBIM (pesiepanbHbIM OpPraHOM MCIOJHHUTEIbHON BIACTH Ul KaKIOW IMPOM3BOACTBEHHOU
IUIOLIA/IKK JIEKAPCTBEHHOI'O IIperapara i BETEPUHApHOTO INPUMEHEHMs, JUO00 KOMMs PEIIEeHUs O
IIPOBEJICHUU MHCIIEKTUPOBAHMSI ITPOU3BOIUTEIIS JIEKAPCTBEHHBIX CPEICTB, IPUHATOrO YIIOJIHOMOYEHHBIM
benepanbHBIM  OPraHOM  HUCTIOJHUTENBHOW BIIACTH IS KaXAOH NPOM3BOJICTBEHHON IUIOIIAIKU
JIEKapCTBEHHOI'O Tpernapara Jjisl BETEpUHAPHOIO IPUMEHEHUs. YKa3aHHbIE JTOKYMEHTBI IPEACTABIIAIOTCS
B Clly4ae, €CIM IPOU3BOJACTBO JIEKAPCTBEHHOIO IIpernapara i BETEPUHAPHOTO IPUMCHECHHS
ocylecTBiseTcs 3a npenenamu Poceuiickoit @enepanuy;

4) KOImug JOKYMCHTA, BbIJAHHOI'O YIIOJHOMOUYCHHBIM OpPraHoM CTpaHbl IPOU3BOAUTEIIA
(bapmaleBTUYECKOM cyOcTaHIN u MOJITBEP K IAIOIIETO COOTBETCTBUE MIPOU3BOTUTEIIS
(dapmaIeBTHUECKON CyOCTaHIINU, BXOJSIIEH B COCTAaB JICKAPCTBEHHOTO IMpernapara Jijisi BETCPUHAPHOTO
MPUMEHEHUs, TPeOOBaHUSAM MpaBUJ HaAJNEXKalleld MPOU3BOJICTBEHHONW MPAKTUKH, U €ro MEepeBoj Ha
PYCCKHMI  SI3BIK, 3aBEPCHHBIE B YCTAaHOBJIIGHHOM TIOpSIKe, B Cllydae, €CId IPOU3BOJICTBO
(bapmalleBTUUECKOI cyOCTaHIIUM OCYIIeCTBIsIeTCS 3a mpenaenamu Poccuiickoit deneparuu.

(dactp 1 B pen. @eaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

1.1. B cnyyae u3MeHeHus: U (WIM) TOTOJHEHUS] MPOM3BOACTBEHHOHN IUIOMIAJIKH JIEKAPCTBEHHOTO
CpelncTBa JOKYMEHTHI, YKa3aHHbIE B 4YacTH | HACTOSIIEW CTaThbH, MPEACTABISIIOTCS 3asiBUTEIEM B
OTHOIICHUH M3MEHSEeMOW U (MJM) JOMOJHSIEMON MPOU3BOACTBEHHOM IIIOMIAAKH JIEKaPCTBEHHOTO
cpenctBa. Pemenrie o BHECEHUU U3MEHEHUH B JOKYMEHTBI, COACPIKAIITUECS B PETUCTPAIIMOHHOM JIOChE Ha
3aperucTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpemnapar Ui BETEPUHAPHOTO MPUMEHEHUs, UM 00 OTKa3e B UX
BHECCHHH MTPUHUMAETCS B CTy4ae HEOOXOIUMOCTH MTPOBEICHUS IKCIIEPTU3HI JIEKAPCTBEHHOTO CPEJICTBA B
CPOK, HE MPEBBIIIAIOIINIA AEBIHOCTA padOYNX JAHEH, a B OCTAJIBHBIX CIy4asX B CPOK, HE TPEBBIIIAOIINN
TPUAIIATH padOUYMX JHEU CO JAHS MPUHSTHS YIOJIHOMOYCHHBIM (heepaIbHBIM OPTraHOM HUCIIOTHUTEIHHOU
BJIACTH 3asIBJICHUSI O BHECEHUU TaKUX U3MEHEHUII.

(dactp 1.1 BBegena denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

1.2. B cnydae peopraHuzaluu Jep:KaTeis WIM BIaAeliblla PErMCTPALMOHHOTO YIAOCTOBEPEHUS
JIEKApCTBEHHOT'O Tperapara il BETEPUHAPHOTO MPUMEHEHHUS, pa3pad0TuMKa WA TPOU3BOIUTEIS
JIEKApCTBEHHOT'0 TMpernapaTta sl BEeTEPUHAPHOIO NMPUMEHEHHS B 3asBJICHUU O BHECEHUU W3MEHEHUU B
JIOKYMEHTBI, COJIEpXKAIIUECS B PETUCTPAIMOHHOM JOCh€ Ha 3aperHCTPUPOBAHHBIM JIEKAPCTBEHHBIN
npenapar Jjisi BETEPUHAPHOTO NPUMEHEHUs, YKa3bIBAIOTCS JaHHBIE TOKYMEHTA, MOJTBEPKIAAIOLIErO
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BHECEHUE COOTBETCTBYIOIIMX M3MEHEHUN B EMuHBINA rocyaapcTBEHHBIA peecTp IOPUANYECKUX JHILL (IS
OpraHM3alMii, 3aperucTpUpPOBaHHBIX Ha TeppuTopuu Poccuiickoit denepanun), WM UHOIO JTOKYMEHTA,
MOATBEPKIAOIIEr0 PEOPraHU3aIMI0 IOPUINYECKOro Juia (Ui OpraHu3alluii, He 3aperucTPUPOBAHHBIX
Ha Ttepputopun Poccuiickoit ®enepanuu). 3asBiIeHHE O BHECEHUM U3MEHEHUH B JOKYMEHTHI,
coJiepKallvecs B PErucTpalMOHHOM JOCh€ Ha 3aperMCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipenapar s
BETEPUHAPHOI0 IPUMEHEHHUS, U IIpUIaraéMble K HEMY JOKYMEHTBI IIPEICTABISIOTCS B YIIOJHOMOYEHHBIN
(benepanbHBIA OpraH MCHOJHUTENIBHOM BJIAcTU HE MO3JHEE YeM 4epe3 TpUauaTh padouux AHEH co THS
BHECEHUSI COOTBETCTBYIOIIMX M3MEHEHUN B ENUHBINA rocy1apCTBEHHBIH peecTp IOPUAMYECKUX JIMILL (IS
OpraHm3alluii, 3aperucTpupoBaHHbIX Ha Tepputopuu Poccuiickoit denepanuu) winu co AHS TPUHATHSA
COOTBETCTBYIOLLIEIO JOKYMEHTAa, IOJATBEP)KIAIOLIEr0 PEOPraHUu3alUi0 OPUANYECKOro Jnna (A
OpraHu3alWii, HE 3aperUCTPUPOBAHHBIX Ha Tepputopuu Poccuiickoit ®enepamuu). B ciydae
peopraHu3anuy JepxKaTesss WIA BIaJenbla pPErUCTPAlMOHHOIO YAOCTOBEPEHHUs JIEKAPCTBEHHOIO
npenapara JJisi BETEPUHAPHOIO IPUMEHEHHs 3asBJICHHME O BHECEHMM HW3MEHEHUH B JOKYMEHTBHI,
COJIepKaIMeECs] B PETUCTPAMOHHOM JIOChE Ha 3apEeTrMCTPUPOBAHHBIA JIEKAPCTBEHHBIM IIpernapar s
BETEPUHAPHOTO NPUMEHEHMS, MOJAETCS IOPUAUYECKUM JIMIIOM, KOTOPOMY B XOJE€ pEOpraHu3aluu
IIepeAAaHo MPaBo BJIAJACHUSA TAKUM PErUCTPALMOHHBIM yIOCTOBEPEHUEM.

(uactp 1.2 BBenena @enepanbHbiM 3akoHOM OT 02.08.2019 N 297-D3)

2. B cinydyae BHeceHUsI UBMEHEHUN B JOKYMEHTBI, COJEPXKAIIUECS B PErUCTPALIMOHHOM J0ChE€ Ha
3apEeTUCTPUPOBAHHBINA JICKAPCTBEHHBIH Ipenapar is BETEPHUHAPHOTO IPUMEHCHHs, B OTHOILICHUU
CBENIEHUH, yKa3aHHBIX B mojamydkrax "e", "x", "k", "n", "H", "c", "x" nmynkrta 7 uwactu 3 crarbu 17
Hacrosiiero denepaabHOTO 3aKOHA, U3MEHEHHUS M (WMJIM) JTOMOJHEHHUS TPOW3BOJCTBEHHOM IIJIOIIAIKH
JIEKAPCTBEHHOT'O CPEJICTBA, a TAaKXKE B CIydae HM3MEHEHHS IIOKa3aTelied KadyecTBa JICKapCTBEHHOIO
npenapara i BETCPUHAPHOTO INMPUMEHEHHsS] M (WJIM) METOJOB KOHTPOJS KadecTBa JICKAPCTBEHHOTO
npenapara Jyisi BETEPUHAPHOTO MPUMEHEHHUs MPOBOJIUTCS IKCIEPTHU3a JIEKAPCTBEHHOTO CPEACTBA IS
BETEPUHAPHOTO MpUMEHEeHHs. B ciaydae HEOOXOIMMOCTH BHECEHHS WHBIX H3MEHEHHH B JOKYMEHTHI,
coJiepKallrecs B PETUCTPAIlMOHHOM JI0OCh€ Ha 3apeTrMCTPUPOBAHHBINA JIGKAPCTBEHHBIM Tpemnapar s
BETEPUHAPHOTO MMPUMEHEHHUSI, IKCIIEPTH3a JIEKAPCTBEHHOTO CPE/ICTBA I BETEPUHAPHOTO MPUMEHEHHS HEe
MIPOBOJIUTCA.

(B pen. DenepanbHbix 3aKk0oHOB 0T 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. 3asBuTENb BIPABE MPEICTABUTH IO COOCTBEHHON MHULIMATUBE BMECTE C 3asBJICHUEM O BHECEHUU
U3MEHEHUH B JIOKYMEHTBI, COJEP)KALIUECS B PETUCTPALMOHHOM JOChE Ha 3aperucTpUPOBAaHHBIN
JIEKapCTBEHHBIN Mpernapar Uid BETEPUHAPHOTO NPUMEHEHUS, KOMHUU JOKYMEHTOB, IMOJTBEP)KIAIOLINX
yILIaTy TOCYAAPCTBEHHOM MOLUIMHBI 32 BHECEHHE B JOKYMEHTBI, COJIEP)KAIUECS B PETUCTPALMOHHOM
JI0Ch€ Ha 3aperucTpUPOBAHHBIN JIEKAPCTBEHHBIH Npenapar JJi BETepUHAPHOTI0 NPUMEHEHNUs, U3MEHEHUH,
TpeOYIOUMX MPOBEIEHHUsI SKCHEPTU3bl JIEKAPCTBEHHOTO CPEACTBA, WM H3MEHEHWH, He TpeOyIoIMxX
MIPOBEJICHUS SKCIEPTU3bI JIEKAPCTBEHHOIO CpeAcTBa. B ciyyae HE0OOXOIMMOCTH W3MEHEHHUs CBEICHHI,
COJIEPIKAIIMXCSA B PETUCTPALlMOHHOM YAOCTOBEPEHUH JIEKAPCTBEHHOI'O Ipemnapara Juis BETEpPUHApPHOTO
MIPUMEHEHHUS, C 3asBJIEHUEM, YKAa3aHHBIM B 4acTu | HacTosIel CTaTbhH, 3asiBUTEINb BIIPaBE MPEIACTABUTDH
M0 COOCTBEHHOM WHHMIIMATUBE KOIMHUIO JIOKYMEHTa, MOATBEP)KJIAIOIIEro YIUIAaTy TOCyIapCTBEHHOMN
MTOIUIMHBI 3a BbIIa4y PETUCTPAMOHHOIO yIOCTOBEPEHMS JIEKAPCTBEHHOI'O Ipenapara. 3asiBUTENb BIIPaBe
MPEJCTaBUTh MO0 COOCTBEHHOW MHUIIMATUBE CBEICHUS O JIMLEH3UAX, YKa3aHHbIE B MyHKTax 1 u 2 yactu 1
HACTOAIEH CcTaThbM, a TakXKe BblJaBaeMble YIOJHOMOYEHHBIMU  (eiepalibHbIMH  OpraHaMH
UCIIOJIHUTENILHON BJIACTU JOKYMEHTHI, YKa3aHHbIE B IyHKTe 3 yacTu | Hacrosmel crateu. B ciydae
HEMNpPEeJICTaBICHNUsS] yKa3aHHBIX JIOKYMEHTOB (CBEIEHHUI) YIOJIHOMOYEHHBIN (enepanbHblii Opran
WCIIOJHUTENIIBHON  BJIACTM  3alpalllMBacT  yKa3aHHbIE  JIOKYMEHTbl  (CBEACHMs) B  IOPSIKE
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MEKBEIOMCTBEHHOTO NH()OPMALIMOHHOTO B3aMMOJICHCTBUSL.
(uactp 3 B pen. @epepanbHoro 3akoHa oT 27.12.2019 N 478-D3)

4. B cpok, He IPEBBIIAIOIINNA JECATH padOyuX JHEH co JHS MOCTYIJICHUS yKa3aHHOro B 4acTu |
HACTOSIIEH CTaTbU 3asiBICHUS M HEOOXOIUMBIX JIOKYMEHTOB, YIOJIHOMOYEHHBIH (enepanbHblil opraHn
WCIIOJTHUTEJIBHON BIIACTH:

1) mpoBOAUT MPOBEPKY IOJIHOTHI U JOCTOBEPHOCTHU CBEJIEHUM, COAEPKAIIUXCS B IIPEICTaBICHHbBIX
3asBUTEJIEM JOKYMEHTAX;

2) IpyUHUMAET pelIeHUE O MPOBEACHUN SKCIEPTHU3bI JIEKAPCTBEHHOI'O CPEJICTBA JJIsi BETEPUHAPHOTO
MPUMEHEHHUS WK 00 OTKa3e B €€ MPOBEACHHH;

3) yBemomisieT B MUCHBMEHHOH (hopMe 3asBUTENS O MPUHATOM PEUICHUH WM B CIydae MPUHATHS
pemieHuss 00 OTKa3e B IPOBEJCHMM SKCIEPTU3bl JIEKAPCTBEHHOIO CPEJCTBA [yl BETEPUHAPHOIO
IIPUMEHEHHUS C YKa3aHUEM IIPUYMH TaKOro OTKa3a.

4.1. B ciryyae BBISBIICHHUS! HEJJOCTOBEPHOCTH U (WJIM) HEJAOCTATOYHOCTH CBEACHUH, COJep)KaIINXCs B
MPEJCTABIICHHBIX 3asBUTENEM IOKYMEHTAaX, YIOJHOMOYEHHBIH (elepanbHblii OpraH HCIIOJHUTEIHHON
BJIACTU HANpaBJseT 3asABUTEII0 3alpoc 00 YTOYHEHUHM YyKa3aHHBIX CBEJCHMH. 3ampoc MOXXeT ObITh
nepeaaH yrmoJHOMOYEHHOMY MPEICTABUTENIO 3asBUTENS 1O/ PACIIMCKY, HAIIPABJICH IO MOYTE 3aKa3HBIM
NMCBMOM WJIM TIEpellaH B AJIEKTPOHHOM (popMe Mo TeleKOMMYHUKAIIMOHHBIM KaHajlaM CBs3u. B ciydae
HaIpaBJICHUs 3ampoca 00 yTOUHEHUH YKAa3aHHBIX CBEJCHHI 1O MOYTE 3aKa3HBIM IMHCHMOM OH CUMTAETCS
MOJTYYEHHBIM 10 MCTEUCHHH IIECTH THEW C JaThl HANPABJICHUS 3aKa3HOTO MMUChMA.

(uactb 4.1 BBenena @enepasbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

4.2. 3agButens 00s3aH MPEACTaBUTh OTBET Ha 3aMpoC YMOJTHOMOUYEHHOTO (eJepaibHOro opraHa
WCTIOJTHUTEIIFHON BJIACTH B CPOK, HE IPEBBIMIAIONIUN JCBIHOCTA PabouMX JHEW CO JIHS IOJYYCHUS
nanHoro 3ampoca. Cpoku, yka3aHHble B 4acTu 1.1 Hacrosimiel cTaTbd, MPHUOCTAHABIMBAIOTCS CO JHA
HaNPaBJICHUS 3asIBUTEIIO 3aIPOCa YIIOJIHOMOYEHHOTO (pe/iepaibHOTO OpraHa UCIIOJIHUTEFHON BIACTH 10
JHS TIONy4eHUs OTBETa Ha JaHHBIM 3aMpoCc W HE YYUTHIBAIOTCS MPH HCUUCICHUH CPOKA MPHHITHUS
pelIeHrsT O BHECEHWW W3MEHEHWH B JOKYMEHTBI, COJIEp)KaIllMecs B PETUCTPAMOHHOM JOChE Ha
3aperucTPUPOBAHHBIN JEKApPCTBEHHBIH Mpenapar A BETEpUHAPHOTO MPUMEHEHHUS.

(dactp 4.2 BBeneHa denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

5. OcHOBaHMEM /Ji1 OTKa3a B TMPOBEACHUU HKCIEPTU3bl JIEKAPCTBEHHOIO CPEACTBA JUIsS
BCTCPUHAPHOI'O IMPUMCHCHUA SABJIACTCA MPEACTABICHHUEC JOKYMCHTOB, YKa3aHHBIX B 4YacCTIaX 1l u 3
HACTOSAIIEH CTaThU, B HEMOJHOM 00BhEME WIIM OTCYTCTBHE B MPEJCTABICHHBIX JOKYMEHTaX AOCTATOYHBIX
CBEJICHWH, TOATBEP)KIAIOMNX HEOOXOJAUMOCTh BHECEHHS W3MEHEHHH, JMOO HEMpeCTaBIeHNE
3asBUTEJIEM B YCTAHOBJICHHBIM CpPOK OTBETa Ha yKa3aHHBIM B yacTu 4.1 HacTosmied crtatbu 3ampoc
YIOJTHOMOYEHHOTO (eiepabHOr0 OpraHa NCIOJIHUTEIbHON BIACTH.

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

6. DKcrepTu3a JIEKapCTBEHHOTO CPEACTBA Ul BETEPUHAPHOTO NPUMEHEHHS! B LIETSX BHECEHUS
U3MEHEHUH B JIOKYMEHTBI, COJAEp)KALUECS B PETUCTPALIMOHHOM JOChE€ Ha 3aperMCTPUPOBAHHBIN
JIEKapCTBEHHbI Tpermapar s BETEPUHAPHOTO TNPUMEHEHHs, OCYLIECTBIsSIETcs B  MOpPSAKE,
YCTaHOBJIEHHOM cTaTbel 24 HacTodAero denepanbHOro 3akoHa.
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

6.1. B cpok, He MpeBBIIAIONUH AeCATH PabOUYMX JHEH CO THS MOTYYCHHUS 3aKITFOUYCHUS] KOMUCCHH
JKCIEPTOB IO PE3yJibTaTaM yKa3aHHOW B YacTH 2 HACTOAILIEH CTAaTbU SKCHEPTHU3bI, YIOJIHOMOYECHHBIM
(dhenepalibHBIN OpraH UCIIOJIHUTEIIBHON BIIACTH:

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

1) npuHUMaeT perieHne 0 BHECEHUU U3MEHEHUH B TOKYMEHTBI, COJIEpKaIUeCs B pErUCTPALMIOHHOM
J0ChE Ha 3apETUCTPUPOBAHHBIA JIGKAPCTBEHHBIN Iperapar JUisi BETEPUHAPHOTO NMPUMEHEHHs, WIH 00
OTKa3€¢ BO BHECEHUU TaKUX U3MCHECHUN;

2) BHOCUT B TOCYJapCTBEHHBI pEECTp JIEKAPCTBEHHBIX CPEJICTB HAa OCHOBAHMM PEUIEHUS O
BHECEHUM M3MCHEHMH B  JOKYMEHTBI, COJEp)KallMecs B  PErMCTPallMOHHOM  JOChe  Ha
3apEruCTPUPOBAHHBIM JIEKAPCTBEHHBIM Ipenapar [y BETEPUHAPHOTO NPUMEHEHHs, HEO0OXOIUMBbIE
M3MEHEHUs U BO3BPALLAET 3TH JOKYMEHTHI 3asBUTEIIIO;

3) BbLIAET 3asBUTENI0O HOBOE PErMCTPALMOHHOE YJOCTOBEPEHME JIEKAPCTBEHHOIO Ipemnapara ajis
BETEPUHAPHOTO MPUMEHEHHS B Cllydae HEOOXOIUMOCTH M3MEHEHUS CBEICHUH, COAECPKAIIUXCSI B HEM, C
COXPAaHEHHEM HOMEpA paHee BbIIAHHOTO PETUCTPALIMOHHOIO YOCTOBEPEHHUS JIEKAPCTBEHHOTO Mpernapara
JUIS. BETEPUHAPHOTO MPUMEHEHUSI.

(. 3 BBeneH @enepanbHbiM 3akoHOM OT 02.08.2019 N 297-D3)
(uacTsb 6.1 BBenena @enepanbHbIM 3akoHOM OT 22.10.2014 N 313-D3)

6.2. B ciiyuae BHeceHUs U3BMEHEHUN B TOKYMEHTBI, COIEPIKAILUECS B PETUCTPALIMOHHOM JIOChE Ha
3apErMCTPUPOBAHHBIA  JIGKAPCTBEHHBIM IMpernapar i BETEPUHAPHOIO IMPUMEHEHHUS, B YacTH,
KacammeﬁCﬁ NU3MCHCHUS U (I/IJII/I) JOITIOJIHCHUA HpOH?;BOI[CTB@HHOﬁ II0IIA KN JIeKapCTBeHHOFO
mpernapara, npy MPeJICTAaBJICHUM 3asSBUTEIEM B COOTBETCTBHHU C IYHKTOM 3 4acTH 1 HAcCTOSINEH CTaThbU
KOIInnu peIHCHI/IH yl'[OJ'[HOMOquHOFO qoezlepanbﬂoro opraHa I/ICHOJ'IHI/ITCJ'II)HOf/i BJIaCTHU O HpOBGI[eHI/II/I
WHCIEKTUPOBAHUS TIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB CPOK, YKa3aHHBIM B dacTu 6.1 HacTosmei
CTaThu, HpI/IOCTaHaBHI/IBaCTCﬂ CO IOHS HOJ'Iy‘ICHI/Iﬂ 3aKJIFOYCHHUSI KOMUCCHU BKCI'IepTOB 0 IOHA HpI/IHﬂTI/ISI
YIIOJTHOMOYEHHBIM (pe/iepalIbHBIM OPTaHOM HCTIOJTHUTENBHOM BIACTH PELIeHHUs O BblAaue WM 00 OTKa3e B
BbIJAYC 3aAKIIFOYCHHUA O COOTBETCTBUHU HpOI/ISBOZ[I/ITCJ'IH J'IeKapCTBCHHI)IX CpCZ[CTB TpC6OBaHI/I$[M HpaBI/IJI
HaJJIexaliei mpou3BOCTBEHHON MPAKTHUKHU, HO HE 00Jiee 4YeM Ha CTO BOCEMBAECAT pabounX JTHEH.

(dactp 6.2 BBeneHa denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

7. OcHOBaHMEM [UIsl OTKa3a BO BHECEHUM W3MEHEHHMH B JOKYMEHTBI, COJEpJKaluecs B
PErMCTPAallMOHHOM J0ChE€ Ha 3apEeTrMCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipemnapar Uisi BETEPUHAPHOIO
IPUMEHEHHMs, B CIydasx, He TPeOYIOIIUX MPOBEIEHUS IKCIEPTH3bI JIEKAPCTBEHHOTO CPEICTBA, SIBJISAETCS
MpEeJICTaBICHHE JOKYMEHTOB, YKa3aHHBIX B 4yacTAX | W 3 HACTOSIIEH CTaThH, B HEMOIHOM OOBEME WU
OTCYTCTBHE B IPEJCTABICHHBIX JOKYMEHTAaX CBEJIEHHUH, KOTOPbIE JOKHBI OBITh B HUX OTPAXKEHbI, MO0
HEIPECTABICHUE 3asBUTEIIEM B YCTAHOBJIEHHBIN CPOK OTBETAa Ha yKa3aHHbIM B dactu 4.1 Hacrosmiein
CTaThU 3aIPOC YIIOJIHOMOYEHHOTO (heepabHOrO OpraHa UCIOJHUTEIbHOMN BIACTH.

(uactb 7 B pen. denepanproro 3akoHa ot 04.06.2018 N 140-D3)

7.1. OcHoBaHMe€M MJI1 OTKa3a BO BHECEHUM H3MEHEHMH B JIOKYMEHTBI, COJAEpXKalluecs B
PETUCTPALIMOHHOM JI0OCh€ Ha 3apeTrUCTPUPOBAHHBIN JIEKAPCTBEHHBIH TMpenapar s BETEPUHAPHOTO
NPUMEHEHHS, B CIIydasix, TPeOYIOIIMX IMPOBEICHUS SKCIEPTU3bI JIEKAPCTBEHHOTO CPEICTBA, SIBIIAETCS
3aKJIIOYEHHE YIOJHOMOYEHHOro (heepasbHOr0 oOpraHa MCIOJHUTEIBHONM BJIACTH O BO3MOYKHOCTH
CHIDKEHHsI 0€301acHOCTH, KauecTBa, 3()(h)eKTUBHOCTH JIEKAPCTBEHHOI'O MpenapaTa BCJeICTBHE BHECCHUS
M3MEHEHUH B yKa3aHHbIE JOKYMEHTBI, OTKa3 YIIOJIHOMOYEHHOT0 (heiepaqbHOro opraHa UCIOIHUTEIbHON
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

BJIACTH B BbIJau€ 3aKJIIOYEHHSI O COOTBETCTBUH IMPOU3BOJUTEINS JIGKAPCTBEHHBIX CPEICTB TPEOOBAHUIM
MpaBUJl HAJJEXKalle MPOU3BOJCTBEHHON TMPAKTHUKKA B Cllydae U3MEHEHUss M (WiIM) JOMOJHEHUs
MIPOM3BOJICTBEHHON IJIOMIA/IKK JIEKAPCTBEHHOTO TMpernapara, €clid IPOU3BOJICTBO JIEKAPCTBEHHOTO
rpernapara JJjisi BETEpUHApHOr0 MPUMEHEHUSI OCYIIECTBIseTCs 3a npeaenamu Poccuiickoit denepanuu,
WM OTCYTCTBHUE 3TOTO 3aKJIIOUCHUS.

(uactp 7.1 BBengena denepanbubiM 3akoHoM OT 04.06.2018 N 140-D3)

8. JlomyckaeTcsi oOpallleHHE JIEKApCTBEHHBIX IpEenapaToB /AJisi BETEPUHAPHOTO MPUMEHEHHUsS 0
HCTEUYEHUsI CPOKa rOJAHOCTH, TIPOU3BEACHHBIX B TEUCHHE CTa BOCBMUJIECATH JTHEW TOCIIE AaThl TPUHATHUS
YIOJTHOMOYEHHBIM (heJIepaTbHBIM OPIaHOM HCIOJHUTEIBHOMN BJIACTH PEUICHUS O BHECEHUU M3MEHEHUH B
JIOKYMEHTBI, COJIEpPKAIlUECs B PETUCTPAIMOHHOM J0ChE Ha JIEKAPCTBEHHBIN Mpenapar, B COOTBETCTBUU C
uH(popMalren, coaepKamieics B JOKYMEHTax PErUCTPallMOHHOIO JOChE Ha JIEKapCTBEHHBIH Mpenapar 10
JIAThI IPUHATUS TAKOTO PEIICHUS.

(uacth 8 B pen. denepanbHoro 3akoHa otT 22.12.2014 N 429-D3)

CraTtbsa 32. OTMeHa rocyaapCcTBEHHOW perncrpauumm fnieKapcTBEHHOro npenapara

Pemenne 006 ormeHe FOCYI[apCTBeHHOﬁ perucTpanuu JCKAapCTBCHHOI'O IIpCIiapaTa W HCKIIOYCHUUN
JICKAPpCTBCHHOTI'O IIpfriapara M3 TOCYyAapCTBCHHOI'O peeCTpa JICKAPCTBCHHBIX CPCACTB IMPUHHUMACTCA
YIIOJIHOMOYCHHBIM Q)eﬂepaanHM OpraHnomM HUCIIOJIHUTEIBHOM BIACTU B cJIydac:

1) npeacTaBiIeHUs COOTBETCTBYIOIIUM YIOJTHOMOUYEHHBIM (eiepaaIbHbIM OPTaHOM MCTIOTHUTEIBHON
BJIACTU 3aKJIIOYEHHUS O PUCKE MIM 00 Yrpo3e 310pOBbIO, JKU3HU 4YEJIOBEKAa WM >KUBOTHOTO IIpU
NPUMEHEHUH JIEKapCTBEHHOT'O TIperapara, IPEeBBIIIAIMX ero 3(QQeKTHBHOCTh, IO pe3yibTaTam
OCYILECTBISIEMOI0 UM MOHUTOPUHTIa 6€30I1aCHOCTH JIEKAPCTBEHHOTO IIperapara;

2) momauM JepiKaTelieM WU BJIAQJENbLEM PErHMCTPAIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO
mpemapaTa WM YIOJHOMOYEHHBIM KM JIPYTUM IOPHAWYECKUM JIMIIOM 3asBIIEHHS 00 OTMeHe
rocyJapCTBEHHOM pPEerucTpaIiy JICKApCTBEHHOTO Mperapara;

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

3) HemoATBEPKIIEHUSI TOCYJAPCTBEHHON PETHUCTpaIluy JICKAPCTBEHHOTO Mpernapara Mo UCTCYCHHH
CpPOKa JEHCTBUS PErUCTPALIMOHHOIO yIOCTOBEPEHUS, BBIJAHHOTO HA IIATH JIET;

4) HenpeacTaBIeHUS 3asBUTENEM HH(OPMALIUK, KOTOpask MOKET MOBJIEYb 32 COOON HEOOXOIUMOCTb
BHECEHUS U3MEHEHUH B JJOKYMEHTBI, COJEPKALINECS B PETMCTPALMIOHHOM JI0ChE Ha 3apErMCTPUPOBAHHBIN
HeKapCTBCHHBIﬁ npemnapar, B TCHCHUE TPUALATH pa60q1/1x I[HCI71 CO OIHA HACTYIUICHUA OTUX I/ISMCHGHHfl;

5) ocCyllecTBIEHHsS] TOCYAapCTBEHHOM perucrpanuy JEeKapCTBEHHOIO Npernapara IoJi TOPTrOBBIM
HAaNMCHOBAHUCM 3apCruCTpUpOBAHHOI'0 pPaHEC IMOA 3TUM TOProBbIM HAMMCEHOBAHHUEM JICKAPCTBECHHOTO
npenapara, OTJIMYaloIIerocsi KaYeCTBEHHBIM COCTaBOM JIEUCTBYIOIIMX BEILIECTB;

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

6) oCyIIeCTBIEHHS TOCYJaPCTBEHHOMN pPEeruCcTpaIiui OJJHOTO U TOTO K€ JIEKApCTBEHHOTO Tpernapara B
OTHOIICHWH OJHOTO W TOTO K€ Jep)Kareis WU BIAJENbIla PETUCTPAIMOHHOTO YIOCTOBEPCHUS
JIEKapCTBEHHOTO TMpermapaTa B BHUAE JBYX W 0Oojee JEKapCTBEHHBIX MpEnapaTroB MOJ Pa3TMYHBIMU
TOProBbIMM HAUMCHOBAHUAMU
(m. 6 B pen. @exnepanbHoro 3akoHa ot 04.06.2018 N 140-D3)
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

7) BBIHECEHHS CYZIOM PELICHHs O HApYIICHUH IPaB NpaBooOiagaTelisi 00beKTOB HHTEILICKTYaIbHOM
COOCTBEHHOCTH MPH 0OpaIIeHUH JICKAPCTBEHHBIX CPEJICTB;

8) OTCYTCTBHS JIEKapCTBEHHOI'O Tperapara B oOparieHuu B Poccuiickoit denepanuu B TeueHHE
Tpex u boee Jer;
(n. 8 BBennen denepabHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

9) HeBBINOJHEHUS  JepKaTeleM WM  BJIQACNbLIEM  PETHCTPALMOHHOTO  YIOCTOBEPEHUS
JIEKApCTBEHHOT'O TIpernapara JIM00 YIOJHOMOYCHHBIM UMH JIPYTUM FOPHIUYECKUM JUIIOM MEPOTPUSTHIA
mo oOecrneyeHH0 Oe30MacHOCTH JIEKAPCTBEHHBIX IPEMapaToB, YCTAHOBJICHHBIX YIIOJTHOMOYEHHBIM
(dbenepalbHBIM OpPraHOM HCIIOJHUTEIHPHOM BJIACTH B COOTBETCTBMM ¢ 4YacTsiMu 3 u 4 cratbu 64
HacTosero deneparbHOTo 3aK0HA, B paMKax OCYIIECTBICHUS (apMaKoHaA30pa;

(. 9 BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

10) orkaza nepkarenss WIM BiaJelblla PETUCTPAMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
npemnapaTta JIMOO YMOJIHOMOYEHHOTO MMM JPYroro IOPHAWYECKOTO JIMIAa OT BHECEHHS W3MEHEHUN B
WHCTPYKIMIO TI0 MPUMEHEHHMIO JICKapCTBEHHOIO Ipernapara, KacaloIIUXCsS HOBBIX IOJTBEPKICHHBIX
JaHHBIX O TOM, YTO PUCK MPUYMHEHUS Bpeaa 3/I0pPOBBIO0 UEIOBEKAa WM KHUBOTHOTO BCJIEACTBHE MpHEMa
JICKapCTBCHHOTO TIperapara npeBbimaeT 3QGEeKTHBHOCTD €ro MPUMEHCHUS.

(m. 10 BBenen denepanbHbiM 3aKk0HOM OT 22.12.2014 N 429-03)

Koncynprantlntoc: npumeyanue.
C 01.01.2023 cr. 32 nomonnsiercsa . 11 (@3 o1 27.12.2019 N 475-D3).

CraTtba 33. locyaapCcTBEHHbIN peecTp fieKapCTBEHHbIX CPeaAcTB

1. TocymapcTBEHHBI peecTp JIEKAPCTBEHHBIX CPEJCTB COJEPKHUT TMEPEUYCHb JIEKAPCTBEHHBIX
MpernapaToB, MPOILIEANINX TOCYIAPCTBEHHYIO PETUCTPALMIO, NTepeueHb (hapMaleBTUUECKUX CyOCTaHIuMH,
BXOJISIIIIMX B COCTaB JIEKAPCTBEHHBIX MPETApaTOB, U CICAYIONIYIO HHPOPMAITHIO:

1) B OTHOHICHUU JICKAPCTBCHHBIX IPCIIAPATOB:

a) HaMMEHOBAaHWE JIEKAPCTBEHHOTO TpenapaTta (MEXIyHapoJHOE HEMaTeHTOBAaHHOE, WIIH
IPYNIUPOBOYHOE, MITM XUMHUYECKOE U TOPIrOBOE HAUMEHOBAHMS);
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

0) nexapcTBeHHas (opMa ¢ yKazaHUEM JI03UPOBKHU JIEKApPCTBEHHOTO IpenapaTa 1 ero KoJu4ecTBa B
MOTPEOUTENHCKOIN YIIaKOBKE;

B) HAaMMEHOBaHUE JIepXKaTessl UM BIa/Ieblla PErUCTPAlMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
npernapara U CBEACHHUS O PErHCTpaluy JepkaTelsl WIN BIaJelblla PEerHCTPAlMOHHOTO YIOCTOBEPEHHS
JICKApCTBEHHOTO Ipenapara JJisi MEJUIIMHCKOTO IPUMEHEHHUS B KaUueCTBE HAJIOTOIUIATENbIINKA B CTpaHe
perucTpanuu (s POCCUMCKUX IOPUANYECKUX JIUI - UICHTU(PUKAIMOHHBI HOMEp HaJOTOIUIaTeNbIInKa
(MHH), n1st ”HOCTpaHHBIX IOPUAMYECKHX JIMIL - CTpaHa PErHCTpallii, HAMMEHOBAHUE PETHCTPUPYIOLIETO
OpraHa, perucTpallMOHHBIA HOMEp, KOJ HaJOroIuviaTeiblIiKa B CTpaHe perucTpauuu (MHKOPIIOpPAIUH)
WJIH €Tr0 aHaJor);

(nm. "B" B pen. ®enepanpHoro 3akoHa ot 28.12.2017 N 425-D3)
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

I') HAUMEHOBAHUE U aJpec MPOU3BOAUTENS JIEKAPCTBEHHOTO IIperapaTa U CBEJICHUSI O PEerucTpaluu
IIPOM3BOJUTENS  JIEKAPCTBEHHOIO0  IIpernapara Uil  MEAMLMHCKOIO INPUMEHEHUs B  KayecTBe
HAJIOTrOIUIaTEeNbIIMKA B  CTpaHe  perucrpauuu (A  pOCCHUMCKHX  IOPUIMYECKHX  JIML -
UICHTH(UKAIIMOHHBI HOMep Hanoromatenbiuka (MHH), nns WHOCTpaHHBIX IOPHIWYECKUX JIHIL -
CTpaHa PErucTpalyuy, HAWUMEHOBAHWE PErUCTPUPYIOUIETO OpraHa, PErucTPAllMOHHBIA HOMEp, KOJ
HaJIOTrOIlIaTEbIIMKA B CTPAHE pEerucTpaluy (MHKOPIIOPALMN) WK €r0 aHaJIor);

(mm. "r" B pen. denepanpHOro 3akona ot 28.12.2017 N 425-D3)

1) dapmakoTepaneBTHICCKAS rpyIma, KO/l JIEKapCTBEHHOI'O npernapara o
aHaTOMO-TEPareBTHUECKO-XUMHUYECKON KilacCU(pUKalliU, peKOMEeH10BaHHOM BceceMupHoi opranusanueit
3/IpaBOOXPaHEHUS;

(mm. "n" B pen. denepanpHOro 3akona ot 22.12.2014 N 429-03)
€) IMOKa3aHusI U MPOTUBOTIOKA3aHUS K IPUMEHEHHIO JICKApPCTBEHHOTO TIperapara;
) TOOOYHBIE ICHCTBHS JICKAPCTBEHHOTO MpeIapara;
3) CpPOK T'OJTHOCTH JIEKapCTBEHHOTO IIpernapara;
1) YCIIOBHS XpaHEHHUS JICKAPCTBEHHOTO MTPeTapara;
K) YCJIOBHSI OTITYCKa JIEKAPCTBEHHOTO IIpernapara;

7a) Homep ¢apMakoneWHOil cTaTbu WM B CIy4ae €€ OTCYTCTBHS HOMEP HOpPMAaTHUBHOM
JOKYMEHTAIUU JTMO00 HOPMAaTUBHOTO JIOKYMEHTA;

M) JaTa TOCYAapCTBEHHOH perucTpaluu JEeKapCTBEHHOro IMpenapaTa M €ro perucTpaldoHHBINA
HOMEp, JaTa 3aMEHBl PETHUCTPALMOHHOTO YJOCTOBEPEHMS JICKApCTBEHHOTO Nperapara Ha OeccpodHoe
pEerucTpalioHHOE  YAOCTOBEpPEHHE JIEKapCTBEHHOro Iperapara, JaTa IoJauyd 3asgBIE€HUS O
MMOATBCPIKACHUN FOCYI[apCTBCHHOI\/JI perucTpanvn JICKApCTBCHHOT'O mpemnapara, Jara OTMECHBI
rOCyJJapCTBEHHOI perucTpaiuu JeKapCcTBEHHOTO Npenapara;

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

H) KaueCTBEHHBI COCTAaB M KOJUYECTBEHHBIN COCTAaB JEHCTBYIOIIMX BEIIECTB M KauyeCTBEHHBIN
COCTaB BCIIOMOTATEIbHBIX BEIIECTB JIEKAPCTBEHHOTO Mperapara;
(nm. "H" BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

0) uH(popmarus 000 BceX pa3pelIeHHbIX BUAaX BTOPUUHOH (TOTPEOUTENBCKOM) YITaKOBKH;
(nm. "o" BBeeH DenepanbHbIM 3aKoHOM OT 22.12.2014 N 429-D3)

) Jara TPHHITHS PEHICHHS O BO3MOXKHOCTH pPacCMaTpHUBATh JICKAPCTBEHHBIA TMpermapaTr Mpu
rOCy/IapCTBEHHON PETUCTPAIIUU B KauecTBe Op(haHHOTO JEKapCTBEHHOTO Ipernapara (A1 JeKapCTBEHHBIX
MpPermapaToB JUIsl METUITUHCKOTO IPUMEHEHHS ),

(mm. "n" BBemeHn denepanbHbIM 3akoHOM OT 22.12.2014 N 429-@3; B pen. denepanbHOro 3akoHa OT
27.12.2019 N 475-03)

p) HAJIMYUC JICKAPCTBCHHOI'O IIpeliapaTa B IICPCUHC KU3HCHHO HCO6XOI[I/IMBIX U BaXHEUIIHX
JICKApCTBCHHBIX NPECIIapaToB ()IJ'IH JICKApPCTBCHHBIX MPEIapaToB AJId MEAUITUHCKOT' O HpI/IMeHeHI/ISI);
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

(mm. "p" BBemeHn deaepanbHBIM 3aKOHOM OT 22.12.2014 N 429-®3; B pen. denepaibHOTO 3aKOoHa OT
27.12.2019 N 475-D3)

C) HaJU4Ke B JICKAPCTBEHHOM IIpenapare HapKOTHYECKUX CPEJICTB, IICUXOTPOITHBIX BEIIECTB U HUX
MPEKYypCOpPOB,  MOMJICKAIIMX KOHTpoJito B  Poccuiickori  ®Penepaurv, B  COOTBETCTBHH  C
3aKoHoJaTeNbcTBOM Poccutickoit denepanuu, MexxayHapoHbIMUA JoroBopamu Poccuiickoit @enepanu,
B TOM uuciae EnnHoil koHBeHIMEW o HapkoTruueckux cpeacrBax 1961 roma m Konsenuueiln o
MCUXOTPONHBIX BemecTBax 1971 rona;

(nm. "c¢" BBeneH ®enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

T) uH@OpMalMsi O TOM, SBIAETCA JIM JaHHBIA JIEKAPCTBEHHBIH Tmpenapar pedepeHTHHIM
JIEKApCTBEHHBIM IIPENapaToM;
(nm. "1" BBeneH DenepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

y) CBEIEHUS O I0ojaye 3asBJICHUS O BHECEHWUM HU3MEHEHUN B JOKYMEHTHI, COJIEpKalllecs B
PEruCTpaIiOHHOM JI0Ch€ Ha JISKapCTBEHHBIH Mpenapar;
(nm. "y" BBeeH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

&) yrpatun cuny ¢ 1 mapta 2020 rona. - @enepanbubiii 3akoH oT 27.12.2019 N 475-03;

X) CPOK BBECHHUSI JIEKAPCTBEHHOI'O IIpenapaTa B rpaKJaHCKuil 000poT;
(mm. "x" BBeneH PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

2) B OTHOUICHNH (hapMaIleBTUYECKUX CYOCTaHIIHIA:

a) HauMeHOBaHUE (hapMalleBTHUECKONH CyOcTaHIMM (MEXIyHAapOJIHOE HEMaTeHTOBAaHHOE, WIIH
TPYIIIUPOBOYHOE, HJIM XUMUYECKOE U TOPIrOBOE HAUMEHOBAHHS);
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

0) HauMEeHOBaHME U aJApec MPOU3BOAUTENS (hapMalleBTUUECKOM cyOCcTaHIInN;
B) CPOK FOJTHOCTH (papMalieBTHUECKOM cyOCcTaHInY;
T) yCJIOBUS XpaHeHUs (papMalleBTUYECKON cyOCTaHIINu;

1) HoMep ¢apMakomeWHOW cTaTbu WM B CJIy4ae €€ OTCYTCTBUSI HOMEpP HOpPMaTHBHOM
JOKYMEHTAIMH MO0 HOPMATUBHOT'O IOKYMEHTA;

€) Hanuuue (hapMaleBTUUECKOM CyOCTaHIIMM B MepeyHe HapKOTHMUYECKUX CPEJICTB, ICUXOTPOIHBIX
BEIIECTB M HMX MPEKYpPCOPOB, MOJUIEKAIIMX KOHTpOJt0 B Poccuiickoit ®denepannu, B COOTBETCTBUU C
3aKkoHoarenbecTBOM Poccuiickon denepanuu, MexxIyHapoAHbIMU JoroBopamu Pocculickoit @enepannu,
B TOM uyucie EauHON KOHBEHIMENW O HapKoTHuecKux cpencrBax 1961 roma m KonBeHumen o
NICUXOTPOIHBIX BemecTBax 1971 roaa.
(nm. "e" BBeneH denepanabHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

2. ®apmarieBTHYecKas cyOCTaHIMs, MPOU3BEACHHAS JJIS pealu3aluu, MOXKET ObITh BKJIIOYEHA B
rOCy/IapCTBEHHBI pEECTp JIEKApPCTBEHHBIX CPEJICTB HAa OCHOBAaHUHU 3asBIEHUS pPa3padOTUMKa WIH
MIPOU3BOJIUTENSL JIEKAPCTBEHHOTO CpE/ICTBA JMOO YIOJIHOMOYEHHOTO HMM IOPHJIMYECKOro JHLA IMpH
YCIIOBUU TPOBEJCHHUS B OTHOIIEHWH TakKoi QapManeBTHYeCKod CyOCTaHIIMU SKCHEPTHU3bl KayecTBa

www.consultant.ru Crpanuna 78 u3z 139
HaJeKHasl IpaBoBasl MOAAEPIKKa


http://www.consultant.ru/
http://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=05.04.2021&dst=100526&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=341762&date=05.04.2021&dst=100049&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=135628&date=05.04.2021
https://login.consultant.ru/link/?req=doc&base=LAW&n=121091&date=05.04.2021
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=05.04.2021&dst=100527&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=05.04.2021&dst=100528&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=05.04.2021&dst=100529&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=341762&date=05.04.2021&dst=100050&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=05.04.2021&dst=100531&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=05.04.2021&dst=100533&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=359132&date=05.04.2021&dst=100009&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=135628&date=05.04.2021
https://login.consultant.ru/link/?req=doc&base=LAW&n=121091&date=05.04.2021
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=05.04.2021&dst=100534&fld=134

®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

(dapmaleBTHUECKOIl CyOCTaHIIMM B MOPsIKE, YCTaHOBIEHHOM craTheil 34 Hacrosimero denepaabHOro
3akoHa. B oTHomeHun (QapmaneBTHUECKUX CyOCTaHIMHA, NPOMU3BENEHHBIX [UIi pealu3alud, B
roCyJIapCTBEHHOM PEeCcTpe JIEKAPCTBEHHBIX CPEACTB COACPIKUTCA Ciaenyronas HHPopMaIus:

1) HaumMeHoBaHuE (apMaleBTUYECKONH CyOCTaHIMM (MEXIyHApOJHOE HENAaTCeHTOBAHHOE, WU
IpYyNIIMPOBOYHOE, UIIM XMMUYECKOE U TOPIrOBOE€ HAMMEHOBAHMS);

2) HaMMEHOBaHUE, aJpec MPOU3BOIAUTENS (PapMaleBTUUECKON CyOCTaHIIMM, a TAK)KE B OTHOLICHUU
JIEKAPCTBEHHBIX CPEJICTB I MEIUIIMHCKOTO TPUMEHEHHSI CBEICHHUS O PETUCTPAIlUU MPOU3BOIAUTEIIS
(dapmaineBTHUECKON CyOCTaHIIMM B KAaueCTBE HAJOTOIJIATENbIIMKA B CTpaHE pPETUCTpAluu (IS
POCCHICKHUX IOPUAMYECKUX JIMIl - HJACHTU(PHUKAIMOHHBIM HOMep Hayoromiatenpimuka (MHH), mis
WHOCTPAHHBIX IOPUIUYECKHUX JIUIl - CTPaHAa PETUCTPAlMH, HAMMEHOBAHUE PETHCTPUPYIOIIETO OpraHa,
PErUCTPAallMOHHBIA HOMEp, KOJI HAJIOTOIUIATEIbIINKA B CTPAaHE PErucTpaluu (MHKOPIOpAIUU) HIH €Tro
aHajor);

(m. 2 B pea. @exnepanbHoro 3akoHa ot 28.12.2017 N 425-03)

3) cpok rogHOCTH (hapMaIeBTHUECKON CYyOCTaHINN;
4) ycnoBusi XpaHEeHUs (hapMaIleBTHYECKON CYOCTaHITUH;

5) HoMmep (apmakomeiHOH cTaThM IJMOO B Cllydyae €€ OTCYTCTBUSI HOMEpP HOPMAaTHBHOMN
JOKYMEHTAIMHM UM HOPMATUBHOTO JOKYMEHTA;

6) Hanumure (GapMareBTUICCKOW CYOCTAHIIMHM B MEPEYHE HAPKOTHUYECKUX CPEIICTB, MCUXOTPOITHBIX
BEIECTB U UX MPEKypCOPOB, MOJUISKAIINX KOHTpoio B Poccuiickoit denepaiuu, B COOTBETCTBUH C
3aKoHoarenbcTBOM Poccuiickon denepanuu, MexIyHapoAHBIMU JoroBopamu Pocculickoit @enepannu,
B TOM uucine EauHONl KOHBeHIMEN o0 HapkoTHdeckux cpenctBax 1961 roma u KouBenmueinn o
MICUXOTPONHBIX BemecTBax 1971 roaa;

7) mara BKIHOYEHHUs (hapMaleBTHUECKOW CyOCTaHIIMM B TOCY/IApCTBEHHBIN PEecTp JIeKapCTBEHHBIX
Cpe/CTB, AaTa BHECCHHUS M3MEHEHHWH B JTOKYMEHTHI (hapMalleBTHUECKOW CyOCTaHIIMHU, AaTa UCKIIOUSHHS
(bapMarieBTHUECKON CyOCTaHIIMM U3 TOCYJapCTBEHHOTO peecTpa JeKapCTBEHHBIX CPECTB.

(uacts 2 B pen. enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. HOpH,Z[OK BCACHUA TOCYHAapCTBECHHOI'0 peeCTpa JICKAPCTBCHHBIX CPCACTB IS MCIUIHUHCKOI'O
MNPUMCHCHUA W TOPAJOK BCIACHUA TOCYAApPCTBEHHOIO pEeCTpa JICKAPCTBCHHBLIX CpPCACTB JJIA
BCTCPUHAPHOI'O IIPUMCHCHHUA YTBCPKAAKOTCA COOTBECTCTBYIOIIHUM YIIOJTHOMOYCHHBIM (be):[epaanHM
OopraHom HCIIOJIHUTEILHOMN BIACTH.

Cratba 34. BknroyeHuMe B rocyfapCTBeHHbIM peecTp NeKapCTBEHHbIX CpPeacTB WU
UCKITIOYeHue u3 rocyfapcTtBeHHOro peecTpa neKapCTBEHHbIX cpeacTts
c¢hapmaLeBTUYECKOWN CyOCTaHLMKN, NPOU3BEAEHHON ANA peanu3auumn
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

1. Jns BxmroyeHus ¢apMaleBTUYECKOW CyOCTaHIIMM, MPOW3BENCHHOW MJisi peanu3alud, B
TOCYJIapCTBEHHBIN PeecTp JIEKAPCTBEHHBIX CPEJICTB, TPOBOJIMUTCS IKCIIEPTH3a €€ KauyecTRa.
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

2. DKcnepTH3a KadyecTBa YKa3aHHOW B 4acTH | HACTOsIIeH cTaThi (hapMaleBTHUECKOW CyOCTaHIINH,
COCTaBJICHHE KOMHUCCUEN SKCIIEPTOB 3aKJIIOUCHUI 110 PE3YJIbTaTaM 3TOM SKCIEPTU3bI U UX HANpPABICHHUE B
YIOJTHOMOYEHHBIN (efepanbHblii OpraH MCIOJIHUTEIBHOW BIACTH OCYIIECTBISIOTCS B CPOK, HE
MPEBBIIIAONINI  [ECTUACCATH pabdouyux JHEH €O JIHA TIOJyYEeHUS] SKCIEPTHBIM YUpEkKICHUEM
COOTBETCTBYIOILIETO 3a/JIaHUs YIMOJHOMOYEHHOIO (peiepalibHOr0 OpraHa HCIHOJHUTENbHOM BIIACTU U
CJIEIYIOLIUX JTOKYMEHTOB (CBEJICHUM ):

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

1) cBeneHus o jare MPENOCTABIECHUS U PErMCTPALMOHHOM HOMEpE JIMLIEH3MM Ha IPOU3BOICTBO
JIEKAPCTBEHHBIX CPEACTB WM CBEIEHUA O Jare IPEeAOCTaBICHHS U PErucTPallMOHHOM HOMeEpe
3aKJIIOYEHUST O COOTBETCTBUM IPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAaHUSAM IPABUI
Ha/IeKalleld MPOU3BOACTBEHHONM MPAKTUKH, BBIIAHHBIX (MPEIOCTABICHHBIX) YHOJHOMOYEHHBIM
(denepasbHBIM OPraHOM HCIOJHUTEIBHOM BIACTH, B CIIydae, €CJIM IPOU3BOJACTBO JIEKAPCTBEHHOTO

cpeacTsa ocyuiecTsisieTcs B Poccuiickoit @enepanuu;
(B pen. enepanbabix 3akoHOB 0T 04.06.2018 N 140-®3, o1 27.12.2019 N 478-D3)

2) xomHs JOKYMEHTAa, BBIIAHHOTO YIOJHOMOYEHHBIM OPraHoOM CTPaHbl I[POU3BOAUTEINS
JIEKAPCTBEHHOT'0 CPEJICTBA M MOATBEPKIAIOIIETO pa3pelieHue MPOU3BOACTBA JICKAPCTBEHHOTO CPEJICTBA,
U €ro MepeBOoJl Ha PYCCKU S3bIK, 3aBEPEHHBIE B YCTAHOBJICHHOM IMOPSJIKE, a TAKXKE KOMHS 3aKJIFOUEHUS O
COOTBETCTBUHM  IPOW3BOIUTEINS  JICKAPCTBCHHBIX  CPEIACTB  TPEOOBaHHWSAM  IMPaBWII  HAIJICKAIICH
MIPOU3BOJICTBEHHON MPAKTUKHU, BBIIAHHOTO YIOJTHOMOYEHHBIM (efepalibHbIM OPraHOM HCHOIHUTEIbHOM
BJIACTH, JIUOO KOMHS PELICHUs YIMOJIHOMOYEHHOTO (heepaibHOr0 OpraHa HWCIOJHHUTEIBHONW BIACTH O
MIPOBEJICHUN HWHCIEKTUPOBAHUS MPOU3ZBOJIUTENS JIEKAPCTBEHHOTO CPEJICTBA. YKa3aHHbIE JOKYMEHTBI
MPEACTABISIIOTCA B Ciy4yae, €CJIM IPOM3BOJICTBO JICKAPCTBEHHOTO CPEACTBA OCYIIECTBISETCS 3a
npenenamu Poccutickoit @eaepanuu;

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

3) IOKYMEHT, COIep KAl ClIeyIoNIne CBEACHUS O (hapMalleBTUYECKON cyOCTaHIINN:
a) HauMeHoBaHue (hapMalleBTHUECKOM CyOCTaHIINH, €€ CTPYKTYpa, 0011IMe CBOWCTBA;
0) HaMMEHOBAHHE U a/IPEC MPOU3BOAUTEIS;

B) TEXHOJIOTHA IMPOU3BOACTBA C OMUCAHUCM CTaI[I/Iﬁ MMPOU3BOACTBA U MCTOAOB KOHTPOJIA Ha BCCX
CTagudgx IMPOU3BOACTBA,

T') OIHMCaHue Pa3pabOTKH MPOoIiecca IIPOU3BOACTBA;

) OMHUCAHHWE KOHTPOJIS KPUTUYECKUX CTaIWil TMpolecca MPOU3BOACTBA W MPOMEKYTOUHOM
NPOAYKIUH;

€) JOKyMEHTaJIbHOE MOATBEPKACHUE (BaTMIAIM) IPOIIECCOB U (MJTH) UX OLIEHKA;
) CBOICTBA U CTPYKTYpa JEHCTBYIOIIUX BEIIECTB;
3) XapaKTepUCTHUKA IPUMECEH;

n) crieurdukanys Ha hapMaleBTHUECKYIO CyOCTaHIIUIO U €€ 000CHOBAHMUE;
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

K) aHaJUTHYECKHE METOJUKH, HCIOJb3yeMble TMpPHU OCYILIECTBICHHUH KOHTPOJIA KadyecTBa
(hapmaIeBTHUECKON CyOCTaHIINY;

J) JOKYMEHTAJIbHOE IMOATBEPXKACHUE (BalMJalMsl) aHATUTHUUECKUX METOAUK, UCIONIb3YeMbIX IMPH
OCYIIECTBICHUH KOHTPOJIS KauecTBa (hapMaleBTHUECKOM CyOCTaHIINY;

M) pe3yJIbTaThl aHaIKu3a cepuil hapMaleBTUUECKOI CyOCTaHIINN;

H) MEpCUCHb CTaHAAPTHBIX 06pa3u013 HJIM BCUICCTB, UCIIOJB3YCMbIX MPHU OCYHICCTBICHUN KOHTPOJIA
KadecCTBa,

0) OMHMCAHNE XaPAKTEPUCTUK U CBOMCTB YIAKOBOYHBIX MAaTEPHATIOB U YKYIIOPOYHBIX CPE/ICTB;
1) JaHHBIE O CTA0MIBHOCTH (papMaleBTUYECKON CyOCTaHITNH;
P) CpPOK FOJIHOCTH;

4) MTOKYMEHT, COJICPIKaIIHNiA CBEICHHUS O PETUCTPAIIMH IPOU3BOUTEIS JICKAPCTBEHHBIX CPEACTB IS
MEIUIMHCKOTO MPUMEHEHHs B Ka4eCTBE HAJIOTOILIATEIbINNKA B CTPAHE PETUCTPAIMU (U1 POCCHICKHUX
IOPUIMYECKUX JIMIl - HIeHTH(UKAIMOHHBIM HOMep Hanoromuiatensimmka (MHH), nns wmHOCTpaHHBIX
IOPUINYECKHX JIUI] - CTPaHa PErUCTPAllii, HANMEHOBAHHE PETUCTPUPYIOIIETO OpTraHa, PEerUCTPAIlIOHHBIN
HOMEp, KOJI HAJIOTOIUIATEIIbIIMKA B CTPAHE PETHUCTPAIUU (MHKOPIIOPAIIMH) HIIH €T0 aHAJIOT).

(1. 4 BBeneH PenepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)
(gacth 2 B pen. PenepanbHoro 3akona ot 22.12.2014 N 429-®3 (pex. 13.07.2015))

3. Jlng mpoBeACHHMS OSKCHEPTH3bl KadyecTBa YKa3aHHOM B dYacTu | Hacrosmied CcTaTbu
(dapmalleBTUUECKO CyOCTaHIIMHM 3asBUTENb MPEJCTABIAECT B YIMOIHOMOYEHHBIH (enepanbHblii opraH
WCTIOJIHUTEILHOM BIACTHU:

1) 3asBieHHE O BKJIIOUEHHWH B TOCYIAAPCTBEHHBIM pEecTp JIEKapCTBEHHBIX CPEICTB JaHHOU
(dhapmareBTUUECKON CyOCTaHITNH;

2) Konus JOKyMEHTa, MOJTBEPXAAIOLIEr0 YIUIATy roCyJapCTBEHHOM MOIUIMHBI 3a BKJIIOUEHHE B
rOCy/IapCTBEHHBI pPEECTp JIEKaPCTBEHHBIX CPEACTB (hapMalleBTHUECKON CYOCTaHIIMM, IPOU3BEACHHOMN
Ui peain3auuu, JM00 TO COOCTBEHHOW MHMIMATHBE YyKa3aHHbIM JOKyMeHT. B ciaywae ero
HEMNpPEJICTABICHUS 3asiBUTENIEM YIIOJIHOMOYEHHBIH (efepanbHbli OpraH HUCHOJHUTEIbHOM BIACTH
npoBepseT (akT yIiaThl TOCY1apCTBEHHOW MONUIMHBI 3asBUTENEM C UCHOJIb30BaHHEM HMHPOpMAIMU 00
yIuiaTe ToCyJIapCTBEHHOM MOLUIMHBI, coepxalieiics B ['ocynapcTBeHHON MH(GOPMAIMOHHON CHCTEME O
rOCy/lapCTBEHHBIX M MYHHUIMNAJIBHBIX IJIATEKaX, HA OCHOBAHUM IPEICTABICHHON 3asBUTEJIEM KOIHH
JNOKYMEHTA, MMOATBEPKAAIONIETO YIUIATy TOCYIapCTBEHHON MTOIUINHBL;

(m. 2 B pen. @enepanbpHoro 3akona ot 22.12.2014 N 429-D3)

3) IOKyMEHTBI, YKa3aHHBIC B UaCTH 2 HACTOAIICH CTAThU;
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

4) 3asBIeHHE O BbIJAauye paspelieHus Ha BBo3 B Poccuiickyro demepannio KOHKPETHOH MapTUH
HE3apEeruCTPUPOBAHHOIO JIEKAPCTBEHHOIO CPEACTBA, NPEJHA3HAYEHHOIO I INPOBEACHUS YKa3aHHOU
JKCIEPTU3BI.
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

(1. 4 BBennen denepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

3.1. B cnywyae HempeaCTaBIE€HMsI C 3asiBJIECHUEM O BKJIOYEHMM B TOCYJAapCTBEHHBIN peecTp
JIEKapCTBEHHBIX CpPEACTB (apMaleBTUUECKOW CYOCTAaHIMM JOKYMEHTOB, HOJATBEPXKIAIOUIMX YIUIATY
roCy/1lapCTBEHHOM IMOIIJIMHBI U YKa3aHHBIX B ITYHKTE 2 4acTH 3 HACTOSIIEH CTaThbU, a TAK)KE BbIIaBAEMBbIX
(mpenocTaBiIsieMbIX) — YIOJIHOMOYEHHBIMH  (pellepajbHBIMM  OpraHaMH  HCIOJHUTEJIBHOW  BJIACTH
JIOKYMEHTOB (CBEACHMI), YKa3aHHbIX B IyHKTaX | M 2 yacTW 2 HACTOSILIEH CTaTbU, YIOJIHOMOYEHHBIN
(benepanbHbIl OpraH MCIOJHUTEIBHOW BJIACTH 3alpalllMBaeT YKa3aHHbIE JOKYMEHThI (CBEIEHHUsS) B
MOPSAKE MEKBEIOMCTBEHHOTO HH(POPMALIMOHHOTO B3aMMO/ICHCTBHSL.

(dactp 3.1 BBeaeHa denepanbHbIM 3akoHOM OT 27.12.2019 N 478-D3)

4. B Teuenue necsatu pabounx JHEH CO THS MPUHATHS 3asiBICHUS O BKIIOUYCHUH YKA3aHHOW B YaCTH
1 nacrosameil cratbu (papmaneBTUYECKOH CyOCTaHLMU B TOCYAAPCTBEHHBIM pPEecTp JIEKapCTBEHHBIX
CPEICTB M JIOKYMEHTOB, TMEPEYMCICHHBIX B YacTH | M MyHKTe 2 4YacTu 3 HACTOAIIECH CTaTbH,
YIIOJIHOMOYEHHBIN (eiepaabHblil OpraH UCIOJHUTENBHOM BIACTHU:
(B pen. denepanbHOro 3akoHa ot 22.12.2014 N 429-D3)

1) IpOBOJUT MPOBEPKY MOJHOTHI M JOCTOBEPHOCTH JAHHBIX, COJACPKAIIUXCS B MPEICTABICHHBIX
3asiBUTEIIEM JIOKYMCHTAX;
(B pen. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

2) NpUHUMAET pELICHUE O HANpaBICHUM B SKCIEPTHOE YUPEXKJICHUE 3a/laHus Ha IPOBEICHUE
HKCHEPTHU3bl KaUeCTBa yKa3aHHOHM B yacTH | Hacrosell ctaTbu GapMaleBTHYecKoi cyOCcTaHIMU Ui 00
OTKa3e B TAKOM HallpaBJICHUU;

3) yBeOOMIISIET B JEKTPOHHON WM MUCHbMEHHOHN (hopMe 3asBUTENSI O MPUHATOM PEIICHUH WIH B
cilydae OTKa3a ¢ yKa3aHHeM MPUYMH TaKoro OTKa3a.
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

4.1. B ciuyvae BBISBICHUS HEIOCTOBEPHOCTH CBEIICHUM, COACPXKANIUXCS B MPEACTaBICHHBIX
3asiBUTENIEM MaTepuanax, yIOJTHOMOUYEHHBIH (eiepalibHbIil OpraH HWCIOIHUTEIBHON BIACTH HATIPABISET
3asBUTENIO0 3alpoc 00 YTOYHEHWH YKA3aHHBIX CBeACHHWM. JlaHHBIM 3ampoc MoOXKeT OBITh TmepenaH
YIOJHOMOYEHHOMY MPEICTABUTENIO 3asBUTENS JIMYHO MOJ PACHUCKY, HAlpaBJi€H MO MOYTE 3aKa3HbIM
MUCbMOM WJIM TIEPEJIaH B DJIEKTPOHHOU (popMe MO TEeTeKOMMYHUKAIIMOHHBIM KaHajaMm CBsi3u. B ciydae
HaIlpaBJIEHUs JJAHHOTO 3aIlpoca MO MOYTE 3aKa3HbIM MHUCbMOM OH CUMTAETCS MOJTYYEHHBIM 10 UCTEYEHUHU
IIECTH JTHEH C JIaThl HAMpPaBJICHUS 3aKa3HOTO MUChMA.

(uactb 4.1 BBenena denepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

4.2. 3agButens 00s3aH MPEICTaBUTH OTBET Ha 3alpocC YMOJIHOMOUYEHHOTo (eaepanbHOro opraHa
WCTIOJHUTENIBHOW BJIACTH B CPOK, HE MPEBBIMIAIONINKI JeBSHOCTA pabouux JHEH co JHS MOITy4eHUs
naHHOro 3ampoca. Cpok, YKa3aHHbIM B 4acTH 4 HACTOSAIIEH CTaTbW, NPUOCTAHABIMBAETCS CO JIHA
HaNpaBJICHUs 3aBUTEIIO 3aIIpOca YIIOJIHOMOYEHHOTO (pe/iepanibHOro OpraHa UCIOJIHUTENbHON BIACTH 10
JHS TOJYYEHUs UM OTBETa HA JAHHBINA 3alIPOC M HE YYHUTHIBAECTCS IPU MCUYUCICHHHM CPOKa HKCIIEPTU3bI
KayecTBa (hapMaleBTHUECKOM CyOCTaHIIMM, HEHMCIIONb3yeMOl TNpU MPOM3BOJCTBE JIEKAPCTBEHHBIX
IIPETapaToB.

(uacTs 4.2 BBeeHa PenepanbHbIM 3ak0HOM 0T 25.11.2013 N 317-03)

5. OcHOBaHHEM JJIs1 OTKa3a B HAIPaBJICHHUH B JKCIICPTHOC YUPCKIACHHUE 3adaHUA Ha IPOBCIACHUC
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

HKCHEpPTU3bl KauecTBa YyKa3aHHOM B uacTu 1 HacTosmed craTbu (apMaleBTUYECKOH cyOcTaHIMU
SBJIAETCS HENPEJCTABICHUE JOKYMEHTOB, YKa3aHHbIX B 4YacTM 2 HAcTOSIIEW CTaTbU, OTCYTCTBUE
uHbopMalMy, MOATBEpXKAAOLWEH (akT ymiarel TOCYJapCTBEHHON MOIUIMHBI 3@  BKJIIOYEHHE
(bapMarieBTHUECKOW CyOCTaHIIMHM, TPOU3BEICHHON JUIS peanu3alii, B TOCYJapCTBEHHBIN peecTp
JIEKapCTBEHHBIX CPEJCTB, HENPEACTABICHUE 3asIBUTEIIEM B YCTAHOBJICHHBIN CPOK OTBETA HA YKA3aHHBIN B
yacty 4.1 HacTOSIIEH CTaThU 3aMPOC YIOJTHOMOUYEHHOTO (peepanibHOr0 OpraHa UCIOJHUTEIbHON BIaCTH
WX IPEACTaBICHNE IOKyMEHTOB, HE COJIEpKAILUX HCUEPIBIBAIOIIETO IIepeuHsl HEOOXOIUMBIX CBEACHUH.
(uactsb 5 B pen. enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B Tedenue mnsATHamUaTH pabOYMX JHEH CO JHS TOJYYEHHs] PEHICHHUS YIMOJIHOMOUYEHHOTO
(denepanbHOro OpraHa UCIOJHUTEIBHON BIACTH O HANPABIICHUU B DKCIEPTHOE YUPESKICHUE 3aTaHMs Ha
MPOBEJICHUE DKCIEPTH3bl KAuecTBa YKa3aHHOW B YacTW | HacTosmied craThd (apMarieBTUYECKON
CyOCTaHIIMH 3asBUTENb MPEACTABIISCT B AKCIEPTHOE YUPEIKIACHHUE ISl IIPOBEACHUS JTAHHOW SKCIICPTH3BI
00pa3ibl (hapMaleBTHYECKOW CYOCTaHIIMKM B KOJMYECTBE, HEOOXOMMOM JUIsSI BOCIIPOU3BEICHUS METOJIOB
KOHTPOJISI KadecTBa. ODKCIEPTHOE YUPEXKJCHWE NPH TOJNy4deHUH OO0pas3loB yKa3aHHOW B dYacTu |
HACTOSIIEH cTaTh (hapMalleBTHUECKOW CYOCTaHIIMU BBLIACT 3asBUTEII0 JOKYMEHT, IOATBEPKIArOIINI
MOJIyY€HUE 3THX OOpa3IoB, U B CPOK, HE TMPEBBIMAIONMN TpeX pabodymx [JHEH, YBEIOMIISICT B
AJIEKTPOHHOW WMJIM MUCBMEHHOW ¢dopMe 00 93TOM  YyIOJHOMOYCHHBIH (enepaibHbIii  opraH
HCIIOJTHUTEIIEHOH BJIACTH. DTH CPOKHU HE BKIIFOYAIOTCS B CPOK IMPOBEJICHUS JAHHOW YKCIICPTH3HI.

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

7. JIOKYMEHTBI, IOCTYIIHUBIIKXE B 3KCIEPTHOE YUPEIKJICHUE I MPOBEICHUS SKCIEPTU3bl KaueCcTBa
yKa3aHHOH B wactu 1 Hacrosmed crtarbu ¢apMaleBTUYECKONH CyOCTaHIMM, MOAJIEKAT BO3BpaTy B
YIOJHOMOYEHHBIN (peiepalibHbIil OpraH MCIOJIHUTEIbHOW BIACTH OJHOBPEMEHHO C 3aKIHOYEHUSMHU IO
pe3yJibTaTaM MPOBEACHHON 3KCIIEPTU3HI.

8. B cpok, He MpeBBINAIOMNN TATH PadOUMX THEH CO JIHA TOJYYEHHUsS 3aKIIOUCHUS] KOMUCCHUU
JKCIEPTOB MO pe3ynbTaTaM »dKCHEPTU3bl KadyecTBa YKa3aHHOM B dacTh | Hacrosuied CcraTtbu
(hapmareBTUUeCKON CyOCTaHIMH, YITIOJTHOMOYEHHBIN (eiepaabHblil OpraH UCTIOJTHUTEIHFHOM BJIACTH:

1) ocymiecTBIsieT OLIEHKY TaKOTO 3aKIIOYEHHS JJs OMpEAeNICHHS €ro COOTBETCTBUS 3a/IaHUI0 Ha
MPOBEJICHUE JAaHHON SKCIIEPTHU3BI;

2) mpUHUMAET pellieHre O BKIIOUEHUN YKa3aHHOM B yacTu | HacTosmiel cTaThu hapMaleBTUIECKOi
CyOCTaHIIMM B TOCYAAPCTBEHHBIM PEECTp JICKAPCTBEHHBIX CPEACTB WM pelieHne 00 OTKa3e B TaKOM
BKJIFOUCHUH;

3) BHOCHUT MNpH TPUHITHH PEIICHUS O BKIIOUYEHUM YKA3aHHOW B YacTH | HacToAleHd CTaThbu
dapmalnleBTUUECKO  CyOCTaHIIMM B TOCYAApCTBEHHBIM  peecTp  JIEKapCTBEHHBIX  CPEICTB
MPEAYCMOTPEHHYIO YacThio 2 cTtaThu 33 HacTosmero denepanbHOro 3aKkoHa HHPOPMAIIHIO U YBEIOMIISIET
00 3TOM B DJIEKTPOHHOU HIIM TUCHbMEHHON (hopMe 3asBUTEIIS.

(B pen. deaepanbhbIx 3aK0HOB OT 22.12.2014 N 429-03, o1 27.12.2019 N 462-D3)

9. OcHoBaHueM /uisi OTKa3a BO BKJIIOYEHUM YKa3aHHOM B dYacTM | HacTosled cTaTbu
(dbapmareBTHUeCKO CyOCTaHIIMM B TOCYAAPCTBEHHBIM PEECTp JEKAPCTBEHHBIX CPENICTB SBISETCS
3aKJIFOYEHHE COOTBETCTBYIOIIETO YIMOJIHOMOYEHHOTO (efepaibHOr0 OpraHa MUCHOTHUTEIHLHOW BIACTH O
TOM, 4TO KauecTBO (hapMaleBTHUECKOM CYOCTaHIIUN HE TIOITBEPKIACHO MOTYyYEHHBIMHU JaHHBIMH.

(uactp 9 BBenena PenepanbHbiM 3ak0oHOM OT 22.10.2014 N 313-@3; B pea. PeaepanbHOro 3aKOHA OT
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

04.06.2018 N 140-®3)

10. He nomyckaeTcsi BKJIIOUEHHE B TOCYJIApCTBEHHBIH pEeCTp JEKAPCTBEHHBIX CPEJCTB OJIHOM
(bapmaleBTUUECKO CyOCTaHIIMM, MPOU3BEACHHOM M peaau3aldd U BBIIYCKAeMOW OJHUM M TEeM XKe
IIPOU3BOJIUTENIEM, B BUJE JBYX U O0Jiee PEECTPOBBIX 3aIIUCEM.

(dactpb 10 BBenena denepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-03)

11. BHecenue u3MeHeHUH B JOKYMEHTHI Ha (hapMaleBTHUECKYIO0 CYOCTaHIIUIO, TIPOU3BEICHHYIO IS
peaiv3allii U BKIIIOYEHHYIO B TOCYAApCTBEHHBIM peecTp JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBISICTCS B
nopsiike, ycraHoBieHHOM crtaThsiMu 30 u 31 Hactosmero @enepanbHOrO 3aKOHA, C YIJIATOM
roCyJ1apCTBEHHOM MOILUIMHBI, TPEAYCMOTPEHHOM 3aKOHOAATEILCTBOM Poccuiickoit denepanuu 0 Hajorax
u cOopax.

(uacth 11 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

12. Jlonyckaercs oOparnieHne GpapManeBTHISCKUX CyOCTaHIINiH, IPOU3BEICHHBIX IS Pealli3allii, B
TEYCHHE CTa BOCBMHUJECSATH JHEH J0 M IOCJe MPUHITHUS YIOJIHOMOYEHHBIM (elepalbHbIM OpPraHoOM
WCIIOJIHUTEIIGHON BJIACTH PEIICHUS O BHECCHWM W3MCHEHHMU B JOKYMEHTHI Ha (DapMarieBTHYECKYIO
CyOCTaHIIMIO, TPOW3BEACHHYIO [UIS pealu3allid M BKIIOYEHHYIO B TOCYIAapCTBEHHBIH peecTp
JIEKApCTBEHHBIX CPEJICTB.

(uacth 12 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

13. Pemenue 00 HWCKIIOYEHHMM U3 TOCYJApCTBEHHOI'O pEECTpa JIEKApCTBEHHBIX CPEJCTB
(bapmaneBTHYECKO CyOCTaHIIMM, TPOW3BEACHHON Ul peann3aliy, NPUHUMACTCS YIIOJIHOMOYEHHBIM
(benepambHBIM OPraHOM HCTIOTHUTENILHOW BIACTH B CIyYae:

1) MpEaACTaBJICHUA COOTBECTCTBYOIIUM YITOJIHOMOYCHHBIM (bez[epaanHM OpraHoM HCIIOJIHUTEIBLHOM
BJIACTU 3aKIIOYCHUA O PHUCKE HIIN 00 Yrpo3€ XM3HU WKW 3J0POBBIO YCIIOBCKA OO0 KUBOTHOT'O npu
HCIIOJIb30BAHHUU JICKAPCTBCHHOI'O CPCACTBA,

2) nopauu pa3pabOTUYMKOM JIEKAPCTBEHHOI'O CPEACTBA WJIM IPOU3BOJIUTENIEM JIEKAPCTBEHHOIO
cpeacTBa MO0 YIMOJIHOMOYEHHBIM UMH JIPYTUM OPHIMYECKUM JIMLOM 3asBIEHHUS 00 HCKIIOYEHUH W3
roCy/IapCTBEHHOI'O peecTpa JEKapCTBEHHBIX CPEICTB (apMalleBTUYECKOM CyOCTaHIMH, MPOU3BEIECHHOM
IUI pealln3allin;

3) orcyrcTBUS (DapMaleBTHYECKON CYyOCTaHIINU, MPOU3BEACHHON I peaiu3aliui, B 00pallieHuu B
Poccuiickoif @enepanuu B TeueHue Tpex u 0osee Jer.
(dactpb 13 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

CraTtba 35. YTpatuna cuny ¢ 1 nronsa 2015 ropa. - PepgepanbHbIvi 3aKOoH oT 22.12.2014
N 429-®3.

Cratba 36. OOxanoBaHue peweHuUs o060 oOTKase B Bbigadye paspeweHus Ha
npoBedeHNe KIIMHUYECKOro MuccrieAoBaHUSI JNIeKapCTBEHHOro npenapara, peweHust o6
OoTKasze B rOCyAapCTBEHHOW perucTpauum JeKapCTBEHHOro npenapara, 3aKn4eHust
KOMMUCCUM IKCMEPTOB IKCNEPTHOIO yUYpeXxaeHUs UNu 3aKnYeHUsA coBeTa Mo 3TUKe

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

Pemienne COOTBCTCTBYIOIICTO YIIOJITHOMOYCHHOTO (I)e;[epam,Horo opraHa HCIIOJIHUTEIbHOM BIACTH
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

00 oOTKa3e B Bblaye pa3pellieHUs] Ha MPOBEAECHUE KIMHUYECKOI'O HCCIIEAOBAaHUS JIEKApCTBEHHOTO
npernapara, pelleHHe YKa3aHHOro (eaepaabHOro OpraHa HCIOJHHUTENBHONW BJIAacTM 00 OTKase B
rOCYJapCTBEHHOM perucTpanuu JEKapCTBEHHOI'O Ipernapara, 3akjI4eHHE KOMHUCCUHU 3KCIEPTOB
HKCHEPTHOTO YUPESKIACHUSA MM 3aKIIOYCHHE COBETA 10 ITHUKE MOXKET OBITh 00XKaJlIOBaHO B TOPSIKE,
YCTAHOBJIEHHOM 3aKOHOJaTenbcTBOM Poccuiickoit ®Penepanuu. 3akiIroueHUE KOMUCCHHM 3KCIEPTOB
OKCICPTHOI'0 YYpPCKIACHHUA O B3aUMO3aMCHACMOCTU JICKAPCTBCHHBIX MNPCHapaTroB IJd MCIUIHUHCKOI'O
IPUMEHEHHs J100 O TOM, YTO JIEKAPCTBEHHBIM Mpenapar A8 MEeIUIUHCKOIO INPUMEHEHUs HE SIBIISETCS
B3aMMO3aMEHSAEMBIM, MOXXET OBITh OO0KaJOBAaHO JEpKaTelleM WIM BIIAJCIBIEM PETUCTPALIMOHHOTO
YIIOCTOBEPEHUS JIEKapCTBEHHOI'O MpernapaTa B yIOJIHOMOUYEHHBIN (ellepaibHblil OpraH UCIOIHUTEIbHON
BJIACTH, KOTOPBIM NMPHUBJIEKAET K PACCMOTPEHUIO YKA3aHHOW KaJloObl MTOABEJOMCTBEHHBIC €My Hay4HbIC
OpraHu3ali M  0o0pa3oBaTelbHbIC OpPraHU3alMM  BBICIIETO  00pa30BaHUA, OCYILECTBISAIOLINE
JeATeNbHOCTh B c(hepe oOpallleHHs JIEKaPCTBEHHBIX CPEACTB. 3aKIIOYEHUE KOMUCCUHU JKCIIEPTOB
HKCHEPTHOIO y4YpexJIeHus, O(OPMIEHHOE II0 HTOraM IepecMoTpa O0KaJTOBAaHHOIO 3aKJIHOYEHUS
JKCIEpPTa, MOXKET OBITh OCHOPEHO JAEpKaTeleM WM BIAAEIbLEM PETHCTPALIMOHHOIO YAOCTOBEPEHUS
JICKapCTBEHHOI'0 Ipernapara JUOO0 YIOJIHOMOYEHHbIM MMM JIMLIOM B IOpPSJKE, YCTaHOBJICHHOM
3akoHoAarenscTBOM Poccuiickoit @enepauuu. Ilpu oOxajlloBaHMM pEIIEHUS YIOJIHOMOYEHHOTO
(benepanbHOro OpraHa HCIOJHUTENbHON BJIACTH, 3aKJIIOYEHMs SKCIepTa WIM KOMUCCHHM SKCIEpTOB
9KCIEPTHOIO YUYPEXKJEHUS, 3aKJIIOUEHHs COBETa 10 ATHUKE Jep KaTellb WIK BiaJellel] perucTpalMoOHHOIO
yJIOCTOBEpEHHsI JIEKApCTBEHHOI'O IpenapaTra jJu0O0 YIOJIHOMOYEHHOE MMH JIMIO BIIPAaBE NPEICTaBUTh
PE3YIbTATHI JKCICPTHU3bI JICKAPCTBCHHOI'O IIpf€riapara, MPOTOKOJIbI IMOJYYCHHBIX AKKPCAUTOBAHHBIMU
UCHBITATEIbHBIMU JA00paTOPUAMU (LIEHTPAMH) PE3Y/IbTATOB UCCIEA0BAHHM, UCTIBITAHUH.

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

Cratba 37. WUHdopmauusa, cBsA3aHHaA C oOcCywecTBNeHUWeM rocyaapcTBeHHOM
perucTpauum nekapcTBeHHbIX MpenapaTtoB, MWHdoOpMauus O 3aperucTpMpoBaHHbIX
neKapcTBeHHbIX npenapatax W JfleKapCTBEeHHbIX MpenapaTax, WCKIIOYEHHbIX U3
rocyaapcTBeHHOro peecTpa fieKapCTBEeHHbIX CpeaCcTB

1. CooTBeTCTBYIOIINI YITOJTHOMOUEHHBIN (eiepaabHbIi OpraH UCIOJHUTEIbHOM BIACTH pa3MelaeT
Ha cBoeM o¢uuuanbHOM caiite B cetd "HHTepHer" MHpOpMaIuio, CBSI3aHHYIO C OCYIIECTBICHHEM
rOCylapCTBEHHON PETUCTPALMM JIEKAPCTBEHHBIX IPENapaTroB, B TOM YHUCIE MPOBENAECHUEM DKCIIEPTHU3BI
JIEKapCTBEHHBIX CPEACTB (BKJIIOUYAsl PE3yJbTaThl €€ MPOBEACHMS ), HH()OPMALIUIO O 3apETUCTPUPOBAHHBIX
JIEKapCTBEHHBIX IIpenaparax M JIEKapCTBEHHBIX IIpernapaTax, HCKIIOYEHHBIX H3 TOCYAAPCTBEHHOTO
peecTpa JEKapCTBEHHBIX CPEICTB, HE IMO3JHEE 4YeM uepe3 MATh padouyux AHEW CO JHS MOIY4EeHHUS
YIIOJIHOMOYEHHBIM (pe/iepabHbIM OPraHOM HCIIOJIHUTENIbHON BJIACTH COOTBETCTBYIOIIEH HH(OPMAIIHH.
(B pen. enepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3, ot 02.08.2019 N 297-D3)

2. Cpoku W TOpSAOOK pa3MElIeHHs YKa3aHHOW B 4acTh | HacTosImed cTaTbu HHQPOpPMAIUH
YCTaHABIIMBAIOTCS YIIOJTHOMOUYEHHBIM (eepalbHBIM OpraHOM HCIOJHUTENRHON Biactu. MHpopMmarus,
yKa3aHHas B 4acTH | HACTOSIIEH CTaThH, SBJISETCS OTKPBITOM M OOIIEAOCTYNHON M MPEAOCTaBISETCS
3aMHTEPECOBAHHBIM JIMIIaM B COOTBETCTBHHM C 3aKOHOAATENBCTBOM Poccuiickoit @enepanuu.

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

Mnasa 7. KMMHWYECKUE UCCNEOOBAHUA NNIEKAPCTBEHHbIX
NMPEMNAPATOB AndA MEAULUMHCKOIo NPUMEHEHUA, OTOBOP
Ob UX NPOBEAEHUU, NPABA NALMEHTOB, YYACTBYIOLLUUX
B 3TUX UCCITIEAOBAHUAX
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Cratba 38. KnuHunyeckue wuccnegoBaHus JIeKapCTBeHHbIX npenapatoB AOns
MeaAULUMNHCKOro npumMmeHeHuA

1. KnuHndeckue uccieoBaHUs JIEKAPCTBEHHBIX MPENapaToB A MEIULIMHCKOTO NMPUMEHEHUs, B
TOM YHUCJIC MCKAYHAPOAHBIC MHOT'OLICHTPOBLIC, MHOTOLICHTPOBLIC, TOCTPCTUCTPALIMOHHLIC, IIPOBOIAATCA B
OJHOW MJIM HECKOJIbKMX MEIUIMHCKUX OpPraHM3alUsAX B COOTBETCTBMM C IIPaBUIAMU HaJleKallen
KIMHUYECKOW NPAKTUKHU, YTBEPKIECHHBIMU YIOJTHOMOUYEHHBIM (peliepaibHbIM OPraHOM HMCIOJHUTEIHHON
BJIACTH, COOTBETCTBEHHO B CIEAYIOUINX LIEJAX:
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) ycranoBieHue 0€30MacHOCTH JIEKAPCTBEHHBIX MPENapaToB i 3J0POBBIX J10OPOBOJIBIEB U (MIIH)
MIEPEHOCUMOCTH UX 370POBBIMH JIOOPOBOJIBIIAMH, 33 UCKITIOYCHHEM TaKUX MCCIICOBAHUN JICKAPCTBEHHBIX
MpernapaToB, MPOU3BEACHHBIX 3a penenamu Poccuiickoit denepanuy;

2) moa0op ONMTUMAIIBHBIX JO3HPOBOK JIEKAPCTBEHHOTO Mperapara U Kypca JISYSHUs [T TalueHTOB
C OIpeJeJIeHHbIM 3a00JIeBaHUEM, ONTUMAJIBHBIX /103 U CXEM BaKIMHALUMU HMMYHOOMOJIOIMYECKUMHU
JIEKapCTBEHHBIMH ITPETapaTaMy 3I0POBBIX JOOPOBOJIBIICB;

3) ycraHoBneHHEe 0€30IaCHOCTH JICKAPCTBEHHOTO Mpernapara U ero 3G(eKTHBHOCTH s TalUEHTOB
C OmNpeAcieHHBIM 3a0ojieBaHHEM, NPOPHIAKTHIECCKOH A(P(PEKTUBHOCTH HMMMYHOOHMOIOTHYECKUX
JIEKapCTBEHHBIX IPETapaToB Il 30POBBIX JOOPOBOJIBIIEB;

4) u3yyeHue BO3MOKHOCTH PACUIMPEHUs MOKa3aHUN JIJIs1 MEAULIMHCKOIO IPUMEHEHMSI U BBISIBICHUS
paHee HEU3BECTHBIX MOOOYHBIX JEHCTBHUIA 3apeTrUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MTPETIApPATOB.

2. B oTHOIIEHUHN BOCITPOMU3BCACHHBIX JICKAPCTBCHHLIX MPCIIapaToB AJIA MEAUIIUMHCKOTO IIPUMCHCHUSA
MMPpOBOAATCA HCCICAOBAHUA OHMOPKBUBAJICHTHOCTH U (I/IJ'II/I) TepaHeBTquCKOﬁ OKBHBAJICHTHOCTH B
MopAAKE, YCTAHOBJIICHHOM YITOJTHOMOYCHHBIM (benepam,HLIM OopraHom HCIIOJIHUTEILHOM BIACTH.

3. OpFaHI/BaHI/IIO MPOBCACHHUA KIIMHUYCCKUX I/ICCJ'IeI[OBaHI/Iﬁ JICKAPCTBCHHOTO TIIpf€riapara JJIs
MCIUIHUHCKOI'O IPpUMCHCHUS BIIPABC OCYIICCTBIIATE!:

1) pa3paOoTuHK JIEKapCTBEHHOTO MpernapaTa Uil yIOJIHOMOYEHHOE UM JIULIO;

2) obpa3oBaTenbHbIE OpPraHU3allMM BBICIIETO OOpa30BaHUs, OPTaHM3AIUU JOTMOJHUTEIHLHOTO
npodeccnoHanTpHOT0 00pa30BaHus;
(m. 2 B pen. @enepanbuoro 3akoHa ot 02.07.2013 N 185-D3)

3) HAaYyYHO-UCCJICAOBATCIILCKUC OpraHU3alluu.

4. KiuHUuYecKrue HCCIeloOBaHUs JIEKapCTBEHHOrO Iperapara JUlsi MEAMIIMHCKOIO MPUMEHEHHS
IIPOBOJSATCS. HA OCHOBAaHUM PA3PELICHUS HAa MPOBEACHHUE KIMHUYECKOTO MCCIEAOBAHUS JIEKAPCTBEHHOTO
mpenapaTta, BBIJAHHOTO YIOJHOMOYEHHBIM (efepaibHbIM OpPraHOM MCIIOJHUTEIBHOW  BIIACTH.
YTOIHOMOYEHHBINH (eepaabHbIil OpraH HCIOJHUTEIBHON BIACTH BEJET PEECTp BBIIAHHBIX pa3perIieHuit
Ha MPOBEJICHNE KIMHUYECKHUX MCCIIeI0BaHUN JIEKApCTBEHHOIO Mperapara, CoJAepKalluii yKka3aHue Ha UX
L[€J1b WJIU 1I€JIM, B YCTAHOBJIEHHOM 3TUM OPIaHOM MOPSJIKE.

(B pen. DenepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)
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5. ¥Yrparun cuiy ¢ 1 utonsg 2015 roaa. - @enepanbubiii 3akoH ot 22.12.2014 N 429-D3.

6. K opranmsanmu mpoBeAeHUs KIMHUYECKUX HCCIEIOBAaHMN JIEKAPCTBEHHOTO Ipernapara ais
MEIUIIMHCKOTO TPUMEHEHUS pPa3pabOTYMKOM JIEKApPCTBEHHOTO Ipermapara MOTYT —IPHUBJIEKATHCS
IOpUIMYECKHE JIMIa J000H OpraHM3alMOHHO-TIPABOBOM  (OpPMBI HpH  yCIOBUM  OOECTeYeHHUs
COOTBETCTBUSI 9THX HCCIIEIOBAHUI TpeOoBaHMAM HacTosero deaepaabHOTo 3aKOHA.

7. KiMHM4YeCKHe MCCIIEOBaHUs JICKAPCTBEHHBIX IPENapaToB Uil MEAULUHCKOIO IPUMEHEHUs
IPOBOJATCS B MEIUIMHCKUX OpraHu3aluAX, aKKpPEeIUTOBAHHBIX YIIOJIHOMOYEHHBIM (enepaabHbIM
OpraHOM HCIIOJHUTEIBHOW BJIACTU B IIOpAAKE, yCTaHOBJIEHHOM IlpaBurensctBoM Pocculickon
denepanuu.

8. IlepeueHb MEOUIIMHCKUX OpraHU3aluid, HMEIOUMX [pPaBO MPOBOJAUTH KIMHUYECKUE
HCCIIEIOBAaHMsI JIEKApCTBEHHBIX IpenapaToB A MEIUIMHCKOIO NPUMEHEHUs, U PEeecTp BbIAAHHBIX
paspelieHuii  Ha  IPOBEJACHHE  KIMHUYECKMX  MCCIEJAOBAHMWW  JIEKAPCTBEHHBIX  IpPENapaToB
OINyOJIMKOBBIBAIOTCA M PA3MEINAIOTCS YHOJHOMOYEHHBIM (peiepanbHbIM OpPraHOM HCHOJIHHUTEIbHOM
BJIACTH B YCTaHOBJICHHOM UM IOPsJIKE Ha CBOeM ounmanbHOM caiite B cetn "UHTepHeT".

Cratbsa 39. PeweHue o npoBeAeHUN KNMHUYECKOro UccriefoBaHUs NekapCTBEHHOro
npenapara Ansa MeAULUMUHCKOro npMMmeHeHus
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. KimHnueckoe wuccieoBaHHE JIEKapCTBEHHOIO Ipernapara AJjii MEIULUHCKOTO HPUMEHEHHUs
IIPOBOJUTCS HAa OCHOBAHMM PA3PCLICHUS HA IPOBEICHUE KIMHUYECKOIO UCCIICIOBAHMS JIEKAPCTBEHHOIO
mpernapara, BBIAHHOTO YIIOJHOMOYEHHBIM (heJepallbHbIM OpPraHOM HCIIOJIHUTEIBHONH BJIACTH TI0
pe3yabTaTaM 3KCHEepPTH3bl JOKYMEHTOB, HEOOXOOUMBIX JUISl TOJyYEHHs pa3pelleHus Ha NpOBEICHHE
KJIMHAYECKOT0 MCCIIEOBAaHUS JIEKAPCTBEHHOIO IIpenapara U 3THYECKON IKCIIEPTU3BL.

2. I[J'I}I MOJIYYCHUA Pa3pCUHICHUA Ha IMPOBCACHUC KIIMHUYCCKOI'O0 HCCICIOBAHUA JICKAPCTBECHHOTO
npemnapara ajd MCAUIUHCKOI0 MPpUMCHCHHA 3aABUTCIIb MMPCACTABIISACT B ynOHHOMO‘IGHHBIﬁ (1)6I[CpaJ'II)HI)II\/'I
opran HWCIOJIHUTEIbHOM BIACTH:

1) 3asiBeHue 0 BhIJaU€ pa3pellieHusl Ha MPOBEIeHNE KIMHUUECKOTO UCCIIEJOBAHUS JIEKAPCTBEHHOTO
npemnapara Juisi MEAMIIMHCKOTO TPUMEHEHMS;

2) KONnUM JTOKYMEHTOB, MOATBEPXKAAIOIIMX YIUIATy TOCYAApCTBEHHOM MOIUIMHBI 3a MPOBEIECHUE
OTUYECKOM DKCIEPTHU3Bl, DKCIEPTU3bl JOKYMEHTOB Ha JIEKapCTBEHHBIM Ipenapar g IOJy4eHUs
paspellleHuss Ha INPOBEACHHE KIMHUYECKOTO HCCICNOBAaHUSA JIEKAPCTBEHHOIO IIpenapara Juisd
MEIULMHCKOIO IPUMEHEHHUs, 3a BbIJAaYy pAa3pelICHHs Ha IMPOBEICHHUE KIMHUYECKOIO HCCIIEIOBAHUS
JIEKAPCTBEHHOT'0 IIpenapara sl MEIWIMHCKOTO IPUMEHEHHs, 32 MPOBEAEHUE dKCIEPTU3bl JOKYMEHTOB
Ha JICKApCTBEHHBIM IIpenapar I I[IOJy4YEHHs pa3pelieHHs Ha IPOBEICHHUE MEXKIYHAPOIHOIO
MHOT'OLICHTPOBOTO KJIMHUYECKOTO HCCIEAOBaHUS JIEKAPCTBEHHOTO Ipenapara Uil MEJULUHCKOTO
IIPUMEHEHHUs], 3a BblJA4y pa3pelIeHHs Ha [POBEACHUE MEXKIYHAPOJHOIO MHOTIOLICHTPOBOIO
KJIMHAYECKOTO HCCIIEOBAaHUs JIEKAPCTBEHHOIO IIpernaparta il MEIWIHMHCKOTO NPUMEHEHUs, 3a
MIPOBEACHUE DJTUYECKOM DKCIEPTHU3bl, JKCIEPTHU3bl JOKYMEHTOB Ha JIEKaPCTBEHHBIM IIpemapar uist
MOJIyYEHUsI PA3PElICHHs] Ha IMPOBEIACHUE MOCTPErMCTPALMOHHOIO KIWHHYECKOrO HCCIEAOBaHUS
JIEKAPCTBEHHOI'O IIpernapara il MEJUIUHCKOrO0 IPUMEHEHHMs, 3a BblIayy pa3pelicHUs Ha IIPOBEICHUE
ITOCTPETUCTPALMOHHOTO KJIMHUYECKOTO HCCIENOBaHUs JIEKAPCTBEHHOIO Iperapara Juisi MEAULUHCKOrO
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NPUMEHCHHS;
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-03)

3) IIPOTOKOJI KIMHHUYECKOI'O HCCICAOBAHHUA JICKAPCTBCHHOI'O IIpfnapara ajid MEAUIHUHCKOIO
IMPUMCHCHUS,

4) OpoIIopy UCCIICI0BATEIIS;
5) uH(pOpMaIMOHHBIN JIMCTOK NAIUEHTA;

6) CBCACHUA 00 ombITe pa6OTBI HCCHGHOBaTeHeﬁ II0 COOTBETCTBYIOIIHMM CIICHHHUAIIBHOCTAM H HX
OIIBITC pa6OTBI 110 MPOBCACHUTIO KIIMHUYCCKUX HCCHCI[OBaHHfI;

7) cBeAeHHS O MEIUWUMHCKUX OpraHu3alMsX, B KOTOPBIX IMPEAINOoJaraeTcss IpOBeIeHUE
KJIIMHUYECKOTO MCCIIEOBaHUs JICKAPCTBEHHOTO Mperapara JJii MEIUIMHCKOTO MPUMEHEHHS (IOJIHOE U
COKpallleHHOE€ HAaUMEHOBAHUS, OpPraHU3alMOHHO-TIpaBOBas (opmMa, MECTO HaXOXKICHUS H MECTO
OCYIIIECTBIICHUS JCATCILHOCTH, TEICPOH, Teraedakc, aapec ICKTPOHHON MOYTHI KaXJI0H MEIUIIHHCKON
OpraHU3aI}H ),

8) cBemeHUsT O MPEANOJIATa€MbIX CpPOKax TMPOBEICHUS  KJIMHHUYECKOTO  HMCCIEIOBAHUSA
JIEKapCTBEHHOT'O Mpernapara Jisi METUIIUHCKOTO PUMEHEHHUS;

9) xomuio AOroBopa 00s3aTEIBHOrO CTPAXOBAHUS, 3aKIIOYCHHOTO B COOTBETCTBHUHU C THUIIOBBIMHU
NpaBUjIaMU O00S3aTEIBHOTO CTPAXOBAaHUs, C YKa3aHUEM TPEJACIbHON YHCICHHOCTH ITalUEHTOB,
YUAaCTBYIOIIMX B KIMHUYCCKOM HCCICAOBAHUU JICKAPCTBCHHOI'0 IHpfrapara ajdd MCAUIHUHCKOIO
MIPUMEHEHUS;

10) uadopmaruio o coctaBe JIEKapCTBEHHOTO MpernapaTa il MEIUIIMHCKOTO TPUMEHEHU S,

11) mOKyMEHT, COCTaBJICHHBIH MPOU3BOAUTENEM JIEKAPCTBEHHOIO Mpenapara sl MEAUIIMHCKOTO
NPUMEHEHUST U COJEpKaIllMi IMOKazaTeiau (XapaKTepUCTUKH), a TaKKe CBEACHMS O JIEKAPCTBEHHOM
rnpernapare  JUisi  MEIUIMHCKOTO INPUMEHEHHs, IPOU3BEAECHHOM JUIsI IPOBEICHHS KIMHUYECKUX
HCCIICIOBAHNIH];

12) cBeneHus O nare MPEAOCTaBICHHS W PETHCTPAMOHHOM HOMEpPE JIMIIEH3UMH Ha MPOU3BOACTBO
JICKapCTBCHHBIX CPEJICTB B ClIydae, €CJIM MPOM3BOJICTBO JICKAPCTBEHHOTO IpernapaTa OCYIICCTBISICTCS B
Poccuiickoit ®enepanuu, WM CBEASHUS O JaTe MPEJOCTaBICHUS M PETUCTPALMOHHOM HOMeEpe
3aKJIFOUYEHUST O COOTBETCTBHH IPOM3BOJUTENS JISKAPCTBCHHOIO TIpermapara TPeOOBaHUSM IPABUIT
HaJJIeXkaled MPOU3BOJCTBEHHOW MPAKTHKH, MPEJOCTABICHHOTO YMOJIHOMOYEHHBIM OPraHOM CTpaHBI
MTPOU3BOIUTEIIS JICKAPCTBEHHOTO TIperapara.

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

2.1. B cnydae HenpencTaBlIEHHWs C 3asiBICHHEM O BbIIaU€ pa3pelIeHHs Ha IPOBEIACHUE
KJIIMHUYECKOT'0 UCCIIEA0BaHUs JIEKApCTBEHHOIO IIpernapara Uil MEAULIMHCKOIO IIPUMEHEHUS TOKYMEHTOB
(cBeneHuit), MOATBEPKIAIONINX YIUIATy TOCYJAapCTBEHHON MONUIMHBI U YKa3aHHBIX B MYHKTE 2 4acTu 2
HACTOSIIEH CTaTbH, a TaKXe BbIJaBaeMbIX (MPEIOCTABISEMbIX) YIOJIHOMOUYEHHBIMH (eaeparbHbIMU
OpraHaMM HCIIOJIHUTENBHON BJIAcTH JOKYMEHTOB (CBENEHHUI), yKa3aHHbIX B MNyHKTe 12 wyactu 2
HACTOSIIEH CTaTbH, YMOJHOMOUYEHHBIN (enepanbHblii OpraH MCIOJHUTEIbHON BIAcTH 3amlpalinBaeT
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

YKa3aHHbIE  JIOKYMEHTbl  (CBEOEHHS) B  MOPSAJIKE  MEXBEIOMCTBEHHOTO  HMH()OPMALIMOHHOTO
B3aUMO/ICVCTBUS.
(dactp 2.1 BBeaeHa denepanbHbIM 3akoHOM OT 27.12.2019 N 478-D3)

3. B cpok, He npeBbImamuil mTH pabodnx JHEH COo THS MPUHATHS YKa3aHHOTO B MyHKTE | dactu
2 HACTOSIIECH CTaThU 3asBJICHUS U HEOOXOIUMBIX JTOKYMEHTOB, YIOJHOMOYCHHBIH (eepabHbIi OpraH
HUCIIOJIHUTEILHOM BJIACTH:

1) IIPpOBOAUT ITPOBCPKY IOJHOTHI U JOCTOBECPHOCTHU CBC,HCHHﬁ, COACPpKAIINXCS B ITPEACTABIICHHBIX
3asABUTCIICM JOKYMCHTAX,

2) NpUHUMAET peUIeHHe O MPOBEACHUU SKCIEPTU3bl JOKYMEHTOB JJISl MOJIyUYEHHUs pa3pelleHus Ha
MIPOBEACHUE KIMHUYECKOTO MCCIICIOBAHUS JIEKAPCTBEHHOIO TIpenapara Jjisi MEIUIIMHCKOTO TPUMEHEHUS
Y ATHYECKOM SKCIEePTU3bI UK 00 OTKa3e B MPOBEACHUN YKa3aHHBIX IKCIEPTHU3;

3) yBemoMisieT B JJIGKTPOHHOH (opme wim Ha OyMaXHOM HOCHUTENE 3asBHTEIS O MPUHATOM
penieHny 100 B ciiyyae MPUHATHUS PelIeHUs 00 OTKa3e TakKe C yKazaHHeM MPUYHH TaKOTO 0TKAa3a;

4) moaroTaBiIMBAaeT M HAMpaBISET B SKCIEPTHOE YUPEXKJIEHUE M COBET IO 3THUKE 3aJaHHE Ha
IIPOBE/IEHUE COOTBETCTBYIOIIUX IKCIIEPTHU3.

4. B ciy4ae BBISBICHHUS HETOJHOTH M (WJIM) HEJOCTOBEPHOCTH HMH(OpPMAIMH, COJEpIKaIlIeics B
IIPEJCTABICHHBIX 3asiBUTENEM JOKYMEHTaX, YIOJHOMOYEHHBIH (eliepanbHblil OpraH HCIOJIHUTEIbHON
BJIACTH HAIPABIISET 3asBUTEIIO 3aIIpOC 00 YTOUHEHUH yKa3zaHHON mHpopmanuu. /laHHBI 3ampoc MOXKeT
ObITH IepeJaH YHNOJIHOMOYEHHOMY NPEICTABUTENIO 3asBUTENS JIMYHO IO/ PACIUCKYy, HAIpaBjieH II0
[IOYTE 3aKa3HbIM MHCbMOM MJIM IMEpellaH B JIEKTPOHHOM (opMe MO TeIEKOMMYHHUKAI[MOHHBIM KaHalaM
CBA3U. B ciydae HampaBieHUS [aHHOIO 3ampoca IO I0YTE 3aKa3HbIM IMHCbMOM OH CYUTAEeTCs
MOJIyYEHHBIM [0 MCTEYEHHM ILIECTH JHEH ¢ AaThl HANpaBJICHUs 3aKa3HOTO MHUCHbMA. 3asgBUTENb O0s3aH
IPEJCTaBUTh OTBET Ha 3alpoc YMOJIHOMOYEHHOTO (he/iepalbHOro OpraHa MCIOJHHUTEIbHON BIAcTH B
CPOK, HE IPEBBIIAIOIMINN IeBIHOCTa pabouux IHEH co AHs ero noiaydeHus. Cpok, yKa3aHHbBIN B 4acTu 3
HACTOSIIEH CTAaTbM, IPUOCTAHABIIMBACTCS CO JHs HAIPABICHUSA 3asBUTENI0 3alIpOCa YIOJIHOMOYEHHOI'O
(benepanbHOro opraHa MCHOJHUTENILHOM BJIACTH 0 JHS MOJTYYEHHUS] UM COOTBETCTBYIOILIETO OTBETA U HE
YUUTBIBACTCd TpPU MCUUCICHMHM CpOKa MPUHATHS  YIOJIHOMOYEHHBIM (eepajbHbIM  OpraHOM
VICIIOJTHUTEJIBHON BJIACTH PEIIEHUS O MPOBEIECHUH 3KCIEPTU3bI JOKYMEHTOB JUISI ITOJIYYEHUS pa3pelieHus
Ha MPOBEJICHUE KIMHUYECKOIO WCCIEJOBAaHUs JICKAPCTBEHHOIO IIpernapara Uil MEIULMHCKOIO
IIPUMEHEHHS.

5. OcHOBaHMEM i1 OTKa3a B MPOBEACHUM DKCIEPTU3bI JOKYMEHTOB JUIS MOJIyYE€HHUs pa3peIICHHUs
Ha [IPOBEJEHUE KIMHUYECKOTO MCCIEAOBAaHUS JIEKAPCTBEHHOrO TMpemnapara JUisi MEAUIIMHCKOTO
IIPUMEHEHHUSI U DTUYECKOM DKCIEPTU3Bl SBISETCS IPEICTaBICHHE AOKYMEHTOB, IPEIyCMOTPEHHBIX
4acTbi0 2 HACTOSILEH CTaTbH, B HEMOJHOM OOBEME, HEINpE/ICTaBICHHE 3asBUTEIEM B YCTaHOBJIEHHBIN
CpPOK OTBETa Ha yKa3aHHBIH B 4acTH 4 HACTOSIIEH CTaThU 3alpocC YIOJHOMOYEHHOTrO (erepaibHOro
OpraHa UCIHOJHHUTENIbHOM BJIACTH JMOO OTCYTCTBHE B MPEJCTABICHHBIX JOKYMEHTAX HCUEPIIBIBAIOLIETO
nepeyHs HeoOxoauMol HHpopManMu WM HH(GOpPMAIMU, KOTopas IOJKHA OBITh OTpa)KeHa B HUX, a
TaK)Xe€ OTCYTCTBHE MH(OpMAaIMM, MOATBEpXkAaromeld (akT ymiaTel rOCyJAapCTBEHHOW MOUUIMHBI 3a
IIPOBEJICHUE OTUYECKOW DKCIEPTU3BI, SKCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM IIpenapar yis
MOJIyUYEHHUsl pa3pellleHusl Ha MPOBeJIEHUE KIMHUYECKOIO HCCIIEeI0BAaHUS JIEKapCTBEHHOIO IpernapaTa Jjs
MEIUIMHCKOTO TNPHUMEHEHUS, 3a BbIJAUy pa3pellieHUs Ha IPOBENECHUE KIMHUYECKOTO HCCIEAOBAHUS
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(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
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JIEKapCTBEHHOT'0 IpenapaTa JUlsi MEIULMHCKOIO IPUMEHEHHUs, 33 NIPOBEACHNUE YKCIEPTH3bl TOKYMEHTOB
Ha JIEKapCTBEHHBIM Ipenapar MJis IOJIy4€HHs pa3pellieHuss Ha MPOBEACHHE MEXAYHApPOJHOTO
MHOT'OLIEHTPOBOIO KJIMHUYECKOI'O HCCIIEJ0BaHMs JIEKAPCTBEHHOI'O IIpenapara s MEIULMHCKOIo
IIPUMEHEHUs, 3a BbIJAUYy pa3pelieHUuss Ha I[POBEIECHUE MEXIYHAapOAHOIO MHOIOLEHTPOBOTO
KJIMHUYECKOI'O MCCJIEIOBAHUS JIEKAPCTBEHHOI'O Ipernapara s MEIMLIMHCKOrO IPUMEHEHHs, 3a
IIPOBEJICHUE OSTUYECKOW HKCIEPTU3bl, SKCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM Ipernapar Jyis
IOJyYEHUs] pa3pellieHUs Ha MPOBEJIEHHE MOCTPErHCTPAMOHHOTO KIMHUYECKOIO HCCIIEOBaHUS
JIEKapCTBEHHOI'O Ipernapara il MEAMIMHCKOrO0 INPUMEHEHHUs, 32 BblJauy pa3pellieHMs] Ha IPOBEACHUE
HOCTPErUCTPALIMOHHOTO KJIMHUYECKOT0 MCCIIEOBAaHUS JIEKAPCTBEHHOrO Ipenapara JUisl MEJUIMHCKOTO
IIPUMEHEHHUSL.

6. IlpoBeneHwe SKCHEPTU3bl JOKYMEHTOB JUIS TOJYYEHHUS pa3pelieHdss Ha IPOBEICHHE
KJIMHUYECKOT'O MCCIIE0BAHMS JIEKAPCTBEHHOTO Tperapara Jijisi MEIUIIMHCKOTO MPUMEHEHHS U 3TUYECKON
AKCIIEPTU3BI, COCTABIICHUE KOMUCCUEH IKCIIEPTOB M COBETOM I10 ATHUKE 3aKITFOYCHUN O BO3MOKHOCTH WJIU
HEBO3MOKHOCTH TIPOBEICHUS TAKOTO KIMHUYECKOTO MCCIEAOBAHUS M HANPABJICHUE 3TUX 3aKIIOYCHUN B
YIIOJTHOMOYEHHBIN (peiepalibHbIil  OpraH HCIIOJIHUTEIBHOW BIACTH OCYIIECTBISIIOTCS B CPOK, HE
MPEBBIIIAOIIMA TPUALNIATH PAOOYMX JHEH CO JHS TMOJMYYCHHSI SKCIICPTHBIM YUPESKICHHUEM 3aJTaHUS
YIIOJTHOMOYEHHOTO (peiepalIbHOr0 OpraHa HCHOJIHUTENFHOM BIACTH C MPUIOKEHHEM JTOKYMEHTOB,
yKa3aHHbIX B NyHKTax 3, 4, 10 m 11 4Wactu 2 HaACTOSAIMIEH CTaThW, W COBETOM IO JTHKE 3aJaHUs
YIIOJTHOMOYEHHOTO (peiepalIbHOTO OpraHa HCIOJHUTENbHON BIACTH C MPUIOKEHHEM OKYMEHTOB,
YKa3aHHBIX B ITyHKTaxX 3 - 6, 8 m 9 yacTu 2 HacTOAIEH CTAThU.

7. B cpok, He MpeBBIIIAOIMUI MATH pabO4YMX JHEH O JHS MOJIyYeHHs 3aKIIOUEHHUH, YKa3aHHBIX B
4acTu 6 HACTOSIIEH CTaThH, YIIOJTHOMOUYEHHBIN (e/iepantbHbIi OpraH UCIIOTHUTEIBHOW BIACTH:

1) ocy1iecTBIsET OLIEHKY MOCTYIMUBIIUX 3aKIIOUYEHUH JIJIs1 ONIPeIeTICHHs] UX COOTBETCTBHS 3aJaHUSIM
Ha MIPOBEICHNE COOTBETCTBYIOIINUX IKCIIEPTH3;

2) mpUHUMaeT pelleHHe O BbIJaue pas3pellIeHus Ha MpPOBEIEHUE KIMHUYECKOTO HCCIIEeI0BAHUs
JIEKapCTBEHHOI'0 IpernapaTa s MEAMIMHCKOIO NMPUMEHEHHs WM o0 OTKa3e B BblJaue yKa3aHHOTO
paspeleHus;

3) BBIOAET paspelleHne Ha MPOBEICHHE KIMHUUYECKOTO HUCCIIENOBAaHUS JIEKAPCTBEHHOIO Ipenapara
JUIE MEAMLIMHCKOrO TPHMEHEHHUs WIM pelleHHe o0 OTKa3e B BbIJau€ YKa3aHHOIO pa3pelieHust ¢
yKa3aHHWEM IIPUYMH OTKa3a.

8. OcHoBaHueM AJI1 OTKa3a B BbIAAYUC PA3PCIICHUA Ha IMPOBCACHUC KIMHUYCCKOTO HCCICIOBAHUA
JICKApCTBCHHOTO IMpfriapara i1 MCAUITHUHCKOI0O NPpUMCHCHUA ABJIACTCA HAJIMYUC 3AKIIOYCHHUA KOMUCCHU
OKCIICPTOB MJIM 3aKJIOYCHHUA COBETA IO J3THKE O HCBO3MOXHOCTHU TMPOBCACHUA KIMHHUYCCKOTO
HCCIICAO0OBAHHA JICKAPCTBECHHOI'O IIpf€rapara 1 MCEAUUOUHCKOTO IIPUMCHCHUA 110 PE3yJibTaTaM
MPOBCACHHBIX SKCIICPTU3, TPCAYCMOTPCHHBIX YaCTbhIO 6 HaCTOHH_[Cﬁ CTaTbu.

9. Pemenne 00 oTka3e B MPOBEACHUHM DKCIEPTU3BI JOKYMEHTOB JJISl TIOJYYCHHS pa3pelieHus] Ha
MPOBEACHUE KIMHUYECKOTO MCCIIEIOBAHUA JIEKAPCTBEHHOIO Mpenapara Jjisi MEIUIIMHCKOTO TPUMEHEHUS
158 3TI/I‘—IeCKOI7I BKCHepTI/ISI)I U B BbBIJAYC paspemeHI/Is[ Ha HpOBejleHI/Ie KIIMHUYCCKOI'O HCCICIOBAHUS
JIEKapCTBEHHOTO TpemapaTta A MEAWIIMHCKOTO MPUMEHEHHUS MOXKET OBITh 00XKaJllOBaHO B TOPSAKE,
YCTaHOBJICHHOM 3aKOHOJATEILCTBOM Poccuiickoi denepanuu.
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CraTtba 39.1. 3Tnyeckas akcnepTusa
(BBenena depepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

1. Otrueckas OKCIICPTHU3a MPOBOAUTCA COBETOM 110 3THUKEC, CO3JJAHHBIM B MOPAAKEC, YCTAHOBJICHHOM
YIIOJIHOMOYCHHBIM (beﬂepaﬂbeIM OpraHomM HCITOJIHUTEILHOMN BJIaCTH, B LCJIAX BbIAAYHU 3aKJIIOYCHUS 00
TUYECKOH 000CHOBAHHOCTH BO3MOKHOCTH MPOBCACHUA KIIMHUYCCKOTO HMCCJIICAOBAHUSA JICKAPCTBCHHOI'O
mnpenapara Jjid MEJUIUHCKOI'O IIPUMCHCHHS.

2. DKcHepTaMu COBETa MO ATUKE MOTYT OBITH MPEICTABUTEIH MEIUITMHCKUX OpraHU3aIuil, HAy9HbBIX
opranmzainuii, o0pa30BaTelIbHBIX OpPraHMU3AlMi BBICHIET0 OOpa3oBaHMs, a TaKkKe NPeICTaBUTENN
OOIIECTBEHHBIX OPTaHU3AINNA, PEIUTHO3HBIX OPTaHU3AIMA W CPEJCTB MaccoBoi mHpopmanuu. [[aHHBIC
AKCIIEPTHl HE JIOJDKHBI HAXOAUTHCA B KAaKOW-THOO 3aBHUCHUMOCTH OT Pa3pabOTYMKOB JIEKAPCTBEHHBIX
MPENapaToB U APYIrUX JIMI, 3aUHTEPECOBAHHBIX B PE3YJIbTATAX 3THUYECKON IKCIEPTU3HI.

3. Omnata yciayr SKCIEPTOB COBETa IO JTHKE OCYLIECTBISETCS Ha OCHOBAHMM JIOIOBODA,
3aKJIFOYEHHOT0 MEX]y YHNOJHOMOYEHHBIM (heliepaJbHbIM OPraHOM MCIIOJIHUTEIbHON BJIACTH, KOTOPBIM
CO3JIlaH COBET [0 3THUKE, M OKCIEPTOM COBETa IO O3THKE, 3a CYeT OIOPKETHBIX AaCCUTHOBAHMUH,
MPEIYCMOTPEHHBIX YIOJTHOMOYEHHOMY (ellepaJbHOMy OpraHy HCIIOJHUTEIBHOW BIIACTH, KOTOPBIM
CO3JlaH COBET IO 3THKE, B (eaepaibHOM OIOKeTe Ha COOTBETCTBYIOIIMH Tojl Ha OOECHeyeHHe ero
NEesATEIbHOCTH, B pa3Mepax, ycTaHoBIeHHbIX [IpaButensctBom Poccniickoit denepanun.

4. DKcnepTbl COBETa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOJATEIbCTBOM
Poccuiickoit ®enepanuu.

5. CocTtaB cOBETa MO ATHKE, TOJIOKEHHE 00 TOM COBETE, MOPAAO0K €T0 ASATEIbHOCTH, TPEOOBAHUS K
KBATU(UKAIIMK U ONBITY PaObOTHI TIO IKCIIEPTHOM OIIEHKE HAYYHBIX, METUIIMHCKUX M ITHUYECKUX aCTIEKTOB
KIIMHUYECKUX  HMCCIICOBAHUM  JICKAPCTBEHHBIX MPENApaToB Uil MEIUIMHCKOIO IPUMEHEHHS,
MPEIBbABISIEMBIE K JKCIIEPTAM COBETA MO 3THKE, MOPSJOK OpPraHu3alMu W TMPOBEICHHS ATUYECKOU
SKCIEePTHU3bl, (hopMa 3aKITIOYEHUS COBETAa MO STUKE YCTAHABIMBAIOTCS YIMOJIHOMOYEHHBIM (heepaabHbIM
OpPraHoOM HCIOJIHUTEIbHOM BJAcTH. YMCIO MNpencTaBuUTENed MEAUIMHCKUX OPraHU3alMil HE MOMKET
MPEBBIIIATH MMOJOBUHY OT OOIIETO YHCIIa YKCIIEPTOB COBETA MO ITHKE.

6. Mudopmanus o coctaBe cOoBeTa MO ITHKE, IJIAHAX €ro paboThl U TEKYLIEH IesATEIbHOCTH
pa3meniaercs Ha OQUIMAIBLHOM CcaiTe YHNOJHOMOYEHHOIO (eepanbHOr0 OpraHa HCIHOJIHUTEIbHON
BJacTH B ceTy "MHTEepHET" B yCTAaHOBIIEHHOM UM IOPSIJIKE.

CraTtba 40. NpoBeaeHne KNMHUYECKOro UCCreAOBaHUA JNIeKapCTBEHHOro npenapara
ANns MeAULIMHCKOro NpuMeHeHus

1. PykoBoauTenb MEIMIMHCKON OpraHU3allMM, KOTOpas MPOBOJUT KIMHUYECKOE HCCIEI0BAHUE
JIEKApCTBEHHOTO  TIpemapara s  MEIUIMHCKOTO  TNPUMEHEHHs, Ha3HadaeT  HCCIeI0BaTeNs,
OTBETCTBEHHOTO 3a TMPOBEJCHHE TAaKOr0 HCCICNOBAHUS U HMEIOIMIETO JIe4eOHYI0 CIEIHAIBHOCTD,
COOTBETCTBYIOIIYIO MPOBOJAMMOMY KIMHHYECKOMY HCCIIEIOBAHHUIO JICKAPCTBEHHOTO IMpernapara, co
CTakeM paboThl MO MpOrpaMMaM KIMHUYECKUX HMCCIEIOBAHUN JEKapCTBEHHBIX IMpENapaToB HE MEHee
YyeM TpU roja M IO €ro MPeaOKEHUIO0 Ha3HA4YaeT COMCCIENOBATENed M3 YHCiIa Bpaded 3TOM
MEIULUHCKON OpraHu3aIuu.

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)
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2. I/ICCJ'IGI[OBaTeJ'IB OCYHIECTBIIACT BBI60p MNanuEHTOB, KOTOPBLIC II0 MCEIMIMHCKHM IIOKa3aHUAM
MOTYT OBITH MNPHUBJICYCHBI K YYAaCTHIO B KIIMHHUYCCKOM HCCJIICAOBAHUHN JICKAPCTBCHHOTO IIpfrapara IJId
MCIUIHUHCKOI'O IPpYUMCHCHUS.

3. HccnegoBaTenr ©  COHMCCIEAOBATEIH  JIOJDKHEI OBITH O3HAKOMIICHEI C pe3yibTaTaMu
JOKIIMHUYCCKOI'O Hcciaeca0BaHusA JICKApCTBEHHOI'O CpeacTBa, COACPpKAMUMHUCA B 6p0u1}0pe
HUCCIICO0BATCIIA, NPOCKTOM IIPOTOKOJIA KIIMHUYCCKOI0 HCCICAOBAHHA JICKAPCTBCHHOI'O IIpCriapara IJId
MCIUIHUHCKOI'0O IIPpUMCHCHUS, pa3pa6OTaHHBIM pa3pa60T‘lI/IKOM JICKAPCTBCHHOT'O IIpfriapaTta HWJIW HHBIM
OPUIUYCCKUM JIMIOM, IIPHUBJICKACMBIM K OpraHu3allui IIPOBCACHHA KIMHUYCCKOTO HCCICAOBAHUA
JEKApCTBEHHOI'O IIp€rapara I MCEIUIOUMHCKOro IMPpHUMEHCHUA, W APYTHUMH MaTepuajlaMyl TaKoro
HUCCICIOBAaHU.

3.1. PykoBoauTeNb MEAUIIMHCKON OpPraHU3allii B CPOK, HE MPEBBIIAIONINI TpeX pabo4yux JHEU co
JTHSI Hayaja MPOBEACHUS KIMHUYECKOTO HCCIEAOBaHUS JIEKAPCTBEHHOTO Mpernapara s MEIUIIMHCKOTO
MIPUMEHEHHUs, coo0IIaeT 00 3TOM B YHNOJHOMOYEHHbIN (hefepaibHbIii OpraH HMCIOJHUTEIBHON BJIACTH,
BBIJIABIIUI pa3pellIeHre Ha MPOBEACHUE TAKOTO UCCIIEI0BAHMS, TI0 YCTAHOBJICHHOU UM (popme.
(uacts 3.1 BBenena @enepanbHbIM 3ak0HOM OT 29.11.2010 N 313-D3)

4. OpraHuzanuy, OCYHIECTBISIOIIME OPraHU3aLUI0 IPOBEACHMS KIMHUYECKOTO HCCIEI0BaHMS
JIEKapCTBEHHOI'0 IIpernapaTta Uil MEIWLHUHCKOIO IPUMEHEHHs W yKa3aHHble B 4dacTu 3 craThu 38
Hacrosero denepajbHOrO 3aKOHA, B Cllydae HEOOXOJUMOCTH BHECEHHMS WM3MEHEHUIl B IPOTOKOI
KJIMHUYECKOI'0 MCCJIEI0BAHUS JIEKAPCTBEHHOI'O Ipernapara JiUisi MEAULUHCKOrO MPUMEHEHHUS COOOIIA0T
00 3TOM B yITOJTHOMOUYEHHBIN (hesiepalibHbIi OpraH UCTIOHUTEIFHON BIIACTH, BBIAABIINK pa3pelieHne Ha
IIPOBE/IEHUE TAKOTO UCCIIEJOBAHUS, 110 YCTAaHOBIEHHON UM (hopMe.

(B pen. @enepanbHoro 3akona ot 11.10.2010 N 271-03)

4.1. cDOpMEl COO6H.[CHI/I$I O BHECEHMH H3MEHEHHH B MMPOTOKOJI KIMHHUYCCKOI'O HCCICAOBAHUA
JICKApCTBCHHOTO Iperapara A1 MCAUIIUHCKOI0 IPUMEHCHUA JOJKHA COACPKATE CICAYIOIHNE CBECACHUA:

1) HaumeHOBaHUe, HACHTU(UKAIIMOHHBIA HOMEP U JlaTa MPOTOKOJIa KIMHUYECKOTO UCCIIETOBAHMUS;
2) nata BHECEHUsI '3MEHEHUM B MPOTOKOJI KIIMHUYECKOTO UCCIIEA0OBAHUS;
3) HaMMEHOBAaHHME U MECTO HAXOXKCHUS 3asIBUTEIIS;

4) HaMMEHOBaHUE OpraHU3allMU, NPUBJICYEHHON pa3pabOTUMKOM JIEKaPCTBEHHOI'O Ipenapara K
OpraHU3aIMK IPOBEACHUS KIMHUYECKOT0 UCCIIe0BaHus (ITPU HAIMYHN);

5) HaAaNMMCHOBAHUsA M MECTa HaAXO0XICHHA MCIHUITMHCKHX opraHmauHﬁ, B KOTOPBIX IMPOBOAUTCA
KIIMHUYCCKOEC NCCICIOBAHUC,

6) narta BBIJAYM pa3pelieHHs Ha MPOBEACHHE KIMHUYECKOTO HCCIEAOBAHUS M HOMEP 3TOrO
paspelieHus;

7) ©3MEeHEeHus, BHOCUMBIE B TPOTOKOJI KIIMHUYECKOTO UCCIIEJOBAHUSI.
(uacts 4.1 BBeneHa @enepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He mpeBbIIAMUNA TpUAUATH padodynX AHEH co IHS MOJyYyeHHUs yKazaHHOro B yacTu 4
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HACTOsIIEH CTaThbU COOOILIEHMsI, YIOJHOMOUYEHHBIH (enepaibHblil OpraH HUCIOJHUTEIBHOW BIIACTH
paccMaTpUBaeT 3TO COOOIIEHHE B YCTAHOBJIEHHOM MM IMOpPSJAKE W NMPHUHUMAET PEUICHHE O BHECCHHHU
M3MEHEHUH B MPOTOKOJ KIMHMYECKOIO HMCCIEIO0BaHMS JIEKAPCTBEHHOrO IpenapaTa il MEIULMHCKOIo
NpUMEHEHHs WM 00 OTKa3e BO BHECEHMM TakuxX wu3MeHeHWH. I[lpu paccmorpeHuu cooOuieHus o
HEOOXO/JMMOCTH BHECEHMsS HM3MEHEHUI B MPOTOKOJ KIMHUYECKOI'O MCCIEJOBAHUS JICKApPCTBEHHOI'O
npemapara ajd MCAUIHUHCKOIO IPUMCHCHHA B LOCIAX OLCHKU 000CHOBAHHOCTH npeajiaracMbix
W3MEHEHUH U OIpEelesIeHUs] CTENEHM pHCKa Ul MAlUeHTOB, MPUHUMAIOIIUX Y4acTHE B KIMHUYECKUX
HUCCICIOBAaHUAX, YIIOJTHOMOYCHHBIM (bellepaJIBHLIM OopraHomMm HMCIIOTHUTEIIHLHOMN BJIaCTHU MOT'YyT
IIPUBJIEKATHCS SKCIEPThI COBETA 110 STUKE.

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

6. KimHnyeckoe wucciaenoBaHue JEKapCTBEHHOIO IIpernapaTra Il MEJUUUHCKOTO IPUMEHEHUS
MOKET OBITh IMPHOCTAHOBJIEHO WJM IPEKPALIEHO, €CIM B IPOLIECCE €ro IPOBEICHHS OOHapy)KeHa
OIIACHOCTH ISl )KU3HM, 310pPOBbs TALIMEHTOB. B ciryyae BOSHUKHOBEHUS ONACHOCTH JUIsl )KU3HHU, 3I0POBBS
ManueHTa, Yy4YacTBYIOIIETO B KIMHUYECKOM HCCIEJOBAaHMM JIEKAPCTBEHHOIO Ipemapara Juis
MEIMLUHCKOTO0 IPUMEHEHHUs, MCCIIEeNoBaTeNn 00s3aHbl MPOUH(OPMUPOBATH 00 3TOM PYKOBOJUTENS
MEIUIMHCKOW OpraHu3alMd M  OpraHu3aluio, IMOJYYHMBIIYIO pa3pelieHue YIOJIHOMOYEHHOTO
benepanbHOro OpraHa MCIOJHUTEIbHOM BJIACTM HA OpPraHM3alldi0 IMPOBEACHHUS KIMHUYECKOTO
HCCIIEIOBaHMs JIEKapCTBEHHOI' O npenapara. Pemenre o npuocTaHOBIEHUN KIMHUYECKOIO MCCIIEI0BAHUS
JIEKapCTBEHHOI'O IIpernapara JUisi MEAULHUHCKOIO IPUMEHEHUS IPUHUMAIOT PYKOBOJUTENb MEIUILIMHCKOU
OpraHu3alyy U (W) OpTaHU3alHsl, MOJyYHBINAsl pa3pelieHne YIIOJIHOMOYEHHOTO (eepatbHOTr0 opraHa
UCIIOJIHUTEJIBHOM BJIACTH HA OPraHM3ALMIO MTPOBEIEHUS KIMHMYECKOTO HMCCIIEIO0BAaHUS JIEKAPCTBEHHOTO
npernapata Ui MEAMLIMHCKOIO TPUMEHEHUS, pEIIEHWE O TMPEeKpallleHud TaKoro MCCIEI0BAHUS
IIPUHUMAET YIOJIHOMOYEHHBIH (eepaabHblil OpraH MCIOJHUTEIbLHON BIAaCTH Ha OCHOBAaHUM COOOIIEHUS
B IHCBMEHHOW (opme pyKOBOIUTENS MEIUIMHCKOM OpraHu3aliyd WIM OpraHu3alusi, MOJy4YHUBIIAs
paspelieHrne YIoJIHOMOYEHHOro (efepaJbHOro OpraHa HCIOJHUTENBHOW BJIACTM Ha OpraHU3aIUI0
MIPOBEICHUS KJIMHUUECKOT0 UCCIeA0BaHU JIEKapCTBEHHOIO MIpenapaTa JIisl METUIIUHCKOTO IPUMEHEHHUSI.

7. B cpok, He MpeBBIIAONINI MATH pabouux AHEWH CO JHS 3aBepILICHMs, NMPUOCTAHOBICHUS WU
MNpeKpalmiCHusd  KIIMHUYCCKOIro HUCCIICOOBaHUA  JICKAPCTBCHHOI'O npemnapara mjid MCIUIHUHCKOI'O
IPUMEHEHHs, COOOIIeHne 00 ITOM HampaBlseTcsl OpraHu3alMsIMU, YKa3aHHBIMH B YacTH 3 cTaTbu 38
HacToduero denepanbHOro 3aKkoHa, B YIIOJTHOMOUYEHHBIN (pe/iepalibHbIil OpraH UCIOJIHUTEIbHOW BIAcTH
10 YCTAHOBJICHHOH UM (hopMe.

8. ®opma cooOOIIeHUsT O 3aBEpIICHUU, MPUOCTAHOBICHUH WJIH TMPEKPANICHUN KIWHUYECKOTO
HCCIIEA0BAaHMS JIEKAPCTBEHHOTO MTpenapara Jijisi MEAUIMHCKOrO PUMEHEHHUS I0J>KHA COAEPKATh:

1) uabOpMaIIO O MEAUIIMHCKONW OpPraHU3allud WM MEIUIIMHCKUX OpPraHU3alMsIX, MPOBOIUBIINX
JIaHHOE HCCJIeJOBaHNE;

2) onucaHue JaHHOTO MCCIIEIOBAHNS,

3) nmanHble uccrnenoBarens ((haMuaus, UMs, OTYECTBO, MECTO PAa0OTHI, 3aHMMaeMasi JIOJKHOCTb,
CHENUATbHOCTh, CTX paboThl 1O TMporpaMMaM KJIMHUYECKHX HCCIIEIOBAaHUM JIEKApPCTBEHHBIX
MpenaparoB, IMepeYeHb KIMHUYECKUX HCCIEAOBAaHUN JIEKAPCTBEHHBIX IMpPENnapaToB, B KOTOPBIX OH
MpUHUMAJ yyacTue (TIepHOIbl YIacTHs) B KaUe€CTBE UCCIEA0BATEINS HIIM COMCCIIEIOBATEs);

(B pen. @enepanbHoro 3akona ot 11.10.2010 N 271-D3)
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4) pe3ynbTaT AAHHOTO MCCIEI0BaHMs (3aBepllIeHUE, IPUOCTAHOBICHUE WIN MPEKPaIleHue JaHHOTO
MCCIICIOBAHMS C YKa3aHUEM UX MPUYUH M BIUSHUS Ha OLEHKY €ro Pe3ybTaToB, OOIIYIO OLEHKY PUCKa U
OKMUJACMOM IIOJb3bl  OT MPUMEHEHMsS MCCIEAYEMOro JIEKapCTBEHHOrO IIpemapara, a TaKke
IIpeIoyiaraeMble JajJbHENIINE JEHCTBUS).

8.1. Ilpu BeIABIEHMM (QelepaIbHbIM OpPraHOM HCIIOJIHUTEIBHOW BIIACTH, OCYIIECTBIISIOIIUM
(GYHKIMU 1O KOHTPOJII0O M HAA30py B cdepe 3apaBOOXpaHEHMS, HAPYUICHWH NpaBUi HaAJIeKallei
KJIIMHUYECKOW IPAKTUKU NPU IPOBEICHUM KIMHUYECKOIO HCCIIECNOBAaHMs JIEKAPCTBEHHOIO IIpenapara,
BIUSIOLIMX HA MOJHOTY U (WIM) JOCTOBEPHOCTh JAHHOI'O KIMHHYECKOI'O HMCCIIEAOBAHUS, yKa3aHHBIN
(benepanbHbI OpraH MCHOJHUTEIbHOM BIACTH NPUOCTAHABIMBAET IPOBEIEHUE JAHHOTO KIMHUYECKOIO
HCCIIEA0BAHUSA U BBIHOCUT MEIULIMHCKOW OpraHu3aliy, B KOTOPOH IIPOBOJAUTCS JaHHOE KIMHHYECKOE
UCClieIoBaHMe, IpelanucaHue o0 YCTpaHEHUM BbIABICHHbIX HapymieHuil. [lpu HeycTpaHeHuu
MEIULMHCKOM OpraHW3alMeil BBIABICHHBIX HApYyIICHWH B YCTAHOBJIEHHBIM B IPEANMCAHUM CPOK
yKa3aHHbII (enepanbHblii OpraH MCIOJHUTEIbHOM BJIACTM NPUHUMAET peEIleHHEe O IpeKpalleHuu
IIPOBEJCHUS KJIMHUUYECKOIO MCCIIEJJOBAHMSI JIEKAPCTBEHHOIO IpernapaTa W HalpaBisieT B (enepalibHbIN
OpraH MCIIOJHUTEIbHON BIIACTH, OCYLIECTBISAIOMMNA (YHKUMM 1O BBIPAaOOTKE U  peanu3aluu
TOCYJapCTBEHHOHN TOJIMTHKH M HOPMATHBHO-TIPABOBOMY PETYIMPOBAHHIO B chepe 3apaBOOXpAaHCHHS,
3aKJIFOYEHUE O BBIABIICHUU IPU MPOBEACHUN JAHHOTO KIMHUYECKOTO MCCIIEIOBAaHUSA HAPYIIEHUH NpaBUII
Ha/IIeKAIIeH KIMHUYECKOW MPAKTHKH JJISl IPHHATHUS PEICHUS 00 OTMEHE pa3pelieHusi Ha OPraHu3aInuio
IIPOBEJCHUS JAHHOTO KIMHMYECKOIO HCCIENOBAaHUS C JaThl IPUHATUS PELICHHUS O MPUOCTAHOBICHHUU
IIPOBEACHUS KIIMHUYECKOIO NCCIIEA0BAHMS JIEKAPCTBEHHOTO IIpenapara.

(uacts 8.1 B pea. @enepanbHoro 3akona ot 13.07.2015 N 241-03)

9. VYnomHoMOuYeHHBIH (eAepadbHbIi OpraH MCHOJHUTEIBHON BIJIACTU OIYOJIMKOBBIBAET W
pasMmeimiaer Ha cBoeM oduIHaTbHOM caiTe B cetd "MHTEpHET" COOOIIeHHE O 3aBEpIICHHH,
MIPUOCTAHOBJICHUH WM TPEKPANICHUH KIWHUYECKOTO MCCIEIOBAaHUS JIEKAPCTBEHHOIO Mperapara s
MEAHUIIMHCKOTO MPUMEHEHHS B CPOK, HE MPEBBIMIAIONINN MATH paboYnX THEH CO THS €ro MoiyuyeHus, B
YCTaHOBJICHHOM MM TIOPSIIIKE.

10. YnonHoMoueHHbIH (eaepanbHbli OpraH MCHOJHHUTEIbHON BIACTH OCYIIECTBISET BEJCHHE
peecTpa HCCHCHOBaTeﬂefI, MPOBOAAIINX HUJIW IPOBOAWUBIINX KIIMHUYCCKUC UCCIICAOBAHUA JICKAPCTBCHHBIX
IIPEnapaToB Uil MEAMLIMHCKOIO IPUMEHEHHUS, B COOTBETCTBUU C YTBEPKACHHBIMH MM IIpaBUJIAMU U
pa3Meniaer ero Ha cBoeM o¢uuuanbHOM caiite B cetd "MHTepHET" B YCTAaHOBIEHHOM UM MOPSJIKE.
VYKazaHHBIN peecTp coAepKUT UH(OPMAIHIO, TPETYCMOTPEHHYIO ITYHKTOM 3 4acTH 8 HAcCTOSIIEH cTaTbH.

11. Otuer o pe3yapTaTax KIMHUYECKOIO HCCIIEJOBAHUS JIEKApCTBEHHOIO IIpenapara s
MEIUIMHCKOTO MPUMEHEHHSI COCTABIIIETCS OpraHU3alUel, yKa3aHHOM B 4acTH 3 CTaTby 38 HACTOALIETO
@denepalibHOTO 3aKOHA, HA OCHOBAaHMM 3aKJIIOUEHUN MEAMIMHCKUX OpraHM3aliil, MPOBOJUBIIMX 3TO
UCCIIeIOBAaHKEe, M MPEJCTABISAETCA B YIOJHOMOUYEHHBIH (pefepanbHblii opraH MCIOJHUTEIBHON BIACTH,
BBIJIABILIMI pa3pelieHne Ha MPOBEJIEHUE 3TOT0 UCCIIEI0OBaHMs, B CPOK, HE MPEBBILIAIOIINI TPEX MeECSIIeB
CO [JHS €ro 3aBepIICHUs, NPHOCTAHOBICHUS WIM MpPEKpallleHus, B TOPSAKE, YCTAaHOBJIECHHOM
YIOJTHOMOYEHHBIM (e/IepaIbHbIM OPTaHOM HCTIOTHUTEIBHON BIACTH.

12. Hapymienue mnpaBusl HajJiexamield KIMHUYECKOW MPaKTUKU, (anbcHUPHUKAIUS pPe3yIbTaToB
KIIMHUYCCKOIr'o HCCICAOBaHUA JICKAPCTBCHHOI'O Iperapara I MCAWIUWHCKOTO IMPUMCHCHHUSA BJICKYT 3a
c000i1 OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHO/AaTeIhCTBOM Poccuiickoit deneparuu.

(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)
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13. Ilpu mpoBeeHNHN KIMHUYECKOTO UCCIIEIOBAHUS JIEKaPCTBEHHOTO IIpenapara Jisi MeIUIUHCKOTO
NPUMEHEHHS JOMYCKaeTcs 3a00p y MalMeHTOB OMOJIOTHYECKUX MaTepuasioB (00pa3libl OMOIOTHYECKUX
KHUJKOCTEH, TKaHeHW, CEKPeTOB U MPOAYKTOB >KU3HEIEATEIBHOCTH 4YEJIOBEKa, (U3HOJIOTHUECKUX H
MATOJIOTUYECKUX BBIJICIICHUN, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPTaHU3MOB, OMOTICHITHBIN MaTepuan)
U1t ux u3ydenus B Poccuiickoit @enepanuu u (win) 3a npenenamu Poccuiickort @eaepanm.

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

14. Tlopsmox BBo3a B Poccuiickyro denepannio U BbIBO3a 3a mpeneibl Poccuiickoit deneparnuu
OMOJOTMYECKHX  MAaTepUAIOB, TIOJYYEHHBIX TIPU MPOBEACHUM  KIMHUYECKOTO  HCCIIEIOBaHUS
JIEKApCTBEHHOT'0 TMperapaTa Jjisi MEIUIIMHCKOrO0 TMPHUMEHEHHS, YyCTaHaBIuUBaeTcs I[IpaBUTEIHCTBOM
Poccuiickoit ®enepanuu.

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

CraTtbAa 41. [loroBop 0 nNnpoBeAeHUN KIIMHUYECKOro uccriefoBaHUsl NIeKapCTBEHHOro
npenapara Ans MeAULUHCKOro NnpuMeHeHus

1. Knunuyeckoe uccineoBaHUE JIEKAapCTBEHHOIO TMperapara JUisi MEIUIMHCKOTO TMPUMEHEHUS
MIPOBOAMTCS B COOTBETCTBUU C JIOTOBOPOM O MPOBEICHUH KIMHUYECKOTO UCCIEAOBAHUS JIEKAPCTBEHHOTO
npenapara Juisi MEIUWIHUHCKOTO TPUMEHEHHMs, 3aKII0YaeMbIM MEXIY OpraHu3aluei, IMOoIyduBIIeH
paspelleHrue YHnoJIHOMOYEHHOro (¢eAepaibHOr0 OpraHa HCIOJHUTENbHOM BIACTHM HA OPraHU3allUIo
MPOBEACHUSI TAKOTO MCCIIECIOBAHUSA, U MEIMIIMHCKON OpraHu3alyei, OCYIIECTBISIOMICH MPOBEICHUE
TaKOT0 UCCIICIOBAHMUS.

2. I[OI‘OBOp O IMPOBCACHUHU KIMHUYCCKOTO HUCCICAOBAHUA JICKAPCTBCHHOI'O IIpfrapara i
MCAUIHUHCKOI'O IIPUMCHCHUS JOJIXKCH COACPIKATD:

1) ycoBHs ¥ CPOKH NMPOBENECHUS JAHHOTO UCCIIEIOBAHMS;

2) OIIpCACIICHUC O6H.I€I>'I CTOUMOCTH HpOTrpaMMbl NJAHHOTO HCCIICAOBAHUA C YKAa3aHHUEM CYMMBI,
HpGHHaSHaanOIHeﬁCﬂ JJI BBITIJIAT UCCIICAO0BATCIAM, COMCCIICA0BATCIISAM,

3) ompenenenue (GopMbl MPEACTABICHUS PE3YyIbTaTOB JAHHOTO HCCIEAOBAHUS B YIIOJIHOMOYEHHBIN
(dbenepalibHBINA OpraH UCIIOJIHUTEIILHON BIACTH.

CtaTtbs 42, duHaHcoBoe obecnevyeHue KNMMHU4YeCcKoro nccnepoBaHus
NeKapCTBEHHOro npenapara ana MeauuUHCKOro NnpuMeHeHus

®duHaHcoBoe oOecreYeHUE KIMHUYECKOTO HUCCICAOBAHUA JICKAPCTBCHHOI'O IIpCliapaTra I
MCIUIHUHCKOI'0 IPUMCHCHUS OCYHICCTBIIACTCA 3a CUCT:

1) cpencTB denepanbHOrO OOIKETA;

2) cpeACTB OpraHu3aluii, MOJYyYMBIIMX pa3pelleHne Ha OpTraHU3alui0 MPOBEICHHUS TaHHOTO
HCCIIEA0BAaHMs, B COOTBETCTBUU C YCIOBUSAMHU JOTOBOPA O €r0 IIPOBEICHUH;

3) MHBIX HE 3aNpPEIICHHBIX 3aKOHOAaTebcTBOM Poccutickoit deneparinu HICTOYHUKOB.

Cratba 43. I'IpaBa naunmeHToB, Yy4YacTBywOWUX B KIIMHUYEeCKOM wuccriegoBaHumn
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JIeKapCTBeHHOro npenaparta agnd meauUuMHCKOro npuMmeHeHuns

1. VYyacrtue MNanmyMeHTOB B KJIHMHHUYCCKOM HCCIICAOBAaHUH JICKAPCTBCHHOI'O IIp€Iiapara I
MCIUIHUHCKOI'O IPUMCHCHUS ABJISACTCS l[O6pOBOJIBHBIM.

2. TlanueHT WM €ro 3aKOHHBIA MPEICTaBUTEIb IODKEH ObITh HH(OOPMHPOBAH B MHUCHMEHHOM
dopme:

1) 0 JICKapCTBCHHOM IIp€riapare MjId MCIUIHHCKOIo IPUMCHCHHA KW CYIHHOCTH KIMHHUYECKOI'O
HCCIICA0BAaHUA 3TOTO JICKAPCTBCHHOI'O IIpCIiapara,

2) o 6e30mMacHOCTH JIEKapCTBEHHOTO Ipernapara Uil MEIUIIMHCKOTO IPUMEHEHHS, €T0 OXKHJIaeMOH
3¢ GEKTUBHOCTH U CTETIEHH PUCKA [T NAIEHTA,

3) 00 YCIOBUAX YUACTHS IMAUCHTA B KIIMHUYCCKOM HUCCIICAOBAHUUN JICKAPCTBCHHOI'O IIperiapara AJist
MCIUIUHCKOI'O IPUMCHCHUA

4) O OClIM HMIM »OCIAX W IPOJAOJIDKHUTCIBbHOCTH KIMHHUHYCCKOI'O MCCICAOBAHUS JICKAPCTBCHHOI'O
npenapara ajid MCIUIUHCKOTO ITPUMCHCHUS,

5) (6] HeﬁCTBHHX nanyeHTa B ClIyda€ HEHIPCABUIACHHBIX 3(1)(1)CKTOB BJIMSAHUA JICKAPCTBCHHOI'O
npemnapara Jjid MCIUIUHCKOro NpUMCHCHHA Ha COCTOSHUC €T0 3J0POBbA;

6) 00 YCIOBUAX 00513aTEJILHOIO CTpaxOBaHUs XHU3HU, 3A0POBbA ITALIUCHTA,

7) 0 TapaHTHIAX KOH(l)I/II[GHHI/IaJ'IBHOCTI/I ydaCTus TManueHTa B KIMHUYCCKOM HCCICAOBAHUN
JICKApCTBCHHOTO IIpenapaTa JJis1 MCAUIUHCKOTI'O IIPUMCHCHU .

3. I[O6p0BOJ'IBHOC corjraCue nmaueHTa Ha y4aCTUC B KIMHHUYCCKOM HCCICIOBAHUU JICKAPCTBCHHOI'O
npenapara i1 MCEAUINHUHCKOIO MPUMCEHCHUSA TOATBECPIKAACTCA C€ro IMOANUCBIO WM IMOAINUCBIO €Tro
3aKOHHOI'O MPCACTAaBUTCIIA Ha HHq)OpMaHHOHHOM JIMCTKEC IMalTUCHTA.

4, HaI_II/IeHT WIH €ro 3aKOHHBII MMPpEACTAaBUTCIIb HMCET IIPaBO OTKAa3aTbCA OT Y4YaCTHUA B
KIIMHUYCCKOM HCCIICAOBAHUHN JICKAPCTBCHHOI'O Ipcrapara AJd MCAUIHUHCKOTO IMPUMCHCHUS Ha 0001
cTauu IMPOBCACHU TAKOI'O UCCICAOBAaHU.

5. IlpoBeaeHue KIMHUYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOrO IIpernapara s MEIUIHUHCKOIO
MIPUMEHEHHUS C YYaCTHEM B KaueCTBE MALIMEHTOB JIETE€W JOMYCKAETCs TOJBKO C COIIACHUS B MUCHMEHHOM
dbopme uX poauTesnel, ychlHOBUTENEH. [leTH MOryT paccMaTpuBaThCsi B KayeCTBE MOTEHIIMATBHBIX
MAIMEHTOB TAKOTO MCCIIEI0BaHUS, TOIBKO €CIIH €T0 MPOBEACHUE HEOOXOAUMO ISl YKPETUIEHUS 310POBbS
netelt i npoduIakTUKH WHGEKIIMOHHBIX 3a00JIEBaHUM B IETCKOM BO3pacTe JUOO €CIU IENIhI0 TAaKOTO
WCCIIE0OBAHUS SBIISIETCS MOJIYYEHHE JaHHBIX O HaWJydlled TO3WPOBKE JIEKAPCTBEHHOTO Mpemnapara Jjs
JeyeHusl nerel. B 3THX ciaydasx TakoMy HCCIEIOBAaHUIO JIOJKHO MPENIIeCTBOBATh KIMHUYECKOE
HCCIIE0BAHUE JIEKAPCTBEHHOrO IMpemnapara Uisi MEIULIUHCKOTO MPUMEHEHUsS Ha COBEPIIEHHOJIETHUX
rpaxaaHax, 3a HWCKJIIOUYECHHEM CJIy4aeB, €CIW HCCIENyeMbld JIEKapCTBEHHBIM mpemnapaTr Jist
MEJIUILIUHCKOTO MIPUMEHEHUS npeJHa3HauYeH UCKIIFOUUTEIILHO JUTSt HCIIOJIb30BaHUS
HECOBEPIICHHOJIETHUMHU IpakIaHaAMU.

(B pen. denepanbhoro 3akona ot 22.10.2014 N 313-03)
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6. 3anpemaeTc;1 IMPOBEACHNUEC KIMHHUYECKOI'O MCCICIOBAHUA JICKAPCTBCHHOI'O IIpfriapara IJid
MCIUIHUHCKOI'O IPUMCHCHUS C YIACTUCM B KAYCCTBC MMAllUCHTOB!

1) neTeii-CUpOT U ACTEH, OCTABIIUXCS O€3 TOMCUCHUS POIUTEINICH,

2) JKCHIIUH B TMEpUOJ OCEPEeMEHHOCTH, JKEHIIMH B TIEPUOJA TPYAHOTO BCKAapMIIMBAaHUSA, 32
HCKIIFOYEHUEM CIIy4aeB, €CJIM IPOBOJAUTCA KIMHUYECKOE MCCIENOBAaHUE JIEKAPCTBEHHOrO Ipenapara,
MpPeIHA3HAYEHHOTO ISl YKa3aHHBIX JKEHIIWH, IPU YCIOBUM HEOOXOJMMOCTH IONTYYeHHS HWH(]OpMarun
TOJIBKO BO BpEMsl MPOBEACHUS COOTBETCTBYIOIIMX KIMHUYECKUX MCCIECIOBAaHUNW WM NPUHATUS BCEX
HEOOXOIMMBIX MEp IO HCKIIOUEHHUIO PUCKAa HAHECEHHWs Bpela JKEHIIMHE B IMEpPHOJ] OSpPEeMEHHOCTH,
KEHILMHE B IEPUOJ IPYAHOTO BCKAPMIIMBAHUSL, IIJIOY WIH PEOCHKY;

3) BOEHHOCIYXalllUX, 3a MCKIIOYEHHEM CIIy4aeB IIPOBEACHUS KIMHUYECKOIO MCCIIEOBAHUS
JIEKapCTBEHHOI'0 IpernapaTa, CHelMadbHO pPa3pabOTaHHOrO [UIs MPUMEHEHHsS B YCIOBMSX BOEHHBIX
NEUCTBUM, 4Ype3BbIYAMHBIX CUTyallMi, NpOPUIAKTUKA U JIeYeHHUs 3a00J€BaHUM M MOpaXEeHUH,
IOJyYEHHbIX B  pe3yJibTaTe BO3ACUCTBUSA  HEOJArONPUATHBIX ~ XUMHMYECKMX, OHOJIOTHYECKUX,
paauanroHHbIX (axTopoB. KimHuMYeckoe ucciieJOBaHME TaKOI'0 JIEKApCTBEHHOTO IIperapara MOXET
IIPOBOAMTHCS C yYaCTUEM B Ka4ECTBE ITALIUEHTOB BOCHHOCIYKAIUX, 3a UCKJIFOUEHUEM BOCHHOCIIYKAILUX,
MIPOXOSAIINX BOCHHYIO CIYXO0Y IO MPU3BIBY, C COOJII0IEeHUEM TPeOOBaHU, YCTAHOBJIEHHBIX HACTOSIINM
@DenepalbHBIM 3aKOHOM B OTHOLICHMH I'PAaXIAHCKUX JIMLL;

4) cOTpYIHUKOB [TPaBOOXPAHUTEIIbHBIX OPraHoOB;

5) JIMII, 0T6bIBaIOIJ_[I/IX HakKa3aHUMC B MCCTaXx JIMIIICHMA CBO6OI[BI, a TAKKC JIML, HaXOJAIINXCs ITOA
CTpameﬁ B CJICACTBCHHBIX M30JIATOpPAX.

7. JlomyckaeTcsi NpOBEIEHUE KIMHUYECKOIO HCCIENOBAaHUSA JIEKapCTBEHHOIO IpernapaTta i
MCIUIHUHCKOI'O MPUMCHCHHU, IMTPEAHAZHAYCHHOTI'O JJIA JICUCHUA IICUXUYCCKUX 3a6OH€BaHI/II\/'I, C y4aCTueM B
KayecTBe MaIEeHTOB JIUI[ C ICUXUYECKUMU 3a00JI€BaHUSAMU, IPU3HAHHBIX HEAEECIIOCOOHBIMU B TIOPSIIKE,
YCTaHOBJIIEHHOM  3akoHoaarenbcTBOM  Poccumiickoit  ®Denepanuu. KnmHuyeckoe  MCClEIOBaHHE
JIEKapCTBEHHOTO IpenapaTta B 3TOM Cllyyae MPOBOJUTCSA MPU HAJIMYUU COIJIACUsl B MUCBMEHHOW (opme
3aKOHHBIX HpeHCTaBHTGHGﬁ YKa3aHHbIX JIMII.

Ctatba 44. OO6GsAsaTenbHoe CTpaxoBaHME XU3HW, 300pPOBbA  MaUMUeHTa,
yyacTBywLWero B KIMHUYECKOM MUCCrefoBaHUM §eKapCTBEHHOro npenapata Aans
MeAULMHCKOro npumMmeHeHus

(B pen. @enepanbHoro 3akona ot 29.11.2010 N 313-03)

1. OpPaHI/IBaHI/IH, noJiydyuBHIasA pa3pClICHUC Ha OpraHHu3alrui0 MPOBCACHUA KIMHUYCCKOTO
HCCIICOOBAaHUA JICKAPCTBCHHOI'O Ipfrapara a4 MCIUIHUHCKOr0 INIPHUMCHCHUA, 00s3aHa B KayeCTBE
CTpaxoBaTCJIsl CTPaxOBATb PHUCK IMPUYUHCHUA BpEAa KU3HU, 3I0POBBIO IMMAallMCHTA B PE3YJIbTATC
MPOBCACHUA KIMHUYCCKOTO HUCCICAOBAHUS JICKAPCTBCHHOI'O IMperiapaTta Ajsd MEAUIUHCKOTO IMTPUMCHCHU A
3a CBOM CUeT MMYTEM 3aKJIFOYCHHUA JOTOBOpaA 00513aTEIHLHOTO CTpaxoOBaHUA.

2. OOBexkToM 0053aTeTbHOTO CTPAaXOBAaHUS SIBISIETCS MMYIIECTBEHHBIH HWHTEpeC IMalueHTa,
CBA3aHHBIM C IPUYMHEHUEM BPENA €0 KU3HU WIH 30POBBIO B PE3YJIBTATE MPOBEACHUS KIMHUYECKOTO
HCCIIEA0BAHMS JIEKAPCTBEHHOTO IIpenapara Jiyisi MEJUIUHCKOTO IPUMEHEHHMS.
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3. CTpaxoBbIM CllyyaeM IO JOIOBOPY 00s3aTEIbHOIO CTPAXOBaHUS SABJISIETCS CMEPTh NAllMEHTa WU
YXYALIEHUE €0 3/I0pOBbs, B TOM YHCIIE BIEKYILEE 32 COOON YCTAaHOBIEHUE UHBAIWIHOCTH, IPU HATMYUU
IPUYMHHO-CJIEICTBEHHON CBA3M MEXJy HACTYIUIGHHEM 3TOro cOObITUS M YYacTHEM IaleHTa B
KIIMHUYECKOM HCCIIEI0BAHUH JIEKAPCTBEHHOTO IIpenapara.

4. Tpe6OBaHI/I${ 0 BO3MCIICHUU Bp€la, INPUYXMHCHHOI'O KHW3HHW MWIKM 3A0pPOBBIO ITalUCHTA,
MMPCABABIAIOTCA B TCUCHUC CpOKOB HCKOBOI1 JaBHOCTH, YCTaHOBJICHHBIX TpaXXJaHCKUM
3aKOHOAaTCJIbCTBOM.

5. Pa3zmep cTpaxoBOi BBIILIATHI IO JJOTOBOPY 0053aTEIHHOTO CTPAXOBAHUS COCTABIISIET:

1) B ClIy4ac CMEPTH IalyvEHTa ABa MUJIJIMOHA py6nel71 Ha KaXJ0ro mnanyveHTa, y4aCTBOBABIICTO B
KIIMHUYCCKOM HUCCJICAOBAHUU JICKAPCTBCHHOT'O ITpLCIiapara,

2) mpu yXyALIEHUU 37J0POBbs MAIIUEHTA!

a) IOBJIEKILIEM 3a cO0OM yCTaHOBJIEHHE WHBAJIWIHOCTU | rpynmbl, OAMH MWIUIMOH MHSTHCOT ThICSY
pyOsieli Ha KaXXAOro MalUeHTa, y4yacTBOBABLIETO B KIMHUYECKOM HCCIEIOBAaHUU JIEKAPCTBEHHOTO
npenapara;

6) moBiekiieM 3a co0oil ycTaHOBIeHME MHBaIMAHOCTH Il rpynmsl, OAMH MWIIMOH pyOsiell Ha
Ka)KJI0ro MalyueHTa, y4aCTBOBABLIETO B KIIMHUYECKOM HCCII€I0BAaHNH JIEKAPCTBEHHOTO Mpenapara;

B) NOBJEKIIEM 3a co0o0i ycTaHoBieHue umHBanugHocTH III rpymmel, msaTbcoT ThICSY pyOnel Ha
Ka)KJI0ro MalueHTa, y4aCTBOBABLIETO B KIIMHUYECKOM HCCII€0BAaHNH JIEKAPCTBEHHOTO Mpenapara;

I') He MOBJIEKIIEM 3a cO0OM yCTaHOBJIEHUS MHBAJIMIHOCTH, HE Oojee ueM TpHcTa Thicsay pyoOisielt Ha
KaXJOro IMalueHTa, Y4YacTBOBABIIETO B KIMHUYECKOM HCCIIEIOBAaHUM JIEKAPCTBEHHOrO IIpernapara,
UCXOJs W3 HOPMAaTHMBOB, OTPAXKAIOIIMX XapakTep M CTENEHb MOBPEKICHMS 310pOBbA, a TaKXKe
(aKTUYECKH IIOHECEHHbIX MAallMeHTOM pPAcXO0Jl0B, BbI3BAaHHBIX IOBPEKICHUEM 3JI0pPOBbS, Ha
MEIULUHCKYIO TOMOILb, TPHOOPETEHHE JIEKAPCTBEHHBIX MPENapaToB.

(nm. "r" B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

6. Ypatun cuny ¢ 1 urons 2015 rona. - denepanbHblii 3akoH oT 22.12.2014 N 429-03.

7. Cpok 1oroBopa 00s13aTENbHOIO CTPaxOBaHUS HE MOXKET ObITh MEHEE, YeM CpPOK IPOBEJEHUS
KJIIMHUYECKOTO MCCIIEIOBAaHUS JIEKAPCTBEHHOIO Mpenapara.

8. VYcioBus noroBopa 00s3aTENbHOTO CTPAaxOBaHHS, B TOM YHCIE CTPaxoBble TapU(bl IO
00513aTeIbHOMY CTpPaxOBaHMIO, MepeueHb HEOOXOIUMBIX JOKYMEHTOB JJISi OCYIIECTBICHHUS CTPaxOBOM
BBIIUIAThl, MOPSAOK YCTAHOBJIEHUS CTpaxoBaTeleM WHIWBUIYAJbHOTO WIECHTH(PHUKAMOHHOTO KoJa
NalMeHTa, NoPsI0K HHHOPMUPOBAHHS CTPaXOBaTeIeM CTPAXOBIIMKA O MPUBJICYCHHBIX K KIMHUYECKOMY
UCCIIEIOBAaHUIO JIEKAPCTBEHHOI'O Mpernapara Uil MEIUIIMHCKOTO MPUMEHEHHs MalMeHTax, HOpsSAoK
yIIaThl CTPaXOBOM MPEMUH, OPAJOK pealn3aliy ONPEAEIECHHBIX HacTOAIMUM DeiepabHbIM 3aKOHOM U
OpyruMu  (enepanbHbBIMM 3aKOHAMHM MpaB U 00S3aHHOCTEH CTOPOH IO JIOrOBOpPY 0053aTeIbHOTO
CTPaxOBaHMs, & TAKKE HOPMATUBBI, OTPAXAIOUIUE XapaKTep M CTENEHb IOBPEXACHUS 3/10pOBbS,
YCTaHABIIMBAIOTCS TUIIOBBIMHU MTPaBUIIaMU 00S3aTEIbHOTO CTPAaXOBaHUS.

(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)
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9. B ciiyuae npuyrHEeHHs Bpea *KU3HU MallMEHTa, yYaCTBOBABILETO B KIIMHUYECKOM HCCIIEAOBaHUN
JIEKapCTBEHHOTO Tpernapara, BBITOJONPUOOPETATESIMI 10 JOTOBOPY O0S3aTEIBHOTO CTPAaXOBAHHS
SBIIAIOTCS TpakJaHe, HMMEIOIIME MpaBO Ha BO3MEUICHHE BpelJa B Cllydae CMEpPTH KOpPMUIIbIA B
COOTBETCTBUH C TPAXKIAHCKUM 3aKOHOJIATEIbCTBOM, MPU OTCYTCTBUU TaKUX TpaxAaH - POIUTEIIH,
CYIIpYT, J€TH yMEpLIEro MalUeHTa, Y4aCTBOBABILErO B KIMHHUYECKOM HCCIIEJOBAHUM JIEKAPCTBEHHOTO
mpenapara, B cllyda€ CMEPTH [MAlHUEHTa, YYacTBOBABIIEr0O B KJIMHUYECKOM HCCIEIOBAaHUU
JIEKapCTBEHHOI'O Ipernapara U He MMEBIIEro CaMOCTOSTENBHOIO JI0X0/a, - TpakJaHe, Ha MXKIUBEHUU
KOTOPHIX OH HAaXOAWJICS, B OTHOIICHWH BO3MEUICHHS pPAacXOJO0B Ha TMOrpe0cHHE MAalUeHTa,
Y4acTBOBABIIETO B KIMHHUYECKOM HCCIIEIOBAaHUM JICKAPCTBEHHOTO MpernapaTa, - JIMIO, [TOHECIIee TaKue
pacxopl.

10. CrpaxoBas BblIUIaATA B CYET BO3MELICHHMS BpeAa, NPUYMHEHHOIO JKHU3HU IAllUEHTA,
Y4acCTBOBABIIETO B KIMHUYECKOM HCCIEIOBAHMM JICKAPCTBEHHOI'O IpenapaTa, paclpelesseTcss MEKIY
BBIFOJIONIPHOOpETATE IS IMA IPOIOPLMOHATIBHO UX KOJMYECTBY B PABHBIX JIOJIAX.

11. Ilpm HacTymiaeHUHM CTPAXOBOrO CiIy4as TMAlMEHT, YYacCTBOBABIIMKA B KIMHUYECKOM
HCCIICIOBAaHUH JICKApCTBEHHOTO npenapara, BBITOJIONIPUOOpETATEIH BIIpaBe MPEAbSIBUTH
HEMOCPECTBEHHO CTPAXOBIIMKY TPEOOBAHHWE O BO3MEIICHUN MPUIMHEHHOTO Bpeaa. CTpaxoBas BhITLIATA
OCYILIECTBIISICTCSl CTPAXOBIIMKOM B TEUEHHE TPHUJALATH JHEH CO JHS MPEACTaBICHUS HEOOXOIMMBIX
JOKYMEHTOB. [lalieHT, y4acTBOBaBIIMI B KIIMHUYECKOM HCCIIEIOBAaHUH JIEKAPCTBEHHOTO Mpenapara, Uin
BBITOIONIPHOOpETaTENh 005f3aH COOOLIUTH CTPAXOBIIMKY [UIsl OCYIIECTBIIEHHS CTPaXOBOMl BBHITLIATHI
WHIUBUIYTBHBIN HICHTU(OUKAIMOHHBINA KO/ MMalMEHTa, YCTAHOBJICHHBIN CTPAaXxOBaTEJIeM B COOTBETCTBHH
C TUTIOBBIMH TPAaBHJIAMH 0053aTEJILHOT'O CTPaXOBAHMS.

12. Jlo TONHOrO OMNpelelieHus pa3Mepa MOJISKAIIET0 BO3MEIICHHIO Bpeda CTPaXOBIIUK IO
3asIBJICHHIO TAlMEHTA, YYaCTBOBABIIIETO B KIIMHUYECKOM HCCIICIOBAaHUH JICKAPCTBEHHOTO TIperapara, Win
3asABJICHUIO BI)IFOI[OHpI/IO6pCTaTGJ'I${ BITpaB€ OCYHICCTBUTH 4aCTb CTanOBOfI BBITIJIATBI, COOTBECTCTBYIOIIYIO
(haKTHUYECKH ONPEeICHHON YaCTH MPUYMHEHHOTO Bpe/a.

13. CrpaxoBass BbIILUIaATA B COOTBETCTBUM C JOIOBOPOM 00A3aTENbHOIO CTPAXOBAHUS
OCYILIECTBIISETCS HE3aBUCUMO OT BBIILJIAT, IPUUYUTAIOUINXCA IO IPYTMM BHJIaM CTPaXOBaHMS.

14. He AOIMYCKACTCA y4acTUC TMaluMcHTa B MPOBCACHHUHU KIMHHUYECKOTO HCCICIOBAHHA
JICKApCTBCHHOTO IIpeIiapaTta npu OTCYTCTBUU JOTOBOpA 00s13aTeIHLHOTO CTpaxOBaHUA.

15. KoHTposp 3a HCIIOTHEHUEM OpraHU3alMeN, IONYYMBLIEH pa3pelieHue Ha OPTraHU3aLHUIo
IIPOBEJEHUS KIIMHUYECKOIO MCCIIEN0BaHNUs JIEKAPCTBEHHOTO Mpenapara JUisi MEAULUHCKOIO IPUMEHEHMS],
YCTAaHOBJICHHOW HACTOALIEH cTaThell OO0S3aHHOCTH IO 005S3aTeNbHOMY CTPaXOBAaHUIO KM3HH, 3/10pPOBbS
NalMeHTa, YYacTBYIOLIEro (y4acTBOBABIIETr0) B KJIMHUYECKOM HCCIEIOBAaHMM JIEKAPCTBEHHOTO
mpernapaTa, OCYLIECTBIISIETCS YINOJHOMOYEHHBIM (helepaibHbIM OpPraHOM MCIIOJHUTEIBHONW BIIACTH,
BBIIABILIMM pa3pellieHUE Ha MPOBEIECHUE KIMHUYECKUX HMCCIEN0BAHUM JIEKAPCTBEHHBIX MPENaparoB IS
MCIUIHUHCKOI'O IPpUMCHCHUS.

Maea 8. MIPOU3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbBIX CPEACTB
CraTba 45. MMpon3BoACcTBO NeKapCTBEHHbIX CPeaAcTB

1. TIpow3BOACTBO JIEKAPCTBEHHBIX CPEIACTB JOHKHO COOTBETCTBOBATh TPEOOBAHUSAM IPABUI
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HaJJIexalleld MpOU3BOJACTBEHHON MPAKTUKH, YTBEPKICHHBIM YIIOJTHOMOYEHHBIM (peiepabHbIM OpraHoM
HCTIIOJHUTENBHOHN BracT. OCOOEHHOCTH TIepexo/ia MPOU3BOJICTBA OTACIBHBIX JIGKAPCTBEHHBIX CPEJICTB K
UX MPOU3BOJICTBY B COOTBETCTBUU C TPeOOBAaHUSMHU MPaBUI HaAJEKAalleH MPONU3BOACTBEHHON MPAKTUKH
ycranaBinuBatorcs IIpaBurensctBom Poccuiickoin ®denepauuu. Bpiaya 3akiro4eHHil O COOTBETCTBHH
MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJACTB TpeOOBaHUSAM NPaBHJ HaJUIekalled MPOU3BOICTBEHHOM
MPAKTUKU OCYILECTBIACTCS MO PE3yJbTaTaM WHCIEKTUPOBAHUS TMPOU3BOJUTEICH JIEKaPCTBEHHBIX
CpelICcTB B mopsake, ycraHoBieHHOM lIpaButensctBom Poccuiickoit ®denepanuu. Pasmep mnatel 3a
BbIJ]a4y 3aKJIOUYEHUSI O COOTBETCTBUU MPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSM MPABUII
HaJJIe)Kaled MPOU3BOACTBEHHON  MNpakTUKW  ycTaHaBiuBaercs  [IpaBurenbctBoM — Poccuiickoii
Oenepanuu. [lopsaok opraHuzanuu U MPOBEACHUS MHCIEKTUPOBAHUS MMPOU3BOIUTENCH JIEKAPCTBEHHBIX
CpPEICTB Ha COOTBETCTBHE TpPEOOBAHMUAM TPAaBUJ HaJyIeXkKalled MPOU3BOACTBEHHON IPaKTUKU
ycranasinusaercs [IpasurensctBom Pocceniickoit denepanun.

(B pen. @enepanbHbix 3akoHOB OT 25.06.2012 N 93-®3, ot 22.10.2014 N 313-®3, ot 22.12.2014 N
429-03)

2. IIpousBoacTBo sekapcTBEeHHBIX cpenctB B Poccuiickoit ®enmepaunuu  OCyliecTBIsSETCS
MIPOU3BOIUTEISIMU JIEKAPCTBEHHBIX CPEJICTB, UMEIOIIUMH JIUIIEH3UIO0 Ha TPOU3BOJCTBO JIEKAPCTBEHHBIX
cpenctB. IloaTBepikIeHHE COOTBETCTBUS JIMIICH3MATa TNIPaBWJIaM HAAJISKAIIeH MPOU3BOJICTBEHHOU
MPAKTUKU OCYIIECTBISIETCA B PaMKax JUIEH3MOHHOTO KOHTPOJISI B COOTBETCTBUU C 3aKOHOJATEIHCTBOM

Poccuiickoii @enepanuu ¢ y4eToM 0COOCHHOCTEH, YKa3aHHBIX B YaCTH | HACTOSIICH CTAaThH.
(B pen. deaepanbhbix 3ak0HOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. HpOI/IBBOI[CTBO JICKAPCTBCHHBIX CPCACTB OCYIICCTBIISICTCSA C CO6J'IIOI[€HI/I6M TpC6OBaHI/II>'I
IMPOMBIIIJICHHOI'O pCTriIaMCHTA, KOTOpI)II\/JI YTBCPIKAACTCA PYKOBOAUTCIIEM MPOU3BOAUTEIIA JICKAPCTBCHHBIX
Cp€aACTB M BKIKOYACT B ce0s NEepeUYCHb HUCIOJIBb3YyCMbIX (bapMaI_[CBTI/I‘leCKI/IX CY6CTaHLIHI>'I n
BCIIOMOIr'aTCJIbHBIX BCHICCTB C YKAa3aHHUEM KOJIMYCCTBA KaXAOTO M3 HUX, HAHHBIC 00 HCIIOJIB3YyEMOM
O60pyI[OBaHI/II/I, OIMMMCAHUC TCXHOJOIMYCCKOTO IIpoHecca U METOAOB KOHTPOJSA HA BCCX JITallax
IMPOMU3BOJCTBA JICKAPCTBCHHBIX CPCACTB.

4. Tlpn npoM3BOJICTBE JIEKAPCTBEHHBIX CPEACTB HCHOJB3YIOTCS (hapMaleBTHUYECKHE CyOCTaHILIMU,
CBEJCHHUS O KOTOPBIX COJAEpXkarcsi B TOCYJapCTBEHHOM pEecTpe JEKapCTBEHHBIX CpEJICTB, 3a
UCKITIOYEHHEM (apMaleBTUYeCKUX CyOCTaHIUM, MPOM3BOAMMBIX [IJIsl TMPOBEACHUS KIMHUYECKUX
uccaeaoBaHuil U g skcnopra. K mporeccy nmpousBoacTBa papMarieBTUYECKON CyOCTaHIIUNU OTHOCSTCS
T00ble  CTaJUM  TEXHOJOTMUECKOro Tpolecca, TMO3BOJSIONME MOJIYYUTh TOTOBBIH  NPOAIYKT,
COOTBETCTBYIOIIUN TpeOOBaHUAM (apMaKoNeHHON cTaTbu, B TOM 4HUCIE (epMeHTalusl, dKCTPaKIIUs,
OYMCTKA, BBIIEICHUE, NEepeKpUCTAIN3aIMs, BHICYIIMBAHNE, U3MelbUeHne. B ciyuyae HeoOXoauMocTu
UCIOJIb30BaHUsl 3TUJIOBOTO CHUPTA, B TOM YHUCIE (papMaleBTUYECKOW CyOCTaHLMM CIHUPTa ATUIIOBOTO
(oTaHONa), NpPU TPOMU3BOJACTBE JIEKAPCTBEHHBIX CPEJICTB B KadecTBe JEHCTByroUlero u (Win)
BCIIOMOTAaTENIbHOTO BEIECTBA, a TAK)KE€ B MHBIX TEXHOJOTMYECKUX LENSIX JO0JKHA OBITh MCHOJIb30BaHA
TOJIBKO (papMalieBTUUeCcKast CyOCTaHIUS CIUPTA ATUIIOBOTO (ITAHON).

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-@3, ot 27.12.2019 N 462-®3, ot 27.12.2019 N
481-D3)

4.1. HepequL JICKApCTBCHHBIX MpCrapaTtoB A MCAUIHUHCKOrO INPHUMCHCHHUA, B OTHOIICHHUU
KOTOPBIX YCTAHABJIMBAKOTCA TpeGOBaHI/IH K o61;eMy Tapbl, YIIAKOBKEC MW KOMIUICKTHOCTHU, ICPCUYCHDb
JICKApPCTBCHHBIX MPEIapaToB JJIA BETCPHUHAPHOT'O0 MPUMEHCHUS, B OTHOICHNH KOTOPBIX YCTAHABJIMBAKOTCA
Tpe6OBaHI/I${ K OG’BCMY Tapbl, a TaKXKC Tp€6OBaHI/IH K 06’LCMy Tapbl, YIIAKOBKC W KOMIIJICKTHOCTU
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

JIEKapCTBEHHBIX IpenaparoB MJii MEIUIMHCKOTrO TMpUMEHEHHs, TpeOoBaHUs K 0OBbEMYy Tapbl
JIEKapCTBEHHBIX IPENapaToB JUIsl BETEPUHAPHOTO INPUMEHEHHUS OIPEIEISIIOTCS COOTBETCTBYIOLIMMU
YIOJTHOMOYEHHBIMHU (eiepallbHBIMU OpraHaMU HCIOJHUTEIBHON BJIACTU B MOPSIKE, YCTaHOBICHHOM
IIpaBurensctBoM Pocculickoit denepanun.

(dactb 4.1 B pen. ®enepanpHoro 3akona ot 14.12.2015 N 374-D3)

4.2. Opranuzanuy, OCYIIECTBIISIONIME MPOU3BOACTBO (hapMaIleBTUUECKOW CYyOCTaHIIMU CHHpTA
STHJIOBOTO (9TaHOJA) JAJsi MPOU3BOJCTBA CHHPTOCOAEPKAIIUX JIEKAPCTBEHHBIX IpenapaToB, OOs3aHBI
OCYIIIECTBIATh YYET B MOPSAKE, YCTAHOBIEHHOM cTaThsiMu 8§ u 14 denepanbHOro 3aK0HA OT 22 HOSOPS
1995 roga N 171-®3 "O rocynapcTBEHHOM peryJInpoBaHUU TPOU3BOACTBA M 000POTA ATUIIOBOTO CIIHPTA,
QJIKOTOJILHOM U CIUPTOCOJEPKAIIEH MPOAYKIMH W 00 OrpaHHYEHUM MOTpPeOJIeHUs (PpacIHUTHS)
ankoroipHOM nponykuu'". [IponsBoacTBo papmaneBTHUECKON CyOCTaHIIMU CIIUPTA 3TUIIOBOTO (ITaHOINA)
JOMYCKAeTCsl TOJIBKO OpraHW3alMel, OCYIIECTBISIONICH MPOU3BOACTBO PEKTU()UKOBAHHOTO STHIIOBOTO
CIOUpTa W3 MHILEBOTO CHIPbS HAa OCHOBAHMM JIMIEH3UM Ha IPOU3BOJCTBO ITUIOBOTO CIHpTA s
IIPOM3BOJICTBA (apMaleBTUYECKOW CYOCTaHIIMM CHOUpPTAa 3TUJIOBOrO (3TAaHOJA) B COOTBETCTBUHU C
TpeboBanusiMu dDenepanbHoro 3akoHa oT 22 HosOpa 1995 roga N 171-®3 "O rocynapcTBeHHOM
pEryJIMpoBaHUM IPOU3BOJCTBA M 000pPOTa ATHIOBOTO CIHPTA, AJIKOTOJBHOM M CHUPTOCOJEpIKallen
OPOAYKIMK M 00 OrpaHMYeHUU TMOTpedsieHuss (pacluThs) aJKOTOJBHON MNPOAYKIHH', METOJ0M
pa3BecHUs BOJOM OYMILEHHOW TAKOTO 3THUJIOBOTO CIIMPTA, NPOU3BEICHHOIO JAHHOW OpraHU3alUeH 1o
MECTY OCYIIECTBIIEHHUSI TPOU3BOJICTBA (hapMalleBTUYECKON CyOCTaHIIMU CIIUPTA 3TUIIOBOTO (3TaHOIIA).
(dactpb 4.2 BBeaeHa denepanbubiM 3akoHOM OT 03.07.2016 N 261-D3; B pen. denepaibHOro 3aK0HA OT
27.12.2019 N 481-D3)

4.3. NnnuBuayanbHble NPEAIPUHUMATENN U IOPUAMYECKUE JIMLA, OCYLIECTBIIAIOIINE 3aKYNKy U
UCIOJIb30BaHUE (hapMalleBTUYECKON CyOCTaHIIMM CIIUPTa 3THJIOBOIO (3TaHOJA), a TaKKe MPOU3BOJCTBO,
U3rOTOBJIEHHE M (WiIM) 000poT (32 HCKIIOYEHHUEM PO3HUYHOW MPOJAXH) CIUPTOCOAEpKAIIUX
JIEKapCTBEHHBIX MpEnapaToB, OO0A3aHbl OCYIIECTBIATh MX Y4eT M JIeKJIapUpOBaHME B TOpSIKE,
YCTaHOBJIEHHOM cTaThsiMu 8 u 14 ®enepanbHoro 3akoHa ot 22 Hos0ps 1995 roma N 171-@3 "O
rOCYJJapCTBEHHOM PpEryJHpOBaHUM IPOU3BOJACTBA M 00OpPOTa 3TUJIOBOTO CIHUPTA, AJKOTOJBHOW U
CHUPTOCOJEpIKAIIEH MPOIYKIIMH U 00 OrpaHUYEHUN OTPeOIeHUS (PACIUTHSI) AIKOTOJIbHON MPOIyKIuu'".
(uactp 4.3 BBeaeHa denepanbHbIM 3akoHOM OT 29.07.2017 N 278-D3)

4.4, Tlpm mnpOW3BOJCTBE JIEKAPCTBEHHBIX IMpenapaToB [JIsi BETEPUHAPHOTO MPUMEHEHUS
JIOTTYCKAeTCsl HUCIONB30BaHUE TMPOU3BENCHHBIX U peanu3anuu (apMaleBTUYECKUX CyOCTaHIIHIA,
BKJIIOYEHHBIX B TOCYJAAPCTBEHHBIM PEECTP JEKAPCTBEHHBIX CPEJCTB YIOJHOMOUYEHHBIM (heepaibHbIM
OpraHOM HCIIOJIHUTENBbHOW BJACTH, OCYUIECTBISIOIIMM BEIEHHE TOCYJAPCTBEHHOIO peecTpa
JIEKApCTBEHHBIX CPEJICTB JJISI MEAUIIUHCKOTO IPUMEHEHHS.

(uactp 4.4 BBeneHa denepanbHbiM 3akoHOM OT 02.08.2019 N 297-03)

5. 3amperaercst HPOU3BOJICTBO:

1) JICKAPCTBCHHBIX CPCACTB, HC BKIIIOYCHHBIX B I‘Ocy,[IapCTBCHHLIﬁ peecCTp JICKAPCTBCHHBIX CPCIACTB,
3a HCKIIOYCHHUEM JICKAPCTBCHHBLIX CPEACTB, IMPOM3BOAMMBIX JJIA TPOBCACHUA  KIMHUYCCKUX
I/ICCJ'IC,Z[OBaHI/Iﬁ W JJI1 OKCIIOpTa;

2) dhanbcupUIMPOBAHHBIX JIEKAPCTBEHHBIX CPECTB;

3) JICKApCTBCHHBIX CPCACTB 0e3 JIMIICH3UU Ha ITPOU3BOACTBO JICKAPCTBCHHLIX CPCACTB,
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

4) nexapCTBEHHBIX CPEJICTB C HApyLIIEHHWEM IPaBUJl OpPraHU3alMM IPOU3BOJCTBA U KOHTPOJSA
KauecTBa JIEKApCTBEHHBIX CPE/ICTB;

5) yrpatun cuiy. - @enepanbHbiii 3akoH ot 27.12.2019 N 481-D3;

6) CIHPTOCOACPKAIMUX JIEKAPCTBECHHBIX MPENApaToOB MO MECTY OCYIIECTBJICHHS IMPOU3BOJICTBA
(dhapMareBTHUeCKOl CyOCTaHIIMM CIHUpPTa STUIOBOrO (3TaHoja) W (WMJIM) 1O MECTY OCYIICCTBICHUS
MIPOU3BOJICTBA ITUIIOBOTO CITUPTA;

(. 6 BBennen denepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

7) dapmaneBTHUECKON CyOCTaHIIMM CIIHPTa 3TUIOBOTO (3TaHONA) W (WIM) CHUPTOCOICPIKAIINX
JIEKapCTBEHHBIX MpEnapaToB Ha OCHOBHOM TEXHOJIOIMYECKOM OOOpYyIOBAaHUHU JJisi IPOU3BOACTBA
ATWJIOBOTO CIMPTA, yKazaHHOM B IyHKTe 1.1 cratbu 14.1 @enepanbHoro 3akoHa ot 22 Hos0ps 1995 rona
N 171-®3 "O rocynapcTBEHHOM pEryJlIMpOBaHMM TMPOU3BOACTBA W 000pOTa STHIOBOTO CIUPTA,
QJIKOTOJIBHOM M CIUPTOCOJEpKAllel MpOAYKIMM M 00 OrpaHMYeHUM MOTpedsieHus (paciuTus)
AJIKOTOJIbHOM MpoayKIuu".

(n. 7 BBeneH PenepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

6. Ilpu BBOJE JIEKapCTBEHHBIX CPEACTB B TPaXJaHCKUH 0OOpPOT YIOJIHOMOYEHHOE JIMIIO
MPOU3BOJUTCIIA JICKAPCTBCHHBIX CPEACTB OCYIICCTBIIACT NOATBCPIKACHHUEC COOTBETCTBUA JICKAPCTBCHHBIX
CpeAcTB TpeOOBAaHUAM, YCTAHOBJIEHHBIM IIPU HUX TOCYIAapPCTBEHHOW pErUCTpaluy, U TapaHTHUPYeT, 4To
JICKApCTBCHHBIC CpCACTBa INPOU3ZBCACHLBI B COOTBCTCTBUU C Tpe6OBaHI/I$IMI/I ImpaBuUJI Haﬂnemameﬁ
IIPOU3BO/ICTBEHHOM MPAKTUKH.

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

7. YTOIHOMOYEHHBIM JIMIIOM MPOHM3BOAMTENS JIEKaPCTBEHHBIX CPEJCTB SIBISAETCS €ro PaOOTHHK,
aTTECTOBAHHBIN B YCTaHOBJICHHOM YIOJHOMOYEHHBIM (pefiepaabHbIM OPraHOM HCIIOJHHUTEILHON BIACTH
MOPSIZIKE U UMEFOIIHMIA CTak pabOThI HE MEHEe YeM IISATh JIeT B 00JIaCTH MPOM3BOJCTBA U (MITH) KOHTPOJIS
KadecTBa JICKAPCTBEHHBIX CPEJICTB, BBICIIEE 00pPa30BaHNE COOTBETCTBEHHO II0 OJHON M3 CHENUaIbHOCTEH
u (WIM) OJHOMY U3 HampaBJICHUWH MOJATOTOBKH: OWONOTHSA, OWOTEXHOJIOTHS, BETEpHUHApUS,
BETCPHHAPHO-CAHUTAPHAS OKCIEPTU3a, KIMHUYECKAas MEIWIMHA, paJdallMOHHAs, XHMUYecKas |
Ouonoruyeckas 3amura, papmarms, GyHIaMeHTaTbHas MEIUIIMHA, XHMUYECKast TEXHOIOTUS, XUMHUSL.

(B pen. DenepanbHbix 3akoHOB 0T 22.10.2014 N 313-®3, ot 02.08.2019 N 297-D3)

8. Ilpon3BonuTeNnu JEKapCTBEHHBIX CPEICTB (3a HCKIIOUEHHEM (papMaleBTUYeCKON CyOCTaHLUU
CIIHPTa 3TUJIOBOTO (3TAHOJIA) MOTYT OCYIIECTBIISATH MPOAAXKY JICKAPCTBEHHBIX CPEJICTB WM TIEpPEaBaTh
UX B YCTAaHOBJIEHHOM 3aKoHOaTenbCcTBOM Poccuiickoit deneparuu nopsake:

(B pen. @enepanbHoro 3akona ot 29.07.2017 N 278-03)

1) ApyruM npou3BOIUTENSM JIEKAPCTBEHHBIX CPEJICTB AJIs IPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEACTB;
2) opraHu3asaM ONTOBOW TOPTOBIIH JIEKAPCTBEHHBIMU CPEJICTBAMU;

3) AllTCUHBIM OpraHu3alvusAM, BCTCPUHAPHBIM aIITCUHBIM OpraHu3alusaM, WHAWUBUAYAJIbHBIM
npeaAIpuHUMATEIAM, UMCIOIIUM JIMICH3WIO Ha Q)apMaueBTquCKy}o JCATCIIBHOCTh WJIM JIMICH3UIO Ha
MCIUIHUHCKYIO NCATCIBHOCTD,

4) Hay4yHO-HCCIIeI0BATENbCKIM OPTraHU3alUsaIM Il Hay4YHO-UCCIIE10BaTENbCKOM paboThI;
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

5) MCIUIUHCKUM OpraHu3alvsiM U BETCPHUHAPHBIM OPraHU3alusaM;

6) opraHu3anUsIM W WHIUBUAYAIBHBIM MPEANPUHUMATEISM, OCYIISCTBISIFOIINM pPa3BEACHHE,
BBIpAIIMBaHUE W COJCP)KAHHE >KUBOTHBIX (32 WCKIIOUCHHEM TMPOJAKU WM (apMalleBTUICCKUX
CyOCTaHIIMI WM UX TIepeaadn).

(. 6 B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

9. TlpomsBoaurenu QapManeBTUIECKOW CYOCTaHIIMM CIUpPTa 3TUJIOBOTO (dTaHONA) OOs3aHbBI
OCYILECTBIIATH peau3aluio (1eperady B YCTaHOBIEHHOM 3aKoHonaTenbcTBOM Poccuiickoit denepanuu
nopsiake)  (apmaneBTHYECKOW — CYOCTaHIIMM  CIUPTa  ATHJIOBOTO  (I9TAaHONA)  MPOU3BOTUTEIISIM
JIEKapCTBEHHBIX CPEACTB JJIsl IPOU3BOICTBA JIEKAPCTBEHHBIX CPEJCTB, MPOU3BOAUTENSAM (M3TOTOBUTEISIM)
MEIUIIMHCKUX U3JICTHH 71 IPOU3BOJICTBA M M3TOTOBIICHUS MEAUIIMHCKUX U3/ICTHI B EMKOCTSIX 00EMOM
He Oonee 1 nmutpa u (unun) He MmeHee 1000 TUTPOB, a OpraHU3aIUsaM, YKa3aHHBIM B IyHKTaxX 3 - 5 yactu §
HaCTOSIIECH CTaThH, B Tape 00beMoM He Ooiiee 1 nutpa.

(gactp 9 BBenmena denepanbHbiM 3aK0HOM OT 29.07.2017 N 278-D3; B pen. deaepaibHbIX 3aKOHOB OT
27.12.2019 N 481-d3, o1 22.12.2020 N 444-D3)

10. Peanumzamus (mepemaua B YCTaHOBJICHHOM 3akOHoJaTenbcTBOM Poccwuiickoit denepanuu
nopsiake) (papManeBTUYECKOW CYOCTaHIIMM CHHPTA STWIOBOTO (3TaHONA) OPraHU3alHSIM OITOBOM
TOPTOBIIU JIEKAPCTBEHHBIMH CPEICTBAMHU HE JIOMYCKAETCS.

(uacth 10 BBeaena denepanbabiM 3akoHOM OT 27.12.2019 N 481-D3)

11. IlepeBo3ku (apmManieBTUYECKON CYOCTaHIIMHM CIIUPTA 3THIIOBOTO (3TAHOJA) OCYILECTBIISIOTCS C
coOmonerneM TpeOOBaHMM, YCTAaHOBJICHHBIX a03alleM 4YeTBEpThIM MyHKTa 3 crathu 9 DenepaabHOTO
3akoHa oT 22 HosiOpsa 1995 roma N 171-@3 "O rocymapcTBEHHOM peryjiHpOBaHUM IMPOU3BOJICTBA U
0o0opoTa 3TUJIOBOTO CHMPTA, AJIKOTOJBHOM M CHUpPTOCOJEpKalled NpOoAYKIMH M 00 OrpaHU4YeHUU
notpelieHus (pacuTHsl) aIKOrOJIbHOM MpoayKIuu'".

(qactb 11 BBenena denepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

CraTtbsa 46. MapkupoBKa nekapcTBeHHbIX CPeAcTB

1. JlexapcTBEHHbIE Npenaparbl, 3a HCKJIIOUEHUEM JIEKApCTBEHHBIX IPENapaToB, M3TOTOBJIEHHBIX
anTeYHbIMM OpraHU3alMsIMH, BETEPUHAPHBIMU AalTEYHbIMU OpPraHM3aLUSAMH, WHIUBHYaIbHBIMU
NpeNNpPUHUMATENSIMU, HUMEIONIMMH  JIMLEH3UI0 Ha (apMaleBTUYECKYIO JESTENIbHOCTb, JIOJIKHBI
MOCTYMAaTh B 0OpalleHue, eciu:

1) Ha uMX NEpBUYHOM ymakoBKe (3a MCKIIOYEHHEM MEPBUYHON YHNAKOBKHM JIEKapPCTBEHHBIX
pPacTUTENBHBIX MpPEenapaToB) XOPOIIO YUTAEMbIM IIPU(TOM Ha PYCCKOM SI3bIKE YKa3aHbl HAUMEHOBAaHUE
JIEKapCTBEHHOIr0 Mpemnapara (MeXIyHapoJAHOE HEMaTeHTOBAHHOE, WJIM TPYNIUPOBOYHOE, WIH
XMMHYECKOE, WIM TOPrOBOE€ HAUMEHOBAHUE), HOMEP CEpUH, aTa BhITyCKa (11 UMMYHOOMOJIOTHYECKUX
JIEKapCTBEHHBIX IpernapaToB), CPOK TOJHOCTH, JO3MPOBKA WM KOHILIEHTpalus, o0beM, aKTHUBHOCTb B
€IMHHLIAX JEUCTBUS WIH KOJIMYECTBO J103;

(B pen. DenepanbHbix 3akoH0B 0T 11.10.2010 N 271-®3, o1 22.12.2014 N 429-D3)

2) Ha WX BTOPHYHOHN (MOTPEOUTENTHCKOM) YMAKOBKE XOPOIIO YUTAEMBIM IIPUPTOM HA PYCCKOM
SI3bIKE yKa3aHbl HAMMEHOBAHWE JICKAPCTBEHHOTO TMperapara (MEeXIyHapOoJIHOE HEMAaTeHTOBAHHOE, WIIH
TPYNIIMPOBOYHOE, WM XUMHYECKOE M TOProBO€ HANMEHOBaHUS), HAMMEHOBAaHUE MPOU3BOJIUTENS
JIEKapCTBEHHOTO TperiapaTa, HOMEp CEPHH, J1aTa BBITyCKa (1T MMMYHOOMOJIOTHUECKUX JIEKAPCTBEHHBIX
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(c M3M. | 01, BCTYIL....

IpernapaToB), HOMEpP PErMCTPAIMOHHOTO YJIOCTOBEPEHHS, CPOK TOJHOCTH, CIIOCO0 IPUMCHCHHS,
JO3UPOBKA WJIM KOHIIEHTpAalus, 00beM, aKTHBHOCTh B CJIMHHIIAX JICHUCTBUS JIMOO KOJIUYECTBO /103 B
yIaKOBKe, JIEKapCTBEHHAs (hopMa, YCIIOBHS OTIYCKa, YCIOBHUS XPaHCHHSI, TPEIYIPEAUTEIbHbBIC HAITHUCH.
(B pen. deaepanbhbix 3akoHOB OT 11.10.2010 N 271-D3, o1 22.12.2014 N 429-D3)

2. ®dapManeBTHYECKUE CYyOCTaHIIMU JOJDKHBI TOCTYNaTh B OOpalleHHe, €CiM Ha WX IMEePBHYHOU
YIIaKOBKE XOPOIIIO YUTAEMBIM MIPU(TOM Ha PYCCKOM sI3bIKE YKa3aHbl HAUMEHOBaHUE (hapMareBTHICCKON
cyocTaHIK (MEXIYHAPOIHOE HEMAaTeHTOBAHHOE, WIM TPYNIHUPOBOYHOE, WIM XUMHUYECKOE U TOPrOBOEC
HAaUMEHOBAHMSI), HAUMEHOBAHUE MTPOU3BOIUTENS (papMaIieBTUUECKON CyOCTaHIIMU, HOMEP CEpUU U Jara
W3TOTOBIICHHSI, KOJIMYECTBO B YIIAKOBKE W €IWHUIIBI U3MEPEHUS KOJIMYECTBA, CPOK TOAHOCTH U YCIOBUS
XpaHEHHUSI.

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

3. JlekapcTBEHHBIE CPECTBA B KAYECTBE CHIBOPOTOK JIOJKHBI IIOCTYNATh B OOpalleHe ¢ yKa3aHHeM
KHMBOTHOI'0, U3 KPOBH, IJIa3Mbl KPOBH, OPI'aHOB U TKAHEH KOTOPOI'O OHU MOJIyYEHBI.

4. Ha BTOpHUHYIO (HOTPEOUTEIBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPEJCTB, OJYYEHHBIX U3 KPOBH,
IUIa3Mbl KPOBU, OPraHOB W TKaHEHW uelloBeKka, NOJDKHA HAHOCUTbcA Haamnuchk: "Antutena k. BUY-1,
BUMU-2, k Bupycy renaruta C 1 OBEpXHOCTHBIN aHTUT€H BUpyca renarura B orcyrcrByror”.

5. Ha  nepBuYHyH0O  ymakoBKYy W BTOpPUYHYIO  (IOTpEOMTENbCKYIO)  YIAaKOBKY
pannodapmManeBTHIECKUX JIEKAPCTBEHHBIX CPEJICTB JOKEH HAHOCUTHCS 3HAK PaJIMallMOHHON OMTACHOCTH.

6. Ha BTOpHuYHYyIO (MOTPEOUTENBCKYIO) YIIAKOBKY FOMEOMATHYECKUX JIEKAPCTBEHHBIX IMpPErapaToB
IOJDKHA HAHOCUTHCS HAAmuCh: "I oMeonaruueckuii'".

7. Ha BTOpHYHYIO (IOTpEeOMTENbCKYIO) YHNAKOBKY JIEKApCTBEHHBIX PACTUTENBHBIX IpernapaToB
JOJKHA HAHOCUThCA Haamuch: "[Ipoaykuus npouuia paaguallMOHHBIA KOHTPOJIb'.

8. Ha mnepBuuHyro ymakoBKy (€ciu JUIsl 3TOrO CYIIECTBYET TEXHUYECKas BO3MOXHOCTb) M
BTOPUYHYIO (MMOTPEOUTENHCKYI0) YIIAKOBKY JICKAPCTBEHHBIX TMperapaToB, MpPeIHA3HAUYCHHBIX IS
KIIMHUYECKUX UCCIIeI0BaHUM, T0JI’KHA HAHOCUTbCS HaIMUCh: "J{J1s1 KIIMHUYECKUX MCCiIeJoBaHui".

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

9. VYmnaxkoBka JEKapCTBEHHBIX CpEACTB, NPEJHA3HAYECHHBIX MCKIIYATEIBHO MJIs JKCIIOPTa,
MapKUpPYeTCsl B COOTBETCTBUH C TPeOOBaHUSIMU CTPaHbI-UMIIOPTEPA.

10. Ha TpancnopTHyro Tapy, KOTOpas He MpeJHa3HaueHa JUIsl MoTpeduTened W B KOTOPYIO
MOMEIIEHO JIEKapCTBEHHOE CPEJICTBO, JOKHA HAHOCUTHCS HH(GOpMalMsg O HAaUMEHOBAaHUHU, CEPUU
JICKapCTBEHHOTO CPEJICTBA, JlaT€ BBHINYCKA, KOJMYECTBE BTOPUYHBIX (HMOTPEOMTEIBCKUX) YMaKOBOK
JIEKapCTBEHHOTO CPEICTBA, IPOU3BOAUTEINE JEKAPCTBEHHOTO CPEACTBA C YKa3aHHUEM HAUMEHOBAaHUS U
MECTOHAXOKACHUS IPOU3BOIUTENS JIEKAPCTBEHHOI'O CPEACTBA (apec, B TOM YUCIIe CTpaHa U (MJIM) MECTO
IIPOU3BOJICTBA JIEKAPCTBEHHOI'O CPEACTBA), a TAKXKE O CPOKE T'OAHOCTH JIEKAPCTBEHHOI'O CPEJCTBA U 00
YCJIOBHSX €r0 XpaHEHUs U MEePEeBO3KU, HEOOXOAUMBIE MPEAYIPEeIUTEIbHbIC HAAMCH U MAaHUITYISTOPHbIE
3HAKH.

11. Ha nepBHYHYIO YNakoBKY M BTOPUYHYIO (TIOTPEOUTENIBCKYIO) YIMAKOBKY JIEKAPCTBEHHBIX
CPEICTB JJii BETEPUHAPHOTO MPUMEHEHHs JOJDKHA HAHOCUThCS Haamuch: "Jlns BeTepuHapHOro
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NpUMEHEHHUs".

12. Ha BropuuHyio (MOTpeOHMTENbCKYIO) YINAKOBKY JIEKapCTBEHHOIO IIpernapara HaHOCHTCS
ITPUXOBOM KOJI.

Mnasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUNCKYIO ®EOEPALMIO U BbIBO3 NIEKAPCTBEHHbIX CPEICTB
U3 POCCUNCKON ®EOEPALIUN
(B pea. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

CraTtba 47. Nopsaaok BBO3a fekapcTBeHHbIX cpeacTB B Poccuinckyro denepauuio m
BbIBO3a NIeKapCTBEHHbIX cpeacTB n3 Poccunckon ®epepauumn
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. BBo3 nekapctBeHHbIX cpeacTB B Poccuiickyro ®enepainnio OCYyLIECTBISETCS B IOPSIIKE,
ycraHoBieHHOM [IpaButensctBom Poccuiickoit ®Denepanuu, B COOTBETCTBUUM C TaMOKEHHBIM
3aKOHOAATENbCTBOM TaMoOkeHHOro coro3a B pamkax EBpA3DC (manee - TaMOXEHHBIN cO103) U (UIIN)
3aKoHoJaTenbcTBOM Poccuiickoit denepanyy o TaMOXKEHHOM JeJIe.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2. BBo3umnbie B Poccnﬁcxy}o CDe):[epaumo JICKApPCTBCHHLIC CPCACTBA JOJDKHBI COACPIKATLCSA B

rOCYJapCTBEHHOM peecTpe JEKapCTBEHHBIX CPEACTB.
(B pen. deaepanbubix 3akoHOB OT 06.12.2011 N 409-03, o1 27.12.2019 N 462-D3)

3. Jlonyckaercs BBO3 B Poccuiickyro ®enepanuio KOHKPETHOM MapTHM 3apErMCTPUPOBAHHBIX U
(W)  HE3aperuCTPUPOBAHHBIX  JIEKAPCTBEHHBIX CPEACTB, IMPEJHA3HAUYEHHBIX I IPOBENEHUS
KIIMHUYECKHUX I/ICCJ'IeI[OBaHI/Iﬁ JICKApPCTBCHHBIX IMPEIapaToB, MPOBCACHUA ISKCHCPTU3LI JICKAPCTBCHHBIX
CPEICTB Ul OCYIIECTBIEHHUS TIOCYIapCTBEHHOM PErMCTpallMy JIEKAPCTBEHHBIX IPENapaToB WU IS
OKa3aHUus MGI[I/IIH/IHCKOI\/JI IMOMOIIM I10 XU3HCHHBIM IMOKAa3aHUAM KOHKPCETHOI'O IMAalMCHTAa Ha OCHOBAHHU
paspelleHns, BBIAAHHOTO YIOJIHOMOYEHHBIM (efiepabHbIM OpPraHOM HCIOJHUTENIBHOW BJIACTH 110
3adBICHUSAM JIMI, yKa3aHHBIX B cTarbe 48 Hacrosmero ®deaepanbHoro 3akoHa. PaccmoTpeHue Takoro
3a8BJICHUS W TPHUHATHE PEIIEHUs O BbIJA4Y€ pa3pellleHuss Ha BBO3 KOHKPETHOM MapTHH
3apETUCTPUPOBAHHBIX U (WJIM) HE3aPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB, MPEIHA3HAYCHHBIX IS
IIPOBEJEHUS KIMHUYECKUX HCCIIEIOBAaHUM JIEKAPCTBEHHBIX IIPENapaToB, INPOBEACHUS SKCIEPTU3bI
JIEKapCTBEHHBIX CPEACTB JJIsi OCYLIECTBJIEHUS TOCYJapCTBEHHOW PpETrUCTpallMM JIEKapCTBEHHBIX
IIPENnapaToB WM JUIsl OKa3aHWs MEOUIMHCKOW IIOMOIIM IO JKU3HEHHBIM ITOKa3aHHUAM KOHKPETHOIO
nanueHTa 100 00 oTKa3e B BblIaue YKa3aHHOTO pa3pelieHUs IPOU3BOJATCS B CPOK, HE MPEBBIIAIOLINIMI
nATH pabouunx qHel. [lnaTa 3a BeI1auy yKa3aHHOTO pa3pelIeHus] He B3UMaeTCsl.

(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Koncynprantllntoc: npumeuanue.
C 01.01.2024 4. 3.1 c1. 47 yrpauuBaet cuiry (O3 ot 27.12.2019 N 475-D3).

3.1. Jomyckaetcsi BBo3 B Poccuiickyro ®denepaiiuio KOHKPETHOM MapTUHU HE3apEruCTPUPOBAHHBIX
JIEKapCTBEHHBIX MPEMApaToB, COAEPKANMX HAPKOTUUECKUE CPEJCTBA WJIM TMCUXOTPOIIHBIE BEIIECTBA, B
nopsiike, ycraHoBieHHOM IIpaButensctBoMm Poccuiickoir Penepauuu, g OKa3aHUS MEIUIIMHCKOU
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MIOMOILY IO ’KU3HEHHBIM IOKA3aHHUAM KOHKPETHOrO MalMeHTa WM TPYIHIbl MAlMEHTOB B Cllydae, €ciu
UMeeTcsl pelleHHEe BpaueOHON KOMHCCHM MEIUIIMHCKOM OpraHu3aimuu O Hed(P(PEKTUBHOCTH WIN
HEBO3MOXXHOCTH IPUMEHEHHUsl Yy KOHKPETHOIO IMAIMeHTa MHBIX 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX
IpernapaToB, B TOM YHCJE COJACPXAIIUX JPyrue JEHCTBYIOIINME BEIIECTBA, U O HEOOXOAWMOCTH BBO3a
OIPEJICJIEHHOI0 HE3aperuCTPUPOBAHHOIO JIEKAPCTBEHHOTO MIpenapara ¢ yKa3aHueM ero MeXyHapOoaHOTO
HEMaTeHTOBAHHOTO (WJIM XMMHYECKOIro, WJIM TPYNIUPOBOYHOIO) HAWMEHOBAHUS, (OPMBI BBHITYCKa M
KosnnyecTBa. Ilepeuenb 3a00eBaHUN M COCTOSIHUA M COOTBETCTBYIOLIMX JIEKAPCTBEHHBIX IMpENaparos,
COZIep KALINX HAPKOTHYECKUE CPEICTBA U IMCUXOTPOITHBIEC BEIECTBA, B LIEJSIX OCYILECTBICHUS UX BBO3A B
COOTBETCTBUM C TPEeOOBAHUSAMHM HACTOALIEH YacTU YTBEPXKAAETCS YHNOJHOMOUYEHHBIM (eliepaibHbIM
OpPTraHOM HCTIOJHUTEIIbHOM BIACTH.

(dactp 3.1 BBeaeHa denepanbHbIM 3akoHOM OT 27.12.2019 N 475-03)

4. B Poccuiickyro @Denepanyio MOKHO BBO3UTH JIEKAPCTBEHHBIE CPEJCTBA, KAYECTBO KOTOPBIX
HOJTBEPKIAECHO  CEpTU(PHUKATOM  IMPOUZBOAMTENS  JIEKAPCTBEHHBIX  CPEJACTB,  YAOCTOBEPSIOIIUM
COOTBETCTBHE BBO3UMBIX JIEKAPCTBEHHBIX CPEACTB TpeOOoBaHMUAM (papMaKoINEHHBIX cTaTeil MO0 B cirydae
UX OTCYTCTBHUSI HOPMAaTUBHON JTOKYMEHTALIMK WX HOPMAaTUBHOTIO JOKYMEHTA.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

5. 3anpemraercsa BBo3 B Poccuiickyto denepanuio dpanbcuGumpoBaHHBIX JIEKAPCTBEHHBIX CPENICTB,
HEZ00POKAYECTBEHHBIX JIEKAPCTBECHHBIX CPEACTB, KOHTPA(PAKTHBIX JIEKAPCTBECHHBIX CPECTB.
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

6. danpcuuuupoBaHHbIE JEKAPCTBEHHBIE CPEICTBA, HEIOOPOKAaYEeCTBEHHBIC JIEKAPCTBEHHBIC
CPEICTBA MOJUIKAT U3BATHIO U TIOCIIEAYIONIEMY YHHUTOXKEHHIO WK BBIBO3Y U3 Poccuiickoii denepanum,
KOHTpa(l)aKTHI)Ie JICKApPCTBCHHLBIC CPCACTBA - U3BATHUIO U MOCICAYIOIIEMY YHHUYTOKCHHUIO. YHUYTOXECHNE
wii  BbIBO3 U3 Poccuiickoit ®enepamun  GanbCUPUIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEACTB,
HCI[O6pOKaq€CTBCHHBIX JICKAPCTBCHHBIX CpeacCTB, KOHTpa(l)aKTHBIX JICKApCTBCHHBIX CpCIACTB
OCYILIECTBISICTCA 3a CYET JIMIa, OCYIIECTBUBLIEr0 MX BBO3. [lOpSOK YHHYTOXKEHUS M3BATHIX
q)aJ'II)CI/I(i)I/IHI/IpOBaHHBIX JICKApCTBCHHBIX CpPCACTB, HeI[O6pOKa‘IeCTBeHHI)IX JICKApPCTBCHHLIX CPCIACTB,
KOHTpadaKTHBIX JEKapCTBEHHBIX CpeAcTB ycTaHaBnuBaercs [IpaButensctBoM Poccuiickoit @enepanuu.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

7. Jluma, ocymectBiastomue BBo3 B Poccuiickyto  ®enepanuio  GanbCUBUIMPOBAHHBIX
JIEKapCTBEHHBIX  CPEJACTB, HEAOOPOKAYECTBEHHBIX  JIEKAPCTBEHHBIX  CPEACTB, KOHTpa(aKTHBIX
JIEKapCTBEHHBIX CPEJCTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBHM C TAMOXXEHHBIM 3aKOHOIATEIBCTBOM
TamoskeHHOT0 cor03a U (MIn) 3aKoHOoIaTeIbeTBOM Poccuiickoit denepanny 0 TAMOKEHHOM JIEIE.

(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

8. BbIBO3 JekapcTBEHHBIX cpencTB U3 Poccuiickoit denepanuu ocymecTisieTcss 0e3 npuMeHEHHUs
OTPaHUUYEHUM, YCTAHOBJIEHHBIX TaMOXXEHHBIM 3aKOHOJATEILCTBOM TaMOXEHHOro coro3a U (MiM)
3aKkoHoarenscTBOM Poccuiickoit denepanum 0 rocyJapCTBEHHOM pEryJMpOBaHUU BHEIIHETOPTOBOM

NESTENIBHOCTH.
(B pen. ®enepanpubix 3akoHOB OT 06.12.2011 N 409-®3, ot 25.11.2013 N 317-®3, ot 22.12.2014 N
429-D3)

9. BBon B rpaxkiaHCKHii 00OpOT JIEKApPCTBEHHBIX IMPENapaToB AJI MEIULMHCKOTO MPUMEHEHHUS,
BBe3eHHBIX B Poccuiickyro denepariio, ocymecTBiIseTcs ¢ co0IroieHneM TpeOoBaHu, yCTaHOBICHHBIX
cratbeit 52.1 Hacrosmero @eaepaibHOTO 3aKOHA.
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(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

(dactpb 9 BBenena denepanbHbIM 3aKOHOM OT 28.11.2018 N 449-D3)

Cratbs 48. lOpuanyeckue nuua, KOTOpbIM pa3peLleH BBO3 JIeKapCTBEHHbIX CpeaAcTB
B Poccuickyro Penepauuio
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

JlekapcTBennsie cpenctBa B Poccuiickyro denepainito MOTyT BBO3UTh:
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1 ) IMPOU3BOJUTEIIN  JICKAPCTBCHHBIX CPCACTB  OJIA menen COOCTBEHHOI'O IMPpOU3BOZCTBA
JICKApCTBCHHBIX CPCIACTB;

2) WHOCTpaHHbIE pPa3pa0OTYUKU JIEKAPCTBEHHBIX CPEICTB M HMHOCTPAHHBIE MPOU3BOIUTENIN
JIEKapCTBEHHBIX CPEJCTB WIH JIPYrHe I0PUINYECKHUE JIULIA 110 TOPYUEHHUIO pa3paboTurKa JIEKapCTBEHHOTO
CpeacTBa JUIsl TMPOBEICHHS KIMHUYECKUX HMCCIEAOBAHUN JIEKAPCTBEHHOTO TMperapara, OCYLIECTBICHUS
TOCYJapCTBEHHON  pEerHCTpalMy  JISKapCTBEHHOTO  Iperapara, BKIIOYCHHS  (apMalieBTUIECKON
CyOCTaHIIMM B TOCYAAapCTBEHHBIA PEECTp JEKAPCTBEHHBIX CPEJCTB, KOHTPOJSI KayecTBa JIEKAPCTBEHHBIX
CPEACTB TP HAJTMYUH Pa3pelieHHus YIIOJIHOMOYEHHOTO (peepaibHOTO OpraHa MCIOJHUTEIHHON BIIACTH
Ha BBO3 KOHKPETHON MapTUU JIEKAPCTBEHHBIX CPE/CTB;

3) opraHu3aly ONTOBON TOPTOBIIM JIEKAPCTBEHHBIMU CPEICTBAMU;

4) Hay4YHO-HCCJIEOBATENIbCKHE OpraHu3alud, oOpa3oBaTelibHbIE OpraHU3allid  BBICIIETO
o0Opa3oBaHMs, MPOU3BOAUTEIH JICKAPCTBECHHBIX CPEACTB JJIs Pa3paOOTKH, HCCICIOBAHUN, KOHTPOIIS
0e30IacHOCTH, KadyecTBa, A(P(MEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB NPH HAIMYUK  pa3pericHUs
YIOJIHOMOYEHHOTO (peIepaaIbHOTO OpraHa UCIIOJIHUTEILHON BIACTH;

(B pen. @enepanbHoro 3akona ot 02.07.2013 N 185-D3)

5) MEIUIIMHCKUE OpraHu3alliyi, NHbIE YKa3aHHbIE B MMyHKTaxX | - 4 HacTOsIIEeNH CTaTbU OpraHU3aluu
JUIS OKa3aHMsI MEIULIMHCKON ITOMOIIM T10 )KM3HEHHBIM [TOKA3aHNUAM KOHKPETHOTO MALIMEHTA NIPU HAINYUHU
paspeleHus: ynoJIHOMOUYEHHOTO (eepalbHOro0 OpraHa HCIOJHUTEIbHON BJIacTH Ha BBO3 KOHKPETHOM
NapTUU JIEKapCTBEHHOI0 MpenapaTa, BBIAAHHOTO B YCTAHOBJIEHHOM IOpsAJKe B (opMe 3JIEKTPOHHOTO
JOKYMEHTA, MOANNCAHHOTO YCUJIIEHHON KBaTU(UIMPOBAHHOM 31€KTPOHHON MOAIHUCHIO;
(B pen. @enepanbHoro 3akona ot 12.03.2014 N 33-D3)

KoncynsrantlIntoc: npumedanue.
C 01.01.2024 1. 6 cT. 48 yrpauuBaet cuiy (D3 ot 27.12.2019 N 475-D3).

6) TOCYy/IapCTBEHHBIC YHUTAPHBIE MPEINPUATHS, UMYIIECTBO KOTOPBIX HAaXOAUTCS B (eaepaabHOM
coOcTBeHHOCTH, onpenensembie [IpaButensctBoM Poccmiickoit denepanuu, B YacTH BBO3a B
Poccuiickyro  ®@enepanto  HE3aperHCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  MPENAPATOB,  COJAEPKAIIMX
HapKOTUYECKUE CPEICTBA WJIM IICHUXOTPOIHBIE BEIIECTBA, ISl OKa3aHUs MEAUIIMHCKOW MOMOIIU 10
YKW3HECHHBIM MMOKa3aHUSIM KOHKPETHOTO MalMeHTa WX TPYIIbl MAallUEHTOB B COOTBETCTBUU C YacCThiO 3.1
ctathu 47 Hactosiiero PeaepanbHOTO 3aKOHA.

(1. 6 BBeneH DenepanbHbIM 3ak0HOM OT 27.12.2019 N 475-D3)

Cratba 49. [loKyMeHTbl, nNpeacTtaBnsieMble B TaMOXEHHble opraHbl Poccuuckowm
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

Penepaumnm npu BBO3e NieKapCTBEeHHbIX cpeacTB B Poccuinckyro ®enepauyuto
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. Ilpu BBO3e jexkapcTBEHHbIX cpeAcTB B Poccuiickyro denepannio B TaMOXEHHbIE OpraHbl
Poccuiickoit @enepauyu Hapaxy C JOKYMEHTAaMH, IIPEACTABICHUE KOTOPBIX MPEAYCMOTPEHO
TaMOXKCHHBIM 3aKOHOJATEIbCTBOM TaMOXXEHHOTO coio3a W (WiIM) 3aKOHOJATeNbCTBOM Poccuiickoi
Denepanyy 0 TAMOXKECHHOM J€JI€e, IPEACTABIAIOTCA CIEAYIOIINE JOKYMEHTHIL:

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) ceptudukar mHPOU3BOIUTENS JIEKAPCTBEHHOTO CPEACTBA, YIOCTOBEPSIOUINII COOTBETCTBUE
BBO3UMOTO JICKAPCTBEHHOTO CpeACTBAa TpeOoBaHUAM (apMakoneidHoW cTaTbu JHOO B ciydae ee
OTCYTCTBHSI HOPMAaTHBHOM JOKYMEHTAIIMH WM HOPMAaTUBHOT'O JTIOKYMEHTA,

2) paspemieHne YIOJHOMOYEHHOTO (hefepalbHOrO OpraHa HCIOJHHUTENBHOW BIACTH HAa BBO3
KOHKPETHOW MapTUM JIEKapCTBEHHOI'O CpEACTBAa B CiIydasX, YCTAHOBJIEHHBIX 4acTbio 3 crtarbu 47
Hacrosero denepajbHOrO 3aKoHa.

2. JIOKyMeHTBI, yKa3aHHble B IyHKTax | M 2 uvactu 1 Hacrosmiel craTbu, NPEACTABIAIOTCA B
TaMOXEeHHbIe opranbl Poccuiickolt @enepanu npu MpUOBITHH JEKapCTBEHHBIX CpeAcTB B Poccuiickyro
®denepanuio.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 50. BB0O3 nekapcTBeHHbIX npenapatoB B Poccuuckyro ®Pepepauuio aAns
NIMYHOTO UCNOJNIb30OBAaHMNA U UHbIX HEKOMMEPYECKUX Lienen, a Takke AnA Ucnorib3oBaHus
Ha TeppUTOPUM MEXAYHAPOAHOIro MeaAULIMHCKOro Krnacrepa
(B pen. PenepanbHbix 3aKkoHOB 0T 06.12.2011 N 409-D3, o1 29.06.2015 N 160-D3)

1. JlekapcTBeHHBIE TpemnapaThl MOryT ObITh BBe3eHbl B Poccuiickyro ®enepauuto 6e3 yudera
TpeOOBaHUH, IPEyCMOTPEHHBIX YacTsMu | - 4 crateu 47, ctathsimu 48 u 49 Hactosmiero denepaibHOTO
3aKOHa, €CJIM OHU MpeIHa3HAUYEHbI IS
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) nTUYHOrO MCMONIBb30BaHUS (PU3MYECKMMHU JUIaMu, NnpuOsBIIMMH B Poccuiickyto ®enepanuto.
IIpu »stom BBO3 B Poccuiickyto Denepanuio JIEKapCTBEHHBIX IPENApaToB, COAECPKAIINX
CHJIBHOJCHCTBYIOIIME W (MJIM) SJOBHUTHIE BEILIECTBA, BKJIIOYEHHBIE COOTBETCTBEHHO B CIIMCOK
CUJIBHOJICHCTBYIOIIMX BEMIECTB IS LIEJI€N YrOJIOBHOIO 3aKOHoJaTenbcTBa Poccuiickoit denepanuu U B
CIMCOK SJOBUTBIX BELIECTB MJIs LEJIEH YrojJoBHOro 3akoHonarenbcTBa Poccuiickoit denepaunuu,
yrBepxkaeHHble [IpaBurensctBoM Poccniickoit denepanun, OCymECTBISAECTCS IPU HAINYUU JOKYMEHTOB
(3aBEpEHHBIX KONMMH JOKYMEHTOB WMJIM 3aBEPEHHBIX BBINMCOK W3 HUX), MOATBEP)KAAIOLIMX HAa3HAUECHUE
¢buznyeckoMy JHIy YKa3aHHBIX JIEKAPCTBEHHBIX IMIPENapaToB (3a MCKIIOUYEHHEM JIeKapCTBEHHBIX
[IpenaparoB, 3aperucTpupoBaHHblx B Poccuiickon @enepauun U  OTIyckaeMbelx B Poccuiickoi
®enepannu 0e3 perenTa Ha JeKapcTBEHHBIN npenapar). [TonrBepkaaronie JOKyMEHThI (X 3aBEpEHHbIE
KOIIMYU WJIM 3aBEPEHHBIE BBIMUCKHU M3 HUX) JTOJDKHBI COEPKATh CBEIEHUS O HAMMEHOBAHUU U KOJIMYECTBE
HAa3HAYEHHOr'0 JIEKapCTBEHHOTo Ipemnapara. B ciydae, eciM NOATBEp)KIAOUIME JOKYMEHTHI (UX
3aBEpEHHBbIE KOMMM WM 3aBEPEHHBIE BBIMMCKU W3 HUX) COCTABJIEHBl HA MHOCTPAHHOM SI3bIKE, K HHUM
IIpUJIaraeTcs HOTapuaJIbHO 3aBEPEHHBIN ITEPEBO] HA PYCCKUM A3BIK;
(m. 1 B pen. @enepanbaoro 3akona ot 02.06.2016 N 163-D3)
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(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

2) uCHoJb30BaHUS PpabOTHUKAMM  AMIUIOMATUYECKOTO KOpIyca WIM  IPEICTaBUTENIMU
MEKIYHApOAHBIX OpraHu3aluid, aKKpeIuTOBaHHbIX B Poccuiickoii denepannu;

3) JsledeHUs NACCaXXMPOB M WIEHOB SKMIAXEW TPAaHCHOPTHBIX CPEICTB, IOE3IHBIX Opuraa u
BOAMTENEH TPAHCIIOPTHBIX CPEACTB, NPUOBIBIINX B Poccuiickyro @enepanuio;
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

4) nedeHus: y4aCTHUKOB MEKIYHAPOJHBIX KYJIbTYPHBIX, CHOPTUBHBIX MEPONPUATUN U YUACTHUKOB
MEXIYHapOAHBIX dKCIIEIULIUN;

5) 7nedeHHs KOHKPETHBIX JKHMBOTHBIX B 300IapKax, 300cajax, LHUpKax, OKeaHapuymax,
nenb(GUHApUAX, JIEYEHUs AMKUX >KUBOTHBIX, IOCTOSHHO MM BPEMEHHO HACENAIOLIMX TEPPUTOPUIO
Poccuiickoit ®denepanuy, HaXOAAIMXCSd B COCTOSHUM €CTECTBEHHOM CBOOOABI M NPUHAUIEKAIIUX K
BuaM, 3aHeceHHbIM B KpacHyro kuury Poccuiickoit denepaunu u (MaM) KpacHble KHUTHM CYOBEKTOB
Poccuiickoit denepanun, a TakKe KUBOTHBIX, BBO3MMBIX B Pocculickyro denepanuio ais y4acTHs B
CIIOPTUBHBIX U 3PEIUIIHBIX MEPOIPUSITHSX;

(B pen. Denepanbbix 3akoHOB 0T 06.12.2011 N 409-®3, ot 02.08.2019 N 297-D3)

6) UCIIOIB30BaHUs HA TEPPUTOPUH MEXKTYHAPOIHOTO METUIIMHCKOTO KIIacTepa.
(. 6 BBeneH PenepanbHbIM 3ak0HOM OT 29.06.2015 N 160-D3)

2. B cinyyasx, IpelyCMOTPEHHBIX 4acTblO | HacTOAILIEH CTAaThbH, AOIyCcKaeTcs BBO3 B Pocculickyro
denepannio JIEKapCTBEHHBIX MIPENapaToB, HE 3aperucTpUpOBaHHbIX B Poccuiickon denepanuu.
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

3. JlekapcTBeHHBIE TIpenaparhl, MpeAHa3HAYCHHBIC JIJI1 TYMAHUTAPHOW MOMOIIHU (CONECUCTBUS) WIH
MOMOIIM TPU YPE3BBIYAMHBIX CHUTyalusaX, BBO3ATCI B Poccuiickyro @exnepauuio B MOPSJIKE,
yctanoBieHHoM [IpaButenbctBom Poccmiickoit ®enepanuu. 3ampemaercs BB03 B Poccuiickyto
Qdenepaliio  HE3aPETMCTPUPOBAHHBIX  JICKAPCTBEHHBIX  MpPENaparoB, MNpeJHAa3HAYEHHBbIX s
TYMaHUTAPHOW TOMOIIH (COEHCTBHS) MM TTOMOIIU TTPU YPE3BbIUAWHBIX CUTYAIUX.

(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

Cratba 51. CotpyaHuuecTBO cpepgepanbHOro opraHa WCNONHUTENbLHOW BRNacTy,
YNONMHOMOYEHHOro B 00ONnacTM TaMOXEHHOro pgena, WM ApPYrux YMNONMHOMOYEHHbIX
deaepanbHbIX OPraHOB UCNOSTHUTENLHOMN BNacTu

1. VYnomHoMoueHHblE (enepalbHble OpraHbl HCIOJHUTENBHOW BIIACTH TPEAOCTABISAIOT B
pacnopsbkeHue  (eaepaqbHOr0 OpraHa HCHOJHUTENbHOM BIIACTH, YIOJHOMOYEHHOIO B 00JacTu
TaMOXXEHHOTO JleNla, TOCYAAapCTBEHHBIH PEECTp JEKAPCTBEHHBIX CPEACTB, a Takke HH(OpMAIHUIO O
BBIAHHBIX pa3pelIeHUsX Ha BBO3 KOHKPETHOM MapTUU JIEKApCTBEHHBIX CPEICTB B Clydasx,
YCTaHOBJIEHHBIX 4acThlO 3 cTaThy 47 HacTosero deaepanbHOro 3aK0Ha.

2. ®enepanbHBI OpraH HCIOJIHUTEIBHOW BIIACTH, YIMOJHOMOYEHHBIH B 00JIACTH TaMOXEHHOIO
nena, nHGOPMUPYET yKa3zaHHbIC B YacTHU | HACTOAIIEH CTaTbU YIMOJHOMOUYEHHBIE (e/iepaibHble OpraHbl
HCTIOJIHUTENIBHOM BJIACTU O BBO3€ JIEKAPCTBEHHBIX cpeiacTB B Poccuiickyro ®enepannio W BBIBO3E
JIeKapCTBEHHBIX cpeAcTB u3 Poccuiickoit deneparuu mo ¢GopMe U B MOPSAAKE, KOTOPHIE YCTaHOBIIECHBI
[TpaBuTenscTBOM Poccuiickoit @enepanum.

(B pen. deaepanbhoro 3akona ot 06.12.2011 N 409-03)
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Masa 10. PAPMALEBTUYECKAA OEATEJIbHOCTb
CraTtba 52. OcyuwecTBneHue ¢phapmMaLeBTUYECKOU AEATENBHOCTHU

1. dapmaneBTUYeCcKasi ICATEILHOCTh OCYIIECTBISICTCS OpraHU3allMsIMH ONTOBOM TOPTOBIH
JIEKapCTBEHHBIMU  CPEACTBAMHM,  aNTEYHBIMU  OpPraHM3alUSIMU,  BETEPUHAPHBIMU  ANTEUHBIMU
OpraHH3aIHsIMH, WHAUBUAYAIGHBIMU  TIPEIIPUHUMATEISIMH, UMEIONIMMH  JIMIEH3UI0  Ha
(bapMaleBTUYECKYI0 JESTeNbHOCTb, MEIUIIMHCKUMHU OpTraHu3alUsIMHU, HUMEIOUIMMH JIMIEH3UI0 Ha
(dapMaIleBTHYECKYIO JESITeNbHOCTh, W WX O0O0COOJECHHBIMU MOJApA3JeieHUsIMU (aMOyJIaTOpUsIMH,
dbenpamepckuMu U QENbAMIEPCKO-aKYIIEPCKUMU  ITYHKTaMH, IIeHTpaMHu (OTACICHHUAMH) oOmein
BpayeOHOU (CEeMEHOM) MPaKTUKU), PACIOJIOKEHHBIMH B CEJIbCKUX HACEIEHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT allTeYHbIE OpPraHMU3AlMH, U BETEPUHAPHBIMH OPTraHU3aLUAIMU, UMEIOUIMMH JIMIEH3UI0 Ha
(hapMaIreBTHYECKYIO JICITEILHOCTD.

(B pen. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

Koncynsrantlntoc: npumeyanue.

006 ycnousx nomycka B 2021 roay K OCyIIeCTBICHUIO (hapMaleBTUUECKONW AEATENbHOCTH JUL 0e3
cepruukara crneuMagucra U (WiaM) MO CHEUUAIBHOCTSAM, HE MPEIyCMOTPEHHBIM CEepTU(UKATOM
crenmanucra, cM. [Ipukas Munzapasa Poccun ot 08.02.2021 N 58H.

2. Owu3MyYecKue JMIa MOTYT OCYHIECTBIATH (DapMaleBTHUECKYIO JAEATEIBHOCTh MPU HAIWYHU
BBICIIIETO WM CpeIHEro (hapMaleBTHUECKOro oOpa3oBaHus M CepTH(HKATa CHEHUATNCTA, BBICIIETO HIIH
CpEeHeTO BETEPUHAPHOTO 00pa30BaHMA U CepTU(UKATA CHENUAINCTA, a TAKXKe BBICIIETO WIH CPEIHETO
MEIULMHCKOr0 00pa3oBaHus, CepTHU(HKATa CHELHATUCTa U JONOJHUTEIBHOIO NPOpEeCcCCHOHATBHOTO
o0Opa30BaHMs B 4aCTU PO3HUYHOW TOPTOBIIM JIEKAPCTBEHHBIMM INpenapaTaMu IpU YCIOBUHM UX paOOTHI B
000C00JIEHHBIX MOAPA3eICHUIX MEIUIIMHCKUX OpraHU3alui, yKa3aHHbIX B yacTu | HacTOsIEel cTaThy.
(uacts 2 B pen. enepanbroro 3akoHa ot 27.07.2010 N 192-D3)

Koncynprantllntoc: nmpumeuanue.

JlexapcTBeHHBIE TIpenaparhl JUIsl MEAUIIMHCKOTO MPUMEHEHHMsI, BBEJICHHBIE B TPAXIAHCKUM 000OpOT /10
29.11.2019, nmoanexxat XpaHEHHUIO, NEPEBO3KE, OTIYCKY, pealu3aluu, Mepenaye, MPUMEHEHUIO 0
ucreveHust cpoka ux rognoct (O3 ot 28.11.2018 N 449-D3).

Cratba 52.1. BBoa B rpaxpaHCKkum oOOOpPOT NneKapCTBEHHbIX MpenapaTtoB AnA
MeAULMUHCKOro NPpUMeHeHus
(BBenena denepanbHbIM 3ak0HOM OT 28.11.2018 N 449-D3)

1. Ilepen BBOAOM B rpaskJaHCKUK 000OPOT KaXKIOW CEpUM WM KaKIOW MapTUH MPOU3BEACHHOTO B
Poccuiickoit @enepanun JIeKapCTBEHHOIO penapara il MEJUIMHCKOTO MPUMEHEHHUS], 32 UCKITIOUYEHUEM
UMMYHOOMOJIOTUYECKUX  JIGKAPCTBEHHBIX IPEMapaToB, MPOU3BOJUTENh TaKOTO JIEKAPCTBEHHOTO
mpenapara npeicTaBiseT B (eaepaibHbId OpraH UCIIOTHUTEIBHON BIACTH, OCYIIECTBIISIIONTUN (YHKIIMHA
0 KOHTPOJNIO W HaA30py B cdepe 3IpaBOOXpaHEHUS, AOKYMEHT MPOU3BOIUTENS JIEKapCTBEHHOTO
CpeICcTBa,  TMOATBEPXKMAMOIMIMK  KAa4eCTBO  JIGKAPCTBEHHOTO  Tpemapara, W IOATBEPXKICHUE
YIOJHOMOYEHHOIO JIMIA MPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEICTB COOTBETCTBUS JIEKAPCTBEHHOTO
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"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

npernapaTa TpeOOBaHUSIM, YCTAHOBIIEHHBIM IIPU €r0 TOCYAapCTBEHHOM pEerucTpalyi.

2. Ilepen BBOAOM B TpakIaHCKUH OOOpPOT KAXKIOM CEpUM WM KaXKJ0M MapTUU BBO3UMOTO B
Poccuiickyro ®@enepanuio JIEKapCTBEHHOTO Ipenapara [JJs MEAMIMHCKOIO NPUMEHEHHUs, 3a
UCKITIOYCHUEM HMMMYHOOHOJIOTUYECKUX JICKAPCTBEHHBIX MPEMapaToB, OPTaHW3aIs, OCYIIECTBIISIOIIAS
BBO3 JIEKapCTBEHHOIo IMpemnapata B Poccuiickyio ®exnepanuio, npeicrasiseT B (efepaibHbI opra
WCTIOJIHUTEIGHON  BJACTH, OCYIICCTBISAIOMUN (QYHKIMKM 1O KOHTPOJK U Hama30opy B cdepe
3IpaBOOXpaHEHUs, CepTU(UKAT MPOUZBOAUTENS JIEKAPCTBEHHOIO CPEIACTBA,  YJOCTOBEPSIIOIIMIA
COOTBETCTBHE BBO3MMOT'O JIEKAPCTBEHHOTO MpernapaTa TpeboBaHUsIM (GpapMaKoneiHON CTaThy, a B cliy4yae
OTCYTCTBHS (hapMaKOINEeWHON cTaTbu TPeOOBAaHUSM HOPMATHUBHOM JOKYMEHTAIMH, W MOJATBEPKIACHHE
MpEACTaBUTENSl OpraHU3alliM, OCYIIECTBISIONMICH BBO3 JIEKapCTBEHHOro Impemnapara B Poccuiickyto
QPenepalvi0 M YINOJHOMOYEHHOM HMHOCTPAHHBIM  IPOM3BOJMUTEIEM  JIEKAPCTBEHHBIX  CPEICTB,
COOTBETCTBUSI BBO3MMOT'O JICKQPCTBEHHOTO TIperapara TpeOOBaHUSAM, YCTAHOBICHHBIM IIPH  €T0
rocyAapCTBEHHOM perucTparmu.

3. Tlopsamok mpeacTaBIeHus B COOTBETCTBUU C 4YacTsAMU | W 2 HACTOSIIEH CTaThbH JIOKYMEHTOB H
CBEICHUIl O JIEKapCTBEHHBIX IIpernaparax, BBOJUMBIX B TPaXJIAHCKUI 00O0pOT, yCTaHaBJIMBAETCS
[IpaBurensctBoM Poccuiickoit denepanun.

4. B OTHOUIEHMHM TMEpPBBIX TPEX CEpUM WIM NapTUM JIEKAPCTBEHHOI'O IIpernapara, BIIEpPBbIE
npousBeeHHOro B Poccuiickoir @enepauuu wiav BOEpBbIE BBO3UMOTO B Poccuiickyro denepanuio, B
denepanbHBI OPraH UCHOIHUTEIBHON BIIACTH, OCYIIECTBISIIOMINMA (DYHKIIMK TTO KOHTPOIIO M HAI30py B
cdepe 3ApaBOOXPAHCHUS, TOTIOTHATEIBHO MPEACTABIISETCS IPOTOKOJ UCIBITAHUN O COOTBETCTBUU CEPHH
WM TapTUU JIEKAPCTBEHHOrO Ipernapara JJjisi MEIUWLHMHCKOTO IMPUMEHEHHs II0Ka3aTesisiM KayecTBa,
MPEAYCMOTPEHHBIM HOPMATHMBHOW JIOKyYMEHTallMel (najee - MPOTOKOJ WCHIBITAHU), MPOBOJUMBIX
aKKpeJIUTOBAHHBIMH B COOTBETCTBUU C 3aKOHOAATENhCTBOM Poccuiickoit Deneparn 00 akKpeAUTallUU B
HallUOHAJTBHOM  CHUCTEME  aKKpeAuTaluu  (eaepaibHbIMU  TOCYIapCTBEHHBIMU  OIOJIKETHBIMU
YUPEKICHUSIMHU,  TOJBEJOMCTBEHHBIMH  (eiepaibHOMYy  OpraHy  HCIOJHHUTEIbHOW  BIACTH,
OCYIIECTBISOMIEMY (YHKIIMM 1O BBIPA0OTKE W peaju3alii TOCYJAapCTBEHHOM TIOJUTHUKH U
HOPMAaTUBHO-TIPABOBOMY PETYIHPOBaHHIO B cdepe 3apaBooxpaHeHus, H (eaepalbHOMy OpraHy
WCTIOTHUTEIPHOW BJIACTH, OCYIIECTBISAIONIEMY (YHKIIMM TIO KOHTPOJIIO H Ham3opy B cdepe
3npaBooxpaHeHus. [lopsiiok BelgauM yka3zaHHBIMU (efepalbHBIMU TOCYAAPCTBEHHBIMH OFOIKETHBIMU
YUPEXKACHUAMHU JAaHHOTO MTPOTOKOJIA U pa3Mep IUIAThI 3a €ro BblJavyy ycTaHaBIMBarOTCA [IpaBuTenscTBOM
Poccuiickoit denepanun.

5. ExeronHo He mo3aHee 1 ¢eBparns MpoU3BOIUTENN JIEKAPCTBEHHBIX CPEJCTB MM OpraHU3alUH,
OCYILECTBIIAIOIIME BBO3 JIEKAPCTBEHHBIX mpenapaTtoB B Poccuiickyro @Penepanuio, NpeACTaBIsAIOT B
(dbenepalibHBIA OpraH UCIIOJHUTEIBHONU BIIACTH, OCYIIECTBISIOMNNA (PYHKIIMU IO KOHTPOJIIO U HAA30py B
cdepe 3apaBOOXpaHEHUS, TPOTOKOJ MCTIBITAHUHN MOCTYIHUBIIETO B TEUEHUE T0Jla B TPAKIAHCKUN 000pOT
JIEKApCTBEHHOT'O Tpernapara KOHKPETHOTO TMPOU3BOAUTENS (Ha OJHY CEpPHI0 KaXJIOTO TOPTrOBOTO
HAUMEHOBAHMSI C yYETOM JIEKAPCTBEHHOW (OPMBI M JO3UPOBKH), POBOJUMBIX aKKPEAUTOBAHHBIMU B
COOTBETCTBHH C 3akoHoAaTenbcTBOM Poccuiickorr deneparun 00 akkpeAWTallid B HAI[MOHAIBHON
CUCTEeME aKKpeIUTAIIMH UCTIBITATeIbHBIMU Ja00paTopusMu (IICHTPAMHU).

6. IlpousBoauTenu JIEKAPCTBEHHBIX CPEACTB MM OpPraHM3alMM, OCYLIECTBISAIOUINE BBO3
JIEKapCTBEHHBIX NpenaparoB B Poccuiickyro deneparnio, He MEHEE YEM 3a OAMH I'OJl A0 IUIAHUPYEMBIX
MIPUOCTAHOBIIEHUSI WJIM MpEeKpalleHusi MPOM3BOJCTBA JIEKAPCTBEHHBIX INpENnaparoB WJIM HUX BBO3a B
Poccuiickyto ®enepanuio yBeIoMIsIOT 00 3ToM (eaepanbHbIii OpraH HUCIOJHUTENBHOW BIIACTH,
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OCYILECTBISIONINI (HYHKIIUU [0 KOHTPOJIIO ¥ HAA30py B cdepe 3apaBooxpaHeHus U (eaepaibHblid opran
WCTIOJIHUTEIGHON ~ BIACTH, OCYHISCTBISIOMUNA  (QYHKIMH 1O  JHUICH3UPOBAHUIO  IMPOHM3BOJICTBA
JIEKapCTBEHHBIX CPEJICTB.

7. BBoA B TpakAaHCKUK OOOPOT KaXAOH Cepuu WM KaXIO0W MapTHH MMMYHOOHMOJIOTHYECKOTO
JIEKapCTBEHHOT O Mpenapara, npousBeeHHoro B Poccuiickoit @enepanun uiym BBO3UMOro B Poccuiickyro
denepanuio, OCYLIECTBISETCS HAa OCHOBAaHUHM pa3peIleHHs, BBIJAHHOTO (eAepaJbHbIM OpPraHOM
UCIOJIHUTENIBHOM  BJACTH, OCYIIECTBISIOMMM (YHKIMHM TI0 KOHTPOJK U HAA30py B cdepe
3paBOOXPAaHEHHs, HAa OCHOBAHUHU BBIJAHHOTO (elepalbHBIMH TOCYIAPCTBEHHBIMH OOKETHBIMU
YUPEKICHUSMH, YKAa3aHHBIMM B 4acTH 4 HACTOSIIEH CTAaTbH, 3aKJIIOYEHUS O COOTBETCTBUM CEPUU WIIHU
NapTUH UMMYHOOHMOJIOTUYECKOTO JIEKAPCTBEHHOTO Ipernapara TpeOOBaHUSAM, YCTaHOBICHHBIM IPU €ro
rocyapcTBeHHON peructpauuu. [1opsok Bbauu paspeuieHusl Ha BBOJ B IPaKAaHCKUI 000pOT cepuu
WIN TTAPTUH KIMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO IIpernapara, a Takke MOPsI0K BbIIa4l YKa3aHHOTO
3aKJIIOYEHUsT W pa3Mep IUIaThl 3a €ro Bblgady ycraHaBnuBaroTcs [IpaBurensctBoM Pocculickoit
denepanuu.

8. 3a HempeACTaBICHHE WJIM HECBOEBPEMEHHOE IIPEACTABICHHE JOKYMEHTOB M CBEJICHMIA,
MPETYCMOTPEHHBIX YacTsamu 1, 2, 4, 5 u 6 HacTosIIel CTaThH, MPOU3BOIUTEIH JICKAPCTBCHHBIX CPEJCTB H
OpraHM3alliy, OCYILECTBISIONINE BBO3 JICKAPCTBEHHBIX MpemnapatoB B Poccuiickyto denepannio, HECYT
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOAATEILCTBOM Poccuiickoit denepanuu.

9. IlpeacraBneHue MOKYMEHTOB M CBEACHUIA, MPEAYCMOTPEHHBIX udacTsMu 1, 2 u 4 Hacrosen
CTaThbW, M TOJy4YEHHUE MPEAYCMOTPEHHOTO YACThIO 7 HACTOAIIEH CTaThbU pAa3pelieHHs] Ha BBOJ
MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOI'O TMpenapara B TpaXIaHCKUKW o000poT He TpedyroTcs B
OTHOIIIEHWU JICKAPCTBEHHBIX MPENapaToB, MPEIHA3HAYCHHBIX IS MPOBEACHUS  KIMHUYECKHUX
WCCIE0OBAHUI JIEKAPCTBEHHBIX MPENapaTroB, MPOBEACHHUS SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB IS
OCYIIIECTBJICHUSI TOCY/IapCTBEHHOW PETUCTPAIIUU JIEKAPCTBEHHBIX MpENapaToB, a TaKK€ B OTHOIICHUU
HE3apEeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX NPENapaToB, MPEAHA3HAYEHHBIX JJI1 OKa3aHUs MEAUIUHCKON
MOMOIIM TIO XKU3HEHHBIM TOKA3aHUSIM KOHKPETHOT'O TAIlMEeHTa WM TPYMIbl MAllM€HTOB, BBO3UMBIX B
Poccuiickyro @enepannio B cooTBeTCTBUU € yacTamu 3 U 3.1 crateu 47 nHacrosmero denepanbHOro
3aKOHa.

(B pen. @enepanbHOro 3akona ot 27.12.2019 N 475-03)

10. Ilpu BbIIBIEHUU B Tpa)JIaHCKOM OOOpOTE CEpUM WM NApTUHU JIEKAPCTBEHHOI'O Iperapara,
JOKYMEHTBl U CBEICHHUS O KOTOPBIX, NMpEAyCMOTpeHHble dacTsmu 1, 2 u 4 Hacrosueil craTb, He
IpescTaBieHbl B (efepalbHbIi OpraH HCIOJHUTENBHON BIIACTH, OCYLIECTBISIIOIIMM (QyHKIMH TIO
KOHTPOJIIO U HaA30py B cepe 37apaBOOXpaHEHUs, MO0 CEpUM WM MapTMH MUMMYHOOMOJIOTHYECKOTO
JIEKapCTBEHHOI'0 Ipernapara, HE MMEIOIMMX pa3pelieHuss Ha BBOJ B TPaXIaHCKUH 000poT,
NPEJyCMOTPEHHOI0 4YacThl0 7 HACTOsIIEH CTaTbd, (eepalbHbIi OpraH HCIOJHUTENBHON BIACTH,
OCYILIECTBISIONMN (YHKIMU IO KOHTPOJIIO M HaaA30py B cdepe 3apaBOOXpaHEHMs, B MOPSJIKE,
ycraHoBiieHHOM [IpaButenbctBoM Poccuiickoil @enepanuy, NPUHUMAET PELIEHUE O MPEKPALICHUU
IpaX/JIaHCKOro0 000pOoTa TaKMX CEpUM WIM MapTUU 1O MPEACTABICHUS YKa3aHHBIX JIOKYMEHTOB H
CBeJleHH 100 MoJTydyeHHs! YKa3aHHOTO pa3perieHHsl.

CraTtba 53. Mpopaxa, nepenavya NekapCcTBeHHbIX CPeACTB OpraHM3aumMaMM ONTOBOWM
TOProBnu fieKapcTBEHHbLIMU CpeacTBaMm
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1. Opranusanuu onToBOM TOPrOBJIM JEKAPCTBEHHBIMU CPEACTBAMHU MOT'YT OCYILECTBIIATh MPOJAXKY
JIEKAPCTBEHHBIX CpPEJICTB HIM IIepelaBaTb MX B YCTAaHOBJICHHOM 3aKOHOAATEIbCTBOM Poccuiickoi
denepanunu nopsiake (3a UCKIFOYCHUEM (apMalleBTHYECKON CyOCTaHIIUK CIIUPTA ITUIIOBOTO (3TAaHOJA):

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 481-03)

1) npyrumM opraHu3ausiM ONTOBOM TOPTOBJIN JICKAPCTBEHHBIMHU CPEICTBAMU;

2) NpOU3BOIUTENSAM JICKAPCTBEHHBIX CPEJCTB IS 1IeJIel MTPOU3BOICTBA JICKAPCTBEHHBIX CPEJCTB;
3) anTe4YHbIM OPraHU3AIUSAM U BETCPUHAPHBIM alITEYHBIM OPTaHU3aIIHSIM;

4) HayYHO-UCCIIEOBATEIBLCKUM OPTaHU3aIUsAM VISl HAyYHO-UCCIIEI0BATEIbCKOU PabOThI;

5) WHAUBUAYAJIBHBIM  MPCAIIPUHUMATCIIAM, HWMCHOIIUM JIMIOCH3WUIO HA Q)apMaHeBTI/I‘ICCKYIO
ACATCIIbHOCTD WJIM JIMICH3HUIO HAa MCIUINHCKYIO ACATCIIBHOCTD,

6) MEAUIIMHCKUM OPTraHU3alMSIM, B TOM YHCIIE CO3/IaHHBIM U 3apPETUCTPUPOBAHHBIM B COOTBETCTBUU
C 3aKOHOJATEJIbCTBOM MHOCTPAHHOIO rocyjaapctBa - wieHa OpraHusaiuu 3KOHOMHUYECKOIO
COTpYOHHYECTBA W  Pa3BUTUS  HMHOCTPAHHBIM  IOPUIUYECKHUM  JUIAM,  HUHIUBUAYaTbHBIM
PEINPUHIMATENSM, SBISIOMIMMCS YYaCTHUKaMHU MPOEKTa B cOOTBETCTBHU ¢ DepepanbHbiM 3aKk0HOM 'O
MEXIYHApOAHOM METUIIMHCKOM KJIACTEpe M BHECEHUH M3MEHEHUHN B OTJIENbHbBIC 3aKOHOIATEIbHBIE aKThI
Poccuiickoit @enepanuu', 1 BETEpUHAPHBIM OpraHu3alusIM;
(B pen. @exnepanbHoro 3akona ot 26.07.2019 N 240-03)

7) opraHuzauusM M UHAUBUAYAJIBHBIM IPEANPUHUMATENSAM, OCYLIECTBISIIOIIUM pa3BeACHUE,
BbIpAIllUBaHUE U COJEp)KaHHE >KUBOTHBIX (32 MCKIIOUYECHHEM TMpOJaKu MM (papMalleBTUYECKUX
CyOCTaHIIMI WM UX Tepeaayn).

(m. 7 B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

2. OpraHu3anuyd ONTOBOM TOPTOBIHM JIEKAPCTBCHHBIMU CPEJCTBAMH HE BIIPAaBE OCYIIECTBISATH
npojaxy (mepenadyy B YCTAHOBJICHHOM 3aKOHOJATeNbcTBOM Poccuiickoit ®enepanuu mopsiake)
(hapmareBTUUeCKO CyOCTaHIIMU CIIUPTa STUIIOBOTO (3TaHOJA).

(uactsb 2 B pen. denepanbHoro 3akoHa oT 27.12.2019 N 481-D3)

CraTtbsa 54. MpaBnna onTOoBOW TOProBfu JIEKAPCTBEHHbIMU CpeacTBaMMU

OnroBass  TOProBiid  JIGKAPCTBEHHBIMH  CPEACTBAMHU  OCYILECTBISAECTCS  MPOU3BOAUTEISIMHU
JICKApCTBCHHBIX CPCACTB W OpTraHu3alvusaIMu OINTOBOM TOProBJIM JICKAPCTBCHHBIMU CPCACTBAMH 110
MpaBWJIaM HaJJIeXallel JUCTPUOBIOTOPCKOM MPAKTUKU U TIpaBUIIaM HaJUJIeKaIIe MPaKTHUKU XPaHEHUS U
INEPEBO3KHU JICKAPCTBCHHBIX IMpE€HapaTroB, YTBCPKIACHHBIM COOTBECTCTBYIOIIUMMHU YIIOJHOMOUYCHHBIMU
(benepanbHBIMU OpraHaMU UCTIONTHUTENILHOM BJIACTH.

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

CraTtbsa 55. I'IopﬂAOK pO3H|/|‘-|HOﬁ TOProBIin neKapCTtBeHHbIMUM npenapatamm
1. Po3nuunas TOProBJid JICKAPCTBCHHBIMHU IIpCliapaTaMu B KOJHNYECTBAX, H€O6XOJII/IMI)IX JJIA

BBIITOJIHCHU L Bpa‘-Ie6HBIX (Q)CHBIlI_HCpCKI/IX) Ha3HAUCHUM WM Ha3HaYeHUM CIICIUaJIMCTOB B obiactu
BETCPUHAPUU, OCYIICCTBIIACTCA aIlITCYHBIMH opraHuzalnusimMu, BETCPUHAPHBIMU alITCYHbBIMU
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OpraHu3alusIMH, WHAMBUAYAIbHBIMH  NPEANPUHUMATEISAMU, UMEIOUIMMH  JIMIEH3UI0  Ha
(bapMareBTUYECKYI0 ACSITEIbHOCTh, MEIUIMHCKHUMU OpTaHU3alMsIMM, HMMEIOUIMMH JIMLEH3UI0 Ha
(bapMaleBTUUECKYIO JESTeNbHOCTb, W HUX 000COOJEHHBIMU MOApa3eseHus MU  (amMOylaTopusMu,
benpamepckuMu M QEIBAMICPCKO-aKYIIEPCKUMH  ITyHKTaMH, LEHTpaMH (OTIACNeHUsIMH) OOIei
BpaueOHOI (ceMelHOM) MPaKTUKH), PACIOIOKEHHBIMU B CEJIbCKMX HACEJICHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT aNTEUYHbIC OpPTaHU3AIMH, U BETEPHUHAPHBIMH OPraHU3alUsSIMHU, UMEIONIMMHU JIMLEH3UIO Ha
(bapmalleBTUUECKYIO0 JIeATeIbHOCTh. PaspelieHa po3HWYHAash TOProOBIs TOJBKO JIEKAPCTBEHHBIMU
Mpernaparamu, 3aperucTpupoBaHHbiMA B Poccuiickoii denepauuy WIM UM3rOTOBJICHHBIMH AlTEYHBIMU
OpraHu3alusIMH, BETEPUHAPHBIMU anTeYHbIMU OpraHHU3aIUsIMH, UHIUBUAYAIbHBIMU
OPEANPUHUMATEISIMYA, HMCIOIUMH JIMICH3UI0 Ha (PapMaleBTUUECKYIO JesITelNbHOCTh. Po3HMYHAs
TOProBII JIEKAPCTBEHHBIMU IMIpernapaTaMH OCYIIECTBISETCS IO MpaBujaM HaAJexallell amnTeuHou
MPAKTUKH, YTBEPKICHHBIM YITOJTHOMOUYEHHBIM (pe/iepaTbHbIM OPraHOM HCIIOJIHUTEIFHON BIIACTH.

(B pen. deaepanbhbix 3aKk0HOB OT 25.11.2013 N 317-D3, o1 22.12.2014 N 429-D3)

1.1. Po3HuuHas TOProBis JICKAPCTBEHHBIMHU TMperapaTaMyd JUisi MEAMIIMHCKOTO IMpPUMEHEHHUs (3a
HCKIIFOYEHUEM JIEKapCTBEHHBIX IPENapaToB, OTIYCKAEMbIX IO PELENTYy Ha JIEKAPCTBEHHBIN Ipenapar,
HApPKOTHUYECKHUX JIEKAPCTBEHHBIX IPENApaToB M IMCHUXOTPOMHBIX JIEKAPCTBEHHBIX IPEMAPATOB, & TAKKE
CHUPTOCOJEPKAIIMUX JICKAPCTBEHHBIX IMpenapaTtoB ¢ OOBEMHOW [OJIel ATHIIOBOTO CHHpTA CBbIIIE 25
MPOIICHTOB) MOXKET OCYIIECTBISATHCS AaNTEYHBIMU OPTaHU3ALUUSIMH JAUCTAHIIMOHHBIM  CIIOCOOOM.
Po3HuuHyr0  TOProBiIr0  JIEKQpCTBEHHBIMM  [penapaTaMd Uil  MEAMIMHCKOTO  NPUMEHEHUs
JTUCTAHIIMOHHBIM CIIOCOOOM MOTYT OCYIIECTBIISITh aNTEUHBIE OpPraHU3AlMH, HUMEIOUIUE JHUIEH3UIO Ha
(dapmalleBTUUECKYIO0  JACSITENbHOCT W COOTBETCTBYIOIIEE pazpeuieHue ¢efepalbHOro0  opraHa
WCTIOJTHATEIGHOW  BJIACTH, OCYIIECTBISIONIET0 (YHKIMM TIO KOHTPOJNIO U Hama3opy B cdepe
3napaBooxpaHeHud. [lopsimok  BelIauum  paspelieHHss Ha OCYIIECTBICHHE PO3HUYHOM  TOPIOBIIU
JIEKApCTBEHHBIMU TIperapaTaMy JTUCTAHIIMOHHBIM CIOCOOOM, TpeOOBaHUS K alTEUYHBIM OpraHU3AILMIM,
KOTOpBIE MOT'YT OCYLIECTBJISITH TAaKyK) TOPTOBIIO, U IOPSALOK €€ OCYLIECTBIICHHUS, a TAKXKE IpaBuia
JIOCTAaBKM JIEKApCTBEHHBIX IPENapaToB rpaxiaaHaM ycTaHaBiauBaroTcs IIpaBurenscTtBoM Poccuiickoit
Oenepannn. Uadopmanus 06 ormaueHHBIX (OTHYIICHHBIX) U MOJYYEHHBIX JIEKAPCTBEHHBIX IpernapaTax
BHOCUTCS B CHCTEMY MOHUTOPUHIAa JBWKECHHUS JIEKAPCTBEHHBIX IMPENApPaTOB I MEIULIHUHCKOIO
MIPUMEHEHHUS B MOPSAIKE, TPEAYCMOTPEHHOM 4YacThio 7 cTaThu 67 Hactosmero deaepanbHOro 3aKOHa.
(dactp 1.1 BBengena denepanbubiM 3akoHOM OT 03.04.2020 N 105-D3)

2. Bunpel anredyHbIX oOpraHM3alMii M TpaBWia OTIYCKa JIEKAPCTBEHHBIX IpernaparoB JJis
MEAUIMHCKOTO MPUMEHEHUs aNTeUYHbIMH OpraHU3alUsMHU, WHIUBUAYATIbHBIMU MPEANPUHUMATEISIMH,
MMEIOIIMMHU JIMIEH3HIO Ha (hapMalleBTUYECKYIO JAESTEeIbHOCTb, @ TAKXKE MPABUIIA OTITYCKA JIEKAPCTBEHHbIX
IpernapaToB Ui MEAMIIMHCKOTO MPUMEHEHUS MEIUIMHCKUMH OpraHU3alUsIMH, UMEIOUUMHU JIULEH3UIO
Ha (apMaleBTUYECKYIO AEATeNbHOCTh, U HMX 000COOJIEHHBIMU TNOJpasfeneHusIMU (amMOyaaTopusMu,
denpamepckuMu U QeNbIIIepCKO-aKyIIepCKUMH  MMYHKTaMH, LeHTpaMu (OTIeNIeHUusMHU) oOmien
BpaueOHOM (CceMeiHOo#) MpakTHKH), PACIONOKEHHBIMH B CENbCKUX HACEIEHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT aNTEUHblE€ OpraHU3al[Ml, YTBEPXKAAIOTCS YIOIHOMOYEHHBIM (enepaqbHbIM OpraHoM
VCIIOJIHUTEJILHOM BJIACTH.

(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

3. IIpaBmiia oTIycKa HapKOTMYECKHUX CPEJICTB M ICUXOTPOIHBIX BEIIECTB, 3apETrMCTPUPOBAHHBIX B
KauecTBE JIEKAPCTBEHHBIX IIPEMapaToB, JIEKAPCTBEHHBIX IPENapaToB, COAEpKAIIUX HAPKOTHYECKHE
CpeAcTBa W TICUXOTPOIHBIC BEIIECTBA, YTBEP)KIAIOTCS YIOJIHOMOYEHHBIM (hefepaibHbIM OpPraHOM
WCIIOJIHUTENIbHON BJAacTH 10 COIJIACOBAaHUIO C (elepalibHbIM OpPraHOM HCIHOJHUTENBHON BJIACTH,
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YIIOJTHOMOYEHHBIM B c(epe BHYTPEHHUX JIE.
(B pen. @enepanbHoro 3akoHa ot 03.07.2016 N 305-03)

4. JlekapCTBEHHBIC TIpenapaThl JUIsi BETCPUHAPHOTO TNPUMEHEHUS IOJJCKAT  OTITYCKY
BETEPUHAPHBIMH ANTEYHBIMU OPTAHU3AIMSIME, BETEPUHAPHBIMH OpPraHU3aIllUsSIMU, WHIUBHIYATbHBIMH
NPEANPUHUMATEISIMA, WMEIONIMMHU  JIMICH3UI0 Ha  (DapMaleBTHYECKYI0 JeSTelnbHOCTh. OTIIyck
JIEKapCTBCHHBIX TPENaparoB Ui BETCPUHAPHOTO MPHUMEHEHHUS OCYHIECTBISETCS B COOTBETCTBHH C
NpaBUJIaMH HaJJISKaIIed anTeuyHOW MPAKTUKH JICKAPCTBEHHBIX IMPENapaTroB sl BETEPHUHAPHOTO
MIPUMEHEHHUS, YTBEPKICHHBIMH YIIOJTHOMOYCHHBIM (eIepaTbHBIM OPTaHOM HCTIOJTHUTEILHOM BIIACTH.

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

5. TlepeyeHb MEOUIIMHCKUX OpraHU3aIMi, WMEIOMIMX JMIEH3UI0 Ha (hapMaleBTHYECKYIO
NesTeNbHOCTh, M WX  O0OCOONEHHBIX  moApasieneHuit  (amOynaTopuii,  (enIbAlIEPCKUX |
(denpamepcKo-aKyIepcKuX MyHKTOB, IIEHTPOB (OTACICHUI) 00IIei BpaueOHON (CEMEHHON) TPaKTHKH),
PaCTOJIOKEHHBIX B CEIbCKUX HACEIICHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT allTeYHbIE OPraHU3alluu, a
TaKXe MMepeYeHb JICKAPCTBEHHBIX MPENapaToB, MPOAaXa KOTOPBIX MOXKET OCYIIECTBISTHCS YKa3aHHBIMHU
OpraHm3alMsiMM ¥ HX  00OCOOJEHHBIMH  TOJPA3ACNICHUSMHU,  YCTAHABIMBAIOTCS  OpraHamu
WCTIOJTHUTENIbHOW BIacTu cyobekToB Poccuiickoit @enepanuu.

(B pen. deaepanbhbix 3ak0HOB OT 25.11.2013 N 317-D3, ot 03.04.2020 N 105-D3)

6. AnrteuyHble OpraHu3allid, WHIAUBUAYAJIbHbIE MPEANPUHUMATENN, HMEIOIIME JIMLEH3UI0 Ha
(dapmalleBTUUECKYIO0  JeSTENbHOCTh, O0s3aHbl o0OecmeuuBaTh  yTBepxkAeHHbIM I[IpaBuTenscTBOM
Poccwuiickoit denepainuu U GOpMHUPYEMBIH B YCTAHOBICHHOM UM IOPSJIKE MUHUMAJIbHBIA aCCOPTUMEHT
JIEKapCTBEHHBIX MPENapaToB, HEOOXOAUMBIX I OKa3aHUs MEAUIIMHCKOW MTOMOIIIH.

(uactsb 6 B pen. enepanpHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnTeuHble OpraHU3allMM, WHIUBUIYaJIbHBIC NPEANPUHUMATEIN, WMCIOIIUE JIMIECH3UIO Ha
q)apMaHeBTI/ILIGCKYIO ACATCIIbHOCTD, Hapsmy C J'IeKapCTBeHHI)IMI/I npenapaTaMH UMCIOT npaBo
npuoOpeTath M TMpoJaBaTh, B TOM YHUCIIC JUCTAHIIMOHHBIM CIIOCOOOM, MEIMIIMHCKUE W3JICIHS,
NE3UHPUIUPYIOIINE CPENICTBA, MPEAMEThl U CPEACTBA JUYHOM TUTHMEHBI, TOCYAY IS MEAUIIMHCKHUX
1eJIeH, PEIMETHI U CPEJICTBA, MPEAHA3HAYCHHBIC I YX0/1a 332 OOJIbHBIMU, HOBOPOXKICHHBIMH U JICTHMH,
HE AOCTUTIIINMHU BOSpaCTa Tpex JICT, O‘-IKOBYIO OHTI/IKy nu CpeI[CTBa YXO)Ia 3a Heﬁ, MI/IHepa.TII)HBIG BO/JBI,
MPOAYKTHI JIEYeOHOrO, JIETCKOTO W JIMETHYECKOTO IUTAHUs, OWOJIOTHYECKH AaKTHBHBIC J00AaBKH,
Hap(l)IOMele)Ie U KOCMCTHUYCCKHUC CpeI[CTBa, MCOAUIWUHCKHUEC U CaHI/ITapHO'HPOCBCTI/ITGJ'II)HI)IG IICYaTHBIC
W3JIaHKS, TIPEAHA3HAYCHHBIC JJIs TIPOTIaraH bl 3I0POBOT0 00pa3a KU3HH.

(B pen. ®enepanpubix 3akoHOB OoT 27.07.2010 N 192-®3, ot 25.11.2013 N 317-®3, ot 03.04.2020 N
105-®3)

8. JlesTenpHOCTh anTe4yHbIX opraHu3anui Boopyxkennbix Cun Poccuiickoit ®@enepannu, Ipyrux
BOMCK, BOMHCKUX (POPMUPOBAHUI M OpPraHoOB, B KOTOPBIX 3aKOHOZAATeNbcTBOM Poccuiickoit ®enepanuu
MPEyCMOTPEHO MPOXOXKACHUE BOEHHOM CIyKObl WM (eaepalbHON TOCYTapCTBEHHOM CIiIyXOBbl,
CBA3aHHOM C IPAaBOOXPAHUTEIBHON JEATEIBHOCTBIO, pErllaMeHTHUpyeTcs HacrosmuMm dDenepalbHbIM
3aKOHOM U YTBEP)KJIEHHBIMH COOTBETCTBYIOIIMMH (eepalbHBIMU OpraHaMU HCIOJHUTENBHON BIAacTU
nojioxkeHusAMUA. KOHTponb 3a COOMIOJeHHEM YyKa3aHHBIMHM AalTEYHBIMU OPraHU3aALUSAMH TOJO0XKEHUIH
HacTosero denepanbHOr0 3aKOHA OCYIIECTBISETCS COOTBETCTBYIOIIMMHU (eepaibHbIMU OpraHaMu
HCIIOJTHUTEJIbHON BJIACTH.

(B pen. ®enepanbHoro 3akoHa ot 13.07.2015 N 262-03)
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9. Yrparun cuity ¢ 1 ssuBapst 2021 roga. - @eaepanbhsiii 3akoH oT 03.04.2020 N 105-D3.
CraTtbAa 56. M3aroTtoBneHue n oTNycK fieKapCTBEHHbIX NpenapaToB

1. M3roroBieHue JEKAPCTBEHHBIX IPENapaToB alT€YHbIMU OpPraHU3alUsIMU, BETEPUHAPHBIMHU
alTeYHBIMU OpPraHU3alMsIMU, WHIWBUAYAJIBHBIMU MPEANPUHUMATENSIMHA, HMEIOIMMUMU JIMLUECH3UIO Ha
(bapMaleBTUUECKYIO ACSITENbHOCTb, OCYIIECTBISETCS MO pelenTaM Ha JEKapCTBEHHBIE Mpenaparsl, 1o
TpeOOBaHUSIM MEIUIIMHCKUX OpraHU3aluii, BETEPHUHAPHBIX OPraHU3alNi B COOTBETCTBUHU C IMPaBWIAMU
W3rOTOBJIEHUSA M OTIIyCKa JIEKapCTBEHHBIX IPENApaToB, YTBEPXKIACHHBIMU  YIIOJHOMOYEHHBIM
denepanbHBIM OPraHOM UCTIOTHUTEILHOMN BJIACTH.

2. [lpy M3roTOBJIEHUU JICKAPCTBEHHBIX IMPENAPATOB alTEYHBIMU OPraHU3alMSIMU, BETCPUHAPHBIMU
alTeYHBIMU OpPraHU3alUsIMU, WHIWBUAYAJIBHBIMU MPEANPUHUMATENSIMHA, HMEIOIMIMMU JIMLIECH3UIO Ha
(bapMalleBTUUECKYIO JESTeNbHOCTh, HCIONB3YIOTCA (papMaleBTUUYECKHEe CYOCTaHLMH, BKIIOYCHHBIC
COOTBETCTBEHHO B TOCYAAPCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB I MEAULIUHCKOTO MIPUMEHEHUS U
rOCyAapCTBEHHBIM pEeecTp JEKAPCTBEHHBIX CPEJCTB Il BETEPUHAPHOTO NMPUMEHEHHUS B YCTAHOBJIEHHOM
nopsake. He pgomyckaercss M3roTOBJIEHME aNTEYHBIMU OpPraHU3alMsIMUA, BETEPUHAPHBIMU ANTECYHBIMU
OpraHU3alUSIMU, WHJUBUlyaJIbHBIMU MpeapUHUMATEISIMH, AMEIOIIUMH JINIICH3UIO Ha
(hapMaIeBTHYECKYIO JCSITCILHOCTD, JIEKAPCTBCHHBIX MPENapaToB, 3aperHCTPUPOBAHHBIX B Poccuiickoi
®Oenepanuu.

3. MapkupoBKa JIEKQpCTBEHHBIX IIPENapaToB, W3TOTOBJIEHHBIX AaNTEUYHbIMM OpraHU3aLUsIMHU,
BETEpUHAPHBIMU aNTEYHBIMM OpPraHU3aLUsAMH, WHIUBUAYAJIbHBIMH IMPEANPUHUMATEISIMH, UMEIOIIUMU
JULEH3UI0 Ha (apMalleBTUUECKYIO JEATEIbHOCTh, M O(QOPMIIEHHE TaKUX IIPENapaTroB JIOJKHBI
COOTBETCTBOBATH IPABUJIaM, YKAa3aHHBIM B 4acTH 1 HACTOSIIEH CTaThU.

4. AnTeuHple OpraHu3ald, BETEPUHAPHBIE AaNTEYHBbIC OpTraHU3allid, WHIUBUIYAJbHBIC
MpeaNPUHUMATENH, UMEIOIINE JTUICH3UIO Ha (hapMalleBTHUECKYIO IeSTeIbHOCTh, HECYT OTBETCTBEHHOCTD
3a HECOOIOJIeHNEe TIPaBUJI HM3TOTOBJIEHUS W OTIYCKa JIEKAPCTBEHHBIX MPEMapaToB B COOTBETCTBUU C
3akoHoarenbeTBOM Pocceniickont denepanmu.

Cratba 57. 3anpeweHue npogaxu danbCcUPUUNPOBaAHHbLIX J€KaAPCTBEHHbIX
cpenacTs, HeJoOOpOKaYeCTBEHHbIX  JIEKAPCTBEHHbIX  CPeAcTB, KOHTpadaKTHbIX
neKkapcTBEHHbIX CpeaAcTB

[Tponaxka danbcuUIIUPOBAHHBIX JEKAPCTBEHHBIX CPEJICTB, HETOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX
CpeNCTB, KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CPEJICTB 3aMPEIaAeTCsI.

CrtaTbs 58. XpaHeHue nekapcTBeHHbIX CpeaAcTB

1. XpaHeHHe JICKAPCTBECHHBIX CPEACTB OCYIICCTBICTCA TMPOU3BOAUTCIIAMU JICKAPCTBCHHBIX
CpCacCTB, OopraHu3alusIMu OIITOBOM TOProBJIN JICKApCTBCHHBIMU cpeacrBamu, alITCYHBbIMH
opranmsanusimMu, BETCPUHAPHBIMU alITCYHbBIMU OopraHu3alnusiMu, WHIAWBUIYAJIbHBIMHA
npeaApuHUMaTeIIM1, UMCIOIIUMHU JIMIICH3UIO Ha (I)apMaLICBTI/ILICCKy'IO ACATCIIBHOCTh WJIM JIMIICH3UIO Ha
MCIUIOHUHCKYIO OCATCIIBHOCTb, MCIHUOMWHCKHMHU OpraHu3aluiMH, BCTCPUHAPHBIMU OpraHHu3alusIMU U
HHBIMH  OpTraHHU3alusIMH, OCYIICCTBIIAOIINMHA 06paIJ_[CHI/IC JICKApCTBCHHBIX CPCACTB. XpaHCHI/IC
JICKApCTBCHHBIX CPCACTB MJId BCTCPHUHAPHOIO IIPHMCHCHUA OpraHu3allisaMUu W HWHAWBUAYAJIBHBIMU
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OpEINpUHUMATEIIMA B CIydasX, €CIM OHU MCIIOJIb3YKOTCS HCKJIIOUUTEIBHO HpPU Pa3BEICHUH,
BbIpallluBaHWK, COACPKAHUU U JICUCHHUU KXKUBOTHBIX, MOXCT OCYIICCTBIATHCA oe3 MOJIYYCHHA JIMICH3UU
Ha (papMaleBTUYECKYIO 1EATEIbHOCTb.

(B pen. @enepanbHoro 3akoHa ot 22.10.2014 N 313-03)

2. IlpaBwia  XpaHEHMs  JICKAPCTBEHHBIX  CPEICTB  YTBEPXKJAIOTCA  COOTBETCTBYIOILHMM
YIIOJTHOMOYEHHBIM (heiepaibHbIM OPTaHOM UCTIOHUTENIbHON BIACTH.

3. XpaHeHrne HAPKOTHYECKUX JICKAPCTBEHHBIX CPEJCTB, IMCHUXOTPOITHBIX JIEKAPCTBEHHBIX CPEJICTB,
paanodapMaleBTHUECKUX  JIGKAPCTBEHHBIX  CPEACTB  OCYHIECTBISIETCS B COOTBETCTBUU  C
3akoHojiaTesbecTBOM Poccuiickoit deneparum.

Cratba 58.1. lpeaMeTHO-KONMMYECTBEHHbIA Y4YeT JlieKapCTBeHHbIX CpeacTB Ans
MeAULIMHCKOro NnpMMeHeHus
(BBenena denepanbHbIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. [IlepeueHbp JEKApCTBEHHBIX CPEACTB JUISI MEAMLIMHCKOTO HPUMEHEHHs, MOAJISKAIINX
MPEIMETHO-KOJIMYECTBEHHOMY ~ YY€Ty, YTBEP)KIAeTCs YIMOJHOMOYEHHBIM (ellepalbHbBIM  OpTraHOM
VCIIOJTHUTEJIbHOU BJIACTH.

2. Tlopsiiok BKIIFOUEHUS JIGKAPCTBEHHBIX CPEJICTB I MEIHUIIMHCKOTO TIPUMEHEHHUS B TIEPEYCHB
JIEKapCTBEHHBIX CPEACTB JJISI MEAMIIMHCKOTO MPUMEHEHHUS, MOIEKAIIUX MPEAMETHO-KOIMUYECTBEHHOMY
y4eTy, YCTaHABJIMBACTCS YIOJHOMOYEHHBIM (eepaibHbIM OPraHOM HCIHOJHUTEIBHON BJIACTU TIO
COTJIACOBAaHUIO C (elepalibHbIM OPraHOM HCIIOJIHUTENBHON BIIACTH, YIOJHOMOYEHHBIM B cdepe
BHYTPEHHUX JI€J1.

(B pen. @enepanbHoro 3akona ot 03.07.2016 N 305-03)

3. [IpenMeTHO-KOIMYECTBEHHBIN Y4eT JIEKApCTBEHHBIX CPEIACTB I MEIUIUHCKOTO MPUMEHEHUS
BEIyT IPOU3BOJAUTENN JIEKAPCTBEHHBIX CPEACTB, OPraHM3allMd ONTOBOWM TOPIOBIH JIEKAPCTBEHHBIMU
CPEICTBAMHM, allTeYHbIE€ OPraHMU3alMi, WHIMBHUIyaJIbHBbIC NPEANPUHUMATENN, UMEIOLIUE JIMLIEH3UI0 Ha
(bapMaIeBTUYECKYIO JEATENbHOCTh WM JIMLEH3UI0 Ha METUIMHCKYIO JesTeIbHOCTh, U MEIUIIMHCKUE
OpraHM3allM, OCYIIECTBISAIONINE 00pallleHne JIEKapCTBEHHBIX CPEJCTB JUISl MEJUIIMHCKOTO MPUMEHEHNUS,
IyTeM PEruCcTpalyy JIOObIX CBA3aHHBIX C UX OOpallleHHeM Omepaluil, Mpu KOTOPbIX H3MEHSEeTCA HX
KOJIMYECTBO U (WJIM) COCTOSIHME, B CIIEHUAIBHBIX J)KypHajaxX y4yeTa olepaluid, CBSI3aHHBIX ¢ 00OpalleHeM
JIEKapCTBEHHBIX CPEACTB I MEIUIIMHCKOTO IIPUMEHEHUS (Jjaiee - CriellhaibHbIe XKYPHAJIbI).

4. TlpaBuna peructpanuu onepanuil, CBI3aHHBIX C OOpalleHHEM JIEKAPCTBEHHBIX CPEICTB IS
MEIULUHCKOIO NPUMEHEHHS, BKIIOUYEHHBIX B IEPEYEHb JICKAPCTBEHHBIX CPEACTB I MEIMUIIMHCKOIO
MIPUMEHEHHUSI, TOJIEKAIINX TPEAMETHO-KOJINYECTBEHHOMY YUETY, B CIELUAIbHBIX XKypHalaxX W IpaBuja
BEJCHUS M XpAaHEHMs CIELUANBHBIX JKypHAJOB YTBEP)KIAIOTCS YIOJIHOMOYEHHBIM (enepaabHbIM
OpraHOM MCHOJHUTEIBHOM BIACTH.

5. Kontpons 3a coOmiofeHHEM MpaBWJI PETHUCTPAIlMU OMepaluii, CBA3aHHBIX C OOpalieHueM
J'IeKapCTBeHHI)IX Cpe)ICTB JIs1 MEOUIITMHCKOT O HpI/IMeHeHI/ISI, BKIIOUCHHBIX B HepequL J'IeKapCTBeHHI)IX
CPEICTB Uil MEIUIMHCKOrO TPUMEHEHHMs, MOJUISKAIUX MPEeJIMETHO-KOJIUYECTBEHHOMY Y4YeTy, B
CIICOaJIbHBIX >1<ypHaJ1ax, a TakKXeE 3a CO6J'IIO)I€HI/IeM HpaBHJ'I BCIACHUA U XpaHeHI/ISI CIICIIHAJIBHBIX
KYPHAJIOB BO3JIaraeTcsl Ha YIIOJTHOMOYEHHBIE ()e/iepaibHbIe OpPraHbl UCIIOJHUTEIBHON BIACTH U OPTaHbI
WCTIOTHUTEIPHOW BJIACTH CYOBeKTOB Poccuiickoin ®denepanuu, OCYIIECTBISIONINE JTUIIEH3UPOBAHNE
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

IIPOU3BOJACTBA JICKAPCTBCHHBLIX  CPCIACTB, q)apMaHeBTquCKOﬁ JACATCIIbHOCTH H MCHHHHHCKOﬁ
ACATCIIbHOCTHU, U OCYHICCTBJIACTCA B paMKaX JIMICH3HMOHHOTO KOHTPOJIA.

Masa 11. YHUHTOXEHUE NEKAPCTBEHHbLIX CPEOCTB
CraTtba 59. OcHOBaHMA U NOPAAOK YHUUTOXEHUA NeKapCcTBEHHbIX CpeacTB

1. HenmoOpokauecTBEHHBIE JICKAPCTBEHHBIC CPENCTBa, (aNIbCU(UIIMPOBAHHBIE JIEKAPCTBEHHBIC
CpeAcTBa IMOJUIEKAT M3BIATUI0O W3 OOpalleHUs U YHUYTOXKEHUIO B TOpPSJKE, YCTAaHOBICHHOM
IIpaButensctBoM Poccuiickoit @enepanuu. OCHOBaHMEM [UIsl YHUUTOXKEHUS JIEKAPCTBEHHBIX CPEACTB
ABJIACTCS ~ PpEIICHHE  BJIAJENbLla  JIEKAPCTBEHHBIX  CPEICTB,  PEIIEHHE  COOTBETCTBYIOLIETO
YIOJTHOMOYEHHOTO (eiepaibHOI0 OpraHa UCIOJHUTENIBHOM BIACTU WK PELIEHUE CyAa.

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

2. KonTtpadakTHbIe JIeKapCTBEHHBIE CPEICTBA MOAJICKAT U3BATHIO U3 OOPAIICHUS U YHUUITOKEHUIO
o pemieHuro cynaa. [lopsanok yHudTOXKEeHHs] KOHTpaaKTHBIX JIEKAPCTBEHHBIX CPEJCTB YCTAaHABIMBACTCS
[IpaBurensctBoM Poccuiickoit denepanun.
(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

3. Pacxompl, cBsi3aHHBIE C YHUYTOKEHHEM KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CPEICTB,
HE/I00pOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB, (anbCU(UIMPOBAHHBIX JICKAPCTBEHHBIX CPEACTB,
BO3MEUIAKOTCS UX BIAACIbLEM.

4. Bnaneneu JICKApCTBCHHLIX CPCACTB AOJDKCH IIPCIACTABUTL B YHOJ'IHOMOLIeHHHﬁ Q)eﬂepaHLHLII‘/’I
opran HCIIOJIHUTEILHON BIIACTH JOKYMCHT MJIM 3aBCPCHHYIO B YCTAHOBJICHHOM IIOPAAKE €ro KOIIHIO,
MOATBCPIKAAOIINC (I)aKT YHUYTOXKCHUSA JICKAPCTBCHHLIX CPEACTB.

5. CoOTBEeTCTBYIOIIMH YHOJHOMOYEHHbIN (efepanbHbIi OpraH HWCIHOJHUTENIBHON BJacTu,
NPUHSABIIMHA pelieHre 00 YHUYTOKEHHM JICKApCTBEHHBIX CPEJCTB, OCYIIECTBISET KOHTPOJb 3a MX
YHUYTOKEHHEM.

6. VYHHYTOXEHHE JIEKapCTBEHHBIX CPEACTB IMPOU3BOAUTCA OPraHU3ALMSIMHM, HMEIOIIUMU
COOTBETCTBYIOIYIO JINLIEH3HIO, Ha CHIEI[UAIIbHO 000PYI0OBAaHHBIX IIOIIAKAX, TOJIUTOHAX U B CIIEUAIbHO
000pYZIOBaHHBIX TMOMEILEHUSIX ¢ COOI0/IeHHEeM TpeOOBaHUIM B 00JaCTH OXPaHbl OKPYXKAOLIEH cpesbl B
COOTBETCTBHUH C 3aKOHOJATENILCTBOM Poccuiickont denepanuu.

7. HapkoTuyeckue JI€KapCTBEHHBIE CPEACTBA, I[ICUXOTPOIIHBIE JIEKAPCTBEHHBIE CPEICTBA,
paauodapmalleBTUUECKUE  JIEKAPCTBEHHbIE ~ CPEACTBA  YHMUYTOXKAIOTCA B COOTBETCTBHM  C
3aKkoHoarenscTBOM Pocculickon denepanu.

nasa 12. TOCYOAPCTBEHHOE PEIYJINPOBAHUE LIEH
HA NEKAPCTBEHHBbIE NMPEMNAPATbLI ANA MEAUUUHCKOIO NPUMEHEHUA

Cratba 60. N'ocypapcTBeHHOe perynMpoBaHue LieH Ha JieKapCTBEeHHble npenaparbl
ANA MeAULIMHCKOro NpUMeHeHus

1. Focy;[apCTBeHHoe pPEryjiupoBaHuc NCH Ha JICKAPCTBCHHLIC IMIPCIIapaTbl A MCIUIHUHCKOI'O
IMPUMEHCHUSA OCYHICCTBIIACTCA IMMOCPEACTBOM:
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

(B pen. @enepanpHoro 3akoHa ot 26.03.2020 N 67-D3)

1) yrBepxkaenus IlpaBurenscrBoM Poccuiickoii denepanuu nepeyHs )KU3HEHHO HEOOXOIUMBIX U
BOXHEHIIMX JICKAPCTBEHHBIX IIPENapaToB, KOTOPbIM (OpPMHUpPYETCSs M HE pexe OIHOro pasa B IOJ
[IEPECMATPUBAETCSI B YCTAHOBJIEHHOM WM IIOpSJKE HAa OCHOBE KOMILJIEKCHOM OLIEHKH JIEKapCTBEHHbIX
[IpernaparoB, BKJIKOYas aHalIM3 CBEACHUH O CPAaBHUTEIBHOW KIMHUYECKOH 3(Q(QEKTUBHOCTH U
0€30MacHOCTH  JIEKaPCTBEHHOTO CPEJCTBA, OICHKY HKOHOMHYECKMX TOCJIEACTBUNA IMPUMEHEHHUS
JIEKapCTBEHHOT'O CPEJCTBA M H3YyYCHHME JOMOJHUTENIBHBIX IMOCIEICTBUM MPUMEHEHUs JIEKapCTBEHHOI'O
CpE/CTBa,

(B pen. deaepanbhbix 3aKk0HOB OT 22.12.2014 N 429-03, ot 13.07.2020 N 206-D3)

2) yTBEpXKIEHHS METOAMKH pacyera MpeaesbHBIX OTIYCKHBIX II€H TPOU3BOJHUTENCH Ha
JICKapCTBEHHBIC TIpenapaThl, BKJIIOUYCHHbIE B IE€PeYeHb >KU3HEHHO HEOOXOIMMBIX M Ba)KHEHIINX
JICKapCTBEHHBIX IPEMapaToB, a TaK)Ke BHEAPEHHUS MEXaHU3MOB (DOPMHUPOBAHMS CHCTEMBI pehepeHTHBIX
LIeH;

(B pen. enepanbHbix 3aK0HOB 0T 22.12.2014 N 429-®3, ot 06.06.2019 N 134-D3)

3) T OCYI[apCTBCHHOﬁ peructpanun  NOpCACIIbHBIX  OTIYCKHBIX  IICH HpOHSBOI{HTCJ’IGﬁ Ha
JICKApCTBCHHBIC TIIpCHapaThbl, BKIIOYCHHBIC B ICPCUCHL KHU3HCHHO HGO6XOILI/IMI)IX U BaXKHCHUIIMX

JICKaApCTBEHHBIX NPENapaToB;
(B pen. @enepanpuoro 3akoHa ot 06.06.2019 N 134-D3)

4) BCACHUA TOCYHNAPCTBCHHOI'O peeCTpa IMPCACIIbHBIX OTIYCKHBIX IIC€H HpOI/I3BO,Z[I/ITeJ'IeI71 Ha
JICKApCTBCHHBIC TIIpCHapaThbl, BKIIOYCHHBIC B ICPCUCHL KHU3HCHHO HGO6XOILI/IMI)IX U BaXKHCHUIIMX
JICKaAPCTBCHHLIX IIPCIIaApaTOB;

5) yTBep)KIEHHS METOJMKH YCTAHOBJIEHHWS OpraHaM{ MCIIOJIHUTEIbHOW BIIACTH CYOBEKTOB
Poccuiickoit ®enepanuu mnpenenbHbIX pa3MEpOB ONTOBBIX HAA0ABOK M MpEAEibHBIX pa3MepoB
PO3HUYHBIX HaA0aBOK K (DaKTHMUECKUM OTIYCKHBIM II€HaM, YCTAaHOBJIEHHBIM IPOU3BOJUTENISIMU
JIEKAPCTBEHHBIX IIPENaparoB, Ha JICKAPCTBEHHBIC IIPEMaparhl, BKIKYCHHBIE B IEPEYCHb KU3HEHHO
HEO0OXOIMMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX IPENapaTosB;

6) ycTaHOBIIEHHs MPECTBbHBIX Pa3MEPOB ONTOBBIX HAJA0aBOK U MPEICIbHBIX Pa3MEPOB PO3HHYHBIX
Ha70aBOK K (PAKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJIEHHBIM IPOU3BOJUTENISIMU JIEKAPCTBEHHBIX
IpernaparoB, Ha JICKApPCTBEHHBIC MpenapaThl, BKIIOYEHHbIE B IEpeYeHb KU3HEHHO HEOOXOIUMBIX U
BAKHEUIIINX JIEKAPCTBEHHBIX IIPENapaToB;

7) yTBep:KIEHHUs TOpSAIKAa BBIIAYU MPEANUCAHHWIA OpraHaM HCIIOJTHHUTEIBHOW BIACTH CYOBEKTOB
Poccuiickoit denepanyu 0 NpuBEAEHUN B COOTBETCTBUE C 3aKOHOJATENbCTBOM Poccuiickoi denepanuu
penieHnid 00 YCTAaHOBJIICHWU TPEAENBHBIX pa3MEpPOB OMNTOBBIX HAA0ABOK M TpeNeiIbHBIX pPa3MEpOB
PO3HUYHBIX Haa0aBOK K (DaKTHUECKHUM OTIYCKHBIM II€HaM, YCTAHOBJEHHBIM TIPOU3BOJAUTEIISIMU
JICKapCTBEHHBIX MPENApaToB, Ha JIEKAPCTBEHHBIC IPENapaThbl, BKIIOUECHHBIE B II€PEUYEHb KU3HEHHO
HEOOXOIUMBIX M BAXHEWINMX JICKAPCTBEHHBIX TIPEMApaToOB, €CIM OHH TPHUHATHI C HapyIICHUEM
3akoHojarenbeTBa Poccuiickoit denepanuu, B nopsake, ycraHoBIeHHOM lIpaBurensctBoM Pocculickoit
denepanuu;

8) HampaBlieHHs] YINOJHOMOUYEHHBIM (efepabHbIM OpPraHOM MCIIOJHUTEIBHON BJIACTH OpraHam
UCIIOJIHUTENBbHON Biactu cyObekToB Poccuiickoit @enepanuu MNpeANnucaHud O TMPUBEACHUU B
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

COOTBETCTBHE C  3aKoHojaaTenbcTBOM  Poccuiickoir  denepanuu HOPUHATBIX € HapyIIEHUEM
3aKoHoAarenbcTBa Poccuiickoit @enepanyu perieHnii 00 yCTaHOBIECHUH MPEAEIbHBIX Pa3MEPOB ONTOBBIX
Ha/0aBOK M IPEJENIbHBIX Pa3MEpOB PO3HUYHBIX HAJ0ABOK K L€HAaM Ha JIGKApCTBEHHbIE Ipenaparsl,
BKJIFOYCHHBIC B IICPCUCHDb JKU3HCHHO HCO6XOI{I/IMBIX M Ba)KHEHIIINX JICKAPCTBCHHLIX MPCIIapaTOB;

9) ocymectBnenus ¢eaepaibHOro rocy1apcTBEHHOT0 Ha30pa B cpepe oOpaliieHus JeKapCTBEHHbIX
CPEICTB M PErMOHAIBHOIO TOCYIApPCTBEHHOI'O KOHTPOJISI 3a NPUMEHEHMEM LIEH Ha JIEKapCTBEHHbIE
IpernapaThl COOTBETCTBEHHO YIIOJTHOMOUYEHHBIMH (eIepalbHBIMU OpraHaMi HCIOJHUTENIbHON BJIacTU U
OpraHaMy UCTHOJHUTEILHON BIAcTH cyOBeKkTOB Poccuiickoli denepanuu COTIacHO WX KOMIETCHIIMH B
nopsiake, ycranopieHHoM [IpaButensctBoMm Poccuiickoi @enepannu;

(. 9 B pea. @enepanbHoro 3akoHa ot 25.06.2012 N 93-D3)

10) npumMeHeHHS MPEAYCMOTPEHHBIX 3aKOHOJATENLCTBOM Poccuiickoir ®Denepaunu  mep
OTBCTCTBCHHOCTH 3a HapPyHICHUC [MOpAJIKa HCHOO6paBOBaHI/I$I Ha JICKApCTBCHHBIC MPCIIapaThl,
BKJIFOUCHHBIE B IIEPEYCHB )KU3HECHHO HEOOXOIMMBIX U BaKHEHWIINX JIEKAPCTBEHHBIX MPETapaToB.

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

2. B ycnoBusix upe3BblUaiiHON cUTyauuu U (WIKM) IIPU BOSHUKHOBEHHM YIPO3bl PaclpOCTPaHEHMS
3a00JIeBaHusl, MPEICTABISAIONIETO OMACHOCTh Ui OKPYXKAIOIIUX, a TAaKKe B CiIydae, €Clid B TCUCHUE
TPUALIATU KaJeHJIApHbIX AHeW nocine npuHatus [IpaButensctBom Poccuiickoit denepanuu penieHus o
IIPOBEACHUM MOHUTOPHUHIA PO3ZHUYHBIX LIEH Ha JIEKAPCTBEHHBIE NIpENapaThl, HE BKIKOYEHHBIE B IIEPEUYEHb
KHU3HEHHO HEOOXOAMMBIX M BaKHEMIIMX JIEKAPCTBEHHBIX IIPENapaToB, HAa TEPPUTOPHIX CYOBEKTOB
Pocculickoit @enepanyy BBIABIECH POCT PO3HUYHBIX IIEH HA YKa3aHHBIC JIEKAPCTBEHHBIC NpPENapaThl Ha
TpUILATh IPOLIEHTOB U Oosee, [IpaButenscTBo Poccuiickoii denepanuu BipaBe yCTaHOBUTD IIPe/ieIbHbIC
OTIIYCKHBIE€ LI€HBl IIPOM3BOAMTENICH HA YKa3aHHBIC JICKAPCTBEHHBIE IIPENaparthl, NPEACIIbHBIC pa3sMepbl
OIITOBBIX HAJ0ABOK U IpeJesIbHbIE pa3Mepbl PO3HUYHBIX HA/I0aBOK K (DaKTUUECKUM OTITYCKHBIM LI€HaM
MIPOU3BOJUTENIEH HA yKa3aHHbIE JIEKAPCTBEHHBIE Npenapatkl. [lepedeHs JIeKapCTBEHHBIX IIpEnaparoB, He
BKJIFOYEHHBIX B I€peYeHb J>KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX JIEKapCTBEHHBIX IPENaparoB, U
opsI0K ero popmupoBanus onpeaenstorcs [IpasurensctBom Poccutickoit denepanun.

(uacTs 2 BBeneHa denepanbHbiM 3aKk0HOM 0T 26.03.2020 N 67-D3)

3. B Teuenue aeBsiHOCTa KalleHAApHBIX THEH co nHA yrBepxkaeHus llpaBurensctBom Poccuiickoit
@Denepanyy NepeyHs, yKa3aHHOTO B YacTH 2 HACTOALIEH CTaThbH, HE JIOMYCKAIOTCS pean3anus U OTIIYCK
BKJIFOYEHHBIX B HETO JIEKAPCTBEHHBIX IPENApaToB IO LIEHAM, IPEBBIIIAIOIINM MPEACIIbHBIE OTITYCKHbBIE
LIEHbl NPOM3BOJUTENICH HA yKa3aHHBIE JIEKApPCTBEHHBIE IpENaparsl, NPEAEIbHBIE Pa3MEpPbl ONTOBBIX
Ha7A0aBOK M TpENeNbHbIE pPa3MEpbl PO3HUUYHBIX HAJ0aBOK K (PAKTHUYECKHM OTIYCKHBIM II€HaM
NPOU3BO/IUTENEHl Ha YyKa3aHHbIE JIEKAapCTBEHHbIE Ipernaparbl € Y4YeTOM Hajora Ha J00aBJIEHHYIO
CTOUMOCTb.

(uactb 3 BBeneHa PenepanabHbIM 3aKOHOM OT 26.03.2020 N 67-D3)

KoncynbrantlIntoc: npumedanue.
3apeructpupoBanueie 10 07.06.2019 mnpenenvHble OTHYCKHBIE IIEHBI MOAJIEKAT O00sS3aTEIBHON
nepepeructpanuu B 2019 - 2020 rogax B coorBeTcTBHHU €O CT. 2 @3 0T 06.06.2019 N 134-D3.

Cratba 61. locypapcTBeHHas perucTpauvs UM nepeperucTpauusa npepaenbHbIX
OTNYCKHbIX LUEeH npou3BoAUTENIen Ha JieKapCTBEHHble npenapaTtbl, BKMO4YEHHble B
nepeyYyeHb XXU3HEHHO He0OXO0ANMbIX U BaXKHEMLUUX JIeKapCTBEHHbIX NpenapaTtoB
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

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

1. IlpenenbHas OTIMyCKHas IIeHa MPOW3BOJUTEINS Ha JIEKAPCTBEHHBIN IpernapaT, BKJIIOUYEHHBIH B
MepeueHb KU3HEHHO HEOOXOAMMBIX W BaXKHEHIIMX JICKAPCTBEHHBIX IMPEMapaToB, IMOIJICKHUT
roCyJIapCTBEHHOM pErucTpanuu B nopsjake, ycraHoBieHHOM [IpaButensctBom Poccuiickoit @enepanuu,
Ha OCHOBAHHWHM IPEACTABICHHOTO B YIOJHOMOYEHHBIA (efepanbHbIi OpraH HCIOJIHUTEILHOW BIACTU
3asiBJICHUS JepKaTelis WIM BIaJeNblla PErUCTPAMOHHOTIO YJOCTOBEPEHUS JIEKAPCTBEHHOrO IMpernapaTa
(YIIOJTHOMOYEHHOTO UM JIUIIA).

2. 3aperucTpupoBaHHAs NpeAeNbHAas OTIYCKHAas I[€Ha IPOW3BOJIUTENS Ha JIEKAPCTBEHHBIN
Inpemnapar, BKJIIOUCHHBIA B NEpCUCHb KU3HCHHO HCO6XOI[I/IMLIX M BaXXHEHIIMX JICKApCTBCHHBIX
IpenaparoB, MOXET ObITh EpeperuCTPUPOBAaHA B CTOPOHY YBEIHUCHHS OJMH Pa3 B KaJCHAAPHOM IOy
Ha OCHOBaHUH IPEJICTABICHHOTO B YIOJHOMOUYEHHBIHN (pe/iepaibHbIi OpraH NCTIOIHUTEIBHOM BIacTH 10 1
OKTSOpSl KaXIOro roja 3asBICHUS JAepKaTels WINM BiaJeiblla PErHCTPAIlMOHHOTO YJOCTOBEPEHHS
JIEKapCTBEHHOI'0 Ipernapara (yIoJIHOMOUYEHHOTO UM JIULA).

3. 3apeructpupoBaHHas IpelneiabHas OTIYCKHAas LE€HA IPOU3BOJMUTENSI Ha JIEKAPCTBEHHBIN
npernapar, BKIIOYEHHBIH B TIEPEUYEHb IKU3HEHHO HEOOXOMMMBIX M BAKHEHIIHMX JIEKAPCTBEHHBIX
IIPENapaToB, MOKET ObITh MEPEPEruCTPUPOBAHA B CTOPOHY CHM)KEHUSI HA OCHOBaHMH IIPEJICTABICHHOIO B
YIOJHOMOYEHHBIN (e/iepalibHbIil OpraH MCIOJIHUTEIbLHON BIACTU 3asBIICHUS JAeprKaTess WK Biajenblia
PErUCTPaIIMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO ITpernapara (yIoJHOMOYEHHOTO UM JIMLA).

4. Jlepkarenb WIM BIAJENEll PErMCTPALlMOHHOIO YIOCTOBEPEHUS JIEKApCTBEHHOI'O IIpernapara
(YnoiHoMoO4YeHHOE MM JUIO) o00sf3aH NPEACTaBUTh B YIOJHOMOYEHHBIH (enepanbHblii  opran
WCIIOJIHUTEJILHOM BJIACTU 3asiBJICHUE O MEPEPETUCTPALUU 3aperuCTPUPOBAHHON MPEAeIbHON OTIYCKHOM
LIEHBI TPOU3BOANTEIIS HA JICKAPCTBEHHBIN Mpenapat, BKIOYEHHBIH B IIepeuyeHb KU3HEHHO HEO0O0XOIUMBIX
1 BaXXKHEMIINX JIEKAPCTBEHHBIX MPENapaToB, B CTOPOHY CHI)KEHHUS B CIEIYIONINX CIIydasx:

1) cHM)KEHUE 1IeHbl B MHOCTPAHHOW BAJIIOTE Ha JIEKAPCTBEHHBIN Mpernapar B CTpaHe MPOU3BOAUTEINS
n (W) B CTpaHax, B KOTOPBIX JIEKAPCTBEHHBIM IIpermapaT 3aperucTpUpoBaH M (WJIM) B KOTOpHIE
IIOCTABJIAETCS IPOU3BOJUTEIIEM;

2) cHWXEHHE IIeH Ha pedepeHTHBIC JIGKAPCTBEHHBIC MpermapaThl B COOTBETCTBUU C ITYHKTOM |
HacToAlel dYacTh (VIS COOTBETCTBYIOLIMX BOCIPOU3BEACHHBIX, OMOAHAJIOTOBBIX (OHMOMOJOOHBIX)
JICKapCTBCHHBIX MPETIapaToB);

3) mpeBbllIeHNE MpeAeTbHONM OTHYCKHOW IIE€HBI Ha MEpPBbI BOCIPOM3BEIEHHBIN, OMOAaHATIOTOBBIN
(Onomno100HBI) JEKapCTBEHHBIN IpernapaT MHOCTPAHHOTO IPOM3BOJICTBA HaJl MPEAETbHON OTIYCKHOU
[IEHOW MPOU3BOAUTENS HA BTOPOM BOCIIPOU3BEACHHBIN, OM0aHATOTOBBIN (OMOMOAO0HBIN) JIeKapCTBEHHBIH
rpenapar, pacCUiuTaHHOM B COOTBETCTBHUU C METOAMKOM, yTBep:kJaeHHOH [IpaBurensctBoM Poccuiickoi
denepanny;

4) mpeBblllIEeHUE MPEEIbHON OTIYCKHOW II€Hbl Ha MEPBBIM BOCHPOM3BENIEHHBIN, OMOaHATIOrOBbII
(OmoromoOHBIN) JIeKapCTBEHHBIH NpenapaT NpPOM3BOAUTENSI rocyaapctBa - uwiueHa EBpasuiickoro
SKOHOMHYECKOTO COK03a HaJ TMpEAeNbHOM OTIIYCKHOW II€HOM NPOW3BOAMTENS HAa  BTOPOU
BOCIIPOU3BE/ICHHBIN, OHOaHANOroBbIi (OMOMONOOHBIN) JIEKApCTBEHHBIH mpenapar MpPOU3BOAUTENS
rocyiapcrea - WieHa EBpa3sMiCKOrO SKOHOMHMYECKOIO COI03d, PAaCCUMTAHHOM B COOTBETCTBHH C
METOAMKOH, yTBepxkAcHHOM [IpaBuTenscrBom Poccuiickon @enepannu.
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

5. Ilopsinok nmepeperucTpanuu 3aperuCTpUPOBAHHBIX NTPEAEIBHBIX OTIIYCKHBIX LIEH ITPOU3BOJUTEIIECH
Ha JICKapCTBEHHbIC NpenapaThl, BKIIOYCHHbIC B IEPEYCHb >KM3HEHHO HEOOXOIUMBIX U BaXKHEUIIHX
JIEKapCTBEHHBIX IIpenapaToB, B CllydasX, HPEIYyCMOTPEHHBIX YacTsMM 2 - 4 HacTosled CcTaThbH,
ycranasinusaercs [IpasurenscrBom Poccniickoit denepanun.

6. DKOHOMUYECKUU aHalu3 MPeNebHOW OTHYCKHOM II€Hbl MPOM3BOJUTEINS Ha JICKAPCTBEHHBIN
mpemapar, BKIIOUEHHBIH B TIEPEYCHb >KU3HECHHO HEOOXOJAMMBIX M BaXHEHINIUX JIEKAPCTBEHHBIX
MpenapaTroB, MPHU €€ TOCYJapCTBEHHOW PErHUCTpAlMM WM TEPEPEerucTpali  OCYIIECTBIISAETCS
denepanbHBIM OpPraHOM HWCIIOJTHUTEIHHOW BIIACTH, OCYIIECTBISIONMM (YHKIUU 10 TMPUHSATHIO
HOPMATHBHBIX IPAaBOBBIX aKTOB M KOHTPOJIIO 3a COOJIOJIEHHEM 3aKOHOJATelhcTBa B  cdepe
rOCYJapCTBEHHOTO PETYINPOBaHUs LieH (TapuoB) HA TOBAPHI (YCIYTH).

7. Pacuer mpenenbHBIX OTIYCKHBIX II€H, YKa3aHHBIX B 4yacTsaX | W 2 HACTOSIIEW CTaThH, IPU UX
rOCYJIapCTBEHHOM PETUCTPALMU WM NEPEPETUCTPALMUA OCYLIECTBIISIETCS B COOTBETCTBUU C METOJUKOM,
yrBepkieHHoH [IpaBurenscTBOoM Pocculickoin @enepaunu 1 y4UTHIBAIOLIEH B TOM YHCIIE:

1) cobmonenne GanaHca MHTEPECOB MOTPEOMTENEH JIGKAPCTBEHHBIX INPEMapaToB, BKIIOUCHHBIX B
NepeueHb XM3HEHHO HEOOXOJMMBIX M BaKHEUIINX JIEKAPCTBEHHBIX IPENapaToB, W NMPOHM3BOAMUTEINCH
JICKAPCTBCHHBIX MPCIapaToB, BKIIOYCHHBLIX B ICPCUCHL KHU3HCHHO HCO6XOIII/IMI)IX A BaXKHEHIITNX
JIEKapCTBEHHBIX MPETapaToB;

2) (hakTHUECKYIO OTITYCKHYIO IIEHY Ha JIeKapCTBEHHBIE Ipenapatel B Poccuiickoit deneparuu, neHy
BBO3a JIEKAPCTBEHHBIX IpenapaTtoB B Poccuiickyro ®Pepepanuio, a TakKe LEHbBl Ha aHAJIOTMYHBIC
JIEKapCTBCHHBIE TIPEapaThl, HAXoIsIecs B oOpamniennu B Poccuiickoit denepanuu;

3) 3aTpaThl TPOM3BOIUTENS JIEKAPCTBEHHOIO TIpenapaTa Ha TPOM3BOJCTBO M  pealTU3aIlUI0
JICKapCTBEHHOTO Ipernapara;

4) neHy Ha JIEKapCTBEHHBIN Mpenapat, ero IeHy B CTpaHe MPOU3BOJUTENS U B CTpaHax, B KOTOPBIX
JIEKapCTBEHHBIN Mpernapar 3aperucTpUpoBaH U (UJIM) B KOTOPBIE MOCTABIISIETCS TPOU3BOIUTEIIEM.

8. He momyckaroTcs peanusanusi U OTIIYCK JIEKapCTBEHHBIX MPEmapaToB, BKIIOUEHHBIX B MEPEUYCHb
KNU3HCHHO HCO6XOI[I/IMBIX U BaXHEHUIINX JICKApPCTBCHHLIX IIp€HapaToB, Ha KOTOPBIC MPOU3BOJUTCIIAMU
JIEKapCTBEHHBIX IMPEMapaToB HE 3aperucTpUpOBaHa TpeleNbHas OTIYCKHAs IIeHa, peanu3alus
MPOU3BOJUTCIIAMHU JICKAPCTBCHHBIX NPCIapaToB IO IEHaM, MPECBLIIAIOIIMM 3apECTUCTPUPOBAHHBIC WU
MepeperucTpUpoOBaHHbIC TPEeNIbHBIE OTITYCKHBIE IIEHbl Ha JIEKapCTBEHHBIE MIpenapaThl ¢ y4eTOM Hallora
Ha J00aBJIEHHYIO CTOMMOCTb.

9. OcoOeHHOCTH TOCYIapCTBEHHOTO PETYIUPOBAHUS MPEACTbHBIX OTITYCKHBIX 1I€H MPOU3BOIUTENCH
Ha J'IeKapCTBeHHI)Ie npenapaTH, BKIIFOUCHHBIC B nepequL JKN3HCHHO HeO6XO}II/IMBIX nu Ba)KHefIHII/IX
JIEKAPCTBEHHBIX MPENapaTroB, B 3aBUCUMOCTH OT SKOHOMHUYECKMX U (WJIM) COLMAIbHBIX KpPUTEPUEB
(I/ISMeHeHI/Ie yCHOBI/Iﬁ, HOpr}IKa U CTOUMOCTH npomBoncma HeKapCTBeHHLIX npenapaTOB, HCIIOJIB30BAHUC
HOBBIX ()OpPM, METOJOB M CIOCOOOB TOCYIApPCTBEHHOTO PETYJIUPOBAHHS I1I€H Ha JIEKapCTBEHHBIE
mpenaparsl, B TOM YHCie HA OCHOBE MEXaHHW3Ma pPePEepeHTHOr0 IIEHOOOpa30BaHuUsl, M3MEHEHHUH MOpsIKa
OKa3aHMUsl MEIUIIMHCKOM MOMOIIM, U UHbIE U3MEHEHHUsI) ycTaHaBnuBatoTcs [IpaBurensctBoM Poccuiickoit
denepanuu.

Cratba 62. [ocymapCTBeHHbI peecTp npeAeribHbIX  OTMYCKHbIX  LEH
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

npousBoauTenier Ha NekapcTBeHHble npenapartbl, BKIIOYEHHble B NepevyeHb XXU3HEeHHO
Heo6X0AMMbIX U BaXKHEMLLUX NIeKapCTBEHHbIX NpenapaToB

1. 3aperucTpupoBaHHBIC WM TEPEPETUCTPUPOBAHHBIE TPEICIBHBIC  OTIHYCKHBIC  IICHBI
MIPOU3BOIUTEIICH Ha JICKApPCTBEHHBIC TpenapaThl, BKIOYCHHBIC B IepeUeHb KU3HEHHO HEOOXOIAMMBIX U
BOXHEHIIUX JICKAPCTBEHHBIX MPENaparoB, MOJJICKAT BKIIOYCHHUIO B TOCYAAPCTBEHHBIA pPEecTp
MPEJebHBIX OTITYCKHBIX IIEH MPOU3BOINUTEIICH Ha JICKAPCTBEHHBIC MPEIapaThl, BKJIOYCHHBIC B IIEPCUCHb
KU3HEHHO HEOOXOIMMBIX U BaXKHEUIIINX JICKAPCTBEHHBIX MPEMapaToB.

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

2. I'ocynapcTBeHHBIH peecTp MPEeIbHBIX OTIYCKHBIX II€H MPOM3BOJUTEICH Ha JICKAPCTBEHHBIE
npenapaTsl, BKJIIOYCHHbIE B IE€pPEUYEHb >KU3HEHHO HEOOXOJUMBIX M BaXKHEMIIUX JIEKapCTBEHHBIX
MpEernapaToB, COJACPKUT B ceOe CISYIOIYI0 HH()OPMAIIHIO:

1) HauMeHOBaHUe AepKaTelss WIKM BIaJeNblia PErUCTPAIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
Mpernapara, HAMMEHOBAHUE IPOU3BOJMUTENS JIEKAPCTBEHHOIO IMpENapara, CBEACHUS O PErucTpauuu
JeprKaTessi WK BIAJIe]blia PETUCTPAMOHHOTO YIOCTOBEPEHHUSI JIEKAPCTBEHHOI'O MperapaTa, CBEJCHUs O
perucTpauuy MpOU3BOAUTENS JICKAPCTBEHHOTO Ipenapara i MEIUIMHCKOTO MPUMEHEHUSI B KauyeCTBE
HAJIOTOIIATENbIINKA B  CTpaHe  perucrpanuu (A  POCCHMCKHX  IOPUIMYECKHX  JIMI -
UICHTH(UKAITMOHHBI HOMep Hanoromatenbiuka (MHH), mis WHOCTpaHHBIX FOPUIUYECKHX JIUI -
CTpaHa pErucTpalui, HAUMEHOBAHHE PErUCTPUPYIOLIETO OpraHa, PErucTPAllMOHHBIA HOMEp, KOJ
HAJIOTOIUIATEIbIIMKA B CTPAaHE PErucTpaluy (MHKOPIIOpAIlMU) WM €ro aHaJIor), MECTO HaXOXKICHUS
MIPOU3BOJCTBEHHBIX IIOLIAJ0K, YIaCTBYIOIIMX B MPOLIECCE TPOU3BOICTBA JIEKAPCTBEHHOTO Ipernapara, ¢
YKa3aHUEM CTaJuu IIpoLecca IPOU3BOJACTBA;

(m. 1 B pea. @exnepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HauMMEHOBAaHME JIEKApPCTBEHHOrO Ipemnapara (MEXIyHapOoJHOE€ HENaTeHTOBAHHOE, WU
IpYNIUPOBOYHOE, MM XUMUUYECKOE U TOPIrOBOE HAUMEHOBAHMS);
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) HOMep perucTpalMoOHHOTO YI0CTOBEPEHHS JIEKApCTBEHHOTO Npernapara;

4) nexapcTBeHHas opMa C yKazaHHEM JO3UPOBKHU JIEKAPCTBEHHOT'O Tperapara U ero KOJU4ecTBa
BO BTOPUYHOM (MMOTPEOUTENHCKOM) YITaKOBKE, a TAK)KEe KOMIUIEKTHOCTB;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5) 3apeructpupoBaHHasi MpeJieNbHas OTIYCKHAs IIeHa Ha JIeKapCTBEHHBIH mpenapar B pyOsisx;
(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

6) mata U HOMEp MpHKa3a YIOJIHOMOYEHHOTO (efepatbHOr0 OpraHa HCIOTHUTEIHHOW BIACTH O
rOCYJIapCTBEHHOW PETUCTPALIMM WU MTEPEPErUCTPALIUN TPEACIBbHON OTIYCKHOM I1€HbI Ha JIEKAPCTBEHHBIN
mpemapaT, BKIIOUEHHBIH B TMEpeUYeHb JKU3HEHHO HEOOXOAMMBIX M BaXHEHIIUX JEKapCTBEHHBIX
MpPEnapaToB.;

(B pen. deaepanibHbIX 3aK0HOB OT 22.12.2014 N 429-03, ot 06.06.2019 N 134-D3)

6.1) nata BCTYIUJICHHUS B CHIIY MPHUKa3a YIOJIHOMOYEHHOTO (eiepalbHOr0 OpraHa MUCIOIHUTEIbHON
BJIACTU O TOCYJAPCTBEHHOW PETUCTpallMd WIM TEepPEepPerucTpalud MpeAesibHOW OTMYCKHOM IIEHbI
MIPOW3BOIUTENSI Ha JICKAPCTBEHHBIN Mpernapar, BKIIOYCHHBIM B TMEPEUYCHb JKU3HEHHO HEOOXOIUMBIX H
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(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

BO)KHEHINNX JICKApPCTBEHHBIX IPETIapaToB;
(m. 6.1 BBenen ®PenepanbHbiM 3aKk0HOM OT 06.06.2019 N 134-D3)

7) WTPUXOBOW KOJ, HAHECCHHBI HAa BTOPUYHYIO (IIOTPEOUTEIIBCKYIO) YITAKOBKY JICKApPCTBEHHOTO
npernapara;
(. 7 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

8) KOja NEeKapCTBEHHOrO Mpemnapara MO aHAaTOMO-TEPAEeBTHYECKO-XUMUYECKON KIIACCU(PUKAIINH,
pEeKOMEHI0BaHHOW BcemMupHo# opranu3anueit 3[paBooXpaHeHusl.
(. 8 BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

3. TocymapcTBeHHasi perucrpamus WIM [epeperucTpanusi MpeleiabHbIX OTIIYCKHBIX IIeH Ha
JICKapCTBEHHBIC MpPENapaThl, BKIIOUYEHHBIE B TMEPEYCHb J>KU3HEHHO HEOOXOMUMBIX M BaXKHEUIIHX
JIEKapCTBEHHBIX MpENnapaTroB, BEACHHE TOCYAAPCTBEHHOTO peecTpa IMpeaeibHbIX OTIYCKHBIX IIE€H
MIPOU3BOIUTEINICH HA JIEKApPCTBEHHBIE IpenapaThl, BKIIOYCHHBIC B MEPEYCHb )KU3HEHHO HEOOXOANMBIX U
BOXHEHIINX  JIEKAPCTBEHHBIX  IpENapaToB, OCYIIECTBISAIOTCS B  MOPSAAKE, YCTAaHOBICHHOM
[IpaBurensctBoM Poccuiickoit denepanun.

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

Cratba 63. YcrtaHOBneHuMe opraHaMm WCNONHUTENILHOW BNacTu CyObLEKTOB
Poccuiickon ®Pepepaumm npeaenbHbIX pasMepoB ONTOBbIX HafbaBOK M npefesnbHbIX
pa3mMepoB PO3HMYHbIX Haf6aBOK K (haKTUHYECKUM OTMYCKHbIM LieHaM, YCTaHOBJIEHHbIM
Npou3BOAUTENAMM JeKapCTBEeHHbIX nMpenapaTtoB, Ha JeKapCTBeHHble npenaparbl,
BK/TIIOYEHHbIE B MNepeYeHb XW3HEHHO HeoOXOAUMbIX U BaXHeMWMUX HNeKapCTBEHHbIX
npenapaToB
(B pen. @enepanbHOro 3akona ot 27.12.2019 N 475-03)

1. Opranbl HCIOJHUTEIBHOM BiacTu cyObekToB Poccuiickoit @enepanuu ycTaHaBIMBAIOT
Ipe/iebHbIE Pa3MEPbI ONTOBBIX HA/10aBOK U MPEENIbHbIE pa3Mephbl PO3HUUHBIX Ha/10aBOK K (PAKTHUECKUM
OTITYCKHBIM IIeHaM (0e3 yueTa Hajlora Ha J100aBJIE€HHYIO CTOUMOCTb), YCTaHOBJIEHHBIM ITPOM3BOIUTEISIMU
JIEKAPCTBEHHBIX IIPENapaTroB, Ha JIEKAPCTBEHHBIE IIpEnaparbl, BKIKOYEHHBIE B IIEPEYEHb >KMU3HEHHO
HEOOXOMMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX IPENapaToB, B COOTBETCTBUM C YTBEPXKIEHHON B MOPSJIKE,
ycranoBieHHOM [IpaButensctBom Poccuiickoit Penepanuu, METOIUMKOW YCTaHOBJIEHHMS OpraHaMu
HCTIOJHUTENIbHON BiacTu cy0ObekToB Poccuiickoit denepannu npeaeabHbIX pa3MepoB ONTOBBIX HAA0aBOK
U TpeleibHBbIX Pa3MEPOB PO3HUUYHBIX HAJA0aBOK K (PaKTUYECKUM OTIYCKHBIM II€HaM, YCTaHOBJIEHHBIM
IIPOU3BOJUTENISAMA JIEKAPCTBEHHBIX IPENapaToB, Ha JIEKAPCTBEHHBIE IIpENapaThl, BKIIOUEHHBIE B
NepeyeHb >KM3HEHHO HEOOXOIUMBIX M BaKHEHIIMX JIEKapCTBEHHBIX mpernaparoB. [IpoekTsl perienuii
OpPraHOB HCIOJHHUTENbHON BiacTH cyObekToB Poccuiickoit ®Penepanuu 00 YCTaHOBJIEHUM U (MJIN)
M3MEHEHUH TPEETbHBIX Pa3MEPOB ONTOBBIX HA/0aBOK U MPEAETbHBIX Pa3MEPOB PO3HUYHBIX HAJI0aBOK K
(aKTHYECKUM OTIYCKHBIM I[€HaM, YCTaHOBJIEHHBIM MPOU3BOAUTENSMHU JIEKAPCTBEHHBIX INpErnapaTroB, Ha
JIEKapCTBEHHbIE TMpenaparhl, BKJIIOUYEHHBIE B IMEpPEYeHb JKU3HEHHO HEOOXOAMMBIX U Ba)KHEMIINX
JIEKapCTBEHHBIX MpPENapaToB, MOJUIEkKAT COIVIACOBAHUIO C YMOJHOMOUYEHHBIM (elepajbHbIM OpPraHoM
WCIIOJIHUTENIBHOM BJIACTH, OCYHIECTBIISIOMNUM (QYHKLIUU MO IPUHATHIO HOPMAaTUBHBIX MPAaBOBBIX aKTOB U
KOHTPOJIIO 3a COOJIIOJICHMEM 3aKOHOJATeNbCTBA B c(epe TrocylapCTBEHHOIO pPEryIHpOBaHUS LEH
(TapudoB) Ha ToBaphl (ycIyru), B MopsJike, ycranoBieHHOM [IpaBurensctBoM Poccuiickoit deneparun.
(B pen. deaepanbHbix 3akoHOB OT 13.07.2015 N 241-D3, o1 27.12.2019 N 475-D3)
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

2. OpraHuzanu ONTOBOH TOPTOBJIH JIGKAPCTBEHHBIMU CPEICTBAMHM, AalTEYHbIC OpraHU3allHH,
WH/IMBUYAJIbHBIC TPEANPUHUMATENN, WMEIOIIUE JHIEH3UI0 Ha (apMaleBTUYECKYIO JESTeIbHOCTD,
MEIUIMHCKUE OpPraHW3allii, HWMCIOIIME JIMIICH3UI0 Ha (apMaleBTHYECKYIO JesATeNbHOCTh, W HX
00oco0eHHbIe noapas3aeieHus (amOynaTopuu, (enpamepckiue u (GeapaAepcKo-aKyIepeKie MyHKTH,
HEeHTphl (OTHeneHus) oOmmeld BpadeOHON (CeMEWHOM) NPaKTHUKH), PACIOJOXKEHHBIE B CEIbCKHX
HACEJICHHBIX MYHKTaX, B KOTOPHIX OTCYTCTBYIOT alTE€YHBIC OPTaHHU3alUH, OCYLIECTBISIOT pean3aluio
JICKQpCTBEHHBIX IPENapaToB, BKIIOYCHHBIX B IEPCUCHb J>KU3HEHHO HEOOXOJMMBIX M BaKHEHIIUX
JICKQpCTBEHHBIX MPErapaTroB, IO L€HaM, KOTOpble (QOPMHUPYIOTCS B COOTBETCTBHHM C TIOPSIIKOM,
ycraHoBiieHHbIM [IpaButenscTBoM Poccuiickoir @enepanum, 1 ypoBeHb KOTOPBIX (0e3 yuera Hajora Ha
N00aBIECHHYI0 CTOMMOCTb) HE JIOJDKEH TMPEBBINIATh CYMMY (aKTHUECKOW OTIIYCKHOW LIEHHI,
YCTaHOBJICHHOHW MPOU3BOAMTENIEM JIGKAPCTBEHHOTO TpernapaTa, He MPEBBIIAONICH 3aperucTpupOBaHHON
WIA TIePEPETUCTPUPOBAHHON TpEAEIbHON OTMYCKHOW IIEHBI MPOM3BOAMTENS (HA JaTy pealn3anuu
JICKQpCTBEHHOTO TIpenapara IMPOM3BOJUTEIEM), M pa3Mepa ONTOBOW HanbaBku W (WIM) pa3Mmepa
PO3HMYHON Ha/J0aBKH, HE MPEBBIMIAIOIINX COOTBETCTBEHHO pa3Mepa MpelesbHOW ONTOBOW Hal0aBKH U
(u) pa3mepa NpeesIbHOM PO3ZHUYHOM Ha0aBKH, YCTAHOBJICHHBIX B cyObekTe Poccuiickoit denepanuu.
(uactsb 2 B pen. enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

3. Opranbl HUCHOJHUTEIbHOM BiacTu cyOBbekTOB Poccuiickoit ®enepanuu pasMmelmiaroT B CETH
"NuTepHer" nHOOPMAIMIO O 3apETHCTPUPOBAHHBIX MPENETBHBIX OTIYCKHBIX I[EHAaX MPOWU3BOAMTENICH Ha
JIEKapCTBEHHbIE IPENaparhbl, BKIIOUYEHHbIE B IE€PEYEHb >KU3HEHHO HEOOXOAMMBIX W BaKHEHIIUX
JICKapCTBCHHBIX TIperapaTroB, 00 YCTaHOBIEHHBIX B cyObekTe Poccuiickoii Dexepanuu mpeneinbHBIX
pa3Mepax ONTOBBIX Ha/l0aBOK M (WJIM) MpeAebHBIX pa3Mepax PO3HUYHBIX HAJ0ABOK K YCTaHOBJICHHBIM
MPOU3BOIUTEIISIMU JICKAPCTBEHHBIX TPENapaToB (aKTHUYECKUM OTITYCKHBIM II€HAM Ha JICKapCTBEHHBIC
Ipenaparhl, BKJIIOUEHHbIE B IIEPEUEHb JKU3HEHHO HEOOXOAMMBIX M BaKHEHIINX JIEKAPCTBEHHBIX
IIpEnaparoB, a TAKXKE O CyMME 3apEeTrMCTPUPOBAHHBIX IPEAEIBHBIX OTIYCKHBIX IIEH IPOU3BOJMUTEICH Ha
JIeKapCTBEHHbIE MpEenaparhbl, BKIIOUEHHBIE B TMEPEYEHb JKU3HEHHO HEOOXOMUMBIX M BaXXHEHUIIMX
JIEKAapCTBEHHBIX TIPEMapaToB, YCTAaHOBIEHHBIX B cyOwbekTe Poccuiickoit deneparuu mpenenbHbBIX
pa3MepoB ONTOBBIX Ha/10aBOK U MPeJIeNIbHBIX Pa3MEPOB POZHUYHBIX HAJA0aBOK M HAJOra Ha J00OABICHHYIO
CTOUMOCTb. VH(popmamus, NpearycMOTpEeHHash HACTOSIIEH 4YacTbio, JOJDKHA HAaXOJUThCS Takxke B
anTe4YHbIX OPraHU3alUAX B JOCTYITHOH JJIs BCEX 3aMHTEPECOBAHHBIX JIUL (hOpME M OOHOBIATHCA MO MEpe
€e pa3MeUIeHUs] OpraHaMu HCIOJHUTEIbHOW BiacTu cyObekToB Poccuiickoii ®enepanuu B CeTH
"NuTepuer".

(uactsb 3 B pen. denepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

4. Yrpatun cuity ¢ 1 mapra 2020 roza. - @enepanbubiii 3akoH o1 27.12.2019 N 475-03.

Mnaesa 13. MOHUTOPUHI 9®®EKTUBHOCTU U BE3OIMNACHOCTH
NEKAPCTBEHHbIX NMPEMNAPATOB, HAXOAALWUNXCA B OBPALLEHUA
B POCCUNCKOWN ®EOEPALIUN
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

Cratbsa 64. PapmakoHaa3op
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. HeKapCTBCHHLIC Ipernaparbl, HAXOAAIMIUCC B O6paI_I_IeHI/II/I B Poccuiickoi @ez(epaumfl, oAJICKarT
MOHHUTOPHHTY 3(1)(1)6KTI/IBHOCTI/I n 0e30IMacHOCTH B OEIIX BBIABJIICHHA BO3MOXHBIX HETATUBHBIX
HOCJ'ICI[CTBI/Iﬁ HUX NpUMCHCHUA, HHI[PIBPII[yaJIBHDﬁ HETMICPCHOCUMOCTH, NPECAYIPCKACHUA MCIAUIUHCKUX
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

pabOTHUKOB, CIEIUAIUCTOB B OOJIACTH BETEPUHAPUH, TMALMEHTOB WM BIIAJCIBICB JKUBOTHBIX M HX
3aIUTHI OT IPUMEHECHHSI TAKUX JICKAPCTBEHHBIX TPENapaToB.
(B pen. @enepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

2. ®apMakoHAI30p OCYLIECTBISAETCS COOTBETCTBYIOUIMM YIIOJHOMOYEHHBIM (hesepaibHbIM
OpPraHOM MCIIOJHUTEIbHOM BIACTH B YCTAHOBJIEHHOM UM MOpsAKE IyTEM aHajlu3a IpeJoCTaBiIsIeMOi
cyObeKTaMH  OOpamlieHHus JICKapCTBEHHBIX CpPEeACTB WHGOpMAMM O TOOOYHBIX  JICHCTBHSIX,
HEXKEJIATENNbHbIX PEAKIMAX, CEPhE3HBIX HEXKEJATENIbHBIX PEAaKLUAX, HENPEIBUAECHHBIX HEKEeNIaTebHbIX
peakuusx IOpU NPUMEHEHUHM JIEKapCTBEHHBIX IIpenapaTroB, 00 HHIAMBUAYAIbHOM HENEPEHOCHUMOCTH,
OTCYTCTBUH 3()(PEKTUBHOCTHU JIEKAPCTBEHHBIX IIPENApATOB, a TAKXKe 00 MHBIX (PaKTax M 0OCTOATEILCTBAX,
NPEJCTABISAIONIMX Yrpo3y JKU3HM WM 30pPOBBIO UENOBEKa JHOO >KMBOTHOTO IPH NPUMEHEHUH
JIEKapCTBEHHBIX IIPENApaToB U BBISBICHHBIX HA BCEX 3Tamax oOpalleHUs JIEKAPCTBEHHBIX MpenapaTroB B
Poccuiickoit denepanuu u Apyrux rocyaapcrBax.

3. CyObexThl 0OpallleHus JIEKApCTBEHHBIX CPEJICTB B MOPSIJIKE, YCTAHOBIEHHOM YIIOJIHOMOYEHHBIM
denepanbHBIM  OPTaHOM  HCHOJHHUTENBHOM BIACTH, OO0SM3aHBI COOOWMATh B  YHOJHOMOYECHHBIH
benepanbHbIl OpraH MCHOJHUTENIBHOM BIACTH O IMOOOYHBIX JEHCTBUSAX, HEXKEJIATEIbHBIX PpEeaKIUsiX,
CEPbE3HBIX HEKEIATECIBHBIX PEAKLUAX, HENPEABUICHHBIX HEKEIATECIbHBIX PEAaKIUAX IPU IPUMEHECHUU
JICKapCTBEHHBIX IpernapaTtoB, 00 WHAMBUAYaJIbHOW HENEPEHOCUMOCTH, OTCYTCTBMU 3()(HEKTUBHOCTU
JICKApCTBEHHBIX TPENapaToB, a Takke 00 MHBIX (pakTax M 0OCTOATENBCTBAX, MPEICTABIISIONINX YTPO3Y
KHU3HU WIM 3[0POBBIO YeJoBeKa MO0 MXMBOTHOIO IPU MPUMEHEHUH JICKApCTBEHHBIX IPENapaToB U
BBISIBJIEHHBIX Ha BCEX 3Tanax oOpallleHMs JEeKapCTBEHHBbIX mpemnaparoB B Poccuiickoit ®denepanuu u
IPYTHUX TOCYJapCTBax.

4. Jepxatenu WIM BIAACNIbIBl PETUCTPAIMOHHBIX YIAOCTOBEPEHUN JICKAPCTBEHHBIX IPENapaTos,
OpUJIMYECKHE JINLIA, HA UMSI KOTOPBIX BBbIIAHbI pa3pelieHus Ha MPOBEACHUE KIMHUUECKUX UCCIEOBaHUMN
B Poccuiickoit ®enepanuu, b0 YINOTHOMOYEHHBIE WMH JpPYTrU€ IOPUIAYECKHE JIMIa B paMKax
obecrniedeHns 6€30MaCHOCTH JIEKAPCTBEHHBIX MPENapaToB B MOPSJIKE, YCTAHOBIEHHOM COOTBETCTBYIOIINM
YIOJIHOMOYEHHBIM (he/IepaIbHBIM OpPraHOM HCIIOJIHUTEIILHOW BJIACTH, 00s3aHBI OCYIIECTBISATH TPUEM,
y4eT, 0o0paboTKy, aHalu3 U XpaHEHHE TMOCTYMAIOUIUX B HX aJpecC OT CYOBEKTOB OOpaIleHHs
JIEKApPCTBEHHBIX CPEJICTB M OPraHOB TOCYAAPCTBEHHOM BJIACTH COOOIICHHH O MOOOYHBIX JIEUCTBUSIX,
HEXEJaTeNIbHbIX PEaKLUsAX, CEPhE3HBIX HEXKEIATEeIbHbIX U HENPEABUACHHBIX HEXKEIATeIbHBIX PEaKLUIX
MpU TPUMEHEHUHU JIEKAPCTBEHHBIX IpernapaToB, 00 OCOOEHHOCTSX HMX B3aUMOJCHCTBUA C JIPYTUMU
JIEKapCTBEHHBIMU TpenapaTaMy, WHINBUAYAIbHONH HENEePeHOCHMOCTH, a Takxke 00 HHBIX (akTax u
00CTOSITEILCTBAX, MPEACTABISIONINX YIpO3y JKW3HU WU 3JI0POBBIO0 YEIOBEKa JMOO >KUBOTHOTO WIIU
BIMAIONIMX HAa W3MEHEHHE OTHOLIECHUS OXHUAAEMOW TMOJIb3bl K BO3MOKHOMY PHCKY HPUMEHEHUS
JIEKapCTBEHHBIX MTPEMapaToB.

5. HpI/I BBISABJICHUU I/IH(I)OpMaI_II/II/I O CCPBLE3HBIX HEKCIATCIBbHBIX PCAKIUAX W HEMPCABUACHHBLIX
HCXKCIATCIbHBIX PCAKOUAX IIPpH TPHUMEHCHUN JICKAPCTBCHHBIX IIPCrapaTos, 00 O0COOEHHOCTIX HX
BSaHMOHeﬁCTBHH C JApYrumMu JICKapCTBCHHLBIMU IIpCriapaTramMu, I/IH,HHBI/I,I[yaJIBHOﬁ HCIICPCHOCUMOCTH, a
Taxke 00 MHBIX (baKTaX n O6CTO$[TGJ'IBCTB8.X, BJIMAKOINUX HAa UBMECHCHHUC OTHOIICHUA O)KI/IJIaeMOfI ITIOJIB3bI K
BO3MOXHOMY PHCKY HTPHUMCHCHHA JICKAPCTBCHHLBLIX IMpCEHapaTroB, MACPKATCINW MWK  BJIAACIIbIBI
PEruCTpaiuOHHBIX YJIOCTOBepeHI/Iﬁ JICKAPCTBCHHBIX MPCHapaToB, IOPUINICCKUC JIMIa, HA UM KOTOPBIX
BbBIIAHBI pa3pClICHUA Ha MPOBCACHUC KIMHUYCCKUX I/ICCHCI[OBaHI/Iﬁ B Poccuiickoi d)e;[epaum/l, 0o
YIOOJIHOMOUYCHHBIE HMH JPYTrU€ HOPUINYCCKHUEC JIUIAa 00s13aHBI OPpUHATE MEPBI, HAIPaBJICHHBIC Ha
YCTPAHCHUC HCTaTHUBHBIX HOCJ'IC,Z[CTBI/Iﬁ IMPUMCHCHU TaKHuX JICKApCTBCHHBIX npenaparos,
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

IpeAyNpeKAeHIEe NPUYNHEHNS BPe/ia )KU3HU WIN 340POBBIO YeJIOBEKa MO0 KUBOTHOTO, 3AIIUTY UX OT
MPUMEHEHHS TaKUX JICKAPCTBEHHBIX MPENapaToB, HA JONOJHUTENbHBIN cOOp AaHHBIX 00 3()(EeKTUBHOCTH
1 0€30IMMaCHOCTH TAaKUX JICKAPCTBEHHBIX MTPENapaToB.

6. 3a HECOOOIIEHNE WM COKPBITHE UH(OPMAIIHH, TPETyCMOTPEHHOM YacThi0 3 HACTOAIICH CTAaThH,
JepKaTeJd WIM  BIaJeNblbl PErHCTPALMOHHBIX  YAOCTOBEPEHUH JIEKapCTBEHHBIX Ipernaparos,
IOpUANYECKHE JIUIA, HA UMS KOTOPBIX BBIJJAHbl Pa3pellieHUs] Ha IIPOBEICHUE KIMHUYECKUX UCCIIEIOBaHUM
B Poccuiickoii ®enepauuu, 1uO0 YHNOJHOMOYEHHbIE HMMHU JApPYrHe€ HOPUAMYECKHE JIMIA, a TakkKe
JOJDKHOCTHBIC JTUIA, KOTOPHIM 3Ta MH(OpPMALUs CTaja HM3BECTHA IO POy HX HpodecCHOHATHHON
NesITeIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOaTeNbCTBOM Poccuiickoit denepanum.

7. Ilpu monydeHUH YIOJHOMOYEHHBIM (eiepaibHBIM OpPraHOM HCIIOJIHUTEIBHON BJIACTH B PaMKax
OCYyILIECTBICHUsI UM (hapMakoHaA30pa J10Ka3aTeIbCTB O HECOOTBETCTBMM JICKAPCTBEHHOI'O Ipenapara
YCTQHOBJICHHBIM TpPeOOBAaHUAM WM TpPU IOJNyYeHHH HH(POPMAIMK O HECOOTBETCTBUH MJAaHHBIX 00
3G GEKTUBHOCTH U 0 0€30IaCHOCTU JICKApCTBEHHOI'O Ipernapara JaHHbIM O JIEKAPCTBEHHOM IIperapare,
COJIEpKaIMMCsl B MHCTPYKIUU 110 €r0 MPUMEHEHUIO (B TOM UYHMCJIE BBISBICHHBIX B XOJ€ OCYIIECTBIICHUS
(bapMakoHa 30pa KOHTPOJIbHO-HAJ30pPHBIMU OpraHaMHM HMHOCTPAHHBIX TOCYAApCTB), YHOJHOMOYEHHBIN
(benepanbHBI OpraH MCIOJHUTEIHHON BIACTH B YCTAaHOBJICHHOM MM IOPSIAKE pACCMaTPUBAET BOIIPOC O
IIPUOCTAHOBJICHUH IIPUMEHEHHUs TAKOI'0 JIEKAPCTBEHHOT'O IIpenapara.

CraTtbsa 65. NMpuoctaHoBNeHue NpuMeHeHUs NeKapCcTBeHHOro npenapara
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. HpI/I MMOJIY4YCHHU U I/IH(i)OpMaLII/II/I 0 HCKCJIATCIbHBIX PCAKIHUAX IIPU NPUMCHCHUU JICKAPCTBCHHOI'O
npernapara, He yKa3aHHbIX B MHCTPYKLHMM [0 NPUMEHEHHUIO JIEKApCTBEHHOrO Ipernapara, Cepbe3HbIX
HEXKEeNaTeJIbHBIX peakiusiX, 00 OCOOEHHOCTSAX €ro B3aUMOJIEHCTBUS C JAPYTUMHU JIEKApCTBEHHBIMU
npernapaTamMmu, KOTOpbIE MOTYT MPEJICTABIATh YIPO3y KHU3HU U 3710pPOBbIO YeI0BeKa JIMO0 KUBOTHOTO, a
TaK’kK€ O HECOOTBETCTBUU JaHHBIX 00 3(P(PEKTUBHOCTH U O 0€30MAaCHOCTU JIEKApCTBEHHOTO Iperapara
JAHHBIM O JIEKAPCTBEHHOM IIpenapare, CoAEpKaluMcsl B UHCTPYKIMH 110 €ro IPUMEHEHHIO, B TOM YUCIIE
OT YINOJIHOMOYEHHBIX OPraHOB HMHOCTPAHHBIX TOCYIapCcTB, OOMEH KOTOpPOM OCYIIECTBISETCS B
COOTBETCTBUM C COIJIAIICHUSAMHM MEXIY YINOJTHOMOUYEHHBIM (peliepanibHbIM OPraHOM HCHOIHHUTEIbHOM
BJIACTM U YIOJHOMOYEHHBIMU OpPraHaMH WHOCTPAHHBIX TOCYAapCTB, YHNOJHOMOYEHHBIN (enepalibHbIi
OpraH UCIOJHUTENILHOW BJIACTU PaccMaTpUBAaeT BOIPOC O BO3MOKHOCTH NMPUOCTAHOBICHUS OOpalleHHs
TAaKOro JIEKapCTBEHHOTO Ipenapara B MOPSAJKE, YCTAHOBJIEHHOM YIOJHOMOYEHHBIM (enepabHbIM
OpPraHOM HMCIOJIHUTEIbHON BIACTH.

2. llpy HEWUCIIONIHEHWU WM HEHAJJIeXallleM MWCIIOJIHEHUN JIepKaTelsiIM WM  BiaJlelbllaMU
PETUCTPALIMOHHBIX YAOCTOBEPEHUHN JIEKAPCTBEHHBIX IPENAPATOB, IOPUANYECKUMH JIMIAMH, HA WM
KOTOPBIX BBIIAHBI PA3pPEIICHUSI HA TPOBEJACHUE KIMHUYECKUX HccienoBanuid B Poccuiickoit denepanuuy,
WJIH YIIOJTHOMOYEHHBIMU UMHU JAPYTUMH IOPUINYECKUMU JIMIIAMH 00s13aHHOCTEH, YCTAaHOBJICHHBIX YacTSAMU
3 u 4 cratbu 64 HacTodero PenepaibHOTO 3aKOHA, MO0 B CIydasiX NMPeACTaBICHUS COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HCIIOJHUTENBHOM BIACTU 3aKJIIOYEHHUS O HEIOCTOBEPHOCTH
PEe3yIbTAaTOB KIIMHUYECKOIO MCCIEN0BAaHUS JEKAPCTBEHHOIO Mpernapara Juisi MEAUIIMHCKOTO IPUMEHEHHS],
KOTOpOE€ OCHOBAaHO Ha pe3yJbTaTaxX MPOBEPKH MEAUIIMHCKOW OpraHM3alllM, NMPOBOJMBLIEN yKa3aHHOE
KJIMHUYECKOE MCCIIEIOBAHNE C HAPYIICHUEM ITPaBUJI HAJIEKAIIEeW KIIMHAYECKOW IIPAKTUKH, U TIPUBEIIO K
MOJTyYEHHIO HEIOCTOBEPHBIX pE3yJbTaTOB, JUOO B Ciy4yae HEBBIOJHEHMS MNPEANUCAHHS, BBIJAHHOTO
YIOJTHOMOYEHHBIM (pe/lepaibHbIM OpraHOM HCIOJHUTENbHOM BIACTH MO HUTOTaM OCYIIECTBJICHHUS

www.consultant.ru Crpannna 127 u3 139
HaJeKHasl IpaBoBasl MOAAEPIKKa


http://www.consultant.ru/
http://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=319262&date=05.04.2021&dst=100010&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=05.04.2021&dst=100708&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=319262&date=05.04.2021&dst=100010&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=203764&date=05.04.2021&dst=100011&fld=134

®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

BBHIOOPOYHOI'O KOHTPOJISL KauecTBa JEKApCTBEHHOI'O Ipernapara, YIOJIHOMOYEHHBIH ¢eaepanbHblil oprad
WCIIOJTHUTEJIbHON BJIACTU B YCTAHOBJIICGHHOM UM TIOPSAJIKE paccMaTpUBAET BOIPOC O MPUOCTAHOBIICHUU
MIPUMEHEHHUSI TAKOT'O JIEKAPCTBEHHOTO Mpenapara.

3. YHoiaHOMOYEHHBIH (enepanbHblii OpraH HCIOJHUTENFHOW BIACTU MPHU TPEICTABICHUH €My
CBEICHM O HECOOTBETCTBMM IIPOM3BOAUTEINIS JIEKAPCTBEHHBIX CPEICTB TPEeOOBAHUSAM  IPABUI
Ha/IJIeKaIIel TPOU3BOICTBEHHOM MPAKTHKH U (WJIK) O HAPYIICHUH JHIIEH3NOHHBIX TPeOOBaHH, KOTOPbIE
ObUIN BBISABJIEHBI B XOJ€ IPOBEIECHUS MHCIEKTHUPOBAHUS MPOU3BOIAMUTENS JEKAPCTBEHHBIX CPEICTB WIIH
OCYILECTBIICHHS JTUIICH3HOHHOTO KOHTPOJIS B cpepe MpOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB U MPUBEIH
UM MOTYT IIPUBECTH K IPOM3BOJCTBY JICKAPCTBEHHBIX IPENApaToOB I MEIULIMHCKOIO IPUMEHEHHs,
NPUYMHHUBIIUX WK CIOCOOHBIX MMPUYUHHUTD BPEJl )KU3HU WM 3[I0POBBIO IPaXk/1aH, pacCMaTPUBAET BOIIPOC
O IMPHUOCTAHOBJICHUU IPUMEHEHHUs JIEKAPCTBECHHBIX IIPENapaToB I MEAMIUHCKOrO INPUMEHEHHS B
YCTaHOBJICHHOM MM IOPSIJIKE B CIEAYIOIIUX CIydasX:

1) coctaB W (WIM) TEXHOJIOTHS IPOM3BOJICTBA JIEKAPCTBEHHOI'O IMperapara Il METUIIMHCKOTO
MIPUMEHEHHUs (C ONMMCAHMEM CTaJWil MPOU3BOACTBA) OTIUYAIOTCS OT 3asBJIICHHBIX B PETHUCTPALMOHHOM
JIOChE;

2) neKapCTBEHHBIN MpernapaT i MEIUIMHCKOTO TPUMEHEHUSI TPOU3BEICH HA MPOU3BOACTBEHHOM
IJIOIIAJIKE, HE YKAa3aHHOM B PErUCTPALMOHHOM JIOChHE;

3) y HOpou3BOAMTENS JEKApPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, IOATBEPXKAAIOIINE
COOTBETCTBUE KAaueCTBa JICKAPCTBEHHOI'O IIpenapara Uisi MEJULHUHCKOIO IPUMEHEHHUs, BBOAMMOIO B
IpaXIaHCKHUI 000pOT, TPeOOBAHUAM, YCTAHOBJIEHHBIM IIPU €TI0 rOCYAapCTBEHHOM perucrpanmy;

4) TpoM3BOAMTENEM JIEKApPCTBEHHBIX CPEACTB B  COTJIACOBAHHBIH C  COOTBETCTBYIOIIMM
YIOJIHOMOYCHHBIM q)eﬂepaﬂI)HI)IM OopraHom HCIOJIHUTEILHON BJIACTU CPOK HE YCTPAHCHBI HAPYILICHUA
TpeOOBaHUY MpaBU HaJIekKalled MPOU3BOJCTBEHHONW MPAKTUKU U (WJIM) JTUIEH3MOHHBIX TPeOOBaHUA,
KOTOPLIC OBUIH BBIABJIIEHBI B X04€ MPOBCACHUA HHCICKTUPOBAHHA IIPOU3IBOJUTCIIA JICKAPCTBCHHBIX
CPEICTB WJIM OCYIIECTBICHHUS JIMIIEH3MOHHOTO KOHTPOJIS B chepe MpOM3BOICTBA JIEKAPCTBEHHBIX CPE/ICTB
U NPUBECIA WX MOT'YT INPHUBCCTH K HNPOU3IBOJACTBY JICKAPCTBCHHBLIX NPCHIapaToB I MEAWUIUHCKOTO
MPUMEHEHUS, TPUYNHUBIIHNX WINA CIOCOOHBIX MPUYUHUTE BPEJl KU3HU WK 30OPOBBIO TPaXkK/IaH.

(dactb 3 BBeneHa OenepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

4. YonrHOMOYEHHbIH (eaepaibHbli OpraH UCTIOJHUTENBHON BIACTH MPH HAIMYUU Y HETO CBEICHUN
O HECOOTBETCTBUU IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAaHUSAM MpaBUil HaJJIexallei
MIPOU3BOJICTBEHHON MpakTHKK W (WIM) O HapyLIeHUH JMIEH3UOHHBIX TpeOOBaHUM, KOTOpbIE OBLIH
BBISIBJIEHBl B XOJ€ IPOBEACHMS] WHCIEKTUPOBAHUS MPOM3BOAMTENS JIEKApPCTBEHHBIX CPEACTB WIH
OCYILECTBICHHSI JTUIIEH3MOHHOTO KOHTPOJIS B cpepe MPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB U MPUBEIH
WIM MOTYT MHPUBECTU K MPOU3BOJCTBY JIEKAPCTBEHHBIX MPENaparoB AJsi BETEPUHAPHOTO MPUMEHEHMS,
IPUYMHUBIINX WM CIIOCOOHBIX HPUYMHUTH BpPEJ KU3HU WMIIM 3/0pPOBBIO JKUBOTHBIX, pAacCMaTPHUBAET
BOIIPOC O TPUOCTAHOBJICHUM pealu3allud M TNPUMEHEHHs] JIEKapCTBEHHBIX IpernapaToB JUIs
BETEPUHAPHOTO IPUMEHEHHSI B YCTAHOBIEHHOM UM MOPSAKE B CIEAYIOIUX CIydasax:

1) coctaB M (WJIM) TEXHOJOTHS MPOU3BOJCTBA JIEKAPCTBEHHOrO Ipemnapara A BETEPUHAPHOTO
IIPUMEHEHHS (C ONMMCAHMEM CTaguil NPOM3BOJCTBA) OTJIMYAIOTCSA OT 3asBJIEHHBIX B PETHCTPALIMOHHOM
JI0ChE;
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

2) nekapCTBEHHBIN Mpenapar /Ui BETePUHAPHOTO MPUMEHEHHUsSI TPOU3BEICH Ha MPOU3BOJICTBEHHOM
IUIOLIA/IKE, HE YKa3aHHOW B PETUCTPALIMOHHOM JI0ChE;

3) y HOpoM3BOAMTENS JEKApPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, IMOATBEPKAAIOIINE
COOTBETCTBUE KauyeCTBa JIEKAPCTBEHHOTO Mperapara Uisi BETEPUHAPHOIO MPUMEHEHHs, BBOAUMOTO B
rpaXxaaHCKH 000pOT, TpeOOBAHUAM, YCTAHOBJICHHBIM IPU €r0 TOCYAapCTBEHHOM perucTpaluy;

4) TpoOU3BOAUTENEM JICKAPCTBEHHBIX CPEACTB B  COIVIACOBAHHBIM C  COOTBETCTBYIOIIUM
YIOJTHOMOYEHHBIM (hefiepaJbHbIM OPraHOM HCIOJIHHUTEIBHOM BJIACTH CPOK HE YCTPAHEHBI HaPYIICHHUS
TpeOOBaHUI TpaBUI HAJUICKAIICH POU3BOJCTBEHHONW MPAKTHKU W (WJIM) JTUIECH3MOHHBIX TPeOOBaHUH,
KOTOpble OBbUIM BBISBJICHBI B XOJI€ IMPOBEICHUS WHCIEKTUPOBAHUS IMPOU3BOIUTEINS JIEKAPCTBEHHBIX
CPEJICTB WJIH OCYIIECTBICHHUS JIMIIEH3MOHHOTO KOHTPOJIS B chepe MPOU3BOACTBA JIEKAPCTBEHHBIX CPEICTB
U TNPUBEIU WIM MOTYT IPHUBECTH K IMPOU3BOJCTBY JICKAPCTBEHHBIX IPENapaToB AJi BETEPUHAPHOIO
MPUMCHCHHSI, TPUYNHUBIINX WIH CIOCOOHBIX MPUYHHUATH BPEJT )KU3HU WIIH 3JI0POBBIO KUBOTHBIX.

(uactb 4 BBenena denepanbubiM 3aKk0HOM 0T 04.06.2018 N 140-D3)

Koncynprantlntoc: npumeyanue.
C 01.01.2023 cr. 65 nomonnsiercs 4. 5, 6 (O3 oT 27.12.2019 N 475-D3).

CraTtbsa 66. UHcpopmauma o pesynbTaTax hapmakoHagsopa
(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

YnonHoMO4YeHHbI  (penepanpHBlii  OpraH  HCHOJHUTENBHOW  BJACTH,  OCYUIECTBIISIOIIUN
(dbapMakoHaa30p, MO €ro pe3ysibTraraM pa3MelIaeT Ha CBoeM OQUIMaIbHOM caiite B cetu "MHTepHET"
MH(pOPMALIHIO O:

1) BBIIBJICHMM HOBBIX IMOATBCPKACHHBIX MOAHHBIX O MOOOYHBIX I[GI\/'ICTBI/ISIX, HEXCIIaTCIIbHBIX
peaKknuiaX, CCPbE3HLIX HCEKCIIATCIIbHBIX PCAKOUAX, HCUPCABUIACHHBIX HCKCIIATCIIbHBIX PCAKIUAX IMPU
MPUMCECHCHUM JICKAPCTBCHHOI'O IIPEIriapara, B TOM YHCJIC BJIUAIOIINX Ha OTHOIICHUEC O)KI/IHaGMOI\/JI IIOJIB3bI K
BO3MOXHOMY PHUCKY ITPUMCHCHU NAHHOTO JICKapCTBCHHOI'O IIpeIapara;

2) IPUHATHIX PELICHUSIX O BHECEHUH W3MEHEHUH B MHCTPYKIMIO 110 NPUMEHEHHIO JIEKAPCTBEHHOIO
npernapara, 0 IPUOCTAaHOBICHUU NMPUMEHEHUS JIEKapCTBEHHOTO Ipernapara, 00 M3bATUU U3 OOpalleHus
JIEKapCTBEHHOTO Mpenapara Wik 0 BO300HOBIECHUH IPUMEHEHHUs JIEKAPCTBEHHOTO ITpenapara.

Nnasa 14. U(HPOPMALUA O JIEKAPCTBEHHbIX MPENAPATAX. CACTEMA
MOHUTOPUHIA OBUXXEHUA NEKAPCTBEHHbIX NMPEMAPATOB
ansda MEAUUUHCKOIo NPMMEHEHUA
(B pen. denepanbHOro 3akoHa ot 28.12.2017 N 425-03)

Cratbsa 67. UHdopmauma o nekapcTBeHHbIX npenaparax. Cucrema MOHUTOpPUHra
ABWXEHUS NneKapCcTBEHHbIX NpenapaToB AN MeAULUHCKOro NpUMeHeHus
(B pen. denepanbhoro 3akoHa ot 28.12.2017 N 425-03)

1. I/IH(I)OpMaI_II/ISI 0 JICKApCTBCHHBIX IpCIaparax, OTIIYCKACEMbIX IIO PCHCIITY Ha HCKapCTBCHHLIﬁ
mnmpemnapar, AOJDKHAa COACPKATHECA TOJBKO B CICHUAIM3UPOBAHHBIX H3JAHUAX, MNPCIHA3HAUCHHBIX JJIA
MCIHUIMHCKUX, (bapMaI_leBTI/I‘{CCKI/IX pa60THI/IKOB, CIICIHUAJINCTOB B obmactu BCTCPUHApPUH. I/IH(I)OpMaL[I/Iﬂ 0
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

JICKApCTBEHHBIX Iperapartax sl CICUAIMCTOB B 00JIACTH OOpalleHus! JICKAPCTBEHHBIX CPEICTB MOKET
COJlepKaTbCsi B MOHOrpadusix, CHpaBOYHHMKAX, HAyYHBIX CTaThsX, B JOKJIaJaX Ha KOHIpeccax,
KOH(EpEHIMIX, CHUMIIO3UyMaX, HAyYHBIX COBETaX, a TaKKe B HWHCTPYKUHUSAX TI0 TNPUMEHEHHIO
JIEKapCTBEHHBIX MPENapaToB.

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

2. Nudopmamust o JiekapcTBEHHBIX IpenapaTax, OTIYCKaeMbIX 0e3 pelenTta Ha JeKapCTBEHHBIH
mpernapaTr, MOXKET COAepXKaTbCcs B IYONUKALUAX M OOBSIBICHUAX CPEICTB MaccOBOM HH(opMaIu,
CHEIUATU3UPOBAHHBIX M OOMIMX IMEYATHBIX HU3AAHUSX, MHCTPYKUHUSX MO MPUMEHEHHUIO JIEKAPCTBEHHBIX
MpernapaToB, MHbIX U3AAHUIX CYOBEKTOB OOpallleHUs JIEKApCTBEHHBIX CPeACTB. PexiiaMuble MaTepuaibl O
JICKapCTBEHHOM TIIperapare, OTIyCKaeMoM Oe3 perenta Ha JIEKapCTBEHHBIN Mpemapar, JIOJDKHBI
COOTBETCTBOBAaTh MHCTPYKIIMH IO IPUMEHEHHUIO JIEKAPCTBEHHOT'O IIpenapara.

3. Jlomyckaercsi HCIIONB30BaHHE JIIOOBIX MaTepUAIbHBIX HOCHUTENEW, IO3BOJSIOUIMX XPaHUTh,
nepeaaBaTh U UCIOJb30BaTh HHPOPMALIMIO O JIEKApCTBEHHBIX MpernapaTax 0e3 ee HCKaXeHHUs.

4. Jlna uenedl uACHTU(PHUKALUU YIAKOBOK JIEKAPCTBEHHBIX IPENapaToB s MEIULIUHCKOIO
IIPUMEHEHHs] NTPOU3BOIUTENN JIEKAPCTBEHHBIX CPEICTB B IOPAJKE, ycTaHOBJIEHHOM lIpaBurenscTBOM
Poccuiickoit @enepanny, HAHOCAT Ha MEPBUYHYIO YIAKOBKY (B OTHOILIEHUU JIEKAPCTBEHHBIX IPENapaToB
U1l METUIIMHCKOIO MIPUMEHEHHUs, AJIi KOTOPBIX HE MPelyCMOTPEHa BTOPUYHAs YIAKOBKA) U BTOPUUYHYIO
(mOTpeOUTENBCKYI0) YIIAKOBKY JIEKAPCTBEHHBIX MPENapaTroB s MEIULMHCKOTO NMPUMEHEHUS CpelCTBa
UACHTUGUKALIMY, 32 HCKIIOUYEHHEM JIEKapCTBEHHBIX IpEenapaToB s MEAMLUMHCKOrO MPUMEHEHUS,
MIPOU3BOJUMBIX JUIsl IIPOBEACHUSA KIMHUYECKUX HCCIIEIOBAHMM, DKCIOPTA, JICKAPCTBEHHBIX IIPENapaToB
JUIE MEIMLUHCKOTO IIPUMEHEHUs, YKa3aHHbIX B 4acTAX 5 M 8 crareu 13 Hacrosmero denepanbHOro
3aKOHa, paguodapManeBTUUYECKUX JIEKApPCTBEHHBIX IIPErnapaTroB, MHUSIBOK MEIULIUHCKAX U Ta30B
MEJIULUHCKUX.

(dactb 4 BBeneHa OenepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3 (pen. 27.12.2019))

5. XapaKkTepuCTUKU CPeNICTBA UACHTU(DUKAIINH, TIOPSIIOK €ro HaHECEHUs U TPeOOBaHUS K CTPYKType
n ¢dopmary wuHPoOpManUU, KOTOPYIO COAEPKUT CPEACTBO MJAECHTU(UKALNU, ONPEIEISIOTCS
[IpaBurenscTBOoM Poccuiickon denepanuu.
(dactb 5 BBeneHa denepanbHBIM 3aKOHOM OT 28.12.2017 N 425-D3)

6. Ilopsmox co3naHusi, pa3BUTHsS, BBOJA B OSKCIUIyaTallMlo, SKCIUIyaTalldd M BBIBOJA U3
JKCIUTyaTallud CHCTEMbl MOHMTOpPHHIA JBHKECHHUS JIEKAPCTBEHHBIX NPENApaTroB Il MEAUIMHCKOIO
NPUMEHEHMs, TOPSIOK MpeAoCTaBIeHUs HWHPOPMALUU, COJAEpKaIleics B CHUCTEME MOHUTOpPHHIa
JBAKEHUs JIEKAPCTBEHHBIX MPENapaToB Il MEIUIMHCKOTO NPUMEHEHHUs, U IMOPSIOK B3aMMOJEHCTBHS
yKa3aHHOM  CHCTeMBl C  MHBIMH  TOCYIApCTBEHHBIMH  HMH()OPMAIMOHHBIMH  CHUCTEMaMH U
MH(OPMALIMOHHBIMU CUCTEMAMHU IOPUINYECKUX JIUIL U MHAUBUIYAIbHBIX MIPEeINpUHUMATENEH, YKa3aHHBIX
B yactax 7 u 10 Hactosmed cratbu, ycranaBinuBaroTcs [IpaBurensctBom Poccuiickoit deneparuu.
OnepaTopaMy CUCTEMBI MOHHUTOPHHIA JBWKEHHUS JIEKAPCTBEHHBIX IIPENApaToB IJs MEAUIMHCKOIO
NPUMEHEHHs SBISIOTCS  (eflepasibHBli  OpraH HCIOJHUTENbHOW BiacTH M (WIM) OpraHu3anus,
ynosiHoMoueHHbIe [IpaBurenscTBoM Poccuiickoit denepanun.

(uacTh 6 BBeneHa denepanbHbiM 3aK0HOM OT 28.12.2017 N 425-03)

7. FOpuanueckue nauma U WHAUBUAYAIbHbIE TPEIIPUHUMATENIH, OCYIIECTBISAIONINE TPOU3BOJICTBO,
XpaHeHue, BB03 B Poccuiickyto ®epepanuio, OTIYCK, pealu3alldlo, Iepenady, MNPUMEHEHHE H
YHUUTOKEHUE JIEKapCTBEHHBIX MPEnapaToB ISl MEAUIIMHCKOTO MPUMEHEHUS], 00ECTIEYUBAIOT B MOPSIJIKE U
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3

(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc
"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

B coOcCTaBe, KoTopble YycTaHoBleHbl IlpaBurensctBom Poccuiickoit @exnepanuu ¢ ydyeToM BHJA
OCYIIECTBIISIEMOM WMU JIEATEIBHOCTH, BHECEHHE WH(GOpMAIMKM O JIEKAPCTBEHHBIX IIpermapaTax s
MEIUIIMHCKOTO TMPUMEHEHHs] B CHCTEMY MOHUTOPUHIA JIBUXKEHHUS JIEKAPCTBEHHBIX MPENapaToB IUis
MEIUIIUHCKOTO MPUMEHEHHUS.

(dactpb 7 BBeneHa denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

7.1. JlekapcTBeHHbIE Mpemaparbl [UIsi MEIULIMHCKOTO TPUMEHEHHMs, MpeAHa3HAYCHHBIC IS
oOecrniedyeHus UL, OOJBHBIX TreMo(UiIueil, MyKOBHCUIMI030M, TUMO(PHU3APHBIM HAHU3MOM, OOJIE3HBIO
l'ome, 37m0Ka4YeCTBEHHBIMH HOBOOOpPA30BaHUSAMHU JMM(OUIHON, KPOBETBOPHOW U POJICTBEHHBIX WM
TKaHEeW, pacCestHHBIM CKJIEPO30M, JIUI] [TOCJIe TPAHCIUIAHTAIIMM OPTaHOB U (UJIM) TKaHEeH, TPOU3BeICHHbIC
1o 31 nexabpst 2019 roga, a Takke MHbIE JEKAPCTBEHHBIE MPeNaparhl Ui MEAULIUHCKOTO MTPUMEHEHHUS,
npousBeqeHHble A0 1 wmronst 2020 roma, mojuiexaT XpaHEHHIO, MEPEBO3KE, OTIIYCKY, peau3allui,
nepenave, MPUMCHCHHIO 0e3 HAHECEHHUs CPEICTB MACHTH()HMKAIMKM IO UCTCUCHHUS CPOKa WX TOJIHOCTH.
[IpaButensctBo Poccuiickoit Denepalii BIOpaBe YCTAaHOBHTH OCOOEGHHOCTH BBOJA B TPa)JTaHCKHMA
000pOT JIEKAPCTBEHHBIX MPENApaToB I MEAUIIMHCKOTO MPUMEHEHHsI, TPOU3BEACHHBIX B Mepuoj ¢ 1
urosig 2020 roga mo 1 oktsa6pss 2020 roma. B mensx BBoga B TpakIaHCKUA OOOPOT JIEKApCTBEHHBIC
npenaparbl Il MEIWIMHCKOTO TPUMEHEHHUS, 3a HWCKJIIOYEHUEM JIEKApCTBEHHBIX IIpenaparos,
MpeHa3HAYeHHBIX sl oOecreyeHus JHil, OONbHBIX reModuIneil, MyKOBUCIHI030M, THIO(U3aPHBIM
HaHU3MOM, OoJie3HbIO ['OIIle, 3710Ka4eCTBEHHBIME HOBOOOPA30BaHUSIMH JIMM(OUTHON, KPOBETBOPHOU H
POJICTBEHHBIX UM TKaHEH, pacCCeTHHBIM CKJIEPO30M, JIUI] TI0CJIe TPAHCIUIAHTAIIMH OPTraHOB U (MJIM) TKaHEH,
MIPOM3BEJICHHBIC 3a Tpenenamu Tepputopun Poccuiickoit @enepamuu 10 1 oxtsaops 2020 roma, Moryt
ObiTh BBe3eHBbl B Poccuiickyro ®enepaumio a0 1 saBaps 2021 roma B mMOpsiKe, YCTaHOBICHHOM
[TpaButenscTBOoM Poccuiickoit @enepannu, 03 HAHECEHHUS CPECTB UIACHTU(DUKAITUH.

(B pen. deaepanbhbix 3aKk0HOB 0T 27.12.2019 N 462-D3, ot 13.07.2020 N 206-D3)

8. Opranuzanuss WHOOPMAIMOHHOTO B3aUMOJCHCTBUS CHCTEMbl MOHHUTOPWHTA JBUIKEHUS
JIEKApPCTBEHHBIX MPENapaToB JJi1 MEIULUMUHCKOTO MPUMEHEHHS C HWHBIMU TOCYAapCTBEHHBIMU
WH(QOPMAIIMOHHBIMU CHUCTEMaMH OOECTIEUMBAETCS B TOM 4YHCJIE IOCPEACTBOM HUHMPACTPYKTYPHI,
obecnieunBaroIiell MHGOPMAIMOHHO-TEXHOJIOTMYECKOE B3aUMOJICHCTBUE HH(POPMAIIMOHHBIX CHCTEM,
WCIIONB3YEMBIX JUISI TPEJOCTABICHHUS TOCYIApCTBEHHBIX M MYHHUIMIAIBHBIX YCIYT WU HCIOJTHEHUS
TOCY/IapCTBEHHBIX 1 MYHHUIIUIIATBHBIX (DYHKIIUH B 3JIEKTPOHHOU opme.

(dactb 8 BBeneHa DenepanbHBIM 3aKOHOM OT 28.12.2017 N 425-D3)

9. OO6menoctynHas uHoOpManMs, coaepkamascsi B CHCTEeME MOHHTOPHHTA JBH)KCHUS
JIEKapCTBEHHBIX MpenaparoB JUIS MEIUIIMHCKOTO MPUMEHEHUS, pasmMeraercs B
nH(OPMAIIMOHHO-TEIEKOMMYHHUKAITMOHHOM ceTr "MHTepHeT" (B TOM uucie B (hOpMe OTKPBITHIX JTAHHBIX )
B IIOpsiAKE, ycTaHOBIEHHOM [IpaBuTtenscTtBoM Pocculickon @enepanuu.

(uacth 9 BBenena denepanbHbiM 3aK0HOM OT 28.12.2017 N 425-03)

10. IIponsBoauTeNny JIEKAPCTBEHHBIX CPEJICTB MOJIYYAIOT COAEPIKALLYIOCS B CUCTEME MOHUTOPUHIA
JIBMDKEHUS JIEKAPCTBEHHBIX IPEMapaTroB s MEIUIMHCKOIO NPUMEHEHHs WH(POPMALMI0 O CEepHsIX U
MapTUSIX JIEKAPCTBEHHBIX MPENapaToB, MPOU3BOJUMBIX UMHU M HAXOJAIIUXCS B TPAXKIAHCKOM 000OpOTE B
Poccuiickoit @eneparuu, 6€3B03ME3THO.

(uactb 10 BBegena denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

11. 3a MMPOU3BOACTBO UJIN NPOJAANXKY JICKAPCTBCHHBIX MPCIapaToB I MECAULNUHCKOTO MPUMCHCHUS
0e3 HaHeceHUs Cp€aAcCTB I/I)IeHTI/ICbI/IKaHI/II/I, C HAapYUICHUEM YCTAHOBJICHHOI'O IOpPsAJAKa MX HAHCCCHHA, a
TAKIKC€ 3a HCECBOCBPCMCHHOC BHCCCHUC NAHHLIX B CUCTEMY MOHUTOPUHIA ABUKCHUSA JICKAPCTBCHHBIX
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npernapaToB JUis MEIUIUHCKOTO TIPUMEHCHHsI WM BHECEHHE B HEE HEIOCTOBEPHBIX JaHHBIX
IOPUANYECKHE JIMIAa W WHAUBHUIYAIbHBIC NPEINPUHUMATEIN, yKa3aHHBIC B YacTAX 4 W 7 HACTOSAIICH
CTaThH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHUH C 3aKOHOAATENbCTBOM Poccuiickoit denepanuu.

(uactb 11 BBenena denepanbHbiM 3ak0HOM OT 28.12.2017 N 425-03)

12. TIlpaBurensctBo Poccuiickoii ®eneparuu BIpaBe YCTAaHOBUTh OCOOCHHOCTH BHEIPEHUS
CUCTEMbl MOHHMTOPUHIA JBUKEHHUS JIEKAPCTBEHHBIX IIPENapaTroB Il MEIULMHCKOTO MPUMEHEHUS,
BKJIIOYasi CpPOKM €€ BHEAPEHHUs, B OTHOUICHUM JIEKApPCTBEHHBIX MpenapaTroB [Uisi MEIUIIMHCKOTO
MPUMCHCHHS, BKIIOUEHHBIX B IEPEUCHb J>KU3HCHHO HEOOXOIMMBIX W BAXHEUIINX JIEKAPCTBEHHBIX
[pernapaToB, JEKAapCTBEHHBIX IMpernapaToB, MpeIHA3HAYEHHBIX [JIs OO0eCleueHus JIML, OOJbHBIX
reMo(uIueii, MyKOBUCIIUJIO030M, TUMO(PHU3APHBIM HAHU3MOM, Oo0yie3HbIO ['olre, 37T0Ka4eCTBEHHBIMH
HOBOOOpa30BaHUAMU JTUMGOUIHOMN, KPOBETBOPHON U POJCTBEHHBIX UM TKaHEH, pacCesTHHBIM CKJIEPO30M,
JUIl TOCNEe TPAHCIUIAHTAIlMd OPraHoB W (WJM) TKaHEH, WHBIX JICKAPCTBEHHBIX IMpEnapaTroB Jis
MEIUIIMHCKOTO IPUMEHEHHS.

(dactb 12 BBenena denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-03)

Nnasa 14.1. OTPAHUYEHUA, HAJTATAEMbIE
HA OPFAHU3ALUWW, OCYLLECTBIAKLWUE OAEATENBbHOCTDb
MO OBPALLEHUIO NIEKAPCTBEHHbLIX CPEACTB
(BBenena denepanbHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

Cratba 67.1. OrpaHuyeHus, Hanaraemble NpPU OCYLIECTBNIEHUU [EeATENbHOCTU B
cthepe obGpalleHnA neKkapCcTBEeHHbIX CPeacTB

1. Opra#auzanum, 3aHUMAalONIMEcs pa3pabOTKOM, TMPOU3BOACTBOM H (WMJU) peaau3aluen
JIEKapCTBEHHBIX MPENapaToB A MEAUIIMHCKOTO MPUMEHEHUs], OpraHu3aIiy, 00JaJaroliye npaBaMu Ha
MCTIOJIF30BaHUE TOPTOBOTO HAMMEHOBAHMSI JIEKAPCTBEHHOTO TIperapara Juisi MeJUIIMHCKOTO IPUMEHEHNS,
OpraHM3aliii  ONTOBOW TOPTOBIM JIEKAPCTBEHHBIMU CPEJICTBAMH, aNTeuHble OpraHu3anuu (ux
MIPEJICTaBUTENN, UHBbIE (U3NYECKHE W IOPHIMYECKHE JIMIA, OCYIIECTBISIONINE CBOIO ACATEIBHOCTH OT
MMEHU JTUX OpraHu3aluil) B OTHOLICHHUH MEIUIIMHCKUX PAaOOTHUKOB U PYKOBOAUTEIEH MEIUIIMHCKUX
OpraHu3alyii He BIPABE:

1) BpydaTh NMOAAPKH, BBHIIUIAYMBATH JACHEXKHbIE CPEJICTBA (32 UCKIIOUEHHEM BO3HATrpaKACHUH IO
JIOTOBOpaM TpU  TPOBEACHUM KIMHUYECKMX HCCIIEJOBAHMM JIEKAPCTBEHHBIX IMPENapaToB JUis
MEIUIMHCKOTO TIPUMEHEHUs, BO3HArpaXkJI€HUH, CBA3aHHBIX C OCYIIECTBICHHUEM MEINLUHCKUM
pabOTHUKOM IEJaroruueckoi M (W) Hay4yHO! JEsITeIbHOCTH), B TOM YMCJIE OIUIaYMBaTh Pa3BICUEHUS,
OTIBIX, TPOE3]T K MECTy OTIbIXa, a TAK)KE MPHUBJIEKATh K YYaCTHUIO B Pa3BIIEKATEIbHBIX MEPONPHUATHIX,
MIPOBOJMMBIX 3@ CUET CBOUX CPEJICTB;

2) 3aKJIII0YaTh COIJIalICHUSA O HA3HAYCHHUU WKW PCKOMCHAAIIMU MMalUCHTAM JICKAPpCTBCHHBIX
mnpemnapaTroB A MEAUIUHCKOIO IPpUMCHCHUS (33 HCKIIIOYCHHUEM OOTr0OBOPOB O IMPOBECACHUHN KIIMHUYCCKUX
I/ICCJ'IC,Z[OBaHI/Iﬁ JICKAPCTBCHHLIX MPCIIapaToB AJIsI MCAUITUHCKOT'O HpI/IMCHCHI/I}I);

3) npenocTaBisaTh 00pa3ibl JIEKAPCTBEHHBIX MPENapaToB JIsl MEIUIIMHCKOTO MPUMEHEHHS B LESIX
BPYUYCHHUsI TalUeHTaM (32 HCKJIIOYEHHUEM CIIy4yaeB, CBS3aHHBIX C TPOBEIEHUEM KIMHUYECKUX
UCCIIETOBAaHUM JIEKapCTBEHHBIX MPENapaToB /Il MEIULIUHCKOTO IPUMEHEHUS );

4) nmpenoCTaBIIATh HEIOCTOBEPHYIO U (MJTH) HEMOJIHYI0 HH(POPMALIMIO O JISKApPCTBEHHBIX Mperaparax
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A MEAUITUHCKOT'O ITPUMCHCHMS

5) moceuate ux B pabouee BpeMs Ha pabOYMX MeECTaX, 3a MCKIIOUYEHHEM CIIy4aeB, CBS3aHHBIX C
MIPOBEACHUEM  KJIMHUYECKUX HCCJIEJAOBAHMI  JIEKAPCTBEHHBIX IPENaparoB s  MEIULHUHCKOIrO
IIPUMEHEHHUS, C Y4aCTUEM B IOPSAJKE, YCTAHOBJIEHHOM PYKOBOJUTENIEM MEAMIMHCKONW OpraHu3aliu, B
COOpaHMSIX MEAMULIMHCKUX Pa0OTHUKOB M HMHBIX MEPONPUSTHUSIX, HAMPABICHHBIX Ha IOBBIIIEHUE HX
npo(eCCHOHATBFHOTO YPOBHS WJIM Ha TMPEAOCTaBICHHE WH(POPMALKHU, CBSI3aHHOW C OCYLIECTBICHHEM
MOHHUTOPHHTra 0€30MaCHOCTHU JIEKApPCTBEHHBIX MTPEMapaTos;

6) moOyX1aTh K BBIMHCHIBAHUIO JICKAPCTBECHHBIX MPENAPATOB I MEAWIIMHCKOTO MPUMEHEHUS Ha
OnaHKax, cojepxalux UHPOPMAIMIO PEeKJIaMHOI0 XapakTepa, a TakKe Ha pelenTypHbIX OJlaHKax, Ha
KOTOPBIX 3apaHee Hale4aTaHo HaMMEHOBAaHUE JIEKAPCTBEHHOrO IIpernapara Jjis MEIUIIMHCKOTO
MIPUMEHEHHS.

2. Opranu3zanuu, yKazaHHble B ab3alie mepBoM 4acTu | HACTOSIIEH CTaThbH, U UX MPEJICTABUTEIU B
OTHOIICHUH (hapMalleBTHUECKUX paOOTHUKOB U PYKOBOJIUTENEH aTEYHBIX OpraHU3alluii He BIIpaBe:

1) BpydaTh mojapku, BBIILJIAUUBATH JICHEKHBIE CPEACTBA, B TOM YMCJIE OIUIAYMBATh pa3BICUCHUS,
OTIBIX, IPOE3J K MECTy OTAbIXa, U IMPUBICKATh K YYaCTUIO B PA3BICKATEIbHBIX MEPOIPUATHUAX,
IIPOBOJIMMBIX 34 CYET CBOUX CPEJNICTB;

2) mpenocTaBiATh OOpa3libl JIEKAPCTBEHHBIX MpEnapaToB Il MEAULMHCKOIO MPUMEHEHMs JUIs
BPY4YEHHMSI HACEIICHUIO;

3) 3aKJII049aTb COIVIAIICHUA O IMPCATTOKCHHUHU HACCICHUIO OIPCACICHHLIX JICKAPCTBCHHBIX
npenapaTtoB AJisI MCAUIIUHCKOT'O MPUMCEHCHU A,

4) npenoCcTaBiIATh HEIOCTOBEPHYIO U (MJIM) HEMOJIHYI0 HH(POPMALIHIO O JIEKAPCTBEHHBIX Mpernaparax
JUIS  MEQUIMHCKOTO TNpPUMEHEHHUs, B TOM 4HCI€ MMEIOMMX OJMHAKOBOE MEKIYyHapOJIHOE
HENaTEHTOBAaHHOE HaMEHOBAHMUE.

Cratba 67.2. TpeboBaHMA K OopraHM3auMm U NMPOBEeAEHUI0 HayYHbIX MEpPOnpUATUN,
MHbIX MepPONpPUATUNA, HanpaBfieHHbIX Ha NOBbIWeHWe npo¢eCCUOHANBHOIO YpPOBHS
MeAULMHCKUX paboTHMKOB WM Ha npepgocTaBneHne WHOpMauuMn, CBA3AaHHOM C
ocyLecTBNeHneM MOHUTOPUHra 6e3o0nacHOCTM fieKapCTBEeHHbIX NpenapaToB

1. IIpn mpoBeneHNM HAYYHBIX MEPONPUIATHI, HMHBIX MEPOIPUATUIN, HAIIPABICHHBIX HA MOBBIIICHHE
npo(eCCUOHATIBHOIO YPOBHA MEAMLMHCKUX pPAOOTHUKOB WM Ha TPEAOCTABICHHE CBS3aHHOW C
OCYILIECTBJIEHEM  MOHUTOpUHIa  O€30MacHOCTH  JIEKAPCTBEHHBIX  IpenaparoB  HHpopmanuu,
OpraHU3yeMbIX OpraHM3alMsMH, yKa3aHHbIMM B a03ame mepBoM uactu | crateu 67.1 Hacrosiero
@denepalbHOTO 3aKOHA, HMX TMPEACTaBUTENSIMU U (MiIM) (UHAHCHUPYEMBIX 3a CUET CpEACTB ATHX
OpraHM3alMii W UX [pPEJICTaBUTENIEH, 3alpelaeTcs MPEensITCTBOBaTh YYaCTHUI0 B YKa3aHHBIX
MEPOINPUATHIX MHBIX OpraHu3aluii, KOTOpbIe MPOU3BOJAT WM PEalM3yIOT JIEKapCTBEHHbIE MpernapaThbl
IUIE MEIMIIMHCKOTO TPUMEHEHHUS CO CXOKUM MEXaHU3MOM (PapMaKoJOTHYECKOro JAEHCTBHS, OO
CO3/1aBaTh JIMUCKPUMUHAIIMOHHBIE YCJIOBHUS JJS OJHMX YYaCTHHUKOB [0 CpPaBHEHHUIO C JAPYTUMHU
y4aCTHUKaMH, a UMEHHO:

1) npeaocTaBiIsATh pa3iIMuyHOE KOJIMYECTBO BPEMEHH JUIS BBICTYIUIEHUN YYaCTHUKOB, pa3jMyuHbIE 1O
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pasMepy 3aHUMaeMOH IUIOIIAAM MecTa sl JEMOHCTpalMu 0o0pa3lioB JIEKApCTBEHHBIX IpenapaToB AJs
MEIULHUHCKOIO INPUMEHEHUS WIM pPEKIaMHBIX MAaTepUajoB O JIEKAPCTBEHHBIX IIperaparax s
MEIULHUHCKOrO NMPUMEHEHHS HA DKCIO3ULUAX, CTEHIaX, 34 UCKIIOYEHUEM CIIy4aeB, €CIU TAKUE YCIIOBUS
3aKpeIUIeHbl B COTJIALICHUSAX JTUX OPraHM3alvi, X NpeAcTaBUTeNel O (PMHAHCUPOBAHUM YKa3aHHBIX
MEpONPUATHIA U 00YCIIOBIIEHBI PA3IMYHBIMU 3aTPaTaMM YYaCTHUKOB Ha UX OPTaHU3ALUIO;

2) ycraHaBIMBaTh pa3Mep B3HOCA JJIS YYACTHUKOB MEPOINPHUATHH, yKa3aHHBIX B al3alie MepBOM
HAaCTOSIIEH YaCTH, MPEBBIIIAIONINI CyMMY 3aTpaT Ha OPraHU3aLUI0 YKa3aHHbBIX MEPOIPUATHI U BEAYLIUN
K HEOOOCHOBAHHOMY OTPaHMUYCHHIO YUCIIA UX YIaCTHUKOB.

2. Opranuzanuu, yKazaHHble B a03are rnepBoM vactu 1 ctateu 67.1 Hacrosmiero denepaibHOTO
3aKOHA, MX IMPEJICTABUTENH, OCYIIECTBIAIONINE OpraHU3alio U (Win) GUHAHCUPOBAHHE MEPOIPHUATHH,
yKa3aHHBIX B 4acTu | HacTosIel cTaThy, 00s13aHbl 00ecreunBaTh JOCTYN K HH(GOPMALIUU O JaTe, MEeCTe U
BPEMEHM NPOBEJCHUS YKA3aHHbIX MEpPONPUATUHN, IIJJaHaX, IPOrpaMMax IPOBEIEHUS YKa3aHHbIX
MEPOIPHUATHA U TeMaX, IIAHUPYEMbIX ISl pACCMOTPEHUS, COCTaBE MX YYaCTHUKOB MyTEM pa3MEIICHUS
COOTBETCTBYIOIIEH MH(OpMaLMU HAa CBOMX O(QUIMANIbHBIX caiiTax B cetu "HHTepHeT" He mo3aHee IBYX
MecCSIEB 0 Havaja MPOBEACHUS YKA3aHHBIX MEPOIPHUITHIA.

3. Uadopmanus o mpoBeIeHUH MEPOIPHUITHH, YKa3aHHBIX B YacTH | HACTOSIIEH CTaTbd, B CPOK,
YCTaHOBIICHHBIH YacThiO 2 HACTOSAILICH CTaThH, JIOJDKHA OBITH HampaBlieHa B (QelepaibHbIil opraH
UCTIOJIHUTENBHON BJIACTH, OCYIICCTBISIIONIMM (YHKIMM 1O KOHTPOJII M Ham3opy B cdepe
3PaBOOXPAHEHHUS, ISl MOCICAYIOMIEro pa3MelIeHusl ee Ha O(pUIIMaIbHOM CaliTe 3TOr0 OpraHa B CETH
"NuTepuer".

Mnasa 15. OTBETCTBEHHOCTb 3A HAPYLWEHUE 3AKOHOOATEJIbCTBA
POCCUNCKON ®EQEPALIUN NPU OGPALLEHMU NEKAPCTBEHHbIX CPE[CTB
N BO3MELLEHUWE BPEOA, NTPUYMUHEHHOIO 300POBbLIO NPAXKOAH
BCINEACTBUE NPUMEHEHWUA NNEKAPCTBEHHbIX NMPEMAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapyleHue 3akoHogatenbcTBa Poccunckon
deaepaumm npm odpaLleHnn NneKapcTBeHHbIX CPeacTB

1. Hapymenue 3akoHonatenbcTtBa Poccuiickoit ®enepanuu npu 0oOpalieHUH JIEKapCTBEHHBIX
CpeACTB BjeuYeT 3a c000Hl OTBETCTBEHHOCTh B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickoii
denepanuu.

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

2. 3a Hempe/aCTaBJICHUE WM HECBOEBPEMEHHOE MpejcTaBieHne HHPopMau U (Win) T0KYyMEHTOB
nu00 TpeACTaBIeHHE HEAOCTOBEPHbIX MHGpopManuu ¥ (WIM) JOKYMEHTOB, IPEeIyCMOTPEHHBIX
HacToamuM DenepanbHbIM  3aKOHOM, CYOBEKTHl OOpalleHHs JIEKAPCTBEHHBIX CPEACTB HECYT
OTBETCTBEHHOCTb B COOTBETCTBUH C 3aKOHO/ATENbCTBOM Poccuiickoii denepanui.

(uacTth 2 BBeneHa denepanbHbIM 3akoHOM OT 22.12.2014 N 429-®3; B pen. PenepaibHOro 3akoHa OT
04.06.2018 N 140-93)

Cratbsa 69. Bo3meweHue Bpeaa, NPUYMHEHHOro 300POBLIO rpaxaaH BcrneacrBue
NPUMEHEeHUA NeKapCcTBEHHbIX NpenapaToB
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(c M3M. | 01, BCTYIL....

1. HpOI/I3BOI[I/ITeJ'IB JICKApPCTBCHHOI'O IIp€Iiapara 00s13aH BO3MECTUTh Bpca, HpH‘IHHeHHBIfI 300POBbBIO
rpaxxziad BCJICACTBHUC IIPUMCHCHUA JICKAPCTBCHHOI'O Mpcriapara, €CJIn 10Ka3aHo, YTO:

1) nexkapcTBeHHBIH Mpenapar MPUMEHSIICS MO Ha3HAYEHWIO B COOTBETCTBHM C HMHCTPYKLHUEH IO
NPUMEHEHHIO JICKApPCTBEHHOTO Ipernapara ¥ NMPUYMHOW Bpelda SBHJICS BBOJ B TPaXIAaHCKUH 000pOT
HEZ00POKaYECTBEHHOTO JIEKaPCTBEHHOT'O IIperapara;

2) Bpel 3I0pOBBI0 TPUYMHEH BCIICJICTBHE HEAOCTOBEPHON WHGOpMAIUU, COJEpKaIlICcs B
MHCTPYKLHUHU 1O MPUMEHEHUIO JIEKApCTBEHHOTO Ipernapara, U3JaHHOW MPOU3BOAUTEIEM JIEKAPCTBEHHOIO
npernapara.

2. B ciryuae, ecnu Bpen 30pPOBBIO TPaXK/1aH NMPUYMHEH BCIEICTBHE NPUMEHEHHS JIEKapCTBEHHOTO
npernapara, MPUIIEANIET0 B HETOJHOCTh B PE3yNbTaTe HAPYIICHUS NMPaBUJI XPAHEHUS JIEKAPCTBEHHBIX
CPEICTB, MPaBUJ ONTOBOW TOPTOBIIM JIEKAPCTBEHHBIMHU IpeHapaTaMH, NMPaBWI OTITYCKa JIEKapCTBEHHBIX
MpernapaToB, IpPaBHJ M3TOTOBICHHUS W OTIYCKAa JICKAPCTBEHHBIX IIPEMapaTroB, BO3MEIICHUE Bpeaa
OCYIIECTBIISICTCS COOTBETCTBEHHO OpPraHM3allMell ONTOBOW TOPrOBJIM JIEKAPCTBEHHBIMH CPEICTBAMH,
anTeYHOH OpraHu3anel, WHIAUBHIYAIbHBIM TNpPEANPUHUMATEIIEM, HMMCIONUMH JIMIEH3UIO Ha
(apMaLeBTHYECKYIO NESTEIBHOCTh WM JIMLIEH3HIO Ha MEIULIUHCKYIO JeSTEIbHOCTh, MEIUIIMHCKON
OpraHu3anyell, WMEIOIeH JIMIEH3UI0 Ha (apMaleBTUYECKYI0 IesITeNbHOCTh (ee 000COOIeHHBIM
nojpaszaeneHueM (amOynaropued, (enpAmepckuM U (GerbamepcKo-aKyIepcKUM ITYHKTaMH, LEHTPOM
(ornenenuem) oOuiell BpayeOHON (CeMEeNHHOM) MPaKTHKH), PACIONIOKEHHBIM B CEIbCKOM HACEICHHOM
IYHKTE, B KOTOPOM OTCYTCTBYET aNTE4Hasi OpraHu3alys), JOMYCTUBIINMH MIPOAAXY WM OTITYCK TaKOTO
JIEKapCTBEHHOTO Tperapara.

(B pen. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

3. Bo3Mmemienue Bpeaa, NPUYUHEHHOTO 3JI0POBBIO  Tpa)JaH BCJIEICTBUE MPHUMEHEHUs
JIEKapCTBEHHBIX IPENapaToB MM COBEPILEHHUs MPOTUBONPABHBIX AECUCTBHHM CyOBeKTaMHM OOpalieHus
JIEKAPCTBEHHBIX CPEJICTB, OCYIIECTBISIETCS B COOTBETCTBUM C 3aKOHOJIATENbCTBOM Poccuiickon
denepanuu.

Mnasa 16. 3AKITFOMUTEJIbHBIE NMOJIOXXEHUA

Cratba 70. O npu3HaHMKM YTPaTUBLLUMM CUNY OTAESIbHbIX 3aKOHOAATeNIbHbIX aKTOB
(nonoxeHun 3akoHoaaTeNbHbIX akToB) Poccunckon depepaumm

IIpu3HaTh yTpaTUBIIMMU CUILY:

1) ®enepanbubiii 3akoH oT 22 wuwoHiI 1998 roma N 86-@3 "O nexapcTBEHHBIX cpeacTBax”
(Cobpanue 3akonomarenscTBa Poccuiickoit @eneparuu, 1998, N 26, ct. 3006);

2) ®enepanbHblil 3akoH OT 2 sHBaps 2000 roga N 5-@3 "O BHeCEHMH U3MEHEHUS U JOTOJHEHUN B
®enepanpubiii 3akoH "O nexapcTBeHHBIX cpeacTBax" (CoOpaHue 3akoHOmarenscTBa Poccuiickoi
®enepanun, 2000, N 2, cT. 126);

3) cratpio 40 denepanproro 3akona ot 10 ssuBapst 2003 roga N 15-D3 "O BHeCEHUM M3MEHEHHH U
JIOTIOJTHEHUH B HEKOTOpPbIE 3aKOHOJATeNbHble akThl Poccuiickoil denepannu B CBS3U C NPUHATHEM
@enepanpHoro 3akoHa "O  JTUIEH3UPOBAHWU  OTHENbHBIX BUAOB jAestenbHocTH" (CoOpanue
3akoHonarenbcTBa Poccuiickoit denepanuu, 2003, N 2, cr. 167);
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4) cratpio 31 ®enepanpHoro 3akoHa ot 30 urons 2003 roga N 86-D3 "O BHeCCHHHM W3MEHCHHU M
JIOTIOJIHEHUI B HEKOTOPBIE 3aKOHOJAATENbHbIE aKkThl Poccuiickon ®enepanuu, NpU3HAHUM YTPATUBLIIUMU
CUJIy OTHEJIbHBIX 3aKOHOJATENbHBIX akToB Poccuiickoi ®enepanuu, NPEAOCTaBICHUM OTACIbHBIX
rapaHTUil COTPYIHUKAM OPTraHOB BHYTPEHHUX JIEJI, OPTaHOB IO KOHTPOIIIO 32 000POTOM HAPKOTHUECKUX
CPEIICTB M TICUXOTPOITHBIX BEIIECTB MU YNpa3JHIEMBIX (elepalbHBIX OPraHOB HAJIOTOBOW TOJHUIIUUA B
CBSA3U C OCYILECTBICHHUEM MEp IO COBEPIICHCTBOBAHUIO rocyiaapcrBeHHOro yrpasieHus" (CoOpanue
3akoHoarenbcTBa Poccuiickoit deneparuu, 2003, N 27, ct. 2700);

5) crareio 101 denepanbroro 3akoHa ot 22 aBrycra 2004 roga N 122-®3 "O BHeceHHH U3MEHEHHIA
B 3aKoHOJaTelIbHbIe akThl Poccuiickoit deneparuu W TMPU3HAHWM YTPATUBIIUMH CHIIY HEKOTOPBIX
3aKOHOJaTeNbHbIX akToB Poccuiickoit ®@enepanuu B cBsizu ¢ npuHsitueM DenepanbHbX 3akoHOB "O
BHECCHHHM HM3MCHECHHMH M nomnojHeHuid B DenepanbHbiii 3akoH "OO 00mMMX NPUHIUIIAX OPTaHHU3AIUU
3aKOHOJIATENbHBIX (MPEICTABUTEIbHBIX) W HCIOJHUTEIBHBIX OPraHOB T'OCYIAPCTBEHHOW BIIACTH
cyobektoB  Poccmiickoit  ®enepanuu" wu  "OO oOmMX OpPUHIMIAX OPraHU3alldd  MECTHOTO
camoynpasienus B Poccuiickoii @enepanuun" (CoOpanue 3akoHonarensctBa Poccuiickoit denepanuu,
2004, N 35, ct. 3607);

6) crarpio 28 deaepanbHoro 3akona ot 18 mexadps 2006 roga N 231-d3 "O BBeacHUH B JICHCTBHE
yactu detBeproir ['paxkmanckoro kojekca Poccuiickoit ®eneparuu” (CoOpaHue 3aKOHOAATEILCTBA
Poccuiickoit ®eneparuu, 2006, N 52, ct. 5497).

CraTtba 71. BctynneHue B cuny HacTtosiwero PegepanbHOro 3akoHa

1. Hacrosiuit @epepanbHblil 3aKOH BeTymnaeT B cuiy ¢ 1 centsiops 2010 roxa.

2. JlexapCTBEHHBIE CpEACTBA, 3aPErMCTPUPOBAHHBIE O [HSA BCTYIUIEHUS B CHJIy HAaCTOSILErO
@DenepalbHOTO 3aKOHA, MOJUIEKAT BKIOYCHHUIO B T'OCYAAPCTBEHHBIE PEECTPHI JIEKAPCTBEHHBIX CPEACTB C
BHECEHHEM YyKa3aHHbIX B yacTu 1 ctarbu 33 Hacrosmero denepanbHOTO 3aKOHa CBEIEHUIM 00 ITHX
JIEKapCTBEHHBIX CpeACTBaX 0€3 NPOXOXKJEHHS BHOBb MPOIEAYpbl TOCYIapCTBEHHOM pErucTpanuu
JIEKApCTBEHHBIX IIPETIAPATOB.

3. T'ocynapcTBeHHas perucTpalysl JEKapCTBEHHBIX MPENapaToB, 32 UCKIIOYCHUEM JICKAPCTBEHHBIX
MpenaparoB AJii MEAUIMHCKOrO MPUMEHEHMS, MPEACTABICHHBIX Ha YKA3aHHYI) PETHUCTPALMIO 10 JTHS
BCTYIUICHHUSI B CHITy HacTtosiiero denepaibHOro 3aKOHA, OCYIIECTBIISIETCS B COOTBETCTBUM C HACTOSIIIUM
®denepanbHbIM 3aKOHOM HAa OCHOBAaHUU JOKYMEHTOB M JaHHBIX, IPEICTABICHHBIX 10 JHS BCTYIUICHHS B
cuity Hacrosiiero deaepanbHOTro 3aK0Ha.

(B pen. @enepanbHoro 3akona ot 11.10.2010 N 271-03)

3.1. 'ocynapcTBeHHasi perucTpaius JEKapCTBEHHBIX MPENAPATOB ISl MEAUIIMHCKOTO TPUMEHEHUS,
MPEACTABICHHBIX HAa TOCYJApPCTBEHHYIO PETUCTPALMIO 10 [JHS BCTYIUIGHHS B CHJIy HAaCTOSIIErO
denepanbHOTO 3aKOHA, W TOCYAApCTBEHHAsT PETUCTpAIlMs JICKAapCTBEHHBIX IpenapaToB IS
MEJIUILHUHCKOTO NPUMEHEHHS, NPEJICTABIEHHbIX Ha OJKCIEPTU3Y JIEKAPCTBEHHBIX CPEACTB A0 JHS
BCTyIUIEHUSI B cuily Hactosiuiero denepanbHOro 3akoHa B LIENSX HUX MOCIENYIOIIEH rocyaapCTBEHHOM
pErucTpalvy, OCYIIECTBISIOTCSI HAa OCHOBAaHMM JIOKYMEHTOB M JaHHBIX, MNPEICTABIEHHBIX A0 JHS
BCTYIUIEHUS B CWIy Hactosmero @enepaibHOro 3aKOHA, a TaKXKe 3asBJIEHUS O TOCYAapCTBEHHOM
pEerucTpalvy JEKapCTBEHHOIO Mpernapara, MPEeACTaBICHHOTO IMPOU3BOIUTENEM JIEKAPCTBEHHBIX
MpenapaToB WU YIMOJHOMOYEHHBIM UM JIUIIOM B COOTBETCTBUHU C HAcTOAMUM DefepanbHBIM 3aKOHOM B
YIIOJTHOMOYEHHBIN (eiepalibHbII OpraH UCIIONHUTENbHOM BiacTu 10 1 maprta 2011 rona, 6e3 TpeboBaHus
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YIUJIAThl TOCYAapCTBEHHOW MONUIMHBI, TPEAYCMOTPEHHOM 3aK0HO1aTesIbcTBOM Poccuiickoit dexneparuu o
Hajorax u coopax.
(dactb 3.1 B pen. @enepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.2. lloarBepXJeHUE TOCYAAPCTBEHHOM PErvCTpallud  JIEKAPCTBEHHBIX MpemapaTroB Ui
MEIUIIMHCKOTO MPUMEHEHHUS, MPEACTaBICHHBIX IJIs MOATBEPIKIACHUS FOCYIapCTBEHHONW PErUCTpaldU 110
JHS BCTYIUIEHHMSI B cwily Hactosiero denepanbHOro 3akoHa, W MOATBEPXKIACHUE TOCYAApCTBEHHOM
pEerucTpaluy JIEKAPCTBEHHBIX MPENapaToB JUIsl MEIULHUHCKOrO IPUMEHEHUs, IPEACTABICHHBIX Ha
AKCIEPTU3Y JIEKAPCTBEHHBIX CPEACTB 10 JAHS BCTYIUIEHUS B cuily Hacrtosuiero denepanbHOro 3akoHa B
LEesIX TOCIEeAYIOIIer0 MMOATBEPKACHUS HX TOCYJAapCTBEHHON perucTpaiuy, OCYIIECTBISAIOTCS Ha
OCHOBaHMM JOKYMEHTOB U JIAHHBIX, MPEJCTAaBICHHBIX JO [HSA BCTYIUICHUS B CHJy HACTOSIIETO
@DenepalibHOTO 3aKOHA, a TaKXKe 3asdBJICHUS O MOJITBEPXKIECHUU TOCYJApPCTBEHHOM pPErucTpaluu
JIEKApCTBEHHOT'0 TIpernapara, MPEACTaBICHHOTO IPOU3BOJIUTEIEM JIEKAPCTBEHHBIX IMPENapaToB WU
YIIOJTHOMOYEHHBIM MM JIMIIOM B COOTBETCTBHMM C HacToAmuMm @DenepalbHbBIM 3aKOHOM B
YIOJIHOMOYEHHBIN (peiepaabHbIil OpraH UCIOJHUTENbHOM BiacTu 10 1 mapta 2011 roxa, 6e3 TpeboBaHus
yILIAThl TOCYAAPCTBEHHOM MOLUTHHEI, TPETyCMOTPEHHOM 3akoHOAaTenbCcTBOM Poccuiickoit @eneparuu o
Hajorax u coopax.

(uactsb 3.2 B pea. @enepanbHoro 3akona ot 29.11.2010 N 313-03)

3.3. IlpunsAtue peleHUss O BHECEHMM W3MEHEHMH B JOKYMEHTBI, COJIep)Kalluecss B
PErUCTpPallMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIA JIEKApCTBEHHBIM Ipernapar Ajas MEeIUILMHCKOIo
IIPUMEHEHUSI U TpEACTaBIEHHbIE /0 JHSA BCTYIUIEHUS B CWIy Hacrosimero @enepanbHOro 3aKoHa, U
IPUHATHE PEIIEHUs] O BHECEHUU U3MEHEHUH B JOKYMEHTBI, COJIeprKallleecs] B PeruCTPallMOHHOM J0Che Ha
3aperucTPUPOBAHHBIN JIEKAPCTBEHHBIN MpenapaT i MEIULIUHCKOTO IPUMEHEHUS U MPECTABICHHbIE HA
HKCHEPTHU3Y JIEKAPCTBEHHBIX CPEACTB 10 JHSA BCTYIUIEHHUsS B CHIly HacTosuiero denepaibHOro 3aKoHa,
OCYILIECTBISIOTCS Ha OCHOBAaHUM JOKYMEHTOB M JAHHBIX, NMPEACTABIECHHBIX 10 JHS BCTYIUIEHUS B CUIY
Hacrosimero denepaqbHOrO 3aKOHA, a TaKXKe 3asBJIEHUS O BHECEHWHM M3MEHEHUH B JIOKYMEHTHI,
coJiepKallfecs B PEruCTPAllMOHHOM JIOChE Ha 3aperuCTpUpPOBAHHBIM JIEKAPCTBEHHBIN MpemnapaT s
MEIUIMHCKOTO TPUMEHEHUs, IMPEICTaBICHHOIO MPOU3BOAUTENIEM JIEKapCTBEHHBIX IpenapaToB WU
YIOJHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUM ¢ HacTosiiiuM DenepanbHbIM  3aKOHOM B
YIIOJIHOMOYEHHBIN (hefiepaibHbI OpraH UCIIONHUTENbHOU BiaacTu 10 1 maprta 2011 rona, 6e3 TpeboBaHuUs
yIUIaThl TOCYIapCTBEHHOM MOLUIMHBI, IPEyCMOTPEHHOMN 3aKOHO1aTenbCcTBOM Poccuiickon denepanuu o
Hajorax u cobopax.

(dactb 3.3 B pen. Genepanpuoro 3akona ot 29.11.2010 N 313-D3)

3.4. Bplmaua paspenieHMM Ha TNPOBEACHHE KIMHUYECKMX MCCIEAOBAHUN JIEKApPCTBEHHBIX
IpenaparoB JUIsl MEIULMHCKOrO NPUMEHEHHsS 110 3asBJICHUSAM, MOJAHHBIM J0 JIHS BCTYIUICHHS B CHUILY
Hacrosuiero denepanbHOro 3aKOHa, a TAKXKE 110 3asABICHUAM, ITOJAHHBIM I10CIIE AHS BCTYILICHUS B CUILY
Hacrosiniero denepanbHOro 3aKOHAa HA OCHOBAHMM JKCIIEPTU3, TPOBEACHHBIX 10 JHS BCTYIUICHUS B CHILY
Hacrosiero denepaJbHOrNO 3aKOHA, OCYLIECTBISAETCS B COOTBETCTBUM C HacrosmuMm dDenepalbHbIM
3aKOHOM Ha OCHOBAHMM JOKYMEHTOB W JaHHBIX, PEICTABICHHBIX WM MOJIYYEHHBIX J0 JAHS BCTYIUICHHS
B cuiy Hacrosmero denepansbHOro 3aK0Ha, a TAKKE€ HA OCHOBAHHWM KOIHUH IIPEABAPUTEIIBLHOIO JOTr0BOpa
00s3aT€IbHOTO  CTPAXOBAHUS KU3HHU, 3JIOPOBbS  IALIMEHTOB, YYACTBYIOIIMX B KIMHUYECKOM
HCCIIEA0BAHUM JIEKapCTBEHHOI'O IIperapara Il MEIULHMHCKOTO NPUMEHEHHS, WIM KOIHMM JI0roBopa
0053aT€IbHOTO  CTPAaXOBAHUS KU3HHU, 3JIOPOBbS  IALIMEHTOB, YYACTBYIOIIUX B KIMHUYECKOM
HCCIIE/IOBAaHUM JICKApPCTBEHHOTO Mpernapara s MEIUIMHCKOIO MPUMEHEeHHMs, JHOO0 IpesCTaBIeHHON
KOIUU JIOTOBOpa 0053aTeIbHOTO CTPAXOBaHUS, 3aKIIOUEHHOTO B COOTBETCTBUU C TUIIOBBIMHU MpaBUIIaMU
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00513aTeIbHOTO CTPAaxOBaHMsSI, C YKa3aHHEM MpEeIesIbHON YHCIEHHOCTH NAllMeHTOB, Y4acTBYIOLIUX B
KJIMHUYECKOM HCCIICIOBAaHUM JIEKAPCTBEHHOTO TMperapara s MEAULIUHCKOro IpUMEHEHHs, 0e3
TpeOOBaHUs YIUIAThl FOCYAapCTBEHHOM MOIUIMHBI, MIPEIYCMOTPEHHON 3aKOHOAATeNbCTBOM Poccuiickoit
®denepanuu o Hajorax U coopax.

(dactb 3.4 B pen. GenepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.5. 3apeructpupoBaHHbIE B WHOCTPAHHOW BAJIIOTE A0 JHS BCTYIUICHUS B CHUJIy HACTOSILETO
denepanbHOrO 3aKOHA IPEIEIbHBIE OTITYCKHBIE LIEHBI MHOCTPAHHBIX IPOU3BOAMUTEIIEH HA JIEKAPCTBEHHbBIE
mpemapaTsl, BKIIOYCHHBIE B IEPEYCHb KU3HEHHO HEOOXOMUMBIX M BaXKHEWIIUX JIEKAPCTBEHHBIX
IpernapaToB, MOJJIeKaT nepecuery B pyonu no kypey LlentpanbHoro 6anka Poccuiickoit @enepanuu Ha
nary, ycraHoBieHHYIO IIpaButenbctBoM Poccuiickoit @eneparuu, 6e3 TpeaCTaBICHUS 3asBICHUS O
IepecyeTe LEHbl C BHECEHUEM COOTBETCTBYIOIMX M3MEHEHUH B IOCYJIApCTBEHHBIN PEECTP MPEAECIbHBIX
OTIYCKHBIX II€H MPOM3BOJUTENCH Ha JICKAPCTBEHHBIE IMpernapaThl, BKIIOUYCHHbIC B MEPEUEHb KM3HEHHO
HEO0OXOIUMBIX M BaKHEHIIIHNX JIEKApPCTBEHHBIX MPENapaToB.

(dactp 3.5 BBeaena denepanbubiM 3akoHoM OT 11.10.2010 N 271-D3)

3.6. 3aperucTpupoBaHHbIE J0 JHS BCTYIUIEHUsT B cuily Hactosmero ®denepanbHOro 3akoHa
MpeAClibHBIE OTHYCKHBIE II€HBl POCCHUUCKUX MPOU3BOJIUTEICH Ha JIEKAPCTBEHHBIC IpENapaThl,
BKJIFOYCHHBIC B TIEPEUCHb >KU3HCHHO HEOOXOIUMBIX W BAXKHEHMINIHUX JIEKAPCTBEHHBIX IpPENapaTos,
nojuiexar wuHaekcauuu ¢ 1 HosOps 2010 roma wcxonms W3 MPOTHO3HPYEMOTO YPOBHS HHOISAINH,
ycranoBieHHOro denepanbHbiM 3aKk0HOM OT 2 nexadpsa 2009 roga N 308-03 "O ¢denepanbHOM Or01KETE
Ha 2010 rox u Ha mmanoBsii mepuoa 2011 u 2012 ronos" na 2011 rog.

(uacTsb 3.6 BBenena @enepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. Ilocne 1 maprta 2011 rona He mOomycKarTCs MPOU3BOJACTBO U BBO3 B Poccuiickyro deneparuio
JIEKapCTBEHHBIX MPENapaToB B YIIAKOBKAX ¢ MApPKUPOBKOM, KOTOpast Obljla HAHECEHA J0 JHS BCTYIUICHUS B
cwry Hactosmero dexepanbHOro 3akoHa. [1o MCTeYeHMHM yKa3aHHOTO CPOKa JaHHBIC JICKAPCTBEHHBIC
mpemnapaTbl MOTYT OTIYCKAaThCs, PEAIM30BBIBATHCS, MEpeAaBaThbCsl M MPUMEHSITHCS J0 UCTEUCHUS UX
CpOKa TOJTHOCTH.

(B pen. PenepanbHbix 3aKk0oHOB 0T 29.11.2010 N 313-®3, ot 06.12.2011 N 409-D3)

4. Co nmHa BCTymieHUs B cuily Hactosimero deaepanbHoro 3akoHa u no 30 ampens 2011 roxa
BKJIFOUMTENBHO JIOMYCKAeTCsd TMPOBEIEHUE OKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB  AKCIEPTaMHU
BKCHepTHOFO y‘Ipe)K)leHI/Iﬂ o HpOXO)KI[GHI/Ifl HnMHn aTTecTalnn B HOprI[Ke, YCTaHOBJ'IeHHOM
YIIOJTHOMOYEHHBIM (pe/iepalibHbIM OPTaHOM HCTIOTHUTEIHHON BIACTH.

5. Co mHs BcTyIuieHHs B cuily Hacrosimiero ®eaepanbHoro 3akoHa u mo 31 mexabpst 2013 roma
BKJIFOUNTENBHO OCYILECTBIISIETCS NMEPEXO] K MPOU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU C
MpaBWJIaMH OpPTaHHU3aIMK MPOU3BOJICTBA U KOHTPOJISI KauecTBa JEKApCTBEHHBIX CPENICTB, yKa3aHHBIMU B
yactu | cratem 45 Hactosmero dexepalbHOro 3aKoHa, B MOJIHOM oObeme. Cpoku mepexoja
MIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB K MX IPOU3BOJICTBY B COOTBETCTBUU C KOHKPETHBIMH
TpeOOBAaHMSAMHU JAHHBIX NPABUJ, BKJIIOYAs CPOKM aTTECTAl[MM YIOJHOMOYEHHBIX JIMI, YKa3aHHBIX B
gacTax 6 m 7 crateu 45 Hacrosmero denepanpbHOrO 3aKOHa, ycTaHaBiIuBaroTCsA IIpaBuTenscTBOM
Poccuiickoit denepanuu.

6. JluueH3un Ha TPOW3BOACTBO JIEKAPCTBEHHBIX CPEACTB, BbIaHHbIE 10 | sHBaps 2014 rona,
neiictByror nocie | sHBaps 2014 roma 10 MCTEYEHMsI CpOKAa MX JIEHCTBUS NPU YCIOBHUH COOTBETCTBUS
JULEH3MaTa IpaBUjaM OPraHU3alvy MPOU3BOJCTBA M KOHTPOJISI KAuyeCTBA JIEKAPCTBEHHBIX CPEJNCTB,
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®denepanbhblil 3akoH oT 12.04.2010 N 61-D3
(pen. or 22.12.2020) JoxkymenT npenoctasien Koncynsrantlmoc

"O6 obpalleHHH TeKapCTBEHHBIX CPEaCTB" Jara coxpanenns: 05.04.2021
(c M3M. | 01, BCTYIL....

YKa3aHHbIM B 4aCTHU 1 craTbu 45 HacTOSIIETO (DellepaﬂbHOFO 3aKOHa.

7. ®dopmupoBaHHE TOCYAAPCTBEHHOTO 3aJlaHUs Ha IMPOBEICHUE SKCHEPTHU3bl JIEKAPCTBEHHBIX
cpencTB (deaepaabHOMY TOCYAAPCTBEHHOMY OIOKETHOMY YUYPEKACHHUIO MO MPOBEACHUIO AKCIEPTU3BI
JIEKaPCTBCHHBIX CPEJICTB M (PMHAHCOBOE OOCCIICUCHUE BBITIOJHEHUSI 3TOTO 3aJIaHUsl OCYIIECTBISIFOTCS B
nopsijike, ycranoBjaeHHoM DenepasibHbIM 3ak0HOM OT 12 sauBapst 1996 roga N 7-®03 "O HekOMMeEpUYECKUX
opraHuzanusx".

(dactpb 7 BBeneHa denepanbHbpIM 3aKk0HOM OT 29.11.2010 N 313-D3)

[Ipe3unent
Poccniickoit enepanuu
JA.MEJIBEJIEB
Mocksa, Kpemiib
12 anpens 2010 roga
N 61-d3
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