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lNocynapcrBennoi {ymoit
24 mapta 2010 rona

Onobpen
Coserom Penepanuun
31 mapra 2010 rona

CHHCOK M3MEHSIOLIMX JOKYMEHTOB
(B pen. depepanbHbIX 3aKk0HOB OT 27.07.2010 N 192-03,
or 11.10.2010 N 271-®3, ot 29.11.2010 N 313-®3, ot 06.12.2011 N 409-D3,
ot 25.06.2012 N 93-®3, ot 25.12.2012 N 262-®3, ot 02.07.2013 N 185-D3,
or 25.11.2013 N 317-®3, ot 12.03.2014 N 33-@3, ot 22.10.2014 N 313-®3,
ot 22.12.2014 N 429-®3 (pen. 13.07.2015), ot 08.03.2015 N 34-@3,
ot 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-03,
ot 13.07.2015 N 262-®3, ot 14.12.2015 N 374-®3, ot 29.12.2015 N 389-D3,
ot 02.06.2016 N 163-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N 305-D3,
ot 03.07.2016 N 350-®3, ot 29.07.2017 N 242-®3, ot 29.07.2017 N 278-D3,
ot 28.12.2017 N 425-®3 (pen. 27.12.2019), ot 04.06.2018 N 140-D3,
ot 28.11.2018 N 449-®3, ot 27.12.2018 N 511-®3, ot 06.06.2019 N 134-D3,
ot 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, ot 27.12.2019 N 462-D3,
ot 27.12.2019 N 475-®3, ot 27.12.2019 N 478-®3, o1 27.12.2019 N 481-D3,
ot 26.03.2020 N 67-®3, ot 01.04.2020 N 98-®3, 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 444-03,
ot 11.06.2021 N 170-®3, ot 08.03.2022 N 46-03, ot 26.03.2022 N 64-D3,
ot 14.07.2022 N 311-®3, ot 20.10.2022 N 405-®3, ot 19.12.2022 N 519-®3,
ot 28.04.2023 N 149-®3)

Masa 1. OBLWUE NOJIOXKEHUA
CraTtbsa 1. NMpeameT perynupoBaHus HacToswero PenepanbHOro 3akoHa

1. Hacrosmmuit ®enepanbHblii 3aKOH pEryjaupyeT OTHOILIEHHs, BO3HHMKAKOIIHE B CBA3U C
oOparieHueM - pa3padoTKOH, AOKIMHUYECKHMMH MCCIEJOBAHUSAMH, KIMHMYECKMMH HCCIEeIOBaHUAMH,
JKCIEPTU30M, TOCYAAPCTBEHHOM pErucTpalMeil, cOo CTaHAapTHU3alMed M C KOHTPOJEM KadecTBa,
IIPOU3BOJICTBOM, H3TOTOBJIEHHEM, XpaHEHUEM, IE€pEBO3KOH, BBo30oM B Poccuiickyro denepannro,
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?:Ele‘?:;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 03.05.2023

BbIBO30M U3 Poccuiickoii denepannu, pekiamoi, OTIIYCKOM, peaju3alueii, rnepenadeid, TpuMEeHEHUEM,
YHUUTOKEHUEM JIEKAPCTBEHHBIX CPENICTB.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2. Hacrosmmii @enepanbHblil 3aKOH yCTAHABIMBACT IPHOPUTET TOCYAAPCTBEHHOTO PETYIINPOBAHHUS
6e30macHOCTH, KauecTBa 1 3((HEKTUBHOCTH JICKAPCTBEHHBIX CPEJCTB MPH UX OOpAICHUN.
(B pen. @enepanpHoro 3akoHa ot 25.06.2012 N 93-D3)

CraTtba 2. Cdepa npumeHeHUs HacTosiwero PenepanbHOro 3akoHa

Hacrosmuit denepanbHblil 3aKOH NPUMEHSIETCS K OTHOIIEHUSM, BO3HHUKAIOIIUM NPH OOpaleHuH
JIEKApCTBEHHBIX CPEICTB Ha Tepputopuu Poccuiickon denepannu.

Cratbsa 3. 3aKkoHoAaTeNnbLCTBO 06 OOpaLeHUn nekapCcTBeHHbIX CpeacTB

1. 3akoHOmaTenbCTBO 00 OOpamieHUu JIEKAPCTBEHHBIX CPEACTB COCTOMT W3 HACTOSIIETO
@denepallbHOTO 3aKOHA, APYruX ¢eAepanbHbIX 3aKOHOB M HMHBIX HOPMATHUBHBIX IPABOBBIX aKTOB
Poccuiickoit ®enepanuu.

1.1. 3akoHOIATENBCTBO 00 OOpAIIEHUH JIEKAPCTBEHHBIX CPEJICTB B OTHOIICHUH FOPUIMYECKUX JIHIL U
UHIUBUAYAJIBHBIX  IpeIlpUHUMATENCH,  OCYIIECTBISAIOIIUX  JEATEIbHOCTH  Ha  TEPPUTOPHUU
MEXAYHApOJAHOTO MEIUIIMHCKOTO KjacTepa, MPUMEHSETCS C y4eTOM OCOOEHHOCTEW, YCTaHOBJICHHBIX
®enepanbHbiM 3aKOHOM "O MEXIyHApOJAHOM MEIUIIMHCKOM KJIAaCTepe M BHECEHHWU W3MEHEHUU B
OTJIeNbHBIE 3aKOHOIaTeNbHbIE akThl Poccuiickoit @enepanuu.

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

2. lleiictBue Hacrosuero denepaibHOro 3aK0Ha paclpocTpaHsIeTcs Ha o0palieHne HapKOTHUECKUX
JIEKapCTBEHHBIX CPEJICTB U IICUXOTPOINHBIX JIEKAPCTBEHHBIX CPEICTB C YYE€TOM OCOOEHHOCTEH,
YCTaHOBJIEHHBIX  3aKOHOAaTenbCcTBOM Poccuiickoit ®enepanum O  HAapKOTUYECKUX — CPENCTBAx,
MICUXOTPOIHBIX BEIIECTBAX M 00 UX MpPEeKypcopax.

3. Je#ictBue Hacrosimero @DeneparbHOrO 3aKOHAa  pACHpOCTpaHseTCs Ha  oOpalieHue
pagnodapMareBTUYECKUX JIEKAPCTBEHHBIX CPEJACTB C YYE€TOM OCOOEHHOCTEH, YCTaHOBJIEHHBIX
3akoHoAarenscTBOM Poccuiickoit denepanuu B 001act odecredeHus paaualMoHHON O€30MacHOCTH.

4. Ecnn MexXIayHapoaHbIM oroBopoM Poccuiickoit denepanyiv yCTaHOBJIEHBI MHBIE NPaBUIa, YeEM
T€, KOTOpBIE NIPEAYCMOTpeHbl HacroAmuM @DenepanbHbIM  3aKOHOM, NPUMEHSIOTCS IIpaBUia
MEXIYHapOAHOIO JOTrOBOPA.

4.1. PemeHuss MEXrocylapCTBEHHBIX OpraHoB, IIPUHATBIE HAa OCHOBAaHUU  IIOJOXECHUM
MEXIYHAPOAHBIX J0roBopoB Poccuiickonn ®enepauum B HUX HCTOJKOBAaHWUH, INPOTUBOPEYAIEM
Konctutynun Poccuiickoit @enepanuu, He nojiexar ucnoiaHeHuto B Poccuiickoit @enepanuu. Takoe
MIPOTUBOPEYNE MOXKET OBITh YCTAHOBJIEHO B TOPSAKE, OMpeNeIeHHOM (eepalbHbIM KOHCTUTYIIMOHHBIM
3aKOHOM.

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

5. B Poccuiickoii @enepanuu B COOTBETCTBUU C MEKIYHAapOIHBIMU Jorosopamu Poccuiickon
@enepau M (WIM) HAa OCHOBE NPUHLMIA B3aUMHOCTH TPU3HAIOTCA PE3YNbTAaThl KIMHUYECKHX
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?:Ele‘?:;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 03.05.2023

WCCIEAOBAaHUM JIGKAPCTBEHHBIX NpenaparoB Ui MEIUIMHCKOTO TNPUMEHEHHS, MPOBEACHHBIX 3a
npenenamu tepputopun Poccuiickoit denepanum.

CrtaTtbA 4. OCHOBHbIE NOHATUA, UCNONb3yeMble B HacTosieM PegepanbHOM 3aKOHe

I[J'ISI ueneﬁ HaCTOAIICTO (De,Z[epaJ'II)HOFO 3aKOHA UCIIOJB3YHOTCA CICAYIOINE OCHOBHBIC ITOHATHS:

1) nekapCTBEHHBIC CpEJCTBA - BEIIECTBA WM WX KOMOWHAIIMW, BCTYMAIOIIME B KOHTAKT C
OpPraHM3MOM 4YEJIOBEKa WJIM JKMBOTHOI'O, NPOHUKAIOIIWE B OPraHbl, TKAHH OpraHU3Ma YeJOBEeKa WIIN
KUBOTHOTO, TPUMEHSEMbIC JUIsi MPOQPWIAKTHKH, TUATHOCTHUKU (32 WCKIIOYCHHEM BEIISCTB WU UX
KOMOHMHAIIMIA, HE KOHTAKTUPYIOIIUX C OPraHU3MOM 4YeJIOBEKAa WM YKHBOTHOTI'O), JICUCHHUS 3a00JICBaHUS,
peabunuTanyu, sl COXpaHEHUs, MIPEIOTBPALICHUS WIH MPEPhIBaHUs OEPEMEHHOCTH M TIOJyYEHHBIC U3
KPOBH, IUIa3Mbl KPOBH, U3 OPraHOB, TKAHCH OpraHW3Ma 4ejOBEeKa WM )KHBOTHOTO, PACTCHUI, MHHEPAJIOB
METOJIaMU CHHTE3a WM C MPUMEHCHHEM OHMOJIOTHMYECKHUX TeXHONOorui. K JIekapCcTBEHHBIM CpeicTBaM
OTHOCATCS (hpapMaIleBTUYECKHE CyOCTaHIIUH U JICKAPCTBEHHBIC TIPENapaThl;

2) ¢apmaneBTHUECKasT CyOCTaHIUS - JIEKAPCTBEHHOE CPEICTBO B BHJE OJHOTO WIIM HECKOJIBKUX
obnamaromux hapMaKoIOrn4ecKoi aKTUBHOCTBIO JICHCTBYIONIMX BEIIECTB BHE 3aBUCUMOCTH OT ITPUPO/IBI
MPOUCXOXKACHUS, KOTOpPOE MpeaHa3HAueHO ISl TPOU3BOJCTBA, M3TOTOBJICHHUS JIEKAPCTBEHHBIX
IpenaparoB U onpeaesieT ux 3PPeKTUBHOCTD;

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

3) BCIIOMOT'aTCJIBHBIC BCIICCTBA - BCIICCTBA HCOPraHu4CcCKoro nIn OpPraHnu4cCKoro
MMPOUCXOKACHUA, UCITOJIB3YEMBIC B IMTPOLECCE IMPOU3BOACTBA, U3TOTOBJICHUS JICKAPCTBCHHBLIX ITPEIIApaTOB
IJI1 IpUJAaHusa UM HCO6XOI[I/IMLIX (1)I/I3I/IKO-XI/IMI/I‘IGCKI/IX CBOI‘/‘ICTB;

4) nexapcTBEHHBIE Mpenaparsl - JIEKAPCTBEHHBIE CPEIACTBA B BHUAE JIEKAPCTBEHHBIX (HOpM,
OpUMEHsieMble Ui NMPO(UIAKTUKH, JUArHOCTUKU, JI€YeHHMs 3a0oieBaHus, peaOMIuTaluu, A
COXpPaHEHHUs, IPEIOTBPAILICHHSI UITU PEepbIBaHUs OEpEMEHHOCTH;

5) nekapcTBeHHas popma - COCTOSIHUE JIEKApCTBEHHOTO IpernapaTta, COOTBETCTBYOIIEe crocodam
€ro BBEJICHUS U IPUMEHEHHS U 00ECIIeYMBaIOIIee JOCTIKEHIUE HE00X0IMMOTO JieueOHoro A exra;

5.1) mo3upoBKa - cofepKaHue OJJHOTO MU HECKOIBKHUX NEHCTBYIONIUX BEIIECTB B KOJIMYECTBEHHOM
BBIDOKCHUM Ha EIWHUILY J03bl, WIH EIUHUIY 00beMa, WM EIWHUIy MacChl B COOTBETCTBHUHU C
JmeKapcTBeHHOM (opmoit nub0 Isi  HEKOTOPBIX BHUIOB JIEKAPCTBEHHBIX (OPM  KOJIHUYECTBO
BBICBOOOKITAEMOTO U3 JIEKAPCTBEHHOU (POPMBI IEHCTBYIONIETO BEMIECTBA 32 €UHUILY BPEMEHH;

(n. 5.1 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

6) epeyeHb JKU3HEHHO HEOOXOAMMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB - YTBEPKIaeMblii
[TpaButenscTBoM Poccmiickoit ®enepanuy nepedeHb JIEKapCTBEHHBIX IMPENapaToB IS MEAHIIUHCKOTO
MMPUMCHCHUA, O6eCHe‘-H/IBaIOHH/IX MMPHUOPUTCETHEBIC HOTpe6HOCTI/I 3ApPaBOOXPAaHCHUSA B LCIIAX HpO(i)I/IJ'IaKTI/IKI/I
U JedeHus1 3a00JIeBaHUl, B TOM 4YHMCIie Mpeoliagaonx B CTPYKType 3abosieBaeMocTH B Poccuiickoit
denepanuu;

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

6.1) opdanHBIC JIEKapCTBEHHBIE MperapaThl - JIEKAPCTBEHHBIC Npemaparhl, MpeaHa3HAuYCHHBIE
UCKITIOYUTENBHO JUIsl JUArHOCTHKU WM TaTOTEHETHYeCKOro JiedeHHs (JIeYeHUs, HaIpaBJICHHOTO Ha
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

MEXaHU3M pa3BHUTHUs 3a00sIeBaHus) peakuX (ophaHHbIX) 3a00IeBaHul;
(. 6.1 BBeaeH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

6.2) Oumonoruyeckue IEKapCTBEHHBIC TMpernaparbl - JEKapCTBEHHBIC Mpenaparhbl, IEHCTBYIOIIEE
BEIIECTBO KOTOPBIX MPOU3BEICHO WU BBIACICHO M3 OMOJIOTHYECKOTO MCTOYHHMKA W IS ONPEICIICHUS
CBOWCTB M KauecTBAa KOTOPBIX HEOOXOAMMAa KOMOHWHAIMS OWOJIOTUYECKUX H (DU3MKO-XUMUYECKUX
MeTofoB. K  OMoIOTMYecKMM JICKapCTBEHHBIM MperapaTtaM OTHOCATCS HWMMYHOOHOJIOTHYECKUE
JIEKapCTBCHHBIC TIperaparhl, JICKAPCTBEHHBIC MpENapaThl, IMOJYYCHHBIE W3 KPOBH, IUIA3MBl KPOBH
YeJIOBeKa M JKUBOTHBIX (32 MCKIIFOUYCHHEM IEIbHOW KpPOBH), OMOTEXHOJOTMYECKHE JICKApPCTBEHHBIE
npernapaTsl, TeHOTEPANIEBTUICCKIE JIEKAPCTBCHHBIE TIPENapaThl;

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

7) WMMYHOOHMOJIOTHMYECKHE JICKApPCTBEHHBIC TMpenaparhl - JICKApPCTBEHHBIC Mpenaparhl,
npelHa3HauYeHHble A7 (GOPMUPOBAHUS AKTUBHOTO MM TMACCUBHOIO MMMYHHUTETa JTUOO JMArHOCTUKH
HaJIN4Yus HMMYHUTCTA NI JUArHOCTUKU CHCIII/I(l)I/I‘IGCKOFO HpI/IO6peTeHHOFO HU3MCHCHUA
MMMYHOJIOTMYECKOTO  OTBETa Ha  alleprusupyrone BemectBa. K UMMyHOOMONIOTHYECKUM
JICKAapCTBCHHBIM npemnaparam OTHOCSATCA BaKIIUHBI, AHAaTOKCHUHBI, TOKCHUHBI, CBIBOPOTKH,
MMMYHOTJIOOYJIMHBI U aJUIEPTeHBI;

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

7.1) GMOTEXHOJIOTUYECKHE JIEKAPCTBEHHbIE TPenapaThl - JIEKApCTBEHHbBIE MPernapaTsl, IPOU3BOJACTBO
KOTOPBIX OCYIIECTBIISIETCS C UCIOJIb30BAHUEM OMOTEXHOJIOTUYECKUX MPOIIECCOB M METOJIOB (B TOM UHCIIE
JIHK-pekoMOMHAHTHONH TEXHOJOTHH, TEXHOJIOTUHM KOHTPOJIUPYEMOW SKCIPECCHH T'€HOB, KOJIUPYIOLIUX
OMOJIOTMYECKH aKTHBHBIE OCJIKHM B MPOKAPHOTAX M JYKAPUOTAX, BKIFOYAsS HW3MCHCHHBIC KIICTKH
MJIEKOTHUTAOIINX ), THOPUIOMHOTO METO/1a M METOAa MOHOKJIOHAJIbHBIX aHTUTEIL;

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

7.2) TreHOTepaleBTHYECKHE JIEKAPCTBEHHbIE IpenapaTbl - JIEKapCTBEHHBbIE  IIpenaparsl,
(dapmalieBTHUeCKass CyOCTaHIUSI KOTOPBIX SIBJISETCS PEKOMOMHAHTHON HYKJIEMHOBOW KHMCIOTOM WU
BKJIIOYaeT B ce0s pPEKOMOMHAHTHYIO HYKJIEMHOBYIO KHUCIOTY, IO3BOJIIONIYI0 OCYIIECTBIATh
peryiaupoBaHue, penapaluio, 3aMeHy, 100aBIeHUE WIN YAAJICHUE TeHETHUECKOH OCIe10BATENbHOCTH;
(m. 7.2 BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

8) HaApKOTHUYECKHE JICKAPCTBEHHBIE CPEJCTBA - JICKAPCTBEHHBIE MpenapaThl U (papMareBTUYECKUE
CyOCTaHIIMH, COJepKallue HApKOTHYECKHE CpelICTBA M BKIIOUYEHHBbIE B [lepedyeHb HapKOTUYECKUX
CPEICTB, IICUXOTPOIIHBIX BEIIECTB M MX IPEKypCOpOB, NOMIEKAIIMX KOHTpor0 B Poccuiickoin
@denepaunn, B COOTBETCTBHM C 3aKOHOAATeNbcTBOM Poccuiickoil ®enepanuu, MeXAyHApPOIHBIMU
noroBopamu Poccuiickoit @enepannu, B TOM yncie EAMHON KOHBEHIMENH O HAPKOTHYECKHUX CPEICTBAX
1961 rona;

9) ncuxoTponHbIEe JEKApPCTBEHHBIE CPEACTBA - JIEKAPCTBEHHBIE IpenapaTsl U (hapMaleBTHUECKHE
CyOCTaHIINM, COJEpIKalllie ICUXOTPOIHBIE BElIecTBa W BKIIOYeHHble B IlepedyeHb HapKOTHYECKUX
CPEICTB, IICUXOTPOIHBIX BEIIECTB M MX IMPEKypCOpPOB, NOMJEKAIIMX KOHTpolro B Poccuiickoi
@denepanuy, B COOTBETCTBUM C 3aKOHOJATeNbCcTBOM Poccuiickoit denepannu, MeEXAYHApOAHBIMU
noroBopamu Poccuiickoit denepannu, B ToM yuciae KoHBEHIMEN O MCUXOTPOMHBIX BemiecTtBax 1971
roja;

10) paanodapmaneBTHUECKHE JIEKapCTBEHHBIE CpEACTBA - JIEKApPCTBEHHBIE CPEACTBA, KOTOpHIE
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

COJIEp’KaT B TOTOBOM JUIsI MCIIOJIb30BaHUS ()OpME OJUH PAAMOHYKIIH] WM HECKOJIBKO PaTMOHYKIHIOB
(pamnMoaKTUBHBIX U30TOIIOB);

10.1) opurvHampHBIM JEKApCTBEHHBIM Ipenapar - JIEKapCTBEHHBI Ipernapar ¢ HOBBIM
JEUCTBYIOLIMM BELIECTBOM, KOTOPBIM MEpPBBIM 3apeructpupoBaH B Poccuiickoit denepanuu Wik B
MHOCTPAHHBIX TOCYJapCTBAX HA OCHOBAHUU PE3YJIbTAaTOB JOKIMHUUYECKUX MCCIEA0BAaHNUMN JIEKAPCTBEHHBIX
CPEICTB U KIMHUYECKHX HCCIIEeI0OBAaHUI JIEKApCTBEHHBIX IMPEnapaToB, MOATBEPKAAIOIIUX €ro KauyecTBo,
3¢ (HeKTHBHOCTH U 0€30MaCHOCTH;

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

11) pedepeHTHBIN JeKapCTBEHHBIH Mpenapar - JIEKapCTBEHHBIN IpenapaT, KOTOPBIH HCIOJIb3YeTCs
JUIS OLICHKU OMOSKBHUBAJIEHTHOCTU WJIM T€PANeBTUUECKON IKBUBAJICHTHOCTH, KauecTBa, 3P(HEKTUBHOCTH U
0€30MacHOCTH BOCIIPOM3BEJCHHOTO JIEKAPCTBEHHOTO TpernapaTa Wid OMO0aHaJoroBoro (6Momogjo0HOrO0)
JIEKapCTBEHHOTO mpenapara (Ouoanasnora). B xadectBe pedepeHTHOro JeKapCTBEHHOTO IpernapaTa Jyis
MEIUIMHCKOTO TPUMEHEHMsI MCIIONb3YEeTCs OpPUIMHAJIBHBIN JIEKAapCTBEHHBIM Ipernapar Jubo, eciu
OpPUTHHAIIbHBINA JIGKAPCTBEHHBIM Mpernapar He 3aperucTpupoBaH HIM HE HAXOAHWTCS B 0o0opoTe B
Poccuiickoit ®enepanyu 1 He HAXOIUTCS B 000pOTE€ B MHOCTPAHHBIX TOCYAAPCTBAX, BOCIIPOU3BEICHHBIHI
JIEKapCTBEHHBIN MperapaT Wi 0MoaHaIoroBbIi (OMOOA00HBIN) JIeKapCTBEHHBIN ITpenapar (OnoaHaior),
KOTOPBIA TEPBBIM 3aperucCTPUPOBAH W3 4MCIAa Haxondmuxcsi B obopore B Poccuiickoit denepanuu,
OMOPKBUBAJIGHTHOCTh WJIM  TEPaleBTUYECKash JKBUBAJIEHTHOCTh, KadecTBO, J(O(PEKTUBHOCTH H
0€30MacHOCTh KOTOPOTO OIEHUBAJIKCH 110 OTHOIICHHIO K OPUTHHAIBHOMY JIEKApCTBEHHOMY Ipernapary, a
Takke KadecTBO, 3(PPeKTUBHOCTH U 0O€30MaCHOCTh KOTOPOTO MOATBEPKIAIOTCA pPe3yabTaTaMH
(apMakoHaa30pa U MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEICTB, HAXOMAAILIMXCS B TPAXKTAHCKOM
000pOTe, YCTAaHOBIIEHHBIM TpeOOBaHMIM K MX KadecTBY. B kauecTBe pedepeHTHOro IeKapCTBEHHOIO
mpernapata JUisli BETEPUHAPHOTO INPUMEHEHMs] HCIIOJIb3YeTCSl JIEKAPCTBEHHBIM Ipernapar  Juid
BETEPUHAPHOTO TPUMEHEHUs, 3apeructpupoBaHHbli B Poccuiickoit ®enepanuu Ha OCHOBaHUU
PE3yJIbTaTOB JOKIMHUYECKUX HCCIIEJOBAHUM JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKUX HCCIIETOBaHHUM
JIEKapCTBEHHBIX MPENapaToB, NOATBEPKIAOIIUX €0 Ka4eCcTBO, 3PPEKTUBHOCTh U OE30MACHOCTbD;
(m. 11 B pen. denepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

12) Bocipou3BeICHHBII JIEKAPCTBEHHBIN Mpenapar - JeKapCTBEHHBIN MpenapaT sl MEAUIIHHCKOTO
MPUMEHEHHUsI, KOTOPHIH HMMEET HSKBUBAJEHTHBIM pedepeHTHOMY JICKapCTBEHHOMY Ipemnapary
KaueCTBEHHBIM COCTaB M KOJMYECTBEHHBIM COCTAaB JCHCTBYIOLUIMX BEIIECTB B 3KBUBAJICHTHOMU
JIeKapCTBeHHOU (opme, OO JIEKapCTBEHHBIN Mpernapar sl BETEPUHAPHOTO MPUMEHEHHS, KOTOPBIMA
UMEeeT TaKue ke, 4YTO M pedepeHTHhI JIeKapCTBEHHBIM TMpemapaT, KaueCTBEHHBIM COCTaB H
KOJIMYECTBEHHBI  COCTaB  JIEMCTBYIOIIMX BEMIECTB B TaKOW K€ JIeKapCTBEHHOM  ¢opme,
OMODKBHBAIGHTHOCTh ~ WJIM  TepameBTUYecKas JKBHUBAJIEHTHOCTh KOTOPHIX  COOTBETCTBYIOIIEMY
pedepeHTHOMY JIEKapCTBEHHOMY TIpernapary MoATBEPKIEHA COOTBETCTBYIOIIMMH HCCIIEIOBAHUSMH;

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

121) TEPANICBTUYCCKAA SKBUBAJICHTHOCTD JICKAPCTBCHHBIX MPENApaToB - JOCTUIKCHHUE KIIMHUYCCKU
COIIOCTAaBUMBIX TepaneBThYeckoro s¢dexra U mnokaszarened 3(h(HEeKTUBHOCTH U OE30MaCHOCTH TpH
MNPUMEHCHUN JICKAPCTBCHHBIX IIpPCIaparoB A MEAULNUHCKOIO HNPHUMECHCHHA, HMMCIOINIUX OJHO
MEXIYHapOJAHOE HENAaTEeHTOBAaHHOE (MJIM XHMMHUYECKOE, WM TPYNIHPOBOYHOE) HAUMEHOBAHME, B
OKBHUBAJICHTHBIX JO3HMPOBKax IO OAHUM M TEM XK€ IMOKa3aHUAM K NPUMCHCHHIO W IIPpU OJWHAKOBOM
crioco0e BBEJICHHs Y OIHOM U TOH k€ TPYIIBI OOJIbHBIX;

(m. 12.1 B pea. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

12.2) 6uoananoroBbsiii (0MOMOMO0HBIN) JEKApCTBEHHBIN Mpenapar (0noaHayor) - OHOJIOTUYECKHUA
JICKapCTBEHHBIM Ipernapar, CXOXKUil 10 MapaMerpaM KadecTBa, 3((EKTUBHOCTH M OE30IIaCHOCTH C
pedepeHTHBIM OMOJIOTHYECKUM JIEKAPCTBEHHBIM IIpEnapaToM B TaKOH e JieKapcTBeHHOW Qopme u
MMEIOIINHI UICHTUYHbIN c110cO0 BBEACHNUS;

(m. 12.2 BBeneH PenepasibHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

12.3) B3amMo3aMEHsAEMBbIA JICKAPCTBEHHBIN Tpenapar - JEKapCTBEHHBIN IperapaT ¢ JI0Ka3aHHOMN
TEPaneBTUUECKOW HKBUBAICHTHOCTHIO WM OHOIKBHUBAJICHTHOCTHIO B OTHOIICHWH pedepeHTHOTO
JIEKapCTBEHHOT'O IpernapaTa, UMEIOINNA SKBUBAJIEHTHBIE €My Ka4eCTBEHHBIN COCTaB U KOJIMYECTBEHHBIH
COCTaB JICUCTBYIOIINX BEIIECTB, COCTAB BCIIOMOTATEIbHBIX BEUIECTB, JEKAPCTBEHHYIO (JOpPMY H CIIOCO0
BBEJICHUS;

(m. 12.3 BBeneH PenepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

12.4) OWODKBUBAJECHTHOCTh JIEKAPCTBEHHBIX IMPEMapaToB - JIOCTHIKEHHE COMOCTaBUMBIX
MOKa3aTeJIe CKOPOCTU BCACHIBAHUSA, CTEIICHH MOCTYIUICHUS K MECTY JEUCTBUS U CKOPOCTU BBHIBEIACHUS
OJTHOTO WJIM HECKOJBKHUX OO0afaronux (HhapMaKoIOTHYeCKON aKTUBHOCTBHIO JAEHCTBYIOUIMX BELIECTB MpPU
MPUMEHEHUU JIEKAPCTBEHHBIX IMpenapaToB I MEAUIIMHCKOTO TMPUMEHEHHS, HWMEIOIUX OJHO
MEXIYHapOJAHOE HEMaTeHTOBaHHOE (MM XHMMHUYECKOE, WU TPYININHPOBOYHOE) HAUMEHOBAHHE, B
SKBUBAJICHTHBIX JJO3UPOBKAX U IMPU OJMHAKOBOM CIIOCOOE BBEIICHNS,

(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 TPOM3BOJICTBA JICKAPCTBEHHBIX CPEACTB OPraHW3alMsIMH - I[POU3BOJAUTEIISIMU
JIEKaPCTBCHHBIX CPEJICTB WJIM WU3TOTOBJICHHS JICKAPCTBEHHBIX IMPEMApaToB aNTCUYHBIMH OpPTaHHU3aIUsIMHU,
BETCPUHAPHBIMU aNTCYHBIMH OpPTaHHU3AIUSIMHU, MHIMBUIYAJIbHBIMH TMPEANPHHAMATEISIMEI, UMEIOIIUMU
JUIICH3MIO HA (papMareBTUYECKYIO IeATEIbHOCTD;

14) nexapcTBEHHBIN pacTUTEIbHBIN Npenapar - JeKapCTBEHHBIM Npenapar, NpOU3BEACHHBIH WIH
M3TOTOBJICHHBIN M3 OAHOTO BUJA JIEKAPCTBEHHOTO PACTUTEIBHOTO ChIPbs WM HECKOJIBKUX BUI0B TaKOTO
CBIPbS U pealn3yeMblil B pacpacoBaHHOM BH/JIE€ BO BTOPHUHON (IOTPEOUTENBCKOMN) YITaKOBKE;

15) romeonaruyeckuil JeKapCTBEHHBIN Mpenapar - JeKapCTBEHHbIN Mpenapar, IPOU3BEACHHbIN WIH
M3TOTOBJICHHBI W3  (papManeBTHUECKOM cyOcTaHIMM Wi (apMaleBTHUECKUX CyOcTaHIMi B
COOTBETCTBUM C TpeOOBaHUSAMHU OOHIMX (hapMaKONEWHBIX CTaTe K roOMEeoNnaTH4YeCKUM JIEKapCTBEHHBIM
mpernapataM WIM B COOTBETCTBUU C TpeOOBaHMAMM (apMakolen CTpaHbl MPOU3BOAUTENS TaKOTO
JIEKApCTBEHHOTO Mperapara;

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

16) MexTyHApOHOE HEITATEHTOBAHHOE HANMEHOBAHHUE JICKAPCTBEHHOTO CPEJICTBA - HANMEHOBAHUE
JCHCTBYIONIETO  BellecTBa  (papMalleBTUYECKOW  CyOCTaHIIMHM, pPEKOMEHJOBaHHOe BcemupHoii
OpraHM3aIHeH 3IPaBOOXPAHCHUS;

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

17) TOproBoe HaWMMEHOBaHWE JICKAPCTBEHHOTO CpPEJICTBA - HAWMEHOBAHHE JIEKAPCTBEHHOTO
CpeICTBa, NPHUCBOEHHOE €ro pa3padOTUMKOM, JepKaTelleM WM BIAAETbIEM PETUCTPALMOHHOTO
YIOCTOBEPEHUS JICKAPCTBEHHOTO Ipernapara;

(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

17.1) rpynnupoBOYHOE HAUMEHOBAaHUE JIEKAPCTBEHHOI'O  IIpernapara - HaWMEHOBaHHE
JIEKapCTBEHHOT'O Ipernapara, He MMEIOIIEro MeKIYHapOJHOI0 HENaTeHTOBAHHOI'O HAaMMEHOBAHMSA, WU
KOMOWHAIIMK JICKAPCTBEHHBIX MPENapaToB, HCIOJb3yeMOE B LENAX OOBEIUHEHUS WX B TPYIIY IOA
€IMHBIM HAaMMEHOBAHUEM UCXOJsl U3 OJIMHAKOBOI'O COCTaBa JACHCTBYIOLIUX BEIIECTB;

(m. 17.1 BBeneH PenepasibHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

18) obmras papmakoneitHas cTaThs - JOKYMEHT, YTBEPKIACHHBIH YITOJIHOMOUYEHHBIM (heiepaabHbIM
OpPraHOM HCTIOJHUTEIHHOM BIACTH M COJACPXKAIIUU TEepedyeHb MOKa3aTele KadecTBa U (MJIM) METOJOB
KOHTPOJISI KavyecTBa KOHKPETHOW JICKApCTBEHHOW (OPMBI, JICKAPCTBEHHOTO PACTUTEIBHOTO CHIPbS,
OMMHCAHUsI OMOJIOTHYECKUX, OMOXUMUYECKIX, MEKPOOHOIOTHIECKIX, (PU3UKO-XUMHUYECKUX, (DU3HUECKUX,
XUMHYECKHX W JPYTMX METOJIOB aHajimW3a JICKQpCTBEHHOTO CpPEJICTBA, a TakXKe TpeOOBaHHS K
UCIONIb3YEMBIM B LEJISAX TPOBEJACHHS JAHHOTO aHajW3a pEaKkTUBaM, TUTPOBAHHBIM pPAaCTBOpPAM,
HHMKATOpaM;

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

19) dapmakoneiiHas cTaTbsi - JOKYMEHT, YTBEPXIEHHBIH YIOJIHOMOYEHHBIM (eaepanbHbIM
OpPraHOM HCIOJHUTENIBHOM BJIACTH U COJEpXKAIINN ITepeueHb MoKa3aTelel KauecTBa U METOJJ0B KOHTPOJIS
Ka4yecTBa JIEKAPCTBEHHOTO CPE/CTBA;

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

19.1) crangapTHbeie 00pa3Ilbl - BEIIECTBA, MOCPEACTBOM CPABHEHUSI C KOTOPBHIMU OCYIIECTBIISETCS
KOHTPOJIb KayecTBa HCCIICyeMbIX JIEKAPCTBEHHBIX CPEACTB C TIOMOIIBIO (DH3UKO-XUMHUYECKUX U
OMOJIOTrMYECKUX METO/OB B LIESIX MOATBEPKICHHSI COOTBETCTBUS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUAM
HOPMAaTHUBHOM JOKYMEHTAIIMH, YCTAHOBJICHHBIM MPU OCYIIECTBICHUH TOCYJIapCTBEHHON perucTpanuu, u
KOTOpbI€ MPUMEHSIOTCS Ui KaTuOpOBKHU CTaHIAPTHBIX 00pa3loB MPOU3BOAUTENS JIEKAPCTBEHHBIX
CPEIICTB, HMCIIOJI3YEMBIX JJIsI KOHTPOJISI KAaueCTBa WM HHBIX LeJed mpu oOpalieHUuu JIeKapCTBEHHBIX
CpPEICTB;

(m. 19.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

19.2) dapmakoneliHplii cTaHIApTHBIA o0pa3el - CTaHAApPTHBIM oOpasel, NpOU3BEIECHHBIH B
COOTBETCTBHH C (papMaKoneitHON cTaThel;
(1. 19.2 BBenien denepanbHbIM 3akoHOM 0T 22.12.2014 N 429-03)

20) HOpMaTHBHas JOKyMEHTalUs - JOKYMEHT, COJAEpXalluii MepeyeHb OINpeAeNsieMbIX II0
pe3yibTaTaM COOTBETCTBYIOIIMX JKCIEPTHU3 IIOKa3aTeled KayecTBa JICKAPCTBEHHOIO CpEeACTBa MJIA
MEIULMHCKOTO IPUMEHEHMS], METOJIOB KOHTPOJIS €r0 Ka4eCTBa M YCTAaHOBJIEHHBIN €r0 MPOU3BOIUTEIIEM;

21) HOPMATUBHBINA JOKYMEHT - TOKYMEHT, COJIep Kall1il epedeHb ONpeesieMbIX M0 pe3ylbTaTaM
COOTBETCTBYIOIIMX JKCHEPTHU3 TOKa3aTeleld KayecTBa M (WJIM) METOJOB KOHTPOJISI KadyecTBa
JeKapCcTBEHHON  (opMbl, omucaHus OHONIOTUYECKUX, OHOXMMHUYECKHX, MHUKPOOHMOJIOTHUECKUX,
(GU3UKO-XMMHUYECKUX, (PU3NUECKUX, XUMUYECKUX U JPYTrUX METOJIOB aHalM3a JEKAapCTBEHHBIX CPEICTB
JUIs. BETEPUHAPHOTO NMPUMEHEHUsI, TpeOOBaHUs K MCIOJIb3yeMbIM B LIEJSIX NMPOBEJACHUS JAHHOTO aHaIn3a
peakThBaM, TUTPOBAHHBIM PACTBOPAM, NHINKATOPaM U YCTAHOBIIEHHBIN €r0 IPOU3BOAUTENIEM;

21.1) oOumii TeXHWYECKHH JOKYMEHT - KOMIUIEKT JOKYMEHTOB M MAaTe€pHajioB, COCTOSALIMHA U3
HECKOJIbKUX  pa3/ieioB -  JOKYMEHTallud  aJMHUHHCTPATUBHOTO  XapakTepa,  XHUMHYECKOH,
¢dapmarieBTHYeCKOH M OMOJIOTMUECKOW JTOKyMEHTaluH, (apMaKoJIOTHYEeCKOH, TOKCHKOJIOTHYECKOM
JOKYMEHTAIlMH, KIMHUYECKON JOKYMEHTAIlMM M TPEJCTAaBIIIEMbIl OJHOBPEMEHHO C 3asBICHHEM O
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?:Ele‘?:;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Hata coxpaenms: 03.05.2023

rOCYJapCTBEHHOM pErucTpaIiy JEeKapCTBEHHOTO Mpenapara sl MeIMIIMHCKOTO IPUMEHEHus B popmare,
YCTQHOBJIEHHOM YIIOJTHOMOUYEHHBIM (pe/iepanbHbIM OpraHOM UCIIOJHUTEIbHOM BIIACTH;
(m. 21.1 BBenen PenepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

22) Ka4ecTBO JIEKAPCTBEHHOI'O0 CPE/CTBA - COOTBETCTBUE JICKAPCTBEHHOI'O CPEICTBA TPEOOBAHUIM
(apMakonelHoi cTaThby MO0 B CIIydae €e OTCYTCTBUS HOPMATUBHOM TOKYMEHTALMU WJIM HOPMATUBHOTO
JNOKYMEHTA,

23) 0e30macHOCTh JIEKAPCTBEHHOI'O CPEICTBA - XapaKTEPUCTHKA JIEKAPCTBEHHOI'O CpE/CTBa,
OCHOBaHHAsl HA CPAaBHUTEIIFHOM aHaJIM3e ero 3()(HEeKTHBHOCTH U PUCKA IPUYMHEHHUS BPEAa 310POBBIO;

24) > ¢eKTUBHOCTh JEKAPCTBEHHOTO Mperapara - XapaKTepHCTUKa CTENEeHH IOJO0KHUTEIbHOTO
BIMSIHUSA JIEKapCTBEHHOI'O IIpernapara Ha TE4YeHHE, MPOAOJDKUTEIbHOCTh 3a00JI€BaHUs MM €ro
IIPEJOTBpAllEHHE, peaOUINTALUI0, HA COXPAaHEHUE, IPEIOTBPAILEHIE WK IPEPbIBaHNE OEPEMEHHOCTH;

25) CepuA JICKAPCTBCHHOI'O CPCACTBa - KOJIHMYCCTBO JICKAPCTBCHHOI'O CpEACTBA, IIPOU3BCACHHOC B
PE3YIBTATC OAHOTO TEXHOJOTMYCCKOr'o HUKJIa €TI0 MPOU3BOAUTCIICM,

26) perucTpaloHHOE yIOCTOBEPEHHE JICKAPCTBEHHOTO MpernapaTa - JTOKYMEHT, MOATBEP>KIAt0IIHii
(akT rocyrapcTBEeHHOW PErHCTPALINY JIEKAPCTBEHHOTO TIpenapara;

26.1) nepskaTenb WM BIafelNel] PEruCTPAllMOHHOTO YJOCTOBEPEHUS JIEKAPCTBEHHOTO Mperapara -
pa3paboOTYMK JICKApPCTBEHHOTO CPEJICTBA, IPOU3BOJUTENB JICKAPCTBEHHBIX CPEJICTB WM HHOE
IOpUANYECKOe JIHIO, oOJajaroliee MpaBOM BIAJEHUS PErHCTPAMOHHBIM YIOCTOBEPEHHUEM, KOTOpHIE
HECYT OTBETCTBEHHOCTh 32 KauecTBO, 3(h(heKTUBHOCTH M O€30MaCHOCTH JIEKAPCTBEHHOTO TpenapaTra;

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

27) perucTpaiioHHbI HOMEp - KOJO0BOE 00O3HAYCHHUE, MPUCBOCHHOE JIEKAPCTBEHHOMY TIperapary
IIPU €r0 TOCYAAPCTBEHHOW PErHCTPALIUY;

28) oOpamieHne JEKApCTBEHHBIX CPEACTB - pa3paboTKa, TOKIWHUYECKHUE HCCIEIOBAHUSA,
KIIMHUYECKHE MCCIEI0BaHMUs, IKCIEPTH3a, TOCYIapCTBEHHAs] pErUCTpallys, CTaHAapTU3alUs U KOHTPOJIb
Ka4yecTBa, MPOU3BOJICTBO, U3TOTOBJIICHUE, XPAHEHHE, NTEPEBO3Ka, BBO3 B Poccuiickyro denepannio, BEIBO3
u3 Poccuiickoii denepanuu, pekiaama, OTIYCK, pealu3alus, mepefada, MPUMEHEHHE, YHUUYTOKEHUE
JIEKapCTBCHHBIX CPEJICTB;

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

29) cyObekTbl O0OpalleHMs] JIEKapCTBEHHBIX CpPEACTB - (U3WYECKHEe I, B TOM YHUCIE
UHIVBUAYAJIBHBIE TNPEAIPUHAMATENN, U IOPUAWYECKHE JIMLA, OCYILECTBISIOIIUE AEATEIbHOCTh IIPH
oOpallleHuH JIEKapCTBEHHBIX CPEJICTB;

30) pa3paboTUuK JIEKApPCTBEHHOTO CPEJICTBA - OpraHu3aIys, o0Jaaomas mpaBaMyd Ha Pe3yabTaThl
JOKIIMHHUYECCKUX I/ICCJ'IGJIOBaHI/Iﬁ JICKAPCTBCHHOT'O CpeacTna, KIIMHUYECKHUX I/ICCJ'Ie)IOBaHI/Iﬁ
JIEKApCTBEHHOTO MpernapaTa 1 (UJM) Ha TEXHOJIOTHIO MPOU3BO/ICTBA JIEKAPCTBEHHOI'O CPE/ICTBA;

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

31) MPOU3BOACTBO JICKAPCTBCHHBIX CPCACTB - HACATCIBHOCTH IO IMPOU3BOACTBY JICKAPCTBCHHBIX
Cp€ACTB OpraHU3alUsAMU - MPOU3BOJUTCIIAMU JICKAPCTBCHHBIX CPCIACTB Ha 0}1HOI71 CcTaanuu, HECKOJBKUX
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

HJIM BCCX CTAAUAX TCXHOJIOTHYCCKOI'O IPOLCCCa, a TAKIKC MO XPAaHCHHUIO U pCain3dallui INPOU3BCICHHBIX
JICKApCTBECHHBIX CPCIACTB;

31.1) mpou3BOACTBEHHAS IUIOMIA/IKA - TEPPUTOPUATBHO 000COOICHHBI KOMIUIEKC MPOU3BOAUTEIS
JICKapCTBEHHBIX CPEJACTB, IPEIHA3HAUYEHHBIM [UIi BBIIOJHEHUS BCEro IIpolecca IPOU3BOACTBA
JICKApCTBEHHBIX CPEJCTB WIIM €r0 ONPEICTICHHON CTaNuu;

(n. 31.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

32) nmpou3BOAUTENb JEKAPCTBEHHBIX CPEACTB - OpraHu3alusi, OCYIIECTBISAIONIAs MPOU3BOJCTBO
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU C TpeOOBaHUAMHU HacTosAwero denepaabHOro 3aK0Ha;

33) ¢apmaneBTHYeCKas AEATEIBHOCTD - JIEATEILHOCTh, BKIIOYAONIAsi B ce0sl ONTOBYIO TOPTOBIIO
JEKapCTBEHHBIMU  CPEICTBaMH, HMX XpaHEHHE, TMEpeBO3Ky M (WIM) pPO3HUYHYIO  TOPTOBIIO
JICKApCTBCHHBIMU IpcriaparamMy, B TOM YHUCIC IOUCTAHLIUMOHHBIM CHOCO6OM, HX OTIIYCK, XpaHCHHUC,
NePEBO3KY, N3TOTOBJICHHUE JIEKAPCTBEHHBIX MPETapaToB;

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

34) opraHuzamUs  ONTOBOM TOPrOBJIM  JIGKAPCTBEHHBIMU CpPEIACTBAMH -  OpTaHU3aIlMs,
OCYIIECTBJISIIOINIAs ONTOBYIO TOPTOBIIO JIEKAPCTBEHHBIMH CPEACTBAMH, HUX XpaHEHHUE, IMEPEBO3KY B
COOTBETCTBHUH ¢ TpeOoBaHUSIMU HacTosero deaepaabHOro 3aK0HA;

35) anTeyHas opraHu3anus - OpraHW3alus, CTPYKTYPHOE TMOIPA3JCICHUE MEIUIIMHCKON
OpraHu3aluK, OCYLICCTBISIONINE PO3HHYHYIO TOPTOBIIO JICKAPCTBEHHBIMH IIperapaTaMu, B TOM YHCIe
JMCTAaHIIMOHHBIM CIIOCOOOM, XpaHEHHE, TIEPEBO3KY, U3TOTOBJICHUE U OTITYCK JICKAPCTBEHHBIX MPENapaToB
ISl METUIIMHCKOTO IIPUMEHEHHUS B COOTBETCTBUH € TPeOOBaHUSIMU HacTosiiero deaepaipHOro 3aKoHa;
(B pen. DenepanbHbix 3akoHOB 0T 25.11.2013 N 317-®3, ot 03.04.2020 N 105-D3)

36) BerepuHapHas anTe4yHas OpraHU3alMsg - OpraHu3alys, CTPYKTYpHOE MOojApa3felicHue
BETEpUHAPHOW OpPTaHU3aIMH, OCYIIECTBISIONINE PO3HUYHYIO TOPTOBIIO JIGKAPCTBEHHBIMHU TIperapaTaMHu,
B TOM UYHCJIE€ JAMCTAaHIMOHHBIM CIOCOOOM, XpaHEHHE, H3TOTOBJIIEHHME W OTHYCK JIEKAPCTBEHHBIX
npemnaparoB [jid BETCPUHAPHOI'O MNPHUMCHCHUA B COOTBCTCTBHUH C Tpe6OBaHI/I$[MI/I HaCTOAIICTO
denepanbHOro 3aKOHA;

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

37) dbanpcuduIpoBaHHOE JIEKAPCTBEHHOE CPEJCTBO - JEKAPCTBEHHOE CPEICTBO, COMPOBOKIAEMOE
JIO’KHOU MH(OpMAIUel 0 er0 COCTaBe U (UITK) TIPOU3BOIUTEIIE;

38) HemoOpoKayecTBEHHOE JIEKApCTBEHHOE CpPEICTBO - JIEKAPCTBEHHOE CPEACTBO, HE
COOTBETCTBYIOIIEE TpeOOBaHUSIM (hapMaKOINEeWHON CTaThu JIMOO B Cllydae €€ OTCYTCTBUS TpPeOOBaHUSIM
HOPMaTUBHOM JOKYMEHTAllUHM UM HOPMATUBHOT'O IOKYMEHTA;

39) koHTpadakTHOE JIEKAPCTBEHHOE CPEJICTBO - JIEKAPCTBEHHOE CPEACTBO, HAXOIsIIeecs B 000poTe
C HapyIICHUEM I'PaXJIaHCKOTO 3aKOHOIATEIbCTBA;

40)  [OKIMHMYECKOE  HCCIEeOBaHME  JIEKAPCTBEHHOI'O  CpeACTBA -  OMOJIOTMYEcKHe,
MUKpPOOUOIOTHYECKHE, UMMYHOJIIOTHUECKUE, TOKCHKOIOTUYECKHE, (apMaKoJoruveckue, (usudeckue,
XUMUYECKUE U APYTHE UCCIEIOBAHUS JIEKAPCTBEHHOT'O CPEICTBA MMyTEM NMPUMEHEHUsI HAYYHBIX METOJIOB
OILICHOK B LIEJISIX TOMYYEHUS TOKA3aTeNbCTB O€30MacHOCTH, KayecTBa M 3((HEKTUBHOCTH JIEKAPCTBEHHOTO
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?:Ele‘?:;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 03.05.2023

CpEICTBa;

41) KIMHMYECKOE WCCIIEOBAaHHE JICKApPCTBEHHOIO TIIperapara - HU3y4YeHHE JHAarHOCTUYECKHX,
7eueOHbIX, MPOPUIAKTUIECKUX, (ApPMAKOJIOTHYECKUX CBOMCTB JICKAPCTBEHHOIO Iperapara B Ipolecce
ero TPUMEHEHHs Y 4YeJOBEeKa, XMBOTHOTO, B TOM 4YHCJE IPOLIECCOB BCACBIBAHMSA, pacIpeieiIeHus,
HU3MCHCHUA W BBIBCACHUA, IIYTCM I[PUMCHCHUA HAYUYHBIX MCETOAOB OLCHOK B MHOCIAX IMOJYYCHHA
J0Ka3aTelIbCcTB 0e30MmacHOCTH, KadecTBa M 3((EKTHBHOCTH JICKAPCTBEHHOTO IIpenapara, JaHHBIX O
HCKCJIATCIIbHBIX PCAKIUAX OpraHni3Ma 4YCJIOBCKA, KHBOTHOIO Ha HNPUMCHCHHC JICKAPCTBCHHOI'O
npenapara U 00 3ddekre ero B3aMMOAEHCTBHSA C APYTMMH JIEKaPCTBEHHBIMHU IperapaTaMu U (W)
[UIIEBLIMU IPOAYKTAMH, KOPMaMU;

42) MHOTI'OLICHTPOBOC KIIMHUYCCKOC HCCICAOBAHUE JICKAPCTBCHHOI'O IIpe€riapaTta ajd MCAUIIMHCKOI'O
MNPpUMCHCHUA - KIIMHHUYCCKOC HCCICAOBAHUC JICKAPCTBCHHOI'O IIpfliapara e MCAUIMHCKOI'O
INPpUMCHCHUA, IIPOBOAUMOC p33pa6OT‘lI/IKOM JICKAPCTBCHHOT'O IIpCIllapaTa B ABYX U boiee MCAOAUIIMHCKHUX
opranm3anusiax 1Mo €AMHOMY IMPOTOKOJIY KIIMHUYCCKOTO UCCICAOBAHUS JICKAPCTBCHHOTI'O IIpCIiapara,

43) MCKAYHAPOAHOC MHOI'OLICHTPOBOC KIIMHHUYECKOC HCCICHOBAHHUC JICKAPCTBCHHOI'O IIpCIiapara
AJad MECAWLUHCKOTO MPUMCHCHHA - KIMHUYCCKOC MCCICIOBAHUC JICKAPCTBCHHOI'O IIplriapara IJId
MCAUIUHCKOI'O IIPUMCHCHUA, ITPOBOJHUMOC pa3pa6OT‘II/IKOM JICKAPCTBCHHOI'O IIpfIiapara B pPa3JIMYHBbIX
CTpaHax Imo €AMHOMY IMPOTOKOJIY KIIMHUYCCKOIO UCCIICAOBAHUA JICKAPCTBECHHOTI'O IIpCIiapara,

44) MOCTPEerucTpalMOHHOE KIMHUYECKOE HCCIEIOBaHUE JICKAPCTBEHHOIO TMpemapara Uit
MEIUIIMHCKOTO TPUMEHEHHUS - KIMHUYECKOE HCCIIeIOBAHUE JICKAPCTBEHHOI'O Ipenapara s
MEAHUIIMHCKOTO MPUMEHEHUS, TPOBOJAUMOE MPOU3BOIUTENIEM JIEKAPCTBEHHOI'O Mpenapara, IrpaxaaHCKHii
000pOT KOTOPOTO OCYIIECTBIIIETCS TOCJIE TOCYAAPCTBEHHOW PETUCTpAIMH, B IESAX JAOMOJHHTEIBHOTO
cbopa IaHHBIX 0 ero 6e30macHOCTH U YPGEKTUBHOCTH, PACIIUPEHHS TOKa3aHUI K MPUMEHEHHUIO JaHHOTO
JIEKApCTBEHHOTO MperapaTa, a TAk)Ke BBISIBJICHUS HEXKENATEeIbHBIX PEaKINil MaIMEHTOB Ha €Tr0 JICUCTBHE;

45) wuccrenoBaHue OMOAPKBUBAJIEHTHOCTH JIEKAPCTBEHHOTO Ipemapara - BUJA KIMHUYECKOTO
HCCIIEJOBAaHMS JIEKAPCTBEHHOTO Ipenapara, MPOBEAEHHE KOTOPOTO OCYLIECTBISETCS IS ONpeAeTIeHUs
CKOPOCTH BCAaChIBaHMs U BBIBEJICHHS OJHOIO WM HECKOJBKHX OOJagaromux (apMakoJIOrH4ecKoil
aKTUBHOCTBIO JICHCTBYIOIIMX BEHIECTB, KOJWYECTBA JICKAPCTBEHHOTO IMIperapara, IOCTUTAOIIETO
CHCTEMHOTI'0 KpPOBOTOKA, W Pe3yJbTaThl KOTOPOTO IMO3BOJIAIOT CJeNaTh BBIBOJ O OMO’KBUBAJIEHTHOCTH
BOCIIPOM3BEICHHOTO JIEKAPCTBEHHOTO MpenapaTa B ONPE/IEIEeHHbBIX JIEKapCTBEHHON (opme u 103UpOBKeE,
COOTBETCTBYIOLINX (hOpME U JO3UPOBKE pehepeHTHOro JIEKapCTBEHHOT'O MTpenapara;

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

46) wuccienoBaHUWE TEpaNeBTUYECKOM HKBUBAIEHTHOCTH JIEKApPCTBEHHBIX MPENapaToB - BHJ
KJIMHAYECKOT0 MCCIIEOBAHNUs JIEKAPCTBEHHBIX MPENapaToB, MPOBEICHNE KOTOPOr0 OCYIIECTBIAETCS IS
BBISIBIIEHUS] OJTMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX MPENApaTOB ONpPEIeIEHHON JeKapCTBEHHOH (opMBl, a
TaKK€ HaJIWuus OJMHAKOBBIX TIIOKa3aTened Oe30macHOCTM M 3(PPEKTUBHOCTH JIEKAPCTBEHHBIX
MpernapaToB, OJJUHAKOBBIX KIMHUYECKUX 3(P(PEKTOB NMpH UX NPUMEHEHHH;

47) npOTOKOA KJIMHUYECKOTO HCCIIEIOBAHMSI JIEKapCTBEHHOIO Mpernapara - JOKYMEHT, B KOTOPOM
OTIpeNIeNIAIOTCS 11eH, (POPMBI OpraHU3allMi U METOJOJIOTUS MPOBEACHUS KIMHUYECKOTO MCCIIEeIOBAHUS,
CTaTUCTUYECKUE METO/bl 00pabOTKM pe3ylbTaTOB TAaKOI'O HCCIEAOBAHHUS M MeEpbl MO OOECTeYeHHUIO
06e30macHOCTH (U3MYECKUX JIMI, YYAaCTBYIOIIUX B KIMHUYECKOM MCCIIEJOBAHUU JIEKAPCTBEHHOTO
npernapara;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

48) Oporrtopa MccIea0BaTeNs - CBOAHOE U3JI0KEHUE PE3YNIbTATOB JOKIUHUYIECKOTO MCCIICTOBAHMS
JICKQpPCTBEHHOTO CPEJICTBA M KIMHWYECKOTO WCCICNOBAaHMS JICKAPCTBEHHOTO Iperapara s
MCIUIUHCKOI'O IPUMCHCHUA

49) uHpopMaLMOHHBII JIMCTOK MAalMEHTa - JOKYMEHT, B KOTOPOM COJepkKaTcs B JOCTYMHOU Gopme
CBEJICHUsI, Kacalolllhecs MPOBOJUMOIO KIMHUYECKOTO HCCIEAOBaHUsS JIGKAPCTBEHHOTO Mpemnapara, U B
MUCbMEHHON (opme 100pOBOJIBHOE cOTJIacHe MallMeHTa Ha y4yacTHE B KIMHMYECKOM HCCIIEIOBAHUU
JICKQpCTBEHHOTO TIpernapara Mocje O3HAKOMJICHHS C OCOOCHHOCTSIMH KIMHHYECKOTO HCCIIEIOBaHMS,
MMEIOLIUMU 3HAYCHUE JJIs BBIPAXKEHUS TAKOTO COTJIACHS;

50) nobouyHoe neHcTBUE - pEaKUusl OpraHu3Ma, BO3HHUKIIAs B CBA3M C IPUMEHEHUEM
JICKQpCTBEHHOTO TMIperapara B 032X, PEKOMEHIYEMbIX B HHCTPYKIMU IO €ro NPUMEHEHUIO, JUIs
npoUIaKTUKH, AMATHOCTUKH, JICUCHUS 3a00JICBAaHUS WIH I PeaOuINTALNN;

50.1) HexenarenmpHas peaklUMsl - HEMpeJHAMEpeHHas HeOmarompusiTHas peakius OpraHu3Ma,
KOTOPasi MOKET OBITh CBsI3aHA C IPUMEHEHUEM JIEKAPCTBEHHOTO Mpernapara;
(m. 50.1 BBenen @enepasibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

51) cepre3Has HeenareiabHas pPEaKIUs - HEXKeJaTelbHas peaklus OpraHu3Ma, CBsI3aHHas C
MIPUMEHEHHEM JIEKQpCTBEHHOTO IMpernapara, MpHUBEAIIas K CMEPTH, BPOXKIACHHBIM aHOMAIHSIM WM
MOpOKaM Pa3BUTHUS JIMOO MPENCTaBISAONIass COOOW Yrpo3y JKM3HHU, TpeOyromas TOCHUTAIH3AlNHA MU
MpUBE/IIAs K CTOUKON yTpaTe TPYA0CIOCOOHOCTHU U (UITH) UHBATUAHOCTH;

52) HCMIPCABHUACHHAA HECKCIATCIIbHAA PCaKIUd - HEXKEIATCIbHAsA PCAKLUA OpraHu3Ma, KOTOopas
CBsi3aHA C TPUMCHECHHEM JICKApPCTBEHHOTO Ipernapara B JI03aX, PEKOMEHIYEMBIX B IPOTOKOJE €ro
KIMHAYECKOTO HCCIICOBaHMs, OpOIIope HCCIenoBareis, Wi C TNPUMEHEHHEM JIEKapCTBEHHOTO
mpernapara B J103aX, PEKOMCHIYEMBbIX B HMHCTPYKIMU [0 €ro MNPHUMEHEHWIO JUIsl NPO(UIAKTUKH,
JAUArdHOoCTHUKH, JICUCHUA 3a00JIeBaHUS MU MC]II/IIH/IHCKOﬁ p€a6I/IJ'II/ITaIII/II/I ManueHTa, U CYIHOCTD, TAXKCCTh
WM UCXOJ KOTOPOM HE COOTBETCTBYeT MH(OpMAlUU O JEKApCTBEHHOM Iperapare, coaepkKaileics B
MPOTOKOJIE €ro KIMHWYECKOTO WCCIIEOBaHMs, OpOIIOpEe WCCIE0BaTeNs WM B HHCTPYKIUH TI0
MPUMEHEHUIO JIEKAPCTBEHHOT'O MIperapara;

(. 52 B pen. denepanpHOro 3aKoHa oT 22.12.2014 N 429-D3)

52.1) dapmakoHang30p - BUA JEATEIBHOCTH MO MOHUTOPUHTY 3()(eKTUBHOCTH U 0€30MacHOCTH
JIEKApCTBEHHBIX  TPEMapaToB, HANpPaBJICHHBIM Ha  BBISIBIIEHWE, OICHKY H  MPEJOTBPAIICHUE
HEeXeaTelIbHbIX MOCIEACTBUI TPUMEHEHHUS JIEKAPCTBEHHBIX MPENapaToB;

(m. 52.1 BBenen denepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-D3)

52.2) mnaH ympaBieHUs PUCKaMHU - MOAPOOHOE ONMMCAHHE MEPONPUATHH Mo (papMakoHAI30py,
HaIPaBJICHHBIX Ha BBIABIICEHUE, OLEHKY M MPEIOTBpAlllEHuE WM MUHUMHU3ALHUIO PUCKOB, CBSI3aHHBIX C
JIeKapCTBEHHBIMHU ITperapaTtaMy, BKIIt04ast OLIEHKY 3()(PEeKTHUBHOCTH JaHHBIX MEPONPUSATHIL;

(. 52.2 BBeneH PenepasibHBIM 3aK0HOM OT 22.12.2014 N 429-03)

Koncynprantlntoc: npumedanue.
C 01.03.2025 B 1. 53 cr. 4 BHOCsTCs m3MeHenust (D3 ot 30.12.2021 N 463-D3).

53) penent Ha JEKapCTBEHHBIM MNpemapar - MEIUIMHCKUN JOKYMEHT YCTaHOBJIEHHOH (HOpMBI,
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

coZiep Kaliii Ha3HAuUCHHWE JIEKapCTBEHHOIO Iperapara JUisi MEAWLIUHCKOTO TPUMEHEHUS, BbIJaHHBIN
MEIUIIMHCKUM PAaOOTHUKOM B IIEJSIX OTITYCKA JIGKAPCTBEHHOTO Tperapara WIM ero H3TOTOBICHHS H
OTIyCKa Ha OyMa)KHOM HOCHTEJIE HJIU C COIJIacHsl MAIeHTa UM €ro 3aKOHHOTO IPEeICTaBUTENsS B hopMe
ANIEKTPOHHOTO JIOKYMEHTa, HOANUCAHHOTO C WCIIOJB30BAaHUEM YCHJICHHOH KBaIM(DUIIMPOBAHHON
AJIEKTPOHHOW MOJMNUCH MEIMIMHCKOTO pabOTHHKA, JUOO JOKYMEHT YCTAHOBICHHOH (OpMBI,
COoZIepyKalllii Ha3HAUCHHME JIEKAPCTBEHHOT'O IIpenapara sl BETEPUHAPHOTO NPUMEHEHHS, BBIIAHHBIHN
CIELUANINCTOM B OO0JAacCTH BETEPHHAPHHM B LEJIAX OTIYCKa JIEKAPCTBEHHOTO IIpernapara WIW €ro
M3TOTOBJICHHS U OTITyCKa Ha OyMa)KHOM HOCHUTEJIE;

(B pen. @enepanbHbix 3aK0oHOB 0T 29.07.2017 N 242-D3, ot 02.08.2019 N 297-D3)

KoncynpranTlLitoc: mpumevanue.
C 01.03.2025 1. 54 crt. 4 uznaraercst B HoBo# penakiuu (O3 ot 30.12.2021 N 463-D3).

54) TpeOoBaHMe MEAMIIMHCKOW OpraHu3allid, BETEPUHAPHON OpraHu3aluu - JIOKYMEHT
YCTaHOBJICHHOHN ()OPMBI, KOTOPBI BBITUCAH MEIUIIMHCKAM PAOOTHUKOM MJIHM CIIEHUAIMCTOM B 00JacTh
BETEPUHAPUU, HMMEIOLIMMH Ha 3TO MPaBO, U COJCPKUT B MUCHBMEHHOW (QopMe yKazaHHWE anTedHOU
OpTaHU3aIMH WM BETEPUHAPHOM alTeYHON OpraHu3aliy 00 OTITYCKE JIEKAPCTBEHHOTO Mpernapara Hii O
€ro M3rOTOBJICHUU U 00 OTIYCKe uis oOecriedeHus 1eueOHOro mpoiecca B MEIUIUHCKON OpTraHu3allli,
BETEPUHAPHOMN OpraHU3alLlly;

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

55) KOMIUIEKCHas OLEHKa JIEKapCTBEHHOIO IIpenapara - OLIEHKAa 3aperuCTPUPOBAHHOIO
JIEKapCTBEHHOT'O Ipernapara, BKIIOYaromas B ce0s aHaiau3 nH(GOPMAIMK O CPABHUTEIBHON KIMHUYECKON
3 PEeKTUBHOCTH 1 GE30IIACHOCTH JIEKAPCTBEHHOTO Mpenapara, OLEeHKY SKOHOMHYECKUX MOCIIEICTBUIN €ro
IPUMEHEHMs, M3Y4YECHUE [OIOJHUTEIbHBIX IOCIEICTBUNA NPUMEHEHUS JIEKapCTBEHHOIO Ipernapara B
LEeIsIX NPUHATHSA pPELIeHUH O BO3MOXKHOCTH BKIIIOUEHUS JIEKAPCTBEHHOrO IIpenapara B IEepedYeHb
KHM3HEHHO HEOOXOJMMBIX U BaXHEHIIMX JIEKAPCTBEHHBIX NPENnapaToB, HOPMAaTHUBHBIE MPABOBBIC aKThl U
UHBIE JOKYMEHTBI, OIPEAETSIONINe MOPAI0K OKa3aHUsI MEIUIIMHCKOM MMOMOIIH, WM UCKIIIOUEHUS €ro U3
YKa3aHHBIX [IEPEYHS, AKTOB U JJOKYMEHTOB;

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

56) cucremMa MOHHUTOpWHTa JBW)KEHHs JIEKAPCTBCHHBIX MPEMapaToB IS MEAUIUHCKOTO
npuMeHeHust - ¢eepaibHas TrocydapcTBeHHass WH(GOPMAIMOHHAS CHCTEeMa MOHUTOPHHTA JBUKCHUS
JIEKAPCTBEHHBIX MPENapaToB IsI MEIUUUHCKOTO MPUMEHEHUsS OT NPOU3BOAMTENS /0 KOHEYHOI'O
MOTpeOUTeNsT C MCIHOJB30BAaHUEM B OTHOIIEHWU JIEKAPCTBEHHBIX TMPENapaTtoB Ui MEAUIIMHCKOTO
MIPUMEHEHUS CPEJICTB UACHTU(DUKAIIIH.

(1. 56 BBenen @enepanbHbIM 3aK0HOM OT 28.12.2017 N 425-03)

naea 2. NOTHOMO4UA PEANEPAJIbHbLIX OPITAHOB I/ICI'IOHHMTEHbI-JOIZ 5
BINNACTWU, OPFAHOB UCINOJTHUTENIbHOU BJTIACTU CYBBEKTOB POCCUUCKOU
®EOEPALUU NMPU OBPALLEHUU NNEKAPCTBEHHbBIX CPEACTB

Ctatba 5. MonHomouus cpeaepanbHbIX OPraHOB WMCNOMHUTENbLHOW BrRacTU npwu
obpalleHnmn nekapcTBeHHbIX CPeacTB

K momaomounsam (I)C,ZlepaHLHLIX OpraHoB HCIIOJIHUTEIBHOMN BJIACTH npu O6paI_I_leHI/II/I JICKAapCTBCHHBIX
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

CpCACTB OTHOCATCH:

1) mpoBenenue B Poccuiickoit denepaniuu €IUHON TOCYJApCTBEHHON TIOJUTUKH B OO0JaCTH
obecrnieueHus JIeKapCTBEHHBIMU TpenaparaMu rpaxaan B Poccuiickoit denepanumy;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2) yrBepxkiaeHue oOmMX (apMmakoneHHbIX cTaTei, (QapMakKONEeWHBIX CTaTed, W3JIaHHE
roCy/IapCTBEHHOW (hapMaKoIeH, CO3aHue U BeJeHNE peecTpa (papMakoneiHbIX CTaHAapPTHBIX 00pa3IoB;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) ocymiecTBieHUE (GeaepaTbHOTO TOCYAapCTBEHHOTO KOHTpoJisl (Hama3opa) B cdepe oOpamieHus
JIEKapCTBCHHBIX CPE/ICTB;
(B pen. deaepanbubix 3aKk0HOB OT 25.06.2012 N 93-D3, ot 11.06.2021 N 170-D3)

4) JMIEH3WpPOBAHWE TPOU3BOJICTBA JICKAPCTBEHHBIX CPEACTB, B TOM 4HCIe (emeparbHbIi
TOCYJapCTBCHHBIN JIUIICH3MOHHBIH KOHTPOJIb JEITEILHOCTH IO MPOU3BOACTBY JIEKAPCTBEHHBIX CPEJICTB,
MIEPHONYCCKOE MOATBEPKICHUE COOTBETCTBHS JUICH3WATA, WUMEIOMIETO JUIICH3UIO Ha IMPOU3BOJICTBO
JICKApCTBEHHBIX CPEICTB, U (DapMaleBTUYECKON NEATEILHOCTH B COOTBETCTBUHM C 3aKOHOIATEIBCTBOM
Poccuiickoit denepanuu;

(B pen. @enepanbHoro 3akona ot 11.06.2021 N 170-D3)

5) opraHu3aus SKCIEPTH3bI JIGKAPCTBEHHBIX CPEJCTB, ITHUYECKOH AKCIEPTHU3BI BO3MOKHOCTH
MPOBEJICHUS] KIIMHUYECKOTO UCCIICAOBAHMS JIGKAPCTBEHHOTO Mpernapara JUisi MeJUIIMHCKOTO TIPUMEHEHUS,
IKCIEPTH3bI  JOKYMEHTOB, TPEACTABICHHBIX JUIS ONPEICIICHUS BO3MOXKHOCTH pPacCMaTPHBAThH
JICKApCTBEHHBIM Mperapar i MEIUIIMHCKOTO TPUMEHEHHUsS] TPU TOCYIapCTBEHHOH pErucTpaliu B
KadyecTBe OppaHHOTO JIEKAPCTBEHHOTO TpenapaTa;

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

5.1) opraHuzanMsi TpPOBEACHMS] KOMIUIEKCHOW OIEHKH JIEKAPCTBEHHOI'O Mpenapara B LENsIX
MPUHATHS PEIIEHUH O BO3MOXKHOCTH BKJIIOUEHMS JIEKAPCTBEHHOI'O Ipernapara B IEPEYEHb JKU3HEHHO
HEOOXOJMMBIX M Ba)XHEMINX JIEKApCTBEHHBIX IpErnapaTroB, HOPMATHBHbBIE IPaBOBBIE AKThl M HHBIE
JOKYMEHTBI, OINpPEACIAIONINE IOPANOK OKa3aHWs MEAMIMHCKOM IOMOIUM WJIH WCKIIOYEHUS €ro u3
YKa3aHHBIX [IEPEYHs, AKTOB U JIOKYMEHTOB;

(n. 5.1 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

6) BbI1aua pa3pelieHnii Ha TPOBEICHUE KIIMHUYECKUX UCCIIEIOBAHUM JIEKAPCTBEHHBIX MPEnapaTos,
BEJICHUE PEeecTpa BBIJAHHBIX Pa3pelICHUN Ha MPOBEACHUE KIMHUYECKUX UCCIENOBAHUM JIEKAPCTBEHHBIX
IIpenaparos;

7) ToCymapcTBEHHAas pETUCTpallvs JEKapCTBEHHBIX INIperapaTroB, BEACHHE TOCYIapPCTBEHHOTO
peecTpa JIeKapCTBEHHBIX CPE/ICTB;

Koncynpsrantlintoc: npumedanue.
C 01.09.2023 B n. 8 cr. 5 BHOcaTcs m3meHeHus (P3 ot 28.04.2023 N 171-®3). Cm. Oyayuryro
PEMAKIIHIO.

8) opranuzarusi U (WIM) TPOBENCHUE MHCIEKTUPOBAHUSA CYOBEKTOB OOpAIECHHUS JIEKAPCTBEHHBIX
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

CPEICTB Ha COOTBETCTBHE MpaBHUIAM HaJJIekalleld J1abopaTOpHOW MPAKTUKH, MPaBHJIaM HaJJIeKaIICH
KJIIMHUYECKOW IPAKTHKH, INpaBUjaM HAJUIeKALEld MPAKTHUKUA XPAHEHUS U NEPEBO3KHU JIEKapCTBEHHBIX
MpenaparoB, MpaBUJIaM HaJJeXallel NUCTPUOBIOTOPCKON MPaKTUKH, MPaBUIIaM HaJJexallel anTeuHon
MPaKTHUKU;

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

8.1) opranusanys u (WIK) MPOBEICHHE WHCIICKTUPOBAHUSI CYOBEKTOB OOpAIICHUS JIGKAPCTBEHHBIX
CPEICTB Ha COOTBETCTBHE TPEOOBAHUSM TPABHI HAJUICKAIICH MPOU3BOIACTBCHHON MPAKTUKH, BbITa4a
3aKIIOYCHUH O COOTBETCTBHHM IPOM3BOIUTENS JICKAPCTBEHHBIX CPEJCTB TpPEOOBaHUSAM  IPABHII
HaJJIeXxaIei MpOu3BOJCTBEHHON IPAKTHKHY;

(. 8.1 BBegeH denepanbHbIM 3akOHOM OT 22.12.2014 N 429-D3)

8.2) ycTaHOBJEHHE MOpsAKa BEACHHUS M BEACHHE TIOCYIApCTBEHHOIO pEECTpa 3aKIOYEHHM O
COOTBETCTBUM  INPOU3BOAMTENS JICKAPCTBEHHBIX CPEICTB TpeOOBaHMAM IpaBWJl  HajaJexxaluei
IIPOU3BOJICTBEHHOM IIPAKTUKH;

(m. 8.2 BBeneH DenepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

9) TOCymapCTBEHHAs PETUCTpAlHs MPEACITbHBIX OTIYCKHBIX IICH IPOW3BOJUTENCH Ha
JICKApCTBCHHBIC MPENapaThl, BKJIIOUEHHBIE B IEPEYCHb J>KU3HCHHO HEOOXOJMMBIX W BaKHEHIIUX
JICKapCTBCHHBIX TIPENapaToB, W BEJCHHE TOCYJApPCTBEHHOTO peecTpa MPEIeibHBIX OTIYCKHBIX II€H
MIPOU3BOIUTEIICH HA JIEKApPCTBEHHBIE NpenapaThl, BKIOYCHHBIC B IEPEUCHb )KU3HEHHO HEOOXOJMMBIX U
BOKHEHIIINX JICKAPCTBEHHBIX TPEMapaToB;

(B pen. @enepanbHoro 3akona ot 06.06.2019 N 134-03)

9.1) cornacoBanue MPOEKTOB PEIICHU OPraHOB MCIOJHUTEILHON BIACTH CyOBekTOB Poccuiickoii
@Oenepan 00 yCTaHOBJICHHHM M (WJIM) U3MEHEHUU IMpelelbHBIX Pa3MEpOB OMNTOBBIX HAJ0aBOK U
NpeJeNbHBIX Pa3MEPOB PO3HUYHBIX HAJA0aBOK K (PAKTHUYECKHUM OTITYCKHBIM II€HAaM, YCTaHOBIJICHHBIM
MIPOU3BO/IUTENSAIMU  JIEKAPCTBEHHBIX IPENapaTroB, Ha JIEKAPCTBEHHbIE IpenapaThl, BKIIOUEHHHIE B
NepeveHb )KU3HEHHO HEOOXOIMMBIX M BKHEUIIINX JIEKAPCTBEHHBIX MTPETIapaToB;

(m. 9.1 BBenen denepanbHpiM 3aK0HOM OT 13.07.2015 N 241-D3)

10) Bblmaya, YCTAaHOBJIGHHWE TMIOpsIKa BBIJAYM pa3pelIeHHs] HAa BBO3 KOHKPETHOM MapTUH
JIeKapCTBEHHOTO cpencTBa B Poccuiickyro dexnepariuio;
(. 10 B pen. ®enepanpuoro 3akona ot 02.08.2019 N 297-D3)

10.1) BeITaua, ycTaHOBIEHHUE MOPSJIKA BBLAAYM U (POPMBI TOKYMEHTA, KOTOPBIH MOATBEP)KIAET, UTO
MIPOM3BOJICTBO JIEKAPCTBEHHOI'O Ipenapara s MEIUIUHCKOTO TPUMEHEHHsS] OCYIIECTBIEHO B
COOTBETCTBMM C TpeOOBAHMSAMHU TPABWII HAAJEXKalled MPOU3BOJCTBEHHONM TNPAKTUKU MM UTO
JIEKApCTBEHHBINA TIpenapar Jjisi BETEPUHAPHOTO NMPUMEHEHHS JOMNYIIeH K oOpamieHuio B Poccuiickoii
denepanyy, U TMOAJISKUT NPEICTABICHUIO IO TPeOOBAHHIO YIOJHOMOYEHHOI'O OpraHa CTPaHbl, B
KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIN ITpenapar;

(m. 10.1 BBenen denepanpHbiM 3akoHOM OT 22.12.2014 N 429-®3; B pen. PenepalbHOr0 3aKOHa OT
02.08.2019 N 297-®3)

10.2) BeImaya, yCTaHOBJICHHE MOpSIKA BbIAAUYM U (HOPMBI TOKYMEHTA, COJEPKAIero CBEICHHUS O
CTaAMSIX TEXHOJIOTHYECKOTO IpoIecca MPOU3BOJCTBA JICKAPCTBEHHOTO CPENCTBA ISl MEIUIIMHCKOTO
MIPUMEHEHUSI, OCYIECTBIISIEMbIX Ha TeppUTOpUU EBpazniickoro 3KOHOMHUYECKOTO COI03a;

(m. 10.2 BBemen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03, B pen. denepasbHOr0 3aKOHA OT
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13.07.2015 N 241-®3)
11) cozmanue coBETOB MO BOMPOCAM, CBA3aHHBIM C OOpallleHUEM JIEKAPCTBEHHBIX CPE/ICTB;
12) arrecTamus u cepTH(PUKAIUS CIICIIHATUCTOB;
13) yrpatun cuity ¢ 1 centsopst 2013 roxa. - @enepanbubiii 3akon ot 02.07.2013 N 185-D3;

14) ocymecTBienue hapMaKoHaI30pa;
(n. 14 B pen. ®enepanpHoro 3akona oT 22.12.2014 N 429-D3)

15) yuactue B MEX1yHaApOAHOM COTPYJHUYECTBE;

16) mosryyeHue 1o 3anpocaM yrnoJHOMOUYEHHOTO (eepaIbHOr0 OpraHa UCIIOJIHUTEILHON BIACTH OT
OpPraHOB HCIIOJIHUTENIFHOW BiacTu cyOwekToB Poccuiickoit ®exepanmm, a TakkKe OT CYOBEKTOB
oOpallleHusl JIEKAPCTBEHHBIX CPEACTB A MEIUIMHCKOIO NPUMEHEHUS HH(POpPMaLuu 10 BOIpOcCaM
YCTaHOBJICHHS U IPUMEHEHUS IIeH Ha JICKapCTBEHHBIE MPeTapaThl U Ha0aBOK K HUM;

17) npumeHeHe Mep OTBETCTBEHHOCTH 3a HapYIICHHE 3aKOHOAaTenbcTBa Poccuiickoit denepannu;

Koncynsrantlntoc: npumeyanue.
C 01.09.2023 B m. 18 ct. 5 BHOCsATCa u3MeHenus (D3 or 28.04.2023 N 171-®3). Cm. Oyaynryro
PEeAAKIIHIO.

18) yTBepkIaeHHE TMpaBWJI HaAJeXalleld J1abopaTOPHOM MPAKTHUKW, TPaBUI HaJJIeKallei
KJIMHUYECKOW MPAKTUKHU, TMPABWJI HAJIECKAIIECH MPOU3BOJCTBEHHON NPAKTHKH, MPABUI HaJIeKaIIeH
MPAaKTUKU  XpPaHEHMsT U  IIEPEBO3KM  JIEKAPCTBEHHBIX  IMpemaparoB, MPaBUJ  HaJJIEekKaIIEH
JUCTPUOBIOTOPCKON MPAKTUKH, MpaBWJI HaJJeXKallleldl anTeyHOW MpakTHUKW, MpaBUJl HaJJIeKallen
MPAKTUKU (hapMaKOHA30pa JEKAPCTBEHHBIX MPEMapaToB ISl MEIUIIMHCKOTO MPUMEHEHUS;

(. 18 BBenen @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

19) ycranoBnenue nopsiaka GOpMUPOBAHUS PETUCTPAIIMOHHOTO JI0ChE HA IEKAPCTBEHHBIN Mpemnapar
1 TpeOOBaHMM K JOKYMEHTAM B €T0 COCTaBE;
(m. 19 BBenen denepanbHbiM 3aKk0HOM OT 22.12.2014 N 429-03)

20) yTBep:KJIeHHE MTPABIJI PallMOHAIBHOIO BEIOOPA HAMMEHOBAHUH JIEKAPCTBEHHBIX IIPENapaToB IS
MEIUIMHCKOTO IPUMEHEHMS;
(. 20 BBenen DenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

21) yTBepkaeHHE NepevHs HAMMEHOBaHUN JIEKAPCTBEHHBIX (OpM;
(m. 21 BBenen denepanbHbiM 3aKk0HOM OT 22.12.2014 N 429-03)

22) yrparun cuiy ¢ 1 mapta 2020 rona. - @enepanbhblii 3akoH oT 27.12.2019 N 475-03;
23) yTBepxkjaeHHE TPeOOBAHUN K HMHCTPYKLUUU MO MEIUIIMHCKOMY MPUMEHEHMIO JeKapCTBEHHBIX

IIPENapaToB U K MHCTPYKLIMU IO BETEPUHAPHOMY IPUMEHEHUIO JIEKAPCTBEHHBIX IIPENApaToB;
(. 23 BBeneH denepanbHbiM 3aKk0HOM OT 22.12.2014 N 429-03)
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24) NpuUHATHE PELICHUMU, ABJISIIONIUXCS OCHOBAaHUSIMU JIJIsi BKJIIOUEHHUS JIOMEHHBIX UMEH U (UJIN)
yKazaTelel CTpaHHI] CaiTOB B MH(OPMAIMOHHO-TEIEKOMMYHUKAIMOHHOW ceTu "MHTepHeT", a Takxke
CETEeBBIX aJPECOB B CAMHYIO aBTOMATH3MPOBAHHYIO HHQPOPMAIMOHHYIO cucteMy "EmuHbli peectp
JOMEHHBIX HMEH, yKa3aTelled CTpaHull CalWTOB B WH(GOPMALMOHHO-TEICKOMMYHHKAIIMOHHON CETH
"Untepuer” u CETEBBIX aJ[peECoB, MO3BOJISIOIIHNX UICHTU(DUIIUPOBATH CaUTEI B
MH(pOPMaITMOHHO-TEIEKOMMYHHUKAITHOHHOM ceTu "UnTepuer", coaepxamue  MHpoOpMaIuio,
pacnpoctpaneHue kotopoit B Poccuiickoit ®exepanuu 3ampenieHo", B OTHOIICHHMH WH(OpPMAIUH,
coJieprKallel Mpeasio’KeHHe O PO3HUYHOM TOProBje JIEKapCTBEHHBIMU IIperapaTamM, B TOM YHUCIIE
JTUCTAHIIMOHHBIM CIIOCOOOM, PO3HHYHAS TOPrOBJII KOTOPHIMU OrpaHWYCHA WM 3alpelleHa B
COOTBETCTBHUH ¢ HacTosiuM DenepanbHbIM 3aKOHOM, U (MJIM) HHPOPMAIIMH, cCOAepkKalllel MpeasioKeHne
O PO3HHYHOW TOPrOBIE JICKAPCTBCHHBIMH IpenaparaMd, B TOM YHCIE JUCTAHIMOHHBIM CIIOCOOOM,
JUIAMH, HE HMMCEIOIIMMHU JIMIEH3UH W pPa3pelleHHs] Ha OCYILECTBICHHE TaKOW NeATeIbHOCTH, €CIH
MOJIyYeHUE JIMIECH3WH W  Pa3peUIeHHs MPEAYCMOTPEHO 3aKOHOJATEIBLCTBOM 00  OoOpalleHuH
JIEKapCTBEHHBIX CPE/ICTB;

(. 24 B pen. denepanpHoro 3akoHa ot 03.04.2020 N 105-D3)

25) BblAaua pa3pelieHrui Ha BBOJ B TPaKIAHCKUN 000POT KIMMYHOOHOJIOTUYECKUX JIEKAPCTBEHHBIX
[IpenapaToB.
(m. 25 BBeneH denepanbHbiM 3aKk0HOM OT 28.11.2018 N 449-03)

KoncynsrantlIntoc: npumedanue.

Ct. 5.1 pacnpocTpaHsieTcss Ha MOJHOMOYHS, KOTOpble HE MepedaHbl AJis OCYIIECTBICHUS OpraHaM
rOCYJapCTBEHHOH BiacTu cyObekToB PD 1 opranam MECTHOTO CaMOYIPaBJICHUS! COOTBETCTBYIOIIUMHU
dbenepanbabiMu 3akoHaMu (D3 ot 13.07.2015 N 233-D3).

Cratba 5.1. [llepemaya ocywecTBneHUs1 mnosiIHoMouun eaepanbHbIX OpPraHoB
MUCMNOJSIHUTENIbHOW BRNacTU nNpu oOOpalleHMU JeKapCTBEHHbIX CpeACTB oOpraHam
UCNONHUTENbLHOW BnacTn cyobekToB Poccunckon Pepepaumm

(BBenena denepanbHbM 3ak0HOM OT 13.07.2015 N 233-D3)

[TomHOMOUMS (enepanbHBIX OPraHOB MCIIOJHHUTEIBHON BIIACTH HpU OOpAILEHUH JEKapCTBEHHBIX
CPEICTB, TMpPEeAYyCMOTpEHHble HacTosuM DenepaibHbIM  3aKOHOM, MOTYT [epelaBarbcsi JJid
OCYLIECTBJICHUsI ~ OpraHaM  HUCIOJHUTENbHOW  BiacTu  cyObekToB  Poccuiickoit — deneparuu
noctaHoBieHusMu [IpaBurensctBa Poccniickoit denepanuu B Mopsake, ycTaHOBICHHOM PDenepabHbIM
3aKOHOM OT 6 okTA0psa 1999 roma N 184-®3 "O6 o0muMX NPUHIMIAX OPTaHU3ALMH 3aKOHOAATEIBHBIX
(mpeacTaBUTENbHBIX) U HCHOJHUTENBHBIX OPraHOB TI'OCYJAapCTBEHHOW BiacTH cyObekToB Poccuiickoit
Oenepauun”.

Cratba 6. NNonHOMO4YMA OpraHOB MUCMOJSIHUTENbHOW BnacTu cyobekTta Poccunckomn
deaepauumm npm odpaLleHUn NneKapcTBeHHbIX CPeacTB

K mnomHomMouMsM OpraHoB HCIOJHUTEIBHOUW BiacTu cyOwbekTa Poccuiickoit ®denepauuu mpu
0OpaIlleHNH JIEKAPCTBEHHBIX CPEJICTB OTHOCSTCS:

1) pa3paboTka U peanuzanysi pernoOHAIbHBIX MPOrpaMM 00ecredeH s HaCeJIeHUs JIEKapCTBEHHBIMU
npernaparamu;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

2) yCTaHOBJIEHHUE TPENIEIbHBIX Pa3MEPOB ONTOBBIX HAJ0ABOK M MPECIbHBIX Pa3MEepOB POZHUYHBIX
Ha/10aBOK K (aKTHUECKUM OTIYCKHBIM II€HAM, YCTaHOBJEHHBIM IPOM3BOAUTENISAIMU JIEKAPCTBEHHBIX
IpernapaToB, Ha JIEKApCTBEHHBIC MpENapaThl, BKIIOYCHHbIE B MNEPEUYCHb JKU3HEHHO HEOOXOAUMBIX M
BAKHEHILNX JICKAPCTBEHHBIX MPENapaToB;

3) oOcCyIIecTBIEHHE PETHOHAIBHOTO TOCYAApCTBEHHOTO KOHTPOJIS 3a MPUMEHEHHEM IIEeH Ha
JICKapCTBEHHBIC TIIperapaTrhl, BKIIOUCHHbIE B IMEPEUYCHb >KU3HEHHO HEOOXOAMMBIX M BAaXKHEHIINX
JICKQpCTBEHHBIX IPEMapaToB, OPTraHU3alMsIMH ONTOBOH TOPrOBIM JIEKAPCTBEHHBIMU CPEICTBAMH,
aNTeYHBIMH OPTaHM3ALMAMH, WHAWBUAYAIBHBIMU TPEANPHHAMATEISAMH, WMEIOIIMMH JIMICH3UI0 Ha
(bapMareBTUYECKYI0 ACSITEIbHOCTh, MEIUIUHCKUMU OpTaHU3alMsIMM, HMMEIOUIMMH JIMLEH3UI0 Ha
(apManeBTHYECKYIO JIESITENbHOCTb, U HUX OOOCOOJCHHBIMU IOJAPA3JACICHUAME (aMOyIaTOpHUsIMH,
benpamepckuMu ¥ QEIBAMICPCKO-aKYIIEPCKUMH  ITyHKTaMH, LEHTpaMH (OTIACNeHUsIMH) OOImei
BpayeOHOI (CeMEHHOM) MPAaKTUKH), PACHOIOKEHHBIMA B CEJILCKUX HACEIEHHBIX ITyHKTaX, B KOTOPBIX
OTCYTCTBYIOT alITE€YHbIC OPTraHU3AINH;

(B pen. deaepanbhbix 3aKk0HOB OT 25.06.2012 N 93-D3, ot 27.12.2019 N 475-D3)

4) nmpuHATHE pemieHuss o0 WCIONB30BAHUU Ha TeppuTopuu cyobekTa Poccmiickoit deneparym
Hapsy C pelienTaMy Ha JIEKapCTBEHHBIE IpenapaThl, 0(OPMIEHHBIMU Ha OYMa)>KHOM HOCHUTEJIE, PELENTOB
Ha JIEKapCTBEHHBIE MPeTaparsl, CGOPMUPOBAHHBIX B ()OPME FNEKTPOHHBIX JOKYMEHTOB.

(. 4 BBenen DenepanbHbM 3akoHOM OT 29.07.2017 N 242-D3)

Mnasa 3. TOCYOAPCTBEHHAA ®APMAKOIEA

Cratba 7. PaspaboTka n usgaHme rocyaapcTtBeHHOM hapmakoneu, pasmelleHue
AaHHbIX O HeW

1. Tlox rocymapcTBeHHOU (hapmakorieeld MOHMMAETCsl CBOJ OOmMX (hapMaKOMEWHBIX CTaTed H
(bapMakonenHbIX cTaTei.

2. PazpaboTtka o0mux ¢apmakoneWHbIX cTarel M (apMakoNEeWHbIX cTaTed, B TOM 4YHUCIE
¢dapmakonelHbIX cTaTell Ha (QapMakonelHble CTaHJIapTHble O0Opas3lbl, U BKIOYEHHE UX B
rOCy/lapCTBEHHYIO0 (papMaKoOIE€l0 OCYIIECTBISIOTCA B TIOPSJIKE, YCTAHOBJIEHHOM YIOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM HCTIOJIHUTENbHON BIACTH.

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

3. Pazpabotka papmakoneitHol cTaThbil Ha pedepEeHTHBIN JIEeKapCTBEHHBIN MpenapaT U BKIIOUYECHUE
€€ B rOoCyJapCTBEHHYIO (hapMakoIlel0 B TEUCHHE CpPOKa JCHCTBUS 3alUThl UCKIIOYUTEIILHOTO TpaBa,
yIIOCTOBEPEHHOTI'O MAaTEeHTOM Ha pedepEeHTHBIN JIeKapCTBEHHBIN MpernapaT, OCYIIECTBISIOTCSA C COTIacHs
€ro pa3paboT4HKa.

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

4. TocynapctBeHHas (¢apmakores H3JaeTcsl YIOJIHOMOYEHHBIM (eJepaabHbIM  OpPraHOM
WCTIOJTHUTEJILHOM BJIACTH 3a CYET CPeACTB (pelepaibHOro OropKeTa U MOJUICKHUT TMEepen3IaHusIM He pexke
4YeM OJMH pa3 B MATh JIET, B MEPUOJ MEXIY KOTOPBIMU H3/al0TCS NMPUIOKEHHS K TOCYAapCTBEHHOM
dapmakomnee, coxaepxkamue obumme ¢dapMmakoneiHple cTatbu M (WIM) (dapMakoNeHHbIe CTaTbH,
YTBEPKACHHBIE TIOCTIEe U3AaHUS U Mepen3JaHus TocyAapCTBEHHOM (papmakonen.

5. YIoIHOMOYEHHBIN (I)e)lepaﬂbHBIfI opran HCIIOJIHUTENbHON BIIACTU pasMemacT AaHHBIC O
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roCy/IapCTBEHHOH (hapMakoree U MPIIOKCHHUIX K Hel Ha cBoeM OpUITMaIbHOM caiite B cetu "MHTepHeT"
B YCTAHOBJICHHOM UM MOPSJIKE.

Mnasa 4. IMLLEH3NPOBAHUE NMPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB
U ®APMALIEEBTUYECKOW OEATENBHOCTU, FOCYOAPCTBEHHbIA KOHTPOJb
(HAO30P) B CPEPE OBPALLEHUA NNEKAPCTBEHHbBIX CPEACTB
(B pen. @enepanbHoro 3akoHa ot 11.06.2021 N 170-D3)

Ctatbas 8. JlMueH3MpoBaHMe NPOU3BOACTBA JIEKAPCTBEHHbIX CpPeaAcTB MU
dapmaueBTUYECKON AeATENBHOCTHU

1. JIuneH3upoBaHue MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB M (hapMalleBTUYECKON EATeTbHOCTH
OCYILIECTBJISICTCS B COOTBETCTBUU € 3aKOHO1aTelIbcTBOM Poccuiickoit denepanumu.

2. O0s3aTenbHBIM YCIIOBHEM IIPEIOCTABICHUS JIMLEH3UU Ha IPOU3BOJICTBO JIEKAPCTBEHHBIX CPECTB
SBJIAETCS MPUJIOKEHUE K 3asBICHUIO COMCKATElNs JIMLEH3UM INEpeyHs JIEKAPCTBEHHBIX (GOopM U (WUIIN)
BUJOB (hapMaleBTUUECKUX CYOCTaHLMN, KOTOpPbIE MPOU3BOAUTEINH JIEKAPCTBEHHBIX CPEACTB HaMepeH
IIPOU3BOIUTE.

3. B ciryuae HEOOXOUMOCTH pacIIMPEHUs MPOU3BOJICTBA JICKAPCTBEHHBIX CPEACTB 33 CUET HOBBIX
JIEKapCTBCHHBIX (OpPM U BHUJIOB (hapMareBTUYCCKHX CYOCTaHIMH TPOU3BOIUTEINb JIEKAPCTBCHHBIX
CPEACTB JOJDKEH I0/aTh B JIMICH3UPYIOUIMA OpraH 3asBICHHE O BHECCHMM W3MEHCHHH B peecTp
JUICH3WH Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPECTB.

(B pen. deaepanbubix 3akoHOB 0T 02.08.2019 N 297-03, ot 11.06.2021 N 170-D3)

4. JIuueH3us Ha MPOU3BOJACTBO JICKAPCTBEHHBIX CPEACTB ((hapMareBTHUECKOW CyOCTaHIIMU CIIUPTa
STUJIOBOTO (3TAaHOJIA) BbIAETCS NpPU YCIOBUM HAJIMYUS Yy OpraHu3allMd Ha IpaBe COOCTBEHHOCTH,
XO3SIICTBEHHOI'O BEICHUS WM ONEPATUBHOIO YIPABJIEHUS OCHOBHOT'O TEXHOJIOTMYECKOTO 000PYAOBAHUS
JUIs TPOM3BOJACTBA ATHJIOBOIO CHUPTA, 3apErMCTPUPOBAHHOIO B COOTBETCTBUM €O crathed 14.1
@enepanbHoro 3akoHa oT 22 Hos0ps 1995 roma N 171-®3 "O rocynapcTBEHHOM pEryJIHpPOBaHHUU
IIPOU3BOJICTBA U 00OpOTa ITHIIOBOTO CIHUPTA, AJKOTOJBHOM M CHHPTOCOJAEpXkamiedl MpoayKUuud U o0
OTrpaHUYEHUH NOTPeOIeHUs (PACTIUTHUS) AIKOTOJIBHON MPOTYKIUH'".

(uacTh 4 BBeneHna denepanbHbiM 3aKk0HOM OT 27.12.2019 N 481-D3)

Cratba 8.1. OCOOGEHHOCTM NULUEH3NPOBaHUA NPOU3BOACTBA NEKApPCTBEHHbIX
cpeacTB (hapmaueBTUHECKOM CyOCTaHLMM cnupTa 3TUNOBOro (3TaHona)
(BBenena denepanbHbIM 3aKkOHOM OT 27.12.2019 N 481-D3)

1. JleiicTBue NHIIEH3MM Ha TPOU3BOJCTBO JIEKAPCTBEHHBIX CpPeACTB ((apMmarieBTHIECKOn
CyOCTaHIIMM CHUPTa STUJIOBOrO (PTaHOJA) MPUOCTAHABIMBAETCS B YACTH IpaBa Ha IMPOU3BOJICTBO
(dapmalleBTHUECKON CyOCTaHIIMKM CIHPTA ATHIOBOTO (ITAaHOJA) JUIEH3UPYIOIMIUM OPTraHOM B CIIyYasX,
onpenaeneHHbix crarbeil 20 denepanpHoro 3akoHa ot 4 mag 2011 roga N 99-®03 "O nuueH3upoBaHUN
OTIENbHBIX BHJOB JAEATEIHLHOCTU", a TakKe Ha CPOK TMPUOCTAHOBJICHMS JIEHCTBUS JHIICH3UH Ha
MIPOM3BOJICTBO ATHUJIOBOTO CITUPTA JIJIsi MPOU3BOICTBA (PapMaIleBTHYECKON CyOCTaHIIMKM CITUPTA ATHIOBOTO
(aTaHoNa), BBIIaHHOM B cOOTBETCTBUH ¢ DenepanbHbiM 3aKk0HOM OT 22 HosiOps 1995 roga N 171-®3 "O
rOCy/IapCTBEHHOM pPETyJIMpPOBaHUHM TMPOM3BOACTBA M 00OpPOTa STHJIOBOTO CHHUPTA, AIKOTOJBHOM H
CIUPTOCOJIEpIKAIIEH TPOAYKIIMH U 00 OTpaHHYEHUH TMOTPEOIeHHs (PACTIUTHS) ATKOTOJIBLHON MPOYKIHH".
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

2. JleiicTBHe IMIEH3UM Ha MPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB ((hapMaleBTHUECKOM
CyOCTaHIIMM CIHUpPTa STUJIOBOrO (3TaHONA) B 4YAacTH IpaBa Ha MPOU3BOJICTBO (papMarieBTHUECKON
CyOCTaHIIMM CIHpPTa ATUIOBOTO (dTaHOJA) MPEKPAIASTCS JHIICH3UPYIONIMM OpPraHOM B CIyYasX,
onpenaeneHHbix crarbeil 20 denepanbHoro 3akoHa oT 4 masg 2011 roga N 99-03 "O nuneH3upoBaHUU
OTJIETIbHBIX BHUJOB JIEATENBHOCTU", a TaKKe C JaThl NPEKpallleHHUs WIM aHHYJIUPOBAHUS JCUCTBUS
JUIEH3UU Ha MPOU3BOJCTBO 3TUJIOBOTO CIHUPTa IJs MPOU3BOJACTBA (hapMalleBTHUUECKON CyOCTaHINU
CIUpTa THIOBOTO (3TaHOJA), BBIJAHHONW B COOTBETCTBUU ¢ DepepanbHbIM 3aKOHOM OT 22 Hos0pst 1995
roga N 171-®3 "O rocymapCTBEHHOM PETYJIMPOBAHUM IPOU3BOACTBA M 000pPOTAa ATHIIOBOTO CIHPTA,
QJIKOTOJILHOM ¥ CIUPTOCOJEPKAIeH MPOAYKIMH W 00 OrpaHHYeHUHM MOTpPeOJIeHUs: (PacIHTHS)
AJIKOTOJIbHOM POAyKIuuU'.

Cratba 9. [locymapcTBeHHbINW KOHTponb (Hagsop) B cdepe obGpaweHus
neKapcTBEHHbIX CpeaAcTB
(B pen. @enepanbHoro 3akona ot 11.06.2021 N 170-03)

1. TocynmapcTBeHHBIH KOHTpOJb (Hag30p) B cdepe oOpaieHuss JIeKapCTBEHHBIX CPENICTB
OCYIIECTBISIETCS TIOCPEICTBOM  (peepaibHOTO TOCYAApCTBEHHOTO KOHTpOJs (Haa3opa) B cdepe
oOpallleHusi JEKapCTBEHHBIX CPEACTB U (pelepaqbHOr0 TOCYJapCTBEHHOTO JIMIIEH3HOHHOTO KOHTPOIIS
JESATEIILHOCTH 110 TIPOU3BOJICTBY JICKAPCTBEHHBIX CPEACTB, OCYIISCTBISIEMBIX (eAepaTbHBIMU OpraHAMH
UCIIOJIHUTENIbHOM BIacTH, ynoiHoMo4eHHbIMU [IpaBurensctBom Poccuiickoit @eneparuu.

2. Ilpenmerom QenepansbHOTO TOCYIAPCTBEHHOTO KOHTPOJS (Ham3opa) B cdepe oOparieHus
JICKApCTBEHHBIX CPEJICTB SIBIISIOTCSI:

1) cobmronenue o0s3aTeNbHBIX TpeOoBaHUM B cepe oOpalleHus JEKapCTBEHHBIX CPEACTB, B TOM
qHcIIe:

a) Tp€60BaHI/II\/'I K OOKIMHHUYCCKNM HCCICHOBAHHUAM JICKAPCTBCHHBIX CPEACTB, KIMHUYCCKHUM
UCCIEAOBAHUAM JIEKAPCTBEHHBIX IMPENapaTroB, W3rOTOBJICHHUIO, XPAaHEHUIO, IIEPEBO3KE, BBO3Y B
Poccuiickyro ®enpepanuro, OTHOYCKY, pealv3aludM, Iepenade, MNpOJake JEKAPCTBEHHBIX CPEJICTB,
MIPUMEHEHHUIO JIEKAPCTBEHHBIX MPENapaToB, YHUYTOXEHUIO JIEKAPCTBEHHBIX CPEJICTB, YCTAaHOBJIEHUIO
MPOU3BOJUTCIIAMHU JICKAPCTBCHHBIX IIPCIIapaToOB LCH HA JICKAPCTBCHHBIC MPCIIapaThbl, BKIIOYCHHLIC B
nepeyeHb )KU3HEHHO HEOOXOUMBIX U BaKHEHIIINX JIEKapCTBEHHBIX MPENapaTos;

0) TpeOoBaHMU K COOTBETCTBHIO JIEKAPCTBEHHBIX CPEICTB, HAXOIAMIMXCS B OOpalleHuw,
MOKa3aTessiM KauecTBa, 3((HEeKTUBHOCTH M 0€30MaCHOCTH, YCTAHOBIEHHBIM B COOTBETCTBUU C HACTOSIIUM
denepanbHbIM 3aKOHOM;

B) TpeOOBaHMI K COONIOACHHIO CYObEKTaMH OOpaIleHUs JEKapCTBEHHBIX CPENICTB, YKa3aHHBIX B
yactu | crarbu 67.1 Hacrosmero denepasbHOrO 3aKOHA, OrPAaHUYEHUN, HAIaraéMbIX crtatbsiMu 67.1 u
67.2 nactrosmero ®enepanbHOTO 3aKOHA;

2) coOnrofieHHe JTUIEH3UOHHBIX TPeOOBaHMM K OCYIIECTBICHUIO (papMalieBTUYECKON JesITeIbHOCTH;

3) cobmronenue TpeOOBaHUM K NMPEAOCTaBICHUIO CyOBbEKTaMU OOpallleHus! JIeKapCTBEHHBIX CPEICTB
nH(poOpMallUKd O JIEKAapCTBEHHBIX CpeACTBaX W (WJIM) JIEKApCTBEHHBIX Mperaparax, MpeayCMOTPEHHOU
cratbsamu 9.1, 52.1 u 64 Hacrosmero denepaabHOro 3aKOHa;
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?:Eleﬁ”;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Hata coxpaenms: 03.05.2023

Koncynprantllnroc: npumeyanue.
C 01.03.2026 1. 4 4. 2 ct. 9 yrpauusaer cuiy (P3 ot 20.10.2022 N 405-D3).

4) cobmroeHre MpeaycMOTPEHHBIX cTaTheit 55.1 HacTosmero denepaabHOTO 3aKOHA TPEOOBAHUM K
MIPOBEACHUIO SKCIEPUMEHTA 0 OCYILECTBICHUIO PO3HUYHON TOPTOBJIM JICKAPCTBEHHBIMU MpenapaTamu
JUIS  MEIULUHCKOrO TPUMEHEHMs, OTIYCKaeMbIMU II0 PELEeNnTy Ha JEeKapCTBEHHBbIN mpemnapar,
JUCTAHIIMOHHBIM CIIOCOOOM.

(. 4 BBennen denepanbabiM 3aKk0HOM OT 20.10.2022 N 405-D3)

3. Ilpu ocymectBiaeHNN (eaepanTbHOro TOCyIapCTBEHHOIO KOHTposst (Ham3opa) B cdepe
oOpallleHus1 JIEKAPCTBEHHBIX CPEACTB MPOBOISATCS CJEAYIOIIME BUIbl KOHTPOJBHBIX (HAI30PHBIX)
MEpPOINPUATHHN:

1) nokyMeHTapHas IpoOBepKa;

2) BbI€3/IHAs IPOBEPKA;

3) BBIOOPOUHBII KOHTPOIIb Ka4eCTBa;
4) KOHTpOJIbHAs 3aKYIKa;

5) MHCIEKIIUOHHBII BU3UT;

6) HabmozeHHe 3a COONIOJCHHEM 00s3aTeNbHbIX TpeOOBaHWN (MOHUTOPUHT OE€301aCHOCTH)
(bapmakonaazop).

4. Opranu3zanus u oCyliecTBiIeHne GeaepaibHOro TOCYIapCTBEHHOT0 KOHTPOJIs (Hai3opa) B cdepe
oOpallleHus JIEKapCTBEHHBIX CPeACTB perynupytorcss deaepanbHbiM 3akoHoM oT 31 mrons 2020 roma N
248-®3 "O rocymapCTBEHHOM KOHTpoJie (HAI30pe) W MYHHUIIUMNAIBHOM KOHTposie B Poccuiickoit
Denepauun”.

5. BHemnaHoBbIM BHIOOPOYHBIH KOHTPOJb KadecTBa IPOBOAUTCS B TOM YHUCJIE HAa OCHOBAHUHU
IIPOrpaMMBbI IIPOBEPOK.

6. I1naHoBBIM BHIOOPOYHBINA KOHTPOJIb Kaue€CTBA HE MPOBOIUTCS.

7. Ilo pe3ynbraTaM BBIOOPOYHOTO KOHTPOJIS KayecTBa HAPSAY C PEUICHUSMH, MPEAYCMOTPEHHBIMU
®enepanbubiM 3akoHOM OT 31 mromnst 2020 roxa N 248-®3 "O rocymapcTBEHHOM KOHTpoJie (Haa30pe) U
MYHHIIMIIATBHOM KOHTposie B Poccuiickoit ®@enepanuu', denepanbHbIMU OpraHaMy HCTIOIHUTEIbHOM
BJIACTH, YINOJHOMOYCHHBIMH Ha OCYIICCTBIICHHC BI>I60p0‘~IHOl"O KOHTPOJIA Ka4€CTBA, MNPHHUMAIOTCA
CIIEAYIOIINE PELICHUS:

1) o manmpHelnIeM TrpakJaHCKOM O0OpOTE CEpUH, MApTUU COOTBETCTBYIOLIErO JIEKAPCTBEHHOI'O
CPEICTBA B ClIy4ae MOATBEPXKACHUS IO pe3ysbTaTaM IPOBEJCHHBIX MCIBITAHUI COOTBETCTBHS KauecTBa
JIEKapCTBEHHOI'O CPEJICTBA YCTAHOBJIEHHBIM TPEOOBaHUSIM;

2) 00 HM3BATHH U3 rpakaaHCKOro 060p0Ta CCpUH, MapTUU COOTBCTCTBYIOLICTO JICKAPCTBCHHOIO
cCpe€acTtBa B Cliyda€ BBIABJICHUA IO PE3yJIbTaTaM IMNPOBCACHHBIX HCIIBITAaHUN HECOOTBETCTBHS KadecTBa
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

JICKApCTBCHHOT'O CPCACTBA YCTAHOBJICHHBIM Tpe6OBaHHHM;

3) o mepeBoJe JICKAPCTBEHHOTO CpEACTBAa HAa IOCEPHUHBIA BBHIOOPOUYHBIM KOHTPOJb KauecTBa
JIEKapCTBCHHBIX CPEJICTB B CIy4yae MOBTOPHOTO BBHISBICHHS HECOOTBETCTBHUSI KAa4eCTBA JIEKAPCTBEHHOTO
CpelICTBa YCTAaHOBJICHHBIM TPeOOBaHUSAM M (IMPU HEOOXOJAMMOCTH) O MPOBEPKE CyOBEKTa oOparieHus
JIEKapCTBCHHBIX CPEICTB. Pacxo/pl, CBsI3aHHBIC ¢ MTPOBEICHUEM MOCEPUHHOTO BHIOOPOYHOTO KOHTPOJIS,
OILJTAYMBAIOTCS MPOU3BOJUTENIEM JIEKAPCTBEHHOI'O CpEACTBAa JIMOO Jep)KaTesieM WM BIIaJelbIeM
PETUCTPAIIMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO MTperapara.

8. denepanpHBIl TOCYIapCTBEHHBIN JIMIEH3MOHHBIH KOHTPOJIb AEATENBHOCTU IO MPOM3BOJICTBY
JIEKAPCTBEHHBIX CPEACTB OCYILECTBIIIETCS B COOTBETCTBUM C 3aKOHOJATENbCTBOM Poccuiickoi
denepanuu.

CraTtbsa 9.1. NMporpamma npoBepok
(BBeneHa ®enepanbHbIM 3ak0HOM OT 11.06.2021 N 170-D3)

1. B mensix opranu3anuy BEIOOPOYHOTO KOHTPOJISI KAYECTBA JICKAPCTBEHHBIX CPEICTB (hOpMUpPYETCs
IIpOrpaMMa IpoOBEPOK.

2. lns uenedt peanu3ali MPOTPaMMBI MPOBEPOK MPOU3BOJUTEIN JIEKAPCTBEHHBIX CPEICTB U
OpraHM3alliy, OCYIIECTBIISIONIME BBO3 JIEKAPCTBEHHBIX cpeAcTB B Poccuiickyro ®expeparnutio,
MPEAOCTABIAIOT B OTHOLIEHWH JIEKAPCTBEHHBIX CPEACTB [UII MEIUIIMHCKOTO TPUMEHEHUS B
YIIOJTHOMOYEHHBIN (efepanbHblii OpraH HCIOJHUTENBHON BIACTH, OCYIIECTBISIOMMN (YHKIUH IO
KOHTPOJII0O W HAA30py B cdepe 3apaBOOXpAaHEHHs, B OTHOUICHWM JIEKAPCTBEHHBIX CPEICTB IS
BETEPUHAPHOTO TMPUMEHEHHUS B YIOJIHOMOYEHHBIN (QeaepanbHblii OpraH HCIONMHUTEIBHONW BIACTH,
OCYIIECTBIISIOMUN (PYHKIIUM IO KOHTPOJIIO ¥ HAI30py B chepe oOpalleHus JeKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO MPUMEHEHHUS, CBEJACHUS O CEpUAX, MapTHUSIX JIEKAPCTBEHHBIX CPEACTB, MOCTYIMAIOIIUX B
rpaxaanckuii o6opor B Poccuiickoit denepanuu, B MOpsIKe, COCTaBE M 00bEME, YCTAHOBJICHHBIX
yKa3aHHBIMH (efiepaibHBIMU OpraHaMH MCTIOJHUTEIBHOM BIACTH B OTHOIIIEHUU JIEKAPCTBEHHBIX CPEJICTB
JUIST MEIUIIMHCKOTO TPUMEHEHUS W B OTHOIIEHWU JIEKAPCTBEHHBIX CPEACTB [UJII BETEPUHAPHOTO
MIPUMEHEHHUS COOTBETCTBEHHO.

3. Ilporpamma mpoBepok dopMHpyeTcss Ha KaleHIapHbld roa B cpok no 30 mexabpsi roxa,
MPEIIIECTBYIONIEr0 TOAY MPOBEAEHUS BEBIOOPOUYHOTO KOHTPOJIS.

4. B cinyyae HacTyIuleHMsI COOBITHHM, YKa3aHHBIX B MOANyHKTax "0" m "B" myHkTa 2 yactu 6
HacTosIel cTaTby, (hefepalbHbIM OpPraHOM HCIOJHUTENBHOM BIIACTH, OCYIIECTBISIIOIUM (DYHKIMM T10
KOHTPOJIIO M HAJA30py B cdepe 31paBOOXpaHEHUs, (eepallbHbIM OPraHOM HCIIOJIHUTEIBHOM BIIACTH,
OCYILIECTBISIONMM (PYHKIIMHM MO KOHTPOJIIO U HA/A30pYy B chepe oOpalieHus JIeKapCTBEHHBIX CPEACTB JUIs
BETEPUHAPHOTO TPUMEHEHHUs, MNpPU HEOOXOAMMOCTH BHOCITCS COOTBETCTBYIOLIME W3MEHEHHUS B
IIPOrpaMMy IPOBEPOK.

5. B nporpammy npoBepok MOT'YT BKJIFOUAThCSI MEPOIIPHUSATHS C Y4ETOM HapyUICHHH, BHISIBICHHBIX B
paMKax KOHTPOJIBbHBIX (HaZA30pHBIX) MEPONIPUATUHN 32 MPEABIIYIINI KaJleHIapHbIHA ToJ1.

6. IIporpamMmmMa nmpoBEPOK CONECPIKHUT:

1) mepeyeHb JIEKaPCTBEHHBIX CPEJCTB, OTOOP 00Pa3LIOB KOTOPBIX OYAET OCYIIECTBIATHCS B paMKax
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

BBIOOPOYHOT'O KOHTPOJISI, (POPMHUPYEMBIN C YUETOM Pe3yJIbTaTOB TOCYAaPCTBEHHOTO0 KOHTPOJIS (Ha130pa)
B cpepe oOpareHust JeKapCTBEHHBIX CPEJICTB 3a KaJCHAAPHBINA T'OJ1, IPEIIICCTBYIOIINHA FOAY POBEACHHS
BBIOOPOYHOT'O KOHTPOJIS;

2) ykazaHMe Ha COOBITHE, HACTYIJICHHE KOTOPOTO SIBISETCS OCHOBAHUEM [UIS OCYIIECTBICHHS
BBIOOPOYHOT'O KOHTPOJIS:

a) MOJy4YeHHE CBEJEHUH, MPEJCTABIIEMbIX B COCTaBE U 00BbEME, YCTAaHOBIECHHBIX (eaepaabHbIM
OpPraHOM HCIOJHHUTENBHOW BIACTH, OCYIIECTBISIONIMM (DYHKIIMHM IO KOHTPOJII0O M Hau30py B cdepe
3/IpaBOOXpaHeHus], deaepanibHbIM OPraHOM HCIHOJHUTENBHON BJIACTH, OCYIIECTBISAIOMUM (DYHKLIHHU IO
KOHTPOJIIO U HA/J30py B cepe oOpalieHus JIeKapCTBEHHBIX CPEJICTB JJIsi BETEPUHAPHOTO MPUMEHEHHUS, O
CepusX, MapTUSAX JIEKAPCTBEHHBIX CPENCTB, MOCTYMAIOIIUX B TpakIaHCKul o0opoT B Poccuiickoit
d)ez[epaupm, YKa3aHHbIX B IIYHKTC 1 HaCTOHH[efI 4YaCTH, oOpraHusalusaMu, OCYIICCTBIIAOIINMU
MIPOM3BOJICTBO JIEKAPCTBEHHBIX cpeAcTB B Poccuiickoit denepannn M BBO3 JEKAPCTBEHHBIX CPENICTB B
Poccuiickyro @enepanuio;

0) moyy4yeHue MOCTyHarouleil B MOpsAaKe, YCTAHOBICHHOM cTaTheil 64 Hactosimero denepanbHOro
3aKoHa, HHQOpMAIK O TOOOYHBIX JIEHCTBUAX, HEKEIATEIbHBIX PEAKIHUIX, CEPhE3HBIX HEKEIATEIBHBIX
peaklusaX, HEMPEABUCHHBIX HEXKEIATeIbHBIX PEaKUUIX NP IPUMEHEHUH JIEKAPCTBEHHBIX INPENapaTos,
00 WHIMBHIyaTbHON HENEPEHOCUMOCTH, OTCYTCTBHH A(PPEKTHBHOCTH JIEKAPCTBEHHBIX IPENaparoB, a
Takke 00 MHBIX (haKTax U 0OCTOSTENBCTBAX, MPEACTABISIONIUX YTPO3Y KU3HU WM 3J0POBBIO UeIOBEKa
m100 JKMBOTHOTO TPU TPUMEHEHHWH JIEKAPCTBEHHBIX NPENapaToB M BBIBICHHBIX HAa BCEX HSTamax
oOparlieHus JIeKapCTBEHHBIX MpenapaToB B Poccuiickoit deaepanuu 1 Ipyrux rocy1apcrpax;

B) nojy4yeHue B coorBercTBuu ¢ denepanpHpiM 3axkoHOM oT 31 urons 2020 roma N 248-03 "O
rOCY/IapCTBEHHOM KOHTpOJ€ (Haa30pe) W MYHHLUIAIBHOM KOHTpojie B Poccwuiickoit dDeneparmn”
CBEIEHUI O NMPUYMHEHWH Bpeaa WM o0 yrpo3e MPUYMHEHUS Bpela >KU3HH, 3JI0POBBIO TPAXKIaH HIIU
KUBOTHBIX.

Cratba 9.2. lNocypapcCTBeHHbIM KOHTponb (Hags3op) 3a peanusauuen opraHamm
UCNONMHUTENBbHON BnacTn cyobektoB Poccunckom depepauum nosiHomouun B ccpepe
obpaleHMA NneKapCTBEHHbIX CPeACTB ANA MeAULMUHCKOro NpUMeHeHus

(BBeneHa ®enepanbHbIM 3ak0HOM OT 11.06.2021 N 170-D3)

1. T'ocynapcTBeHHBIH KOHTPOJIL (HAA30p) 3a peau3alieil OopraHaMu HUCIOJHHUTEILHON BIIACTH
cyobekToB Poccuiickoit denepanuu noaHoMounit B chepe oOpaleHuss JEKapCTBEHHBIX CPEACTB JUIS
MEIULUHCKOTO IPUMEHEHHs OCYLIECTBISETCS YNOIHOMOYeHHbIM [IpaBurenbctBoM Poccuiickon
denepanuy OpraHOM HUCIOJHUTEIBHOMN BJIACTH.

2. IlpenMeTom rocyaapCcTBEHHOTO KOHTPOJIS (HAA30pa) 3a peain3aineil opranaMu UCTIOTHUTEIbHON
BIacTu cyobekToB Poccuiickoii Deneparun morHoMounid B cepe oOpalieHus JeKapcTBEeHHBIX CPENICTB
A MCAUIIUHCKOI'O IPUMEHCHUA ABJIACTCA CO6J'IIO)I€HI/IC YIIOJIHOMOYCHHBIMU OpraHaMu HCHOJIHUTEIbHOU
BIacTu cyOnekToB Poccuiickoit denepanuyi METOMKHA yCTAHOBJICHUS TMPEIENbHBIX pa3MepOB OMTOBBIX
HaH6aBOK U TOPCACIbHBIX pPasMEPOB PO3HUYHBIX Ha)16a1301< K (1)aKTI/ILIeCKI/IM OTITYCKHBIM I1I€HaM,
YCTaHOBJICHHBIM TIPOU3BOJUTENSIMU JIEKAPCTBEHHBIX MpENapaTroB, HAa JEKAPCTBEHHbIE Tperaparsl,
BKJIFOYCHHBIC B IICPCUYCHD )KU3HCHHO HeO6XO)II/IMI)IX M BaXKHEUIIINX JICKApCTBCHHBIX MIPCIIapaToB.

3. Ilpum ocyuiecTBIE€HUN TOCYAapCTBEHHOTO KOHTpPOJs (HaA30pa) 3a peanu3alnue opraHamu
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

UCTIOJHUTENBHOW BiacTu cyObekToB Poccuiickoit ®denepanuu MmoiHOMOYMid B cdepe oOparieHus
JIEKapCTBEHHBIX CPEACTB U MEJULIUHCKOTO IPUMEHEHMSI IPOBOJATCS CIECAYIOIINE BUIBI MEPOIIPHUSTHIA:

1) noKyMeHTapHbIE IPOBEPKH;
2) BbI€3HBIE IPOBEPKHU.

4. OpraHuzanusi U OCYIIECTBIECHUE TOCYIapCTBEHHOrO0 KOHTpOJiA (HaA30pa) 3a peanusarueit
opraHaMy HCIIOJTHUTEIBHOM BJIacTH CyObeKToB Poccuiickoit ®enepanuu mosHOMOYMH B chepe
oOparieHusi JICKAPCTBEHHBIX CPEACTB ISl MEIUIIMHCKOTO MPUMEHEHHs perynupyrTcs deaeparbHbIM
3aKOHOM OT 6 OkTs0pss 1999 roga N 184-®3 "OO6 o0mmx MpUHIUIIAX OpraHU3AIMU 3aKOHOATEIbHBIX
(mpencTaBUTENbHBIX) M WCIOJIHUTENIBHBIX OPraHOB TOCYAApPCTBEHHOW BiacTu cyObekToB Poccuiickoii
Oenepanun.

5. [TlomoxkeHme O TOCYJapCTBEHHOM KOHTpojie (Haa30pe) 3a peanu3alued opraHamu
UCIIOJIHUTENbHON BiacTu cyObekToB Poccuiickoit denepanuu momHoMo4HMii B cdepe obOparieHus
JIEKAPCTBEHHBIX CPEJICTB JJI MEIMLMHCKOrO nIpuMeHeHus yrBepxkaaercs [IpasurensctBoMm Poccuiickon
®Oenepanuu.

CraTtba 9.3. PermoHanbHbIN rocyaapCTBEHHbIN KOHTPOSb (HaA30p) 3a NPUMEeHeHneMm
LeH Ha NnekapcTBeHHble NpenapaTtbl, BKIIOYEHHbIe B NepevyeHb XXU3HEHHO HeOb6XoAMMbIX
M BaXXHEMLUUX NleKapCTBEeHHbIX NpenapaTtoB

(BBeneHa ®enepanbHbIM 3ak0HOM OT 11.06.2021 N 170-D3)

1. PerroHanbHbIi TOCY1apCTBEHHBIN KOHTPOJIb (HA/A30p) 3@ MPUMEHEHUEM LIEH Ha JIEKApCTBEHHBIE
npemnapaTbl, BKIIOYCHHBIE B IE€PEUYCHb KU3HEHHO HEOOXOAUMBIX M BaXXHEMIIUX JEKapCTBEHHBIX
MpermapaToB, OCYIICCTBIISICTCS OPraHOM HCIIOJTHHUTEIbHOW BiacTh cyOnekra Poccmiickort Deneparuw,
YIOJTHOMOYEHHBIM BBICHIUM UCTIOJHUTEIFHBIM OPTaHOM TOCYJapCTBEHHOM BiacTu cyObekTa Poccuiickoii
denepanuu.

2. IlpeaMeToM PErMOHAIBHOTO IOCYJapCTBEHHOTO KOHTpPOJIA (Haq30pa) 3a NPUMEHEHHEM LIeH Ha
JIEKapCTBEHHbIE TMpenaparhbl, BKJIIOUYEHHbIE B IMEpPEYEHb JKU3HEHHO HEOOXOAMMBIX U BaKHEMIIUX
JIEKapCTBEHHBIX  MpemapaToB,  SBJISETCS  COONMIOJEHHE  OpraHU3alUsMH  ONTOBOW  TOPTOBIH
JIEKapCTBEHHBIMU CPEICTBAMM, alTEUHBIMH OpPraHU3ALUSAMHU, WHAUBUAYAIbHBIMU MPEANPUHUMATENSAMH,
UMEIONIUMH  JIMIEH3UI0 Ha (apMarleBTHUECKYI0 JeATENbHOCTh, MEIUIIMHCKUMHU OpTraHU3aIHUsIMH,
MMEIOLIUMH JIMIEH3UI0 Ha (DapMalleBTHUECKYIO JAESITebHOCTh, U UX 000COOJIEHHBIMU MOAPA3/ICICHUSIMU
(amOynatopusiMu,  (GenapAmIepCKUMH U (QENbAIIepCKO-aKyIIEPCKUMU ~ MYHKTaMH,  LEHTPaMH
(otmeneHusiMu) o601 BpaueOHOM (CeMEWHOMN) MPAKTHKHU), PACTON0KEHHBIMH B CEJIbCKUX HACEICHHBIX
MyHKTaX, B KOTOPBIX OTCYTCTBYIOT aNTE€UHbIE OpraHU3alMM, IpPU peaTu3aluu JIEKapCTBEHHBIX
IpernapaToB TpeOOBaHMNW K MPUMEHEHUIO II€H, YPOBEHb KOTOPBIX HE JOJDKEH IMPEBBINIATh CyMMY
(akTHUeCKOM OTIMYCKHON LeHbl, YCTAaHOBJIEHHOM IPOU3BOAMUTENIEM JIEKaPCTBEHHBIX MPENapaToB, H
KOTOpbI€ HE MPEBBIIIAIOT 3apErUCTPUPOBAHHBIX MPEIENbHBIX OTHYCKHBIX LI€H, U pa3MepoB OMNTOBBIX
Ha/10aBOK M (WJIM) pa3MepOB PO3HUYHBIX HAA0aBOK, HE IMPEBBILAIOIIMX COOTBETCTBEHHO PpPa3MeEpoB
Mpe/ieIbHBIX ONTOBBIX Ha/I0aBOK U (MJIM) pa3MepoB MPEEIbHBIX POZHUYHBIX HaJJ0ABOK, YCTaHOBIEHHBIX
B cyobekte Poccuiickoii deneparui.

3. OpraHu3anusi ¥ OCYIIECTBICHUE PETHOHAIBHOTO TOCYJIapCTBEHHOTO KOHTPOJsS (Ham3opa) 3a
MPUMEHEHHEM IIEH Ha JICKAPCTBEHHBIC MPETapaThl, BKIIOUCHHBIC B IEPEUCHD KU3HEHHO HEOOXOAUMBIX U
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

BAKHEHINNX JIEKapCTBEHHBIX IIpenapaToB, perynnpyoorcs enepanbapiM 3akoHoM oT 31 urons 2020 roga
N 248-®3 "O rocymapCTBEHHOM KOHTpoJe (Haa30pe) ¥ MYHHUIMIIAILHOM KOHTposie B Poccuiickoit
Oenepanun".

4. TlonoxxeHne O PErHOHAIBHOM I'OCYAapCTBEHHOM KOHTpOJIE (Haa30pe) 3a MPUMEHEHHEM IIeH Ha
JICKApCTBCHHBIC TIIpCHapaThbl, BKIIOYCHHBIC B ICPCUCHL KHU3HCHHO HGO6XOI[I/IMBIX A BaXXHEHUIINX
JIEKapCTBEHHBIX IIPETapaToB, YTBEP)KAACTCS BBICHIMM HCIOJHUTEIBHBIM OPraHOM T'OCYIapCTBEHHON
BJacTu cyonrekra Poccuiickoit denepanuu.

Cratba 9.4. ®epgepanbHbli rocyAapCTBEHHbIA  JIMLEH3UOHHBLIM  KOHTPOJb
AeATernbHOCTN NO NPOU3BOACTBY JleKapCTBEHHbIX CPeacTB
(BBeneHa PenepanbHbIM 3ak0HOM OT 11.06.2021 N 170-D3)

1. ®enepayibHbIl rOCYAApCTBEHHBIM JUIIEH3MOHHBIN KOHTPOJb JAEATEIbHOCTU IO IPOU3BOJCTBY
JICKapCTBEHHBIX CPEJACTB OCYIIECTBIsIETCs (elepanlbHbIMM OpraHaMM MCIIOJIHUTENBbHONW —BIIACTH,
ynosiHoMo4eHHbIMU [IpaButenscTBoM Poccniickoit denepanuu.

2. ®enepalbHbIl TOCYAAPCTBEHHBIM JUIICH3UOHHBIN KOHTPOJb JAEATEIBHOCTU MO MPOU3BOJCTBY
JIEKapCTBEHHBIX CPEACTB OCYILECTBISIETCS B COOTBETCTBUU ¢ DenepanbHbIM 3akoHOM oT 4 mast 2011 roga
N 99-®3 "O nuieH3upoBaHUU OTIACIBHBIX BUIOB JesATeIbHOCTH" U DenepanbHbIM 3aKOHOM OT 31 HMroms
2020 roga N 248-®3 "O rocymapCcTBEHHOM KOHTpoJi€ (HAa30pe) U MYHHUIUMNAIBHOM KOHTPOJIC B
Poccuiickoit ®enepauuu”. B pamkax ¢enepalbHOr0 rocyAapCTBEHHOTO JIMIIEH3MOHHOTO KOHTPOJIS
NESATEILHOCTH IO TPOU3BOJACTBY JIEKAPCTBEHHBIX CPEJICTB IUIAHOBBIE KOHTPOJBHBIC (HAI30PHBIC)
MEPONPUSITHS HE IMPOBOMAATCS, MPU 3TOM IPOBOIUTCS TEPHOIUYCCKOE IMOJATBEPIKICHUE COOTBETCTBHS
JMIICH3UATOB JINIIEH3UOHHBIM TPeOOBaHUSAM B COOTBETCTBUH ¢ DenepanbHbIM 3akoHOM OT 4 mas 2011
roga N 99-@3 "O nuieH3upoBaHUM OTJICTbHBIX BUJIOB JIESITEILHOCTH" .

nasa 5. PASPABOTKA, AOKITMHUYECKUE UCCIIEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KIIMHUWYECKUE UCCJIEAOBAHUA
NEKAPCTBEHHbIX NMPEMNAPATOB AJ14 BETEPUHAPHOIO NMPUMEHEHUA

CraTtbsa 10. Pa3paboTka nekapcTBeHHbIX CpeacTB

1. Pa3paboTka JE€KapCTBEHHBIX CpEACTB BKJIIOYAET B Ce0S MOUCK HOBBIX (hapMaKOJIOTHYECKU
aKTUBHBIX BEIIECTB, [OCJIEIYIOIlee H3YyYEHHE MX JIEKapCTBEHHBIX CBOMCTB, JIOKJIMHUYECKHE
HCCIIeIOBaHMs, Pa3pabOTKy TEXHOJIOTMH MPOU3BOACTBA (hapMaleBTHUECKUX CyOCTaHIUM, pa3paboTKy
COCTaBOB M TEXHOJIOTUI MPOU3BOCTBA JIEKAPCTBEHHBIX MPENapaToB.

2. ®uHaHCcOBOE 00ecreueHne pa3paboTKH JEKaPCTBEHHBIX CPENICTB OCYIIECTBISETCS 3a CUET:
1) cpenctB deaeparbHOTO OFOKETA;
2) cpencTB pa3pabOTUYNKOB JIEKAPCTBEHHBIX CPEICTB;

3) CPEIICTB IIPOU3BOJUTENIEH JIEKaApCTBEHHBIX CPENCTB pu BBIITOJIHCHUH
HAYYHO-MCCIIEIOBATENbCKUX PA0OT MO JOTOBOPY MEXAY pPa3pabOTUMKOM JIEKapCTBEHHBIX CPENICTB U
MIPOU3BOIUTENIEM JIEKAPCTBEHHBIX CPEJICTB;
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?:Ele‘?:;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 03.05.2023

4) UHBIX HE 3aIPEIICHHBIX 3aKOHOATENLCTBOM Poccuiickoit denepaniu HCTOUYHUKOB.

3. HpaBa pa3pa60TqI/IKa JICKAPCTBCHHOTI'O CPCACTBA OXPAHAIOTCA I'PaAXKJAaHCKHUM 3aKOHOJATCIIbCTBOM.

Cratba 11. [JOKNUHMYECKOe MUccrefoBaHWe JeKapCTBEHHOro cpeacrea Ans
MeAULIMHCKOro npMmMeHeHus

1. JIOKJIMHUYECKOE HCCIACIOBAHNUE JICKAPCTBEHHOTO CPEICTBA JUIS MEIUIIMHCKOIO MPUMCHCHHS
[POBOAMUTCS MYyTEM TMPUMEHCHHS HAy4YHBIX METOJOB OICHOK B IEJSX IOJYYCHHS [[0KA3aTelIbCTB
Oe3omacHOCTH, KauecTBa 1 3(H(PEKTHBHOCTH JICKAPCTBEHHOTO CPEJ/ICTBA.

2. JloxinHUYECKOe HCCIeOBaHUE JIEKAPCTBEHHOI'O CPEJICTBA JIi MEIUIIMHCKOTO IPUMEHEHHUs
MIPOBOJUTCS B COOTBETCTBUHM C TPABWIIAMHU HaJUICKalIeH J1a00opaTOpHOM MPAKTUKH, YTBEPKICHHBIMHU
YIIOJIHOMOYEHHBIM (he/iepaibHbIM OPraHOM HCIIOJIHUTENIBHON BIACTH.

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

3. Jlns opraHu3anyy ¥ NPOBEACHUS TOKIMHUYECKOTO UCCIIeIOBAHUS JICKAPCTBEHHOTO CPEICTBA IS
MEIUIIMHCKOI'O MMPUMCHCHU A p33pa6OT‘~II/IKI/I JICKApCTBCHHBIX CpCaAcCTB MOr'yT IIPHUBJICKATh
HaY4HO-MCCIIEJIOBAaTEeIbCKHE OpraHM3alliy, OOpa3oBaTeNbHBIC OpraHW3alMU BBICIIETO 00pa3oBaHUS,
UMEIoIIe HEOOXOIUMYI0 MaTepHaTbHO-TEXHHUYECKYI0 0a3y M KBaJU(HUIMPOBAHHBIX CIICIUAIUCTOB B
COOTBETCTBYIOIIEH 00JIACTH MCCIICTIOBAHUSI.

(B pen. @enepanbHoro 3akoHa ot 02.07.2013 N 185-03)

4. JIOKIMHUYECKOE HCCIIe0BaHUE JIEKAPCTBEHHOI'O CPEACTBA Ul MEIUIMHCKOIO IMPUMEHEHUS
MPOBOJUTCS TIO YTBEPKACHHOMY pPa3pabOTUYMKOM JICKAPCTBEHHOTO CpPEICTBAa IUIAaHYy C BEACHHUEM
IIPOTOKOJIa 3TOI'0 HCCIIEAOBAHUS M COCTABJICHHEM OTUYeTa, B KOTOPOM COJAEP)KATCS Pe3ysbTaTbl 3TOr0
UCCIICNIOBAaHUSI M 3aKJIIOYEHHE O BO3MOXHOCTH IIPOBEJCHHUSA  KIMHMYECKOIO  MCCIIEJOBAaHUS
JIEKapCTBEHHOI'0 IIpernapara Juisi MEJULUHCKOTO IPUMEHEHUS.

5. [IpoBenenue npoBepok coOMIOACHUS MPAaBUI HaAJIexallel 1adbopaTopHOM MPaKTUKK U TPaBOBBIX
HOPM HCIIOJIb30BaHUsl >KMBOTHBIX IIPU IPOBEIEHUU JOKIMHUYECKHX HCCIEIOBAHUN JIEKAPCTBEHHBIX
CpCACTB AJid MCIUIHWHCKOrO IMPHUMCHCHUS OCYHICCTBIIACTCA YIOJHOMOYCHHBIM (pellepaHI)HI)IM OopraHomM
VCIIOJIHUTEJILHOH BJIACTH.

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

6. Pe3ynpraThl AOKIMHUYECKOTO HCCIIEJOBAHMS JIEKAPCTBEHHOIO CPEACTBA I MEAMIMHCKOIO
MIPUMEHEHUSI MOTYT OBbITh TNpEACTaBIEHbl B YHNOJHOMOYEHHBIN (erepanbHblii OpraH HCHOIHUTEIbHOU
BJIACTU B YCTAHOBJICHHOM IOPSIKE B LEJAX IOCYIapCTBEHHON PETUCTPALUU JIEKAPCTBEHHOT'O IIpenapara.

Cratba 12. [loknuMHMYECKOE WUccrnenoBaHME JeKapCTBEHHOro cpeacrtea W
KIIMHMYEeCKOe uccrnenoBaHME NeEKapCTBEHHOro npenaparta AN BeTepUHapHOro
npPUMeHeHns

1. I[OK.HI/IHI/I‘-ICCKOG HUCCIICAOBAHUC JICKAPCTBCHHOI'O CpCACTBA JIsI BCTCPUHAPHOI'O IMPUMCHCHUA
MMPOBOAUTCA MYTEM INPHUMCHCHHA HAYUYHBIX MCTOJOB OIICHOK B MNCIMX IOJIYYCHHUS O0Ka3aTCIbCTB
6630HaCHOCTI/I, KadueCTBa U 3(I)(I)CKTI/IBHOCTI/I JICKApCTBCHHOT'O CPpCACTBA, B TOM YUCJIC OMPCACICHUA CPOKa
€ro BBIBCACHUA U3 OpPraHM3Ma >XUBOTHOTI'O, B LEJIAX obecnieyeHnss 0E€30aCHOCTH IpOAYKIIMU KUBOTHOT'O
MPOUCXOKACHUA MOCJIC TPUMCHCHUA COOTBCTCTBYIOLICTO JICKAPCTBCHHOI'O IIpCIiapara.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

2. I[OKJII/IHI/I‘IGCKOG HUCCIICAOBAHUC JICKAPCTBCHHOI'0 CpCACTBAa M KIIMHHUYCCKOC HCCICAOBAHHC
JICKApCTBECHHOI'O IIpfIiapara A BCTEPHHAPHOI'0 IMPHUMCEHCHUSA, HCCIICIOBAHUC OHMOSKBUBAJIEHTHOCTHU
YKa3aHHOT'O JICKApCTBCHHOI'O IIp€riapaTta MpoBOAATCA B COOTBCTCTBHUH C IpaBUJIaMH, YTBCPIKICHHBIMU
YIIOJITHOMOYCHHBIM (bCHGpaJIBHBIM OpraHomM HCITOJIHUTEILHOM BJIACTH.

3. JIOKJIMHUYECKOE HCCIIEI0BAHUE JIEKAPCTBEHHOIO CpPEACTBA M KJIMHMUYECKOE MCCIEA0BAHNE
JIEKapCTBEHHOI'O TMpernapaTra [Uisi BETEPUHAPHOIO NPUMEHEHHUs MPOBOAATCA [0 YTBEPKICHHOMY
pa3pabOTYMKOM JIEKAPCTBEHHOT'O CpPEACTBA IUIAHY C BEJIEHHEM MPOTOKOJIOB 3THUX HCCIEIOBAHHHA U
COCTaBJICHHEM OTYETOB, B KOTOPBIX COAEPKATCA PE3YIbTaThl ATUX UCCIICJOBAHUIA.

4, I[JISI opraHnu3alvii U MPOBCACHUA NOKIMHUYCCKOTO MCCICAOBAHHA JICKAPCTBCHHOI'O0 CPEACTBA U
KIIMHUYCCKOI'O UCCIICAOBAHUSA JICKAPCTBECHHOI'O IIpEriaparta JJIsd BETCPHUHAPHOI'0 IIPUMCHCHUA paBpa6OTLII/IK
JICKApCTBCHHOTI'O cpeacTBa MOXKET IIPUBJICKATb opraHu3anuu, UMCIOIIHNEC HGO6XOI[I/IMyIO
MaTCeprUaAJIbHO-TCXHUYICCKYIO 633y n KBaJ'II/I(bI/II_II/IpOBaHHBIX CIICHUaJINCTOB B COOTBGTCTBYIOIHGIZ obnactu
HUCCICIOBAaHU.

5. Knuauueckne HCCIICAOBAHUA JICKAPCTBCHHBLIX IIPCHIaApaTOB JII BCTCPHUHAPHOI'O IIPUMCHCHHA
MMpOBOAATCA B BCTCPUHAPHBIX OpraHu3aluvsaxXx W B OpraHu3alusax, OCYHICCTBIIAIOIIHNX PA3BCIACHUC,
BbIpallluBAHHUEC U COACPKAHNC )KUBOTHBIX, B ICJIAX!

1) ycTaHoBiI€HUS IEPEHOCUMOCTH JIEKAPCTBEHHBIX MPENApaTOB 30POBBIMU KUBOTHBIMU;

2) mombopa ONTUMAJIBHBIX JO3MPOBOK JIGKAPCTBEHHBIX INIpErapatoB U Kypca JIEYEHUS Ha
KOHKPETHOMU T'PYIIIE KUBOTHBIX C ONPECICHHBIM 3a00JI€BaHNEM;

3) ycranoBieHus 6e30macHOCTU U 3G (EKTUBHOCTH JIEKAPCTBEHHOTO Mpernapara, IpeIHa3HaYeHHOTO
JUTSL JICUEHUS OTIPENICIICHHBIX 3a00JIeBaHUI JKUBOTHBIX, WK 3((HEKTHBHOCTHU JICKAPCTBEHHOTO TIperapara
U1 Tpo(pUITAKTUKK 3a00JIeBaHUN 3TOPOBBIX )KUBOTHBIX;

4) wn3y4eHMs] BO3MOXHOCTEH pacUIMpeHUs MOKa3aHUN K MPUMEHEHUIO 3aperucTpUpOBAHHOTO
JIEKapCTBEHHOTO Mpenapara U BbIBICHUS paHee HEU3BECTHBIX MOOOUHBIX JEHCTBUH.

6. KnuHuueckoe wucciieJoBaHME JIEKapCTBEHHOI'O Ipernapara JUisi BETEpUHAPHOIO IPHUMEHEHUs
OCYILECTBIISIETCS 32 CUET CPEICTB pa3pabOTUMKa JIEKAPCTBEHHOTO CPECTBA.

7. Otuersl O pe3ynpTaTax AOKIMHUYECKOIO MCCIEIOBAHUS JIEKAPCTBEHHOIO CpEACTBA U
KJIIMHUYECKOTO  MCCJIENOBAaHUS  JIEKapCTBEHHOIO IIpernapara Uil BETEPUHAPHOIO  NPUMEHEHMS
COCTABIIIIOTCS  Pa3pabOTUYMKOM JIEKAPCTBEHHOIO CPEACTBA C YYETOM 3aK/IIOUEHHH OpraHu3anui,
IPUHUMABIIUX Y4acTHE B OPraHU3AIMK U MPOBEJCHUH ITHX HCCIIEIOBAaHUH.

8. KoHTposb 3a mnpoBeneHHEM JOKIMHUYECKUX MCCIEIOBAaHUN JIEKAPCTBEHHBIX CPEJICTB U
KIIMHUYECKMX  HCCIIEIOBAaHUI  JIEKAPCTBEHHBIX IIPENaparoB JUIsl BETEPUHAPHOIO  IPUMEHEHHUS
OCYILIECTBIISIETCS YIIOJIHOMOYEHHBIM (eiepaibHbIM OPraHOM HCIOJIHUTENBbHOM BIIACTH.

Masa 6. OCYLWECTBJEHUE FOCYOAPCTBEHHON PETUCTPALUU
NEKAPCTBEHHbIX NMPEMNAPATOB

CraTtbsa 13. FlocypnapcTBeHHas permcTpaums nekapcTBeHHbIX NpenapaToB
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?;ipﬁ'leﬁ”;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 03.05.2023

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

KoncynpranTlLitoc: mpumevanue.

JlomyckaeTcsi IPUMEHEHHE B MEIMIIMHCKHUX LEISIX HE 3aperUCTPUPOBAHHBIX B PD jexapcTBEHHBIX
MpernapaToB, COJACPIKAIIMX HAPKOTUICCKHE CPEJCTBA MM IICUXOTPOITHBIC BEIIECTBA, BBE3CHHBIX B PD
B COOTBETCTBUU C 4. 3.1 cT. 47 nannoro gokymenta (1. 8 ct. 3 @3 ot 27.12.2019 N 475-D3).

1. B Poccuiickoii deaepaiuu 10MyCcKarOTCsl MMPOU3BOACTBO, U3rOTOBJICHUE, XPAaHECHHE, NIEPEBO3KA,
BBO3 B Poccuiickyro ®enepanuro, BeiB03 U3 Poccuiickon @enepanuu, pekiiamMa, OTIYCK, pealn3als,
nepenavya, MpPUMEHEHUE, YHUUYTOXKEHHUE JIEKapCTBEHHBIX IIPErnapaToB, €CIU OHHU 3aperucCTPUPOBAHBI
COOTBETCTBYIOIINM YIIOJTHOMOYEHHBIM (heZiepaibHbIM OPTaHOM MCTIOJTHUTEIBHOM BIACTH.
(dactp 1 B pen. DeaepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

2. 'ocynapcTBEHHOM perucTpanuy Mojyiexar:

1) Bce JexapCTBEHHbIE Mpenaparhl, BIEPBbIC MOJISKAIIMEe BBOAY B oOpamieHue B Poccuiickoit
®denepauuu;

2) nekapcTBEHHbIE TMpenaparhl, 3apETUCTPUPOBAHHBIE paHEE, HO MPOU3BEACHHBIE B APYTUX
JIEKapCTBEHHBIX (POPMax B COOTBETCTBMHU C INEPEYHEM HAWMEHOBAaHUH JIEKAPCTBEHHBIX (OPM, B HOBOU
JO3UPOBKE MPH T0OKA3aTENbCTBE €€ KIMHUYECKON 3HAYMMOCTH U 3(PPEeKTUBHOCTH;

3) HOBBIE KOMOMHAIIMY 3aPETHCTPUPOBAHHBIX paHEe JIEKAPCTBEHHBIX MPENapaToB.

3. T'ocynapcTBeHHas perucTpanus JEKapCTBEHHBIX MpenapaToB OCYLIECTBISETCS MO pe3yibTaTraM
OKCHEPTHU3bI JICKAPCTBEHHBIX CPEICTB, a TOCYAAapCTBEHHasl perucrpanus ophaHHBIX JEKapCTBEHHBIX
IIPEMApaTOB OCYLIECTBIISETCA IO pe3ysIbTaTaM JKCHEPTU3bl JOKYMEHTOB, IIPEICTaBICHHBIX JUIA
oTpesieNIeHUs] BO3MOXKHOCTH paccMaTpHUBaTh JIEKAPCTBEHHBIN Mpenapar AJisi MEAULUHCKOTO IPUMEHEHUs
IPU OCYIIECTBIEHUH TOCYIApCTBEHHOM perucTpauud B KayecTBe OpP(AHHOIO JIEKapCTBEHHOI'O
npernapara, v 1o pe3yJbTaTaM dKCIEPTU3bI IEKAPCTBEHHBIX CPE/ICTB.

4. T'ocynapcTBeHHast perucTpanus JeKapCTBEHHOTO Ipenapara OCyHIIeCTBIIAETCS COOTBETCTBYIOIIUM
YIOJTHOMOYEHHBIM (peliepalibHbIM OpraHOM HCIOJHHUTENBHON BIACTH B CPOK, HE MPEBBILIAIOMIMNA CTa
HIECTUAECATH PAa0OYMX THEH CO THS HPUHATHS COOTBETCTBYIOLIETO 3asBICHHUS O TOCYIAapCTBEHHOU
perucTpanmm JIeKapcTBEHHOTo Inpenapara. B yka3aHHBIH CpPOK BKJIIOYAETCs BpeMs, HEOOXOAUMOE st
IIOBTOPHOTO IPOBEJIEHUS 3KCIEPTU3bl JIEKAPCTBEHHOI'O CPEICTBA B COOTBETCTBMM CO CTaTbed 25
HacTosauero denepanbHoro 3akoHa. Cpok rocylapCTBEHHOM PETMCTpalliy JIEKAPCTBEHHOTO Ipernapara
UCUUCIIAETCS CO JIHA NPUHATHS COOTBETCTBYIOIIMM YIOJHOMOUYEHHBIM (elepajbHbBIM OpraHOM
UCIIOJIHUTEJIBHOM  BJIACTH  COOTBETCTBYIOIETO  3asBICHHUS O TOCYAapCTBEHHOH  perucrpaiuu
JIEKapCTBEHHOTO Ipernapara ¢ MPUJIOKEHHEM HEOOXOJUMbIX JIOKYMEHTOB IO JIeHb BbIJAuu
PETUCTPALIMOHHOTO YAOCTOBEPEHHUS JIEKapCTBEHHOI 0 IpenapaTa. Bpems, HeoOxoaumoe Ji1sl HarpaBieHHs
YIIOJIHOMOYEHHBIM  (heZiepalibHbIM OpPraHOM HCIIOJHUTENIBHOM BJIACTH 3ampoca O IPeACTaBICHUU
HEO0OXOIMMBIX MAaTE€pPHAJIOB U MPECTABIICHHUS 3asSBUTEIEM OTBETA HA JAHHBIN 3aIPOC B COOTBETCTBUH CO
cratbsiMu 16, 19 u 23 Hactosmero denepaqbHOrO 3aKOHA, HE YYHUTBHIBAETCS MPU HCUUCIEHUHM CpOKa
roCy/1IapCTBEHHON PETUCTpallMU JIEKApCTBEHHOTO Mpernapara.

5. 'ocyagapcTBeHHOM perucTpalvii He MOJJIeXKaT:
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

Koncynsrantlntoc: npumeqanue.
C 01.03.2025 B . 1 4. 5 cr. 13 BHOCATCs u3menenus (@3 ot 30.12.2021 N 463-D3).

1) nexapcTBeHHbIE Ipenaparbl, W3rOTOBJIECHHbBIE AaNTEYHbIMU OPraHU3alUsSMU, BETEPUHAPHBIMU
anTEeYHbIMM OpPraHU3alUsIMU, UHAUBUIYAIbHBIMU NPEIIPUHUMATEISIMH, KOTOPbIE UMEIOT JIMLEH3UIO Ha
(bapMareBTHYECKYI0 ACSTEIbHOCTh, 1O peleNnTaM Ha JIEKAapCTBEHHBIC IpenapaTsl U TpeOOBaHUSAM
MEIULMHCKUX OpraHU3aliii, BETEpUHAPHBIX OpraHU3aluil;

2) eKapCTBEHHBIC Tpenaparkl, MPHOOpeTeHHbIe GU3MYECKUMU JIUIIaMU 3a npeaenamu Poccuiickoit
®enepauny U NpegHaA3HAYEHHBIE J1JIs1 TMYHOTO UCIIOIb30BAHMS;

3) nexkapcTBEHHBIE Mpenapathl, BBo3UMbIe B Poccuiickyro denepaliuio A okazaHusi MEIUITMHCKON
MIOMOIIM O U3HEHHBIM MOKAa3aHMSIM KOHKPETHOrO MAalMEeHTa HAa OCHOBAHUMU Pa3pPELIEHUs, BbIIAHHOIO
YIIOJTHOMOYCHHBIM ()eIepaTbHBIM OPTAaHOM HCIIOTHUTEILHOM BIIACTH;

4) JICKaApCTBCHHBLIC CPCACTBA, BBO3UMBLIC B POCCHﬁCKYIO CDeL[epauI/Ho Ha OCHOBAaHHUHM BBIAAHHOI'O
YIIOJIHOMOYCHHBIM (i)eﬂepaJII)HBIM OopraHom HCIIOJIHUTEILHON BIIACTH paspCliCHud U NMPCAHA3HAUYCHHBIC
A1 IPOBCACHHA KIMHHUYCCKUX PICCJ'ICI[OBEIHPIIZ JICKAPCTBCHHLIX IIPC€IIapaToOB H (I/IJ'II/I) IIPpOBCACHUA
OKCIICPTU3BI JICKApCTBCHHBIX CpCaACTB JJIA OCYHICCTBJICHUA FOCYHapCTBeHHOﬁ perucTtpanmuu
JICKaApCTBCHHLIX IIPCIIaApaTOB;

5) dbapmanieBTHUECKHE CyOCTaHIINN;

6) pa,I[I/IO(bapMaHCBTI/I‘leCKI/IC JICKAPCTBCHHLIC IIpCIiapaTbl, HM3rOTOBJICHHBLIC HCIIOCPCIACTBCHHO B
MCIUIHUHCKUX OpraHu3alnuviax B IOPAAKEC, YCTAHOBJICHHOM YIIOJHOMOYCHHBIM q)eﬂepaJII)HI)IM Oopranom
HUCIOJHUTEIbHOM BJIaCTH,

7) AeKapCTBEHHBIE TIPETapaThl, MPOU3BOAUMBIE IS SKCIIOPTA.
6. He nomyckaeTcst rocy1apCTBEHHAs! pErUCTPALIUS:

1) 7nexapcTBEHHBIX IMpenapaToB, OTJIMYAIOUIMXCA JpPYr OT JApyra KayeCTBEHHBIM COCTaBOM
JNEUCTBYIOLIUX BELIECTB, M0 OAWHAKOBBIM TOPIOBBIM HAUMEHOBAHUEM;

2) OIHOTO JIEKApCTBEHHOTO Ipenapara, MPeICTaBICHHOT0 Ha TOCYAAPCTBEHHYIO PErHCTPALUIO B
OTHOIICHUH OJHOTO W TOTO K€ Jep)KaTels WU BIAJENblla PETUCTPAIMOHHOTO YIOCTOBEPEHUS
JICKapCTBCHHOTO TIperapaTa B BHUAC JBYX W 0ojiee JIEKAPCTBEHHBIX TPENApaToB TMOJ Pa3THYHBIMH
TOPTrOBHIMH HAUMEHOBAHUSIMH.

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

7. Tlo 3ampocy (B 3JeKTpOHHOH ¢opme WM Ha OyMaXHOM HoOcUTelle) CyObeKkTa oOpalleHus
JIEKapCTBEHHBIX  CPEJICTB  COOTBETCTBYIOUIMM  YIIOJHOMOYEHHBIM  (efepaibHbIM  OpPraHoM
UCIIOJIHUTEJIBHON  BJAcCTH, OCYHIECTBIISIOIIMM TOCYAAPCTBEHHYIO PETHCTPALMI0  JIEKAPCTBEHHBIX
MIpernapaToB, B yCTAHOBICHHOM UM IOPsIJIKE OCYILIECTBISETCS] HAyYHOE KOHCYJIbTHPOBAHUE 110 BOIIPOCaM,
CBA3aHHBIM C IIPOBEJEHUEM  JOKIMHUYECKHMX  HCCIENOBAaHUM, KIMHUYECKMX  MCCIEAOBAaHUMN
JIEKapCTBEHHBIX IpPEenapaToB, SKCIEPTH3bl KayecTBa JIEKAPCTBEHHBIX CPEACTB, A(P(EKTHUBHOCTU H
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

0€30MacHOCTH, C OCYILECTBJIIEHHEM TOCYAapCTBEHHOW pETUCTPAllH JICKAPCTBEHHBIX IPEMapaToB.
KoHncynpTupoBanue ocyliecTBIsieTCS C MpUBICUYeHHEM (eaepaabHBIX T'OCYJApPCTBEHHBIX OOKETHBIX
YVUpEeXKICHUH, TOJIBEIOMCTBEHHBIX ITaHHOMY (enepalbHOMY OpraHy HCIOJHUTEIBHON BIACTH W HE
YYacTBYIOUIMX B OpraHU3alldd MPOBEICHHS SKCIEPTU3bl KAaueCcTBa JIEKAPCTBEHHBIX CPEACTB B LIEJSAX
OCYIIECTBJICHUSI WX TOCYIAapCTBEHHOW PETHCTpAalldd B COOTBETCTBUM CO CTaThel 16 HacTosiero
@enepalibHOTO 3aKOHA, B BUJE OTBETA B MHUCHMEHHOUN (OopME YMOIHOMOYEHHOTO (eepaibHOTO OpraHa
WCIIOJTHUTEJIbHOW BJIACTH Ha 3ampoc. Pa3Mep B3umaemoil ¢ 3asBUTENs IUIaThl OMPENEISETCS B
COOTBETCTBHHM C 3aKOHOJAaTelnbcTBOM Poccuiickoir @Denepanuu 00 OpraHu3alvy MPeIOCTaBICHUS
TOCY/IapCTBEHHBIX M MYHHUIUNAIbHBIX ycnyr. HMHdopMmamuss 00 OCYIIECTBICHHH HAYYHOTO
KOHCYJIbTUPOBaHUS, B TOM 4YHCIIe CTaThbU, 0030pbI, CIPAaBOYHBbIC MaTepuaibl M MHas uHbopMaius 00
OCYIIECTBICHUH HAYYHOTO KOHCYJIbTHPOBAHHUS, Pa3MEIIaeTCsl Ha OPHUIIMATBHOM CaliTe YIIOJTHOMOYEHHOTO
(dbenepalbHOr0 OpraHa HMCIHOJHUTEILHON BiIacTH B ceTh "MHTepHET" ¢ COONIOEHHWEM OrpaHUYEHUH,
YCTAaHOBJICHHBIX  3aKOHOAATEIIbCTBOM O  IEPCOHAIBHBIX  JIAHHBIX, KOMMeEpYecKOW u  (Win)
roCy/1IapCTBEHHOH TaifHe.

8. T'ocynmapcTBeHHast perucrpauusi JEKapCTBEHHBIX MPENapaTroB, KOTOPHIE IMpEIHAa3HAuU€Hbl MAJIs
IIPUMEHEHHUsT B  YCIOBHMSX BOCHHBIX [JEHCTBUM, YPE3BbIYAWHBIX CUTYallUHd, HPERyNpPEkKICHUS
YpEe3BbIYANHBIX CUTYalMid, MPOPUIAKTHKH U JICYeHHUsI 3a00JIeBaHUM, NMPEACTABISIFOIINX OIMACHOCTh IS
OKpY’KaroIluX, 3a00JI€BaHUN U MOPAXEHUH, MOIyUYEeHHBIX B pe3yjbTaTe BO3JAEHCTBUS HEOIAronpUATHBIX
XUMHAYECKHX, OMOJOTMYECKHX, PaJUallMOHHBIX (aKTOPOB, U KOTOpPHIE pa3pabOTaHbl B TOM YHCIE IO
3aJjaHuI0 (heZiepalibHBIX OpPraHOB MCIIOJHUTEIbHOM BIJIACTH, YHNOJHOMOUYEHHBIX B 00JIaCTH OOOpPOHBI
CTpaHbl U 0E30MaCHOCTH TOCYJapCTBa, a TAKXKE JIEKAPCTBEHHBIX CPEACTB B Ciiydae UX Ae(eKTypbl Wiu
pHCKa BO3HHMKHOBEHMs JEe(QEeKTypbl B CBSI3U C BBeAeHHEM B oTHouleHuu Poccuiickoit ®Penepanuu
OTPAaHUYMUTENIBHBIX MEpP 3KOHOMMYECKOIO XapaKTepa OCYIIECTBIAETCS B IOPSAKE, YCTAHOBICHHOM
[IpaButensctBOM Poccuiickoit @enepanuu.

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

Cratbs 14. NMpUHUMNDbI 3KCNEepPTU3bl NEeKapCTBEHHbIX CpeacTB
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. 3KCHCpTI/I3a JICKAPCTBCHHBIX CPCACTB OCHOBLIBACTCS HA NPUHIHUIIAX 3dKOHHOCTH, CO6J'IIOI[€HI/I$I
npaB u CBO6OI[ YCJIOBCKAa MW TIpaXXJaHWHA, IIpaB HOPUAWYCCKOIO JWIa, HC3aBUCHUMOCTHU ISKCIICPTA,
O6T>€KTI/IBHOCTI/I, BCCCTOPOHHOCTU U IMOJIHOTLIL I/ICCHG,Z[OBaHI/II‘;I, MMpOBOAUMBIX C HCIIOJIb30BAHUEM
COBPCMCHHBIX I[OCTI/I)KGHI/If/'I HAayKM W TCEXHUKH, OTBCTCTBCHHOCTHU q)ej:[epaanoro rocyaapCTBE€HHOTI'O
6I-0I[)KCTHOFO YUIpCKACHUA IO MPOBCACHUIO JSKCIICPTU3BI JICKAPCTBCHHBIX CPCACTB M ISKCICPTOB 3a
MPOBCACHUEC U KAYECTBO SKCIICPTUIEI.

2. 3KCHepTI/I3a JICKAPCTBCHHBIX NPCIIapaToB IJIsI MCAUITUHCKOT'O IIPUMCHCHHS BKIIFOYUACT B ce0st:

1) skcnepTH3y JOKYMEHTOB, MPEACTABIECHHBIX MJIsi OMpEAeNIeHUs BO3MOXKXHOCTH PacCMaTpPUBATH
JICKapCTBEHHBIN mpenapaTr ISl MEIUUMHCKOIO HPUMEHEHHUS IPU OCYIIECTBICHUM TOCYAAapCTBEHHOMU
perucTpanmm B kKauecTBe ophaHHOrO JIEKAPCTBEHHOT'O IIpernapara;

2) OKCIICPTUIY NPCIIOKCHHBIX MCTOJOB KOHTPOJIA Ka4€CTBA JICKAPCTBCHHOTO CPCACTBA U KAYCCTBA
MMpEaACTAaBICHHBIX 06pa3u013 JICKApCTBEHHOT'O CpEACTBa € MCIIOJIB30BAHHUEM JTHUX METOJ0B (zlanee -
OKCIICPTHU3a Ka4CCTBA JICKAPCTBCHHOT' O CpC,Z[CTBa);

3) oKcmepTH3y OTHOLIEHUS OKHMJAaeMOW TMOJb3bl K BO3MOXKHOMY PHUCKY IPHUMEHEHUs
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

JICKapCTBEHHOTO ITpernapara;

4) SKCIEpTU3Y PEruCTPAlMOHHOTO JIOChe Ha JICKAPCTBEHHBIM IMpernapar B IENsAX ONpeIeSICHHS
B3aMMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX MPENApaTOB JJIsi MEIUIIMHCKOTO TPUMEHEHUSI.
(. 4 BBennen denepanbHbIM 3aKOHOM OT 27.12.2019 N 475-D3)

3. DkcnepTr3a JIGKApCTBEHHBIX MPEmapaToB JJisi BETEPUHAPHOTO NMPUMEHEHUs BKIIOYACT B ceOs
IKCHEPTU3y KadyecTBa JIEKAPCTBEHHOI'O CPEACTBA M OSKCIEPTU3Y OTHOIICHUS OXHIAEMOH IOJIb3bI K
BO3MOXHOMY PUCKY MPUMEHEHHUS JIEKAPCTBEHHOTO Mpernapara.

Ctatba 15. ®PepepanbHoe rocygapcTBeHHoe OGloMpKkeTHoe YyupexaeHue o
NpoBeAeHUI0 3KCNePTU3bI NleKapCTBEHHbIX CPeaCTB

DKcrepTusa JIGKApCTBEHHBIX CPEACTB MPOBOAUTCA (eAepalbHbIM rOCYIapCTBEHHBIM OIOIKETHBIM
YUPEKACHUEM COOTBETCTBYIOIIETO YIOJIHOMOYEHHOTO (heAepasbHOr0 OpraHa MCIOJHUTEIFHON BIIACTH,
CO3/IaHHBIM 7 00ecrevYeHUs HCIOJHEHUs IOJHOMOYUN 3TOro (eaepaibHOr0 Opra€Ha IO Bblaude
paspellieHuil Ha MPOBENECHUE KIMHUYECKUX HCCIEIOBaHUM JIEKapCTBEHHBIX IpenapaTtoB U (WiIM) IO
roCy/1IapCTBEHHOW PETUCTPALIMU JIEKApPCTBEHHBIX MPENaparoB (Jajee - SKCIEPTHOE YUPEKICHHE).

Cratbsa 16. OpraHusauus npoBeAeHUs1 IKCNEePTU3bI NIeKapCTBEHHbIX CPeACTB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. DOkcnepTu3a JIEKApCTBEHHBIX CPEACTB IPOBOJUTCS KOMHUCCHUEH 3KCIEPTOB SKCIIEPTHOIO
YUPEKIEHHUS, HA3HAYCHHON €ro PyKOBOAMTEIEM, HAa OCHOBAaHUM 3aJaHMs HA IPOBEACHUE SKCIEPTHU3BI
JIEKapCTBEHHOI'O CPEZCTBA, BBIIAHHOTO YIOJHOMOYEHHBIM (elepaibHbIM OpraHOM HCIOJHUTEIbHOM
BJAacTU. PyKoBOIUTENh 3KCIEPTHOTO YUPEKICHHUS 00ECIeunBaeT HaAJIexKallee POBEAEHUE IKCIIEPTU3bI
JIEKapCTBEHHBIX CPEACTB B COOTBETCTBHHM C 33JaHMEM, BBIIAHHBIM YIIOJIHOMOUYEHHBIM (eiepalbHbIM
OpraHOM HUCIIOJIHUTEJIBHON BIACTH, U OPTaHU3YET MOATOTOBKY CBOJHOIO 3aKIIIOUYEHUs YTOW KOoMuUccHUU. B
COCTaB 3TOM KOMHCCHHM IO PEIICHUI0 PYKOBOJAUTEINS SKCIEPTHOTO YUPEKIEHUS MOTYT ObITh BKIIIOUEHBI B
Ka4yecTBE KCIIEPTOB JIMIIA, HE paboTaroIue B JAHHOM SKCIEPTHOM YUPEKICHUH, €CIIU UX CIeHaIbHbIe
3HAHWA HEOOXOJMMBI JJIsi TPOBEIACHUS OJKCHEPTU3bl U TaKue OHKCHEPThl OTCYTCTBYIOT B JAHHOM
JKCIIEPTHOM YUPEKICHHUH.

2. DKCHepToM IO TMPOBEIEHUIO AKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB SIBISIETCS aTTECTOBAHHBIN
paOOTHUK SKCIEPTHOIO YUPEXKJICHHs, KOTOpBIH HMEeT BbICIIEE MEAMLMHCKOE, (hapMaleBTHUECKOE,
OMOJIOrMYecKOoe, BETEPUHAPHOE UM XUMUYEeCKoe 00pa3oBaHUE U MPOBOAMUT AKCIEPTU3Y JIEKAPCTBEHHBIX
CPEZCTB B TOPSI/IKE UCTIOJHEHUS CBOMX JOJDKHOCTHBIX 00s13aHHOCTEH (Jaee - SKCIepT).

3. HpI/I MPOBCACHNUUN OKCICPTU3BI JICKAPCTBCHHBIX CPEACTB OJSKCICPT HE MOXKCET HAXOAUTHCSA B
KaKOW-TN00 3aBHCUMOCTH OT Jiuia, HA3HAYMUBLICTO 3TY OJKCIICPTU3Y, pa3pa60TqI/IKa JICKApCTBCHHOT'O
Cp€ACTBA UJIN APYTUX 3aMHTCPECOBAHHEBIX B PE3YyJIbTaTaX SKCIICPTUIBI JIULI.

4, HpI/I MPOBCACHUUN OKCIICPTU3bI JICKAPCTBCHHBIX CPCACTB HC HOITYCKACTCA I/ICTpe6OBaTB y
3agBUTENS JU00 HHBIX JIuL Matepualbl, HeO6XOJII/IMI)Ie IJid TPOBEACHHUA OKCIICPTU3BI. B cirydae
HEAOCTATOYHOCTU TMPCACTABJICHHLIX JSKCICPTY MATCPUAIOB I Oa4YU 3aKIIFOUYCHUSA OKCICPT CTABUT
BOIIPOC O TMPEACTABIICHUU CMY HGO6XO)II/IMHX MaTepruajioB MEpE€a PYKOBOJUTECICM OSKCIICPTHOI'O
YUYpCKIACHUA, KOTOpLIﬁ 06paH_IaCTCH C COOTBCTCTBYIOIIIUM 3aIIpOCOM B ynOHHOMO‘lCHHBIfI (l)e,[[epaHLHLIf/'I
opra”n HCIIOJIHUTEILHOMN BJIaCTH, BBIJIaBHH/II\/’I 3alaHUC Ha IMPOBCACHHUEC ISKCICPTU3BI JICKAPCTBEHHOI'O
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cpeacTBa. YKa3aHHbIA (heaepanbHbIl OpraH MCIOJHUTEIBHON BIACTH B TEYCHHE MATH PabOYMX JHEH co
IHS TIOCTYIUIEHHs 3allpoca PYKOBOJIUTENS HKCIEPTHOIO YUPEXKICHUs HAIPAaBISAET 3asiBUTEIIO 3alIpoC O
NPEJCTaBICHUN HEOOXOAUMBIX MaTeprajoB. J[aHHBINA 3alpOC MOXET OBITh MEpefaH YIIOJIHOMOYCHHOMY
IIPEICTAaBUTEINIO 3asBUTENS JIMYHO T0J PACIIMCKY, HAIIPABJIEH 110 TIOYTE 3aKa3HBIM IIHCbMOM WJIH NIE€PENaH
B 3JICKTPOHHOM (hopMe N0 TEJIEeKOMMYHUKALMOHHBIM KaHajlaM CBSI3U. B ciyyae HampaBiieHUS JaHHOTO
3arpoca Io MoYTe 3aKa3HbIM IIMCbMOM OH CUUTAETCA MOJIYYCHHBIM 10 UCTCUECHUH IIECTH AHEW C IaThl
HaIlpaBJICHUs 3aKa3HOI'0 NMUChMa.

(dactp 4 B pen. DeaepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

4.1. 3asButens 00s3aH MPEACTABUTH OTBET HA 3alpOC YIMOJTHOMOUYEHHOTO (eepalbHOrO OpraHa
UCIIOJIHUTEJIBHOW BIIACTU B CPOK, HE MPEBBIIAIOLINM JIeBIHOCTA pab04UX JHEH CO JHA €ro HoJIy4eHus.
YTOIHOMOYEHHBIH (eepaibHbIil OpraH MCHOJHUTENBHOW BIIACTH, BBIAABIINK 3aJaHuE HA MPOBEIACHUE
9KCHEPTHU3bl JIEKAPCTBEHHOTO CPEJICTBA, B TEYEHHUE ISATH pabouux JHEH CO AHsS IMOCTYIUICHHSI OT
3asBUTENS OTBETA HA JAHHBIM 3allpOC HAINPABIAET TaKOW OTBET B JKCIEPTHOE ydpexkieHue. B ciydae
HENpeACTaBICHUs [0 MCTEUEHUM JEBSHOCTAa PabOuYMX JHEW 3asBUTENEM OTBETAa Ha JAaHHBIA 3ampoc
YIIOJTHOMOYEHHBIH (heiepabHblii OpraH MCIOJIHUTEILHONW BIIACTH, BBIIABIIAN 33/JlaHUE HAa MPOBEACHUE
HKCHEPTHU3bl JIEKAPCTBEHHOI'O CPEJICTBA, B TEUEHUE NATH pabouyMx AHEH HampaBisieT B HKCHEPTHOE
YUpPEKIACHUE YBEIOMIICHHE O HENPEACTABICHHM 3asABUTEIIEM OTBETa HA 3alpOC YKA3aHHOI'O OpraHa.
Bpemst co nHS HampaBieHHs 3amnpoca 3KCIEPTHOTO YUPEKICHHS B YIOJHOMOYEHHBIH (enepaabHbIi
OpraH HCIIOJHUTEIBHOW BIACTH 0 JHS IOJYYECHMS JKCIEPTHBIM YUYPEKICHHEM OTBETA HA 3alpOC WU
YBEIOMIIEHHsSI O HEINPEACTAaBICHUM OTBETa HA 3alpoC HE YUYUTBHIBAETCA IPU HCUYHUCIECHUU CpPOKa
IIPOBEACHUS IKCIIEPTU3BI JIEKAPCTBEHHOT'O CPENICTBA.

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

4.2. Ecnu B cocTaBe pEerucTpalimOHHOTO J0Che Ha JIGKAPCTBEHHBIM IMpenapar Jyisi MEIUIIMHCKOTO
MIPUMEHEHHUsI CONEPKUTCA MNpeaycMoTpeHHas cratbedl 18, wacteto 1.1 crarbm 30 um crateeir 34
Hacrosimero defepanbHOrO0 3aKOHA KOIMMS PEUICHUs YIOJIHOMOYEHHOro (¢eaepalbHOro OpraHa
WCIIOJTHUTENIBHOW BIIACTU O MPOBEACHUU WHCHEKTHUPOBAHUSA IMPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEJNICTB,
IKCTEPTY 0 O(GOPMIICHHUSI PE3yabTATOB JKCIEPTHU3BI JIEKAPCTBEHHOTO CPEJCTBA MPEIOCTABISACTCS B
MOpSAIKE W Ha YCJIOBUAX, KOTOpBIE NpeaycMOTpeHbl udacTsmMu 4 u 4.3 HACTOALIEH CTaThbu, KOMHS
3aKJIIOYEHUST O COOTBETCTBUU TMPOM3BOIUTENS] JICKAPCTBEHHBIX CPEJCTB TPEOOBAHUSM IPaBUII
HaJJIexalled MPOU3BOJCTBEHHONW MPAKTUKU, BBIIAHHOTO YIOJIHOMOYEHHBIM (peleparbHbIM OpPraHOM
WCTIOJIHUTEIIbHOM BJIACTH.

(uactp 4.2 BBeaeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

4.3. 3agBurens o0s3aH MPEACTABUTh B YIOJIHOMOYEHHBIN (enepalbHbIil OpraH MCHOJHUTEIbHOM
BJIACTU KOIMIO 3aKIJIIOYEHHS O COOTBETCTBUHU IPOU3BOAMTENS JIEKAPCTBEHHBIX CPEACTB TPEeOOBaHUSAM
MpaBUJI HaJJIeKaIled MPOU3BOJACTBEHHON MPAKTUKA B CPOK, HE TPEBBIMIAIOIINN CTa BOCBMHUICCATH
pabouux AHEH co AHS TOJIYYEHHUs 3ampoca O €€ IMPeJOCTABICHUHU. YTOJIHOMOYEHHBIH (enepaabHbIi
OpraH WCIIOJIHUTEIBHON BIIACTH, BBIIABIIMK 33JaHWE HA TPOBEIEHHE HSKCIEPTU3bI JEKAPCTBEHHOTO
CpeAcTBa, B TEUEHUE MATH pabOUYMX IHEH CO JHS TMOCTYIUICHHSI OT 3asBUTENs KOMWHU 3aKIIOYEHHUS O
COOTBETCTBUHM  TPOM3BOAMTENS JICKAPCTBEHHBIX CPEIACTB TPeOOBaHHMSAM TMpPaBHJ  HaJUICKAIICH
MIPOM3BOJICTBEHHON NPAKTUKU, HANpPABIsIET €€ B 3KCIEPTHOE yupexJeHue. B ciyuae HempencTaBieHUs
3asBHUTENIEM B YKa3aHHBIA CPOK KOIMHU 3aKIIOYEHUS O COOTBETCTBHH ITPOU3BOIMTENS JIEKAPCTBEHHBIX
CpeAcTB TpeOOBaHMAM TMPaBWI HaJUIeXkKallell MPOM3BOJACTBEHHON MPAKTUKA  YHOJIHOMOYECHHBIH
benepanbHBIE OpraH WCIIOJHUATENHFHOW BIIACTH, BBIJABIIMK 3aJaHWE Ha TIPOBEIEHHE OSKCIIEPTHU3HI
JICKapCTBEHHOTO CpEJACTBA, B TEUEHHE MATH PabOYMX IHEH HamNpaBisieT B IKCIEPTHOE YUpexJAEeHUE
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YBEJOMJICHHE O HEMPEJICTABJICHUU 3asBUTEJIEM KOMHUHM 3aKIIOYEHUS O COOTBETCTBUHM IPOU3BOAMUTEIISA
JIEKapCTBEHHBIX CPEICTB TPeOOBaHUSAM IMpaBUI HAJJIeKaIIed MPOU3BOJICTBEHHONW MpakTHKU. Bpems co
JHS HalpaBJICHUs 3ampoca JKCIEPTHOTO YYPEKJACHHUS B YIOJHOMOYCHHBIH (enepalbHbIi Opran
UCIOJIHUTEJILHOM BJIAcTH [0 JHS TMOJIYYEHHUS SKCIEPTHBIM YUPEXKICHHEM KOMUU 3aKIYEHUS O
COOTBETCTBUHM  TPOU3BOIUTEINS  JICKAPCTBEHHBIX  CPEJACTB  TPEOOBaHHWSAM TPAaBHJI  HaJyIekKalen
MIPOU3BOJICTBEHHOW MPAKTUKU WM YBEJOMIICHUS O €€ HENpEACTaBICHUU HE YUYUTHIBACTCA IIPU
HCYHUCJICHUH CPOKa MPOBEJECHUS IKCIIEPTU3BI JIEKAPCTBEHHOT'O CPECTBA.

(dactp 4.3 BBeaeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

5. Dkcnepr mNpu MPOBEAECHUU IOPYYEHHOH €My pPYKOBOAMUTEIEM OHKCIEPTHOIO YUPEXKJICHUS
HKCIEPTHU3bI JIEKAPCTBEHHOT'O CPEJCTBA 00s3aH:

1) mpoBecTH TIONHOE WCCIIECIOBAaHUE TMPEACTABICHHBIX €My OOBEKTOB, MAaTepUANIOB, JaTh
00OCHOBaHHOE W OOBEKTUBHOE 3aKJIFOYCHHE IO TIOCTaBJICHHBIM T[Epell HHUM BONPOCAM WM
MOTHBUPOBAHHOE 3aKJIIOYCHHE O HEBO3MOXXHOCTH TIPOBEACHUS WM OKCIIEPTH3bI JIEKAPCTBECHHOTO
CpE/ICTBa, €CIIM MOCTABJICHHBIC BOIIPOCHI BBIXOJAT 32 MPEACibl CICIHAIbHBIX 3HAHUN SKCIEPTa, OOBEKTHI
WCCIICIOBAaHUM W MaTepHalibl HEMPUTOIHBI WJIM HEIOCTATOYHBI JUISI IPOBEICHUS MCCIICIOBAHUN U Ja4H
3aKIIIOYCHHUS JIMOO COBPEMEHHBIN YPOBCHb Pa3BUTHS HAYKH HE TO3BOJIICT OTBETHTh HA TOCTABIICHHBIC
BOIIPOCHI;

2) HC pasrjamarb CBEACHHA, KOTOPLIC CTAJIM €MY U3BCCTHBI B CBA3U C INPOBCACHUCM 3KCICPTU3BI
JICKAPCTBCHHOT'O CPCACTBA, 4 TAKKC CBCIACHUSA, COCTABIAIOIIUC I'OCYJAPCTBCHHYIO, KOMMCPYCCKYIO HJIN
HHYI0 OXpPaHACMYI0 3aKOHOM TaﬁHy;

3) obecrneunTh COXPAHHOCTH MPEACTABICHHBIX 00BEKTOB HCCIICIOBAHUN 1 MaTEPHAIIOB.
6. DKCIepT HE BIpaBe:

1) npoBOOUTH SKCHEPTU3Y JIEKAPCTBEHHOI'O CPEACTBA MO OOPALICHUIO HEMOCPEICTBEHHO K HEMY
OpraHu3anuii Wi GU3NYEeCKuX JIui;

2) caMOCTOSITEIFHO COOMPATh MAaTepUAIbI JIJIsl IPOBEICHUSI SKCIIEPTHU3bI JIEKAPCTBEHHOTO CPEJICTBA;
3) IpOBOAUTH IKCIIEPTU3Y JIEKAPCTBEHHOTO CPEACTBA B KAU€CTBE HETOCYIaPCTBEHHOTO IKCIIEPTA.

7. B caydae HeoOXOAMMOCTH OKCHEPT BIpPaBE XOAATAHCTBOBATh IIEpEN PYKOBOIUTEIEM
HKCHEPTHOTO YUPEXKJIECHHS O MPUBJICUCHNUH K MPOBEICHHUIO SKCIIEPTU3bI JIEKAPCTBEHHOTO CPEJICTBA IPYTUX
9KCIEPTOB.

8. Kaxnaplii sKcrepT, BXOAAMIMI B COCTaB KOMUCCUU 3KCIEPTOB, KOTOPOM MOPYUYEHO NMPOBEIEHUE
AKCIIEPTHU3bl JIEKAPCTBEHHOTO CPEACTBA, HE3aBUCMMO U CAMOCTOSITEIBHO IPOBOJIUT HCCIEI0BaHUS,
OILICHHUBAET Pe3yJbTaThl, MOJyUYEHHBIE UM JMUYHO U JAPYTUMHU IKCIEpPTaMu, U (HOPMYIHUPYET BHIBOJBI
OTHOCHUTEIIFHO TIOCTABJICHHBIX BOTIPOCOB B TIPEJIeNiaX CBOMX CIICIIHATBHBIX 3HAHUH.

0. PCSyJ’IBTaTBI 9KCIICPTU3BI JICKAPCTBCHHOI'0 CpCACTBA O(I)OpMJ'DIIOTCSI 3aKJIFOYCHUECM KOMHCCHHU
OKCIICPTOB. B 3axmioueHnn KoMmMCCHU OKCIIEPTOB YKAa3bIBAKOTCA TIICPCUCHB HCCHeI{OBaHHﬁ, 00BeM
MMPOBCACHHBIX KAXKABIM 3KCIICPTOM I/ICCJ'ICI[OBaHI/II\/'I, YCTAHOBJICHHBIC KaXX/IbIM U3 HUX (baKTLI U CACIIaHHBIC
B pE€3yJIbTaTeC I/ICCJ'ICJIOBaHI/Iﬁ BBIBOJbI. 9KCHepT, MHCHHUE KOTOPOIr'o HE COBIAAACT C pCIICHUEM KOMUCCHUHU
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9KCIIEPTOB, BIIPABE BBIPA3UTh CBOC MHCHHE B MUCHMEHHOU (popMe, KOTOPOE MPUOOIIAETCS K 3aKIIFOUSHUIO
KOMHUCCHH 3KCIIEPTOB.

10. DOkcnepThl, BXOAAIIME B COCTaB KOMMCCHM, IPEAYNPEkKIAIOTCS 00 OTBETCTBEHHOCTH B
COOTBETCTBUM C 3aKoHojaTesnbcTBOM Poccuiickoir denepanuu 3a nady 3aKiIOueHHs, COIEpIKAIIEro
HEO0OOCHOBaHHBIC WIN (aTbCU(PUIIMPOBAHHBIC BBIBOJBI, O YEM OHH JIAIOT MOJITHUCKY.

11. Onpenenenue ypoBHs MpodeccnoHalbHON MOJATOTOBKU SKCIIEPTOB M aTTECTAlMs UX Ha MPaBo
MIPOBEICHUS AKCHEPTH3bI JICKAPCTBEHHBIX CPEICTB OCYLIECTBISIOTCS 3KCIEPTHO-KBATH(PUKALMOHHBIMU
KOMHUCCHUSIMU B TIOPSIZIKE, YCTAHOBIEHHOM COOTBETCTBYIOIIMM YIIOJIHOMOUYEHHBIM (efiepaibHbIM OpraHOM
WCTIOJHUTENBHOW BJIACTU. YPOBEHb NMPO(ECCHOHAIBHOM MOATOTOBKH 3KCIEPTOB MOUICKHUT MEPECMOTPY
YKa3aHHBIMU KOMUCCHUSMH HE PEXKE YeM OJUH pa3 B IIATH JIET.

12. IlpaBmia TPOBENEHUS ASKCIEPTH3BI JICKAPCTBEHHBIX CPEICTB W OCOOCHHOCTH AKCIEPTH3BI
OTIENbHBIX BUJOB JIEKAPCTBEHHBIX IMpemapaToB (pedepeHTHBIX JIEKAPCTBEHHBIX IPEnapaTos,
BOCIIPOU3BE/ICHHBIX JICKAPCTBCHHBIX IPEIapaToB, OHOJOTHYECKHX JICKAPCTBCHHBIX IPEIapaToB,
OMOaHAIOTOBBIX  (OMOMOJOOHBIX) JICKAPCTBEHHBIX IpenapatoB (OMOAHAIOTOB), TOMEONATHYECKUX
JICKapPCTBCHHBIX IMPETapaToB, JEKAPCTBCHHBIX PACTUTEIBHBIX IMPENapaToB, KOMOWHAIMH JICKAPCTBEHHBIX
npemapaToB), (GOpMbI 3aKIIOYEHUH KOMHUCCHH OKCIEPTOB YCTAaHABIMBAIOTCS COOTBETCTBYIOIIMM
YIIOJTHOMOYEHHBIM ()e/IepaTbHBIM OPTaHOM HCIIOJTHUTEILHOW BIIACTH.

(uactb 12 B pen. @eaepanbHoro 3akona ot 22.12.2014 N 429-03)

KoncynsrantlIntoc: npumedanue.

Ho 31.12.2023 nna npemapatoB, MNpOU3BEACHHBIX B P® B 1memsX HMMIOPTO3aMEIICHHUS,
YCTAaHABJIMBACTCA PEXKUM YCKOPEHHOW TMPOIEAYpPhl TOCPETHCTPAllMd B  COOTBETCTBHU  C
[TocranoBnenuem IlpaButenscta P® ot 12.03.2022 N 353.

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

1. Jlma rocyaapCTBEHHON pErucTpauuy JIEKapCTBEHHOTO Tpenapara il BETEPUHAPHOIO
MpPUMEHEHHUsS pa3paboTUMK TaKOro JEKapCTBEHHOTO Tperapara WM YHOJHOMOYEHHOE MM JIpyroe
IOpUANYECKOEe JIMIO (Jajlee B HACTOSIIEW CTaThe - 3asBUTENIb) MPEJCTABISAET B YINOJIHOMOYEHHBIH
denepanbHBI OpraH WUCHOTHUTENBHON BJIACTH, OCYIIECTBISIOMIMNA TOCYIapCTBEHHYIO PETHCTPAIUIO
JIEKapCTBEHHBIX MPENapaToB JJsl BETEPUHAPHOIO IPUMEHEHHUS, B NEKTPOHHOU (hopMe niir Ha OyMaKHOM
HOCHUTEJE 3asBJICHUE O TOCYJIApPCTBEHHOW PErvMCTpPalMM JIEKApCTBEHHOTO Mpernapara sl BETEPUHAPHOTO
MIPUMEHEHHUS], a TaKXKE B MOPSIKE, YCTAHOBJICHHOM COOTBETCTBYIOLIUM YIIOJHOMOYEHHBIM (pesiepabHbIM
OpPraHOM HCIOJHUTENBHON BJIAacTH, B DJIEKTPOHHOU dopMe miu Ha OyMa)KHOM HOCHUTENEe HeOOXOIUMBbIe
JOKYMEHTBI, U3 KOTOpBIX (hopMHpyeTcs perucTpallioHHOE J0Che Ha JIEKapCTBEHHBIN mpemapar ais
BETEPUHAPHOTO TPUMEHEHUSI.

2. B 3asgBneHun 0 rocyAapCTBEHHOM PErMCTPAllMU JEKAPCTBEHHOIO Ipenapara JJisi BETEpUHAPHOTO
IIPUMEHEHHUs YKa3bIBAIOTCA:

1) HanMeHOBaHUE U aJpec 3asiBUTENIS, pa3paboTuuKa U MPOU3BOIUTEINS JIEKAPCTBEHHOTO Mpernapara
JUIs BETEPUHAPHOIO MPHUMEHEHHS M aJpec MecTa OCYILIECTBJIEHHS IPOU3BOJCTBA JIEKAPCTBEHHOIO
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npenapaTta JUisi BETEPUHAPHOIO NPUMEHEHHUs (B Cilydae HaJM4uusl HECKOJIbKMX YYaCTHHKOB IIpoliecca
IIPOM3BO/ICTBA HEOOXOMMO YKa3aTh KaXKJJ0T0 U3 HUX);

2) HaMMEHOBAHUE JIEKAPCTBEHHOI'O IpernapaTa JJis BETEPUHAPHOTO MPUMEHEHHUs (MEXIyHapOIHOE
HEMaTeHTOBAaHHOE, WK IPYNIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);

3) MEpCUCHDb I[eﬁCTBYIOHIHX N BCIIOMOTIaTCJIbHBIX BCHICCTB, BXOAAIHX B COCTAB JICKAPCTBCHHOI'O
mnmpenapara JJid BETCPUHAPHOI'0 IPUMEHCHU S, C YKa3aHUEM KOJIMYECTBA KAXKI0I'0 U3 HUX,

4) nexapcTBeHHass ¢opma, JO3UPOBKA, CHOCOOBI BBEJICHUS W NPHUMEHEHHUsS, CPOK TOJHOCTH
JICKApCTBEHHOTO Mperapara Jjisi BETCPHHAPHOTO IIPUMEHEHUS;

5) papmakoTepaneBTHUECKas TPYIIIIa;

6) He0OXOIMMOCTh MPUMEHEHHUSI YCKOPEHHOH MpOLeAyphl SKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB B
LEJISX TOCYIapCTBEHHON PEerucTpaIuy JEKapCTBEHHOTO Mpenapara;

7) KOIIMU JOKYMCHTOB, ITIOATBCPIKAAOIINX YIUIATY FOCYHapCTBCHHOﬁ IIOIIJIMHBI:

a) 3a MPOBEACHUE HKCIEPTU3bl KAayecTBa JIEKAPCTBEHHOI'O CPEICTBAa M 3KCHEPTU3bl OTHOIIECHUS
OKUJAEMOH I0JIb3BI K BO3MOKHOMY PUCKY IPUMEHEHHUs JIEKAPCTBEHHOIO Npenapara i BETEpUHAPHOIO
IIPUMEHEHHSI IIPU €r0 FOCYAApPCTBEHHOM PErUCTPALNY;

6) 3a BbIAAa9y PEruCTpaiuOHHOIO0 YAOCTOBCPCHUSA JICKAPCTBECHHOTI'O IIPpCIiapara,

8) HanmMuuMe corjiacus, MPEAYCMOTPEHHOTO YacThl0 7 HACTOAIIECH CTaThU, €CIM C MOMEHTa
perucTpanur pedepeHTHOTO JICKAPCTBEHHOTO Ipernapara Jisi BETCPUHAPHOTO IPHUMEHEHUS ITPOILIO
MEHee YeM IIeCTh JIET.

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

3. PerucrpanuoHHoOe 10cke B IETSIX IKCIEPTU3BI JEKAPCTBEHHOTO IpenapaTa Ui BEeTEPHHAPHOTO
pUMEHEeHHs (POPMUPYETCS U3 CIEAYIOMNX TOKYMEHTOB U CBEJICHUH:
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-03)

1) cBeseHust 0 JaTe MPENOCTaBICHUS W PETUCTPALIMOHHOM HOMEpEe JMIIEH3MHM Ha IPOHM3BOJICTBO
JIEKapCTBEHHBIX CPEACTB, IPEIOCTaBICHHON IPOU3BOJUTENIO PETUCTPUPYEMOTO JIEKapPCTBEHHOTO
npernapara Juisi BETepUHApPHOTO MPUMEHEHHUSI, AJIs1 POCCUHCKUX MPOU3BOIUTENCH;

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

2) cBeieHUs O JlaTe MPEAOCTaBICHHUS U PETUCTPALMIOHHOM HOMEpE JUIEH3UH Ha MPOU3BOJCTBO
JIEKapCTBEHHBIX  CPEJCTB, MPEIOCTABICHHOW IPOW3BOAMUTENIO  (PapMaleBTUYECKOH CyOCTaHIIHH,
BXOJISIIIIEH B COCTaB PETUCTPUPYEMOTO JIEKApCTBEHHOT' O Mpenaparta /i BeTepuHApHOTO MPUMEHEHHUS, TS
POCCHICKHAX TPOU3BOAUTENEH;

(B pen. deaepanbHbix 3ak0HOB OT 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

21) KOImug AJOKYMCHTA, BBIJAHHOI'O YIIOJHOMOYCHHBIM OpTraHOM CTpaHBI HPOU3BOAUTCIIA JIA
Ka)KHOﬁ HpOI/I3BOI[CTBCHHOﬁ IJIOMAaaKH PEruCTpupyeMoro JICKApCTBCHHOT'O Ipemnapara JJIsA
BE€TCPUHAPHOI'O MPHUMCHCHUA MW IOATBCPKAAIOMIETO COOTBETCTBUC MNPOU3ZBOAHTEIA JICKAPCTBECHHOI'O
Ipemnapara Tpe60BaHI/IHM mpaBuJI Hannencameﬁ HpOI/ISBO,Z[CTBCHHOﬁ IMMPAaKTHUKH, U €ro ICPeBOIA HA pYCCKI/Iﬁ
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?:Ele‘?:;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 03.05.2023

SI3bIK, 3aBEPEHHBIE B YCTAHOBIICHHOM TMOPSJKE, a TaKXKe KOMUA 3aKJIIOYEHHS] O COOTBETCTBUU
MIPOU3BOJUTEINA JIEKAPCTBEHHBIX CPEJACTB TpeOOBaHMAM NPaBUJ HaJieXkalleid MPOU3BOACTBEHHOMN
MIPAKTUKH, BBIJAHHOTO YIIOJIHOMOYEHHBIM ()e/IepaIbHBIM OpTraHOM MCTIOTHUTEILHOW BIACTU ISl KaXKIOU
MIPOU3BOJCTBEHHON IUIOIIAJKK PETHCTPUPYEMOr0 JIEKaPCTBEHHOI'O Mpernapara il BETEPUHAPHOIO
MPUMEHEHHUS, JINOO KOMHS PEIICHUS O MPOBEACHUHM WHCIICKTHPOBAHUS MPOU3BOAUTENS JIEKAPCTBEHHBIX
CPEICTB, MPUHATOrO YIOJIHOMOUYEHHBIM (heiepaJbHbIM OPraHOM HCHOJIHHUTEIBHOW BIACTH JUIA KaXIOU
MIPOU3BOJICTBEHHON IUIOMIAJIKM PETHUCTPUPYEMOTro JIEKAPCTBEHHOIO Mpernapara il BETEPUHAPHOTO
MIPUMEHEHHUs. YKa3aHHbIE TOKYMEHTbI IPEACTABIISIIOTCA B CIy4yae, €ClIu MPOU3BOJICTBO JIEKAPCTBEHHOTO
rpernapara ocyuecTBieTcs 3a npeaenamu Poccniickoin denepanmu;

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

2.2) Komus JOKYMEHTa, BBIIAHHOTO YIOJHOMOYEHHBIM OPraHOM CTpaHbl IPOU3BOAUTEIS
(bapmaneBTHYECKOI CyOCTaHIMM W MOJTBEP)KAAIOIIETO COOTBETCTBUE  TNPOU3BOJIUTEIS
(bapMarieBTHUECKON CyOCTaHIINMU, BXOAAIIEH B COCTaB PETUCTPUPYEMOTO JIEKApCTBEHHOTO TpenapaTa JUlst
BETEPHHAPHOTO MPUMEHEHHs, TPeOOBAaHMAM NMpPABWJI HA/IeXKalleld MPOM3BOACTBEHHON NMPAKTUKU, M €T0
NEepeBOJl Ha PYCCKHUH S3BIK, 3aBEPEHHBIC B YCTAHOBJICHHOM IOPSAKE, B CIydae, €CIU IMPOU3BOICTBO
(bapmaneBTHYECKOM CyOCTaHIIMM OCYIIECTBIsIETCs 3a peaenamu Poccuiickoit denepanum;

(m. 2.2 BBenen denepanbHbiM 3aKk0HOM 0T 04.06.2018 N 140-D3)

3) TOpOeKT HOPMATHUBHOTO [OKYMEHTa Ha JIEKApCTBEHHBIM TMpemapaT [Jjs BETEPUHAPHOTO
MIPUMCHCHHS,

4) IOKYMEHT, coaepKalluil cieayrourylo uHpopmanuio o (apmaneBTHUECKOH CYOCTaHIIMU WU
(hapMaIeBTHYECKUX CYOCTAHIIMSX, BXOSAIIUX B COCTaB JICKAPCTBEHHOTO IperapaTa JiUlsl BETCPUHAPHOTO
MPUMEHEHUS:

a) HauMEHOBaHHE (HapMalEeBTHUYECKOW CyOCTaHIIMM, €€ CTPyKTypa, oOmme cBoiicTBa (mpH
TOCYJapCTBEHHON  perucTpaly  MMMYHOOMOJIOTMYECKMX  JIEKapCTBEHHBIX  IpemapaTtoB  JJs
BETEPUHAPHOTO TNPUMEHEHUS! NPEJCTAaBISIIOTCS CBEACHHUA O IITaMMe, BKJIIOYas €ro HauMEHOBaHHeE,
MH(POPMAIIHIO O TPOUCXOXKIACHUH, €T0 CBOWCTBAX, XapaKTEPUCTUKAX U MECTE JIETOHUPOBAHUS);

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

6) HaNMMCHOBAHUC U aIpCC IIPOU3BOJUTCIIA,

B) TEXHOJIOTHA IMPOU3BOACTBA C OMUCAHUCM CTaI[I/Iﬁ MMPOU3BOACTBA U MCTOJOB KOHTPOJIA Ha BCEX
CTagudgXx IMPOU3BOACTBA,

r) uHbopmanus o TmpumecsX (HE TpeAcTaBiseTcss MpU TOCYJApCTBEHHON perucTpanuu
MMMYHOOHOJIOTMYECKUX JIEKAPCTBEHHBIX MpEnapaToB /jsl BETEPUHAPHOTO IPUMEHEHHUS);
(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

1) crienuduKanys Ha GpapMalneBTHYeCKylo CyOCTaHIMIO (He MPECTaBIseTCs MPH TOCYAapCTBEHHOM
perucTpar UMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX TPEnapaToB Il BETEPHHAPHOTO TIPUMEHEHUS),
(B pen. deaepanbhoro 3akona ot 02.08.2019 N 297-03)

€) OnucaHie METOIUK KOHTPOJISl KauecTBa;

) pe3yibTaThl aHanu3a cepuil (apmaneBTUUECKOH CyOCTaHIMU (HE MPEACTaBIAIOTCA IPH
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?;ipﬁ'leﬁ”;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 03.05.2023

FOC}’Z[apCTBeHHOﬁ perucTpanmuu I/IMMYHO6I/IOJIOFI/I'-ICCKI/IX JICKApCTBCHHBIX mperaparoB JJIsL
BETEPHHAPHOTO PUMEHEHUS );
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

3) IEpPEUYCHb CTAHJIAPTHBIX 00Pa3IlOB MJIM BEIIECTB, UCIIOIb3YEMbIX MTPH OCYIIECTBICHHH KOHTPOJIS
KauyecTBa,

1) ONUCaHNE XapaKTePUCTHK U CBOWCTB YIIAKOBOYHBIX MAaTEPUAIIOB U YKYIIOPOUHBIX CPEJICTB;

K) JaHHblE O CTAaOMIBHOCTH (HE MPEACTABISAIOTCS MpPH TOCYAApCTBEHHOH perucTparuu
UMMYHOOMOJIOTMYECKUX JIEKaPCTBEHHBIX MTPENapaToB [yl BETEPUHAPHOTO IPUMEHEHUS );
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

J'I) CPOK IrOAHOCTH, YCIIOBUA XPAHCHU,

KoncynsrantlIntoc: npumedanue.

IIpy ycKOpeHHOM mpoueNype PpPErucTpaldy  BOCIPOM3BEIEHHOIO Ipenapara  JOIyCKaeTcs
HEIPECTABICHUE OINHUCAHMUS METOJOB M HMX JOKYMEHTAJIBHOI'O ITOATBEPKICHHUS, IIPU MHCbMEHHOM
00s13aTeNIbCTBE MX IMpEACTaBUTh B TedyeHue 12 mecsneB co aHs peructpauuu (Iloctanonenue
[IpaButensctBa PO ot 12.03.2022 N 353).

5) or4er o pe3ynpTarax JAOKIMHHYECKOTO WCCIENOBAHHUS JIEKAPCTBEHHOIO CPEACTBA JUIS
BCTCPUHAPHOI'O NNPUMCHCHUA, BKJ'IIOanOIIII/If/'I OIMMCAHUC MCTOAOB OHNPCACIICHHUA OCTATOYHBIX KOJIUYCCTB
JEUCTBYIOILIETO BelIecTBA (ICHCTBYIOUIMX BEIIECTB), JOCTHTAIOMIETO (IOCTUTAIONIMX) CHUCTEMHOTO
KpOBOTOKA, B HNPOAYKHOUH KHUBOTHOI'O HPOUCXOXKIACHUA ITOCJIC IMPUMCHCHHUA TAKOI'O JICKAPCTBECHHOI'O
CPEICTBA, a TAK)KEe JTOKYMEHTAJILHOE ITOITBEP)KICHUE (BAIMIAIMs) YKa3aHHBIX METO/IOB;

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

6) OTUCT O PpE3yJIbTaTaX KIMHHUYCCKOIO HUCCICAOBAHUA JICKAPCTBCHHOI'O IIpCliapara JIsd
BCTCPUHAPHOTI'O MPUMCHCHHSA Y KAXKAOTO BHAA JKUBOTHBIX, YKA3aHHBIX B MHCTPYKIUU 11O BETCPUHAPHOMY
IMPUMCHCHUIO;

7) IPOEKT MHCTPYKIIUHU TI0 BETEPUHAPHOMY MPUMEHEHUIO JIEKAPCTBEHHOTO MperiapaTa, CoJepKaiien
CIIENYIOINE CBEACHHUS:

a) HaMMEHOBAHME JICKAPCTBEHHOTO TIpemnapara JJjis BETEPUHAPHOTO NMPUMEHEHUs (MEXIyHAPOIHOE
HEMaTeHTOBAaHHOE, WM TPYNIUPOBOYHOE, U XUMUYECKOE U TOPrOBOE HAUMEHOBAHMUS);

0) nexapcTBeHHas ¢opma ¢ yKazaHHEeM HAaUMEHOBAaHUM U KOJMYECTBEHHOTO COCTaBa JACHCTBYIOIIUX
BEIIECTB U KAUeCTBEHHOT'O COCTaBa BCIIOMOTATEIbHBIX BEIIECTB;

B) OIMMMCAHUEC BHCIIHETO B A JICKAPCTBCHHOI'O IIpCriapaTta Ajid BETCPUHAPHOTO IPUMCHCHU,

r) dapMakoTepaneBTHUECKas TPYIINa JIEKApCTBEHHOTO MpenapaTa A BETepUHAPHOTO MPUMEHEHHS
WJIM yKa3aHHe "TOMEeOoNaTUYeCKUi JIEKapCTBEHHBIN npenapar”;

n)  (QapmakonguHamMMKa M (apMaKOKMHETHKa (32  MCKIIOYeHHeM  (apMaKOKWHETHKH
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

roMCOaTUICCKUX JICKAPCTBCHHLIX NPCHapaToB MW PACTUTCIBbHBIX JICKAPCTBCHHBIX HpenapaTOB) Ui
OIITMCaHHC I/IMMYHO6I/IOJ'IOFI/ILIGCKI/IX CBOMCTB JICKApCTBCHHOT'O IIpIiapara,

€) MoKa3aHusl JUIsl IPUMEHEHMUS;
) IPOTUBOIIOKA3aHMs Ul IPUMEHEHHUS;
3) MepbI IPEJOCTOPOKHOCTHU IPU IPUMEHEHUU;

I/I) YKa3aHHUEC BO3MOXHOCTHU U 0COOEHHOCTEH IIPUMCHCHUSA Y 6epeMeHHI)IX JKUBOTHBIX, Y )KUBOTHBIX B
Nnepruona JIakTaluu, y HOTOMCTBA JKUBOTHBIX;

K) PECKUM OO3UPOBAHUA, croco0 BBCACHHA W IIPUMCHCHUA, IIPU H606XO,Z[I/IMOCTI/I BpEMs IIpuEMa
JICKApCTBCHHOTO IIperiapara JJIs1 BETCPUHAPHOI'0 MPUMEHCHUS, TPOAOJDKUTCIIBHOCTD JICUCHUS,

J) BO3MOYXHBIE MMOOOYHBIE JEUCTBUSA, HEXKENATEIbHbIE PEaKIMK NMPH MPUMEHEHUH JIEKAPCTBEHHOTO
npenapara Jijisi BETepuHaApHOTO MPUMEHEHHS;

M) CUMITOMBI IIEPEI03UPOBKHU, MEPHI 10 OKA3aHUIO TOMOILHU IPH MEPEeI03UPOBKE;
H) B3aUMOJICHCTBUE C IPYTMMHU JIEKAPCTBEHHBIMU IIperapaTaMy U (W) KOpMaMu;
0) ¢opMBl BBIITyCKA JIEKApCTBEHHOTO Npenapara AJsl BETEpUHAPHOI0 IPUMEHEHUS;

1) yKazaHue (Mpud HEOOXOAMMOCTH) OCOOEHHOCTEH NEeHCTBUS JIEKAPCTBEHHOrO Ipernapara Jis
BETEPUHAPHOTO IPUMEHEHHUS IPU TIEPBOM IIPUEME UJIH IIPH €r0 OTMEHE;

p) onucanue (TIpU HEOOXOJAMMOCTH) JCUCTBHI CICIHAIUCTA B 00JaCTH BETCPUHAPHH, BiaJeiblla
KUBOTHOTO IpU MPONYCKE IpUEeMa OJHOM WM HECKOJIBKMX J03 JIEKapCTBEHHOrO Ipemnapara ist
BETEPUHAPHOTO IPUMEHEHUS;

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

C) CpPOK TOAHOCTH H YKa3aHHWC Ha 3alpeT MNPpUMCHCHHA JICKAPCTBCHHOI'O IIpf€rapara JId
BETCPUHAPHOTI'O MPUMCEHCHUA 110 UCTCUCHUHN CPOKA I'OJHOCTH;

T) YCJIOBUS XpaHEHUS;

y') YKa3aHue Ha HCO6XOI[I/IMOCTB XpaHCHUA JICKApCTBCHHOI'O IIpf€rapara s BCTCPHUHAPHOI'O
IMPUMCEHCHUSA B MECTaX, HCAOCTYIIHBIX IJIA I[GTCI\/JI;

(1)) YKa3aHUue (HpI/I HeO6XO,[[I/IMOCTI/I) CIICHUAJIBHBIX MCP MNPEAOCTOPOXKHOCTH IIPH YHUYTOXKCHUU
HCHUCIIOJIB30BAHHBIX JICKAPCTBCHHBIX IMPEIIAPAaTOB AJId BETCPUHAPHOTI'O IPUMCHCHHA

X) CPOKH BO3MOKXHOT'O HUCIIOJIB30BAHUA NPOAYKHHUUN JKUBOTHOI'O IMPOUCXOKACHHA ITOCIIC BBCICHUSA
KNUBOTHOMY JICKAPCTBCHHOTO ITPEriapara JJIs1 BETCPUHAPHOT'O MPUMCHCHUS

11) YCJIOBUS OTITYCKa;

‘-I) HaMMCHOBaHUA HW aJpeca MNMPOU3BOACTBCHHBLIX IIJIOIAAO0OK IIPOU3BOJUTEIA JICKAPCTBEHHOI'O
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?;ipﬁ'leﬁ”;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Hata coxpaenms: 03.05.2023

npenapara Jijisi BEeTepuHapHOTO MPUMEHEHHUS;

II) HaWMEHOBaHHWE, aJ[pec OpraHu3allH, YIOJHOMOYCHHOH JepareieM WM BIAACIbIeM
PETUCTPAIIMOHHOTO  YIOCTOBEPEHUS JIEKAPCTBEHHOIO Tperapara Ha MPUHATHE MPETCH3UH OT
oTpeOuTeIs;

8) NpOEKTHl MAKETOB IIEPBUUYHON YIIAKOBKM U BTOPUYHOM YIIAKOBKH JIEKAPCTBEHHOIO IIpenapaTa Jiuis
BETEPUHAPHOI0 IIPUMECHEHUS;

9) cnenyromue cBeIeHHs O JISKaPCTBEHHOM MpenapaTe /Ui BETepUHAPHOTO IPUMEHEHHUS:
a) OMHCaHMUE U COCTAB JICKAPCTBEHHOTO TpenapaTa Jyisi BETepUHAPHOTO IPUMEHECHUS;
0) onrcanue (hapMareBTHUECKON pa3padoTKH;

B) OMMCAHUE MpoIlecca MPOU3BOACTBA U €r0 KOHTPOJIS, MOJIUCAHHOE B MOPSAKE, YCTAHOBICHHOM B
COOTBETCTBHUH C YacThIO 1 HACTOSIIEH CTAaThU,
(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

I) ONMCAaHHWE KOHTPOJS KPUTUYECKUX CTaJUl IMPOU3BOACTBA M IPOMEKYTOUHOM MPOIYKIIHH,
MIOJINMCAaHHOE B MOPSAKE, YCTAHOBJICHHOM B COOTBETCTBHU C YaCThIO | HACTOSIIEH CTAThH;
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

1) HaMMCHOBaHMS M ajpeca pa3padoTyuKa, JIepiKarelsi WM BIaJeibla PErHCTPALUOHHOTO
yIIOCTOBEPEHHs]  JICKAPCTBEHHOT'0  IIperapara, [MPOM3BOJCTBEHHBIX  IUIOMIAZIOK  MPOM3BOIAMUTEIIS
JIGKapCTBEHHOTO Ipernapara Jjis BETePHHAPHOTO HMPUMEHEHHS C YKa3aHHEeM CTaJHi TEXHOJIOIHYECKOTO
IpPOIIECCa, OCYIICCTBISIEMBIX Ha IPOM3BOJCTBEHHBIX IUIONMIAIKAX TPOU3BOJUTEINS JICKAPCTBEHHOTO
npenapara Juis BETepPHHAPHOTO IPUMEHEHNS;

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

€) (hapmareBTHUECKasi COBMECTUMOCTB;
) MUKpOOHMOJIOTMYECKHUE XapaKTePUCTUKH;
3) MaTepHaIbHBIN OanaHc JUIsl MPOU3BOACTBA CEPUH FOTOBOTO MPOIYKTA;

1) ONMCaHUE XapaKTEPUCTHK U CBOWCTB YIIAKOBOYHBIX MaT€pUAJIOB U YKYIIOPOUHBIX CPEJICTB;

Koncynpsrantllintoc: npumedanue.
[Ipu peructpamuu 1O YCKOPEHHOM MpOIEAYpE JOIMYCKAETCS HEMpPEeACTaBIeHNE JIOKYMEHTOB,
npenycMoTpeHHbix . "k" m. 9 4. 3 cr. 17, mpu yClIOBHM THCHMEHHOTO 00s3aTENbCTBA HX

MpeocTaBUTh B TeueHue 12 mecsien co aHs peructpauuu (I[locranosnenue IlpaBurensctBa PO ot
12.03.2022 N 353).

K) JOKYMEHTAJIbHOE MOATBEPkKACHHE (BalIMIaIusl) MPOLIECCOB U (UJIN) UX OLEHKA;

) TpeOoBaHMsSI K KayeCTBY BCIOMOTATENbHBIX BEIIECTB (cepTUdUKAT, crenupukanus Ha
BCIIOMOTaTENIbHBIC BEIIECTBA U UX 00OCHOBAHUE);
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

Koncynsrantlntoc: npumeqanue.

[Ipm perucrtpanum 1O YCKOPEHHOM MpPOLEAYpE JOIYCKAETCS HENpPEACTaBICHUE JOKYMEHTOB,
npeaycMoTpeHHbpix mm. "M" m. 9 4. 3 cr. 17, npu ycloBUH NUCBMEHHOTIO 0O0s3aTeNbCTBA HX
MpelocTaBUTh B TeueHue 12 mecsien co ans peructpauuu (Ilocranosnenue IlpaBurensctBa PO ot
12.03.2022 N 353).

M) AHAIIUTUYCCKUE MCETOAUKH, HMCIIOJIB3YEMBIC IIPpU OCYIICCTBICHHH KOHTPOJIA KadeCTBa
BCIIOMOT'aTCIBbHBIX BCIICCTB,

Koncynprantllintoc: npumedanue.
[Ipu perucrpammm 1O YCKOPEHHOM MPONEAYpE JOIMYCKAECTCS HENpPEeICTaBIeHUE JOKYMEHTOB,
npeaycMoTpeHHbX mm. "H" m 9 4. 3 c1. 17, mpu YCIOBMM THMCBMEHHOTO O0s3aTENbCTBA HX

IIpeloCTaBUTh B TeueHue 12 mecsuen co ans peructpauuun (IlocranoBnenue IlpaBurenscta PO ot
12.03.2022 N 353).

H) AOKYMCHTAJIbHOC TTOATBCPIKIACHUC (BaJ'II/II[aI_II/ISI) AHAIIUTUYCCKUX MCTOJUK, HCIIOJIb3YCMbIX IIpH
OCYIICCTBJIICHUU KOHTPOJIA Ka4€CTBAa BCIIOMOTI'aTCIIbHBIX BEIICCTB,

O) I/IH(i)OpMaIII/IH 00 HCIIOJB30BAaHUM BCIIOMOTIaTEIbHBIX BC€IICCTB YCJIIOBCYCCKOT'O MW XHUBOTHOI'O
IIPOUCXOKIACHUS

) yrpatuia cuiy. - @enepanbHblii 3akoH oT 02.08.2019 N 297-03;

p) TpeboBaHMS K KayecTBY JIEKAPCTBEHHOrO IIpernapara il BETEepPUHAPHOIO IMPUMEHEHUs
(cepTudukar, cnenuduKanus Ha JEKapCTBEHHBIN Ipenapar U uX 000CHOBaHUE);

C) AHAIIMTHYCCKUC MCTOAWKH, HCIHOJB3YCMBIC TIpU OCYHICCTBJICHUNW KOHTPOJA KAa4YCCTBa
JICKApCTBCHHOTO ITperiaparta JJIs1 BETCPUHAPHOT'O MPUMCHCHU A,

Koncynprantlntoc: npumedanue.
[Ipm perucrpanum 1O YCKOPEHHOM MpPOLEAYpE MAOIMYCKAETCS HENPEACTABICHUE JTOKYMEHTOB,
n_n

NpeaAyCMOTPCHHBIX III. T II. 9 uy. 3 crt 17, npu YycCJIOBHUU IMHUCBMCHHOI'O 00s3aTeNnpCTBA UX

MIpelocTaBUTh B TeueHue 12 mecsnen co aHs peructpauuu (Ilocranosnenue IlpaBurensctBa PO ot
12.03.2022 N 353).

T) JAOKYMCHTAJIbHOC IOATBCPIKACHHUC (BaJ'II/I,I[aI_[I/IH) AHAIIUTUYCCKUX MCETOJUK, UCIOJIB3YCMBIX IIpU
OCYIICCTBJIICHUU KOHTPOJIA Ka4€CTBaA JICKAPCTBCHHOI'O ITperiapara Ajisl BETCPUHAPHOTI'O IPUMCHCHUS

y) JOKYMEHT, MOJTBEPXIAOIIMI Ka4eCTBO JICKAPCTBEHHOTO Mperapara TPeX MPOMBIIUICHHBIX
cepuii (MPOTOKOJT aHAIN3a MM CEPTU(PHKAT aHAIHM3a), OJTHA CEPUsI KOTOPOTO OJDKHA COBIMA/IATh C CepUe

oOpa3siia JeKapCTBEHHOT0 Mperapara, MoJAHHOTO Ha PErUCTPAIInIO;

&) xapakTepucTHKa puUMeceii;
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?;ipﬁ'leﬁ”;gb& 32%'(2%*; ot 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 03.05.2023

X) NEpeYeHb CTaHJApPTHBIX 00pa3lOB, UCIOJIb3YEMBIX IPU OCYILIECTBICHUU KOHTPOJS KayecTBa
JIEKapCTBEHHOTIO IIperapara JJisl BETEpUHAPHOTO IPUMEHEHUS;

Koncynsrantlntoc: npumeqanue.

[Ipu yckopeHHO mpouenype perucTpauuyd BOCIHPOM3BEACHHOIO Ipenapara JOIMYyCKaeTcs
HETIpECTaBICHUE CBEICHHM, NpeaycMOTpeHHbIx mm. "n" m. 9 4. 3 cr. 17, npu NHUCbMEHHOM
00s13aTeNILCTBE UX MPENOCTaBUTh B TeueHue 12 wmecsneB co aHs peructpauuu (IlocranoBnenue
[IpaButenscTBa PO ot 12.03.2022 N 353).

H) JaHHBIC O CTaOMIBLHOCTH JICKApCTBCHHOTO IIpfIriapara AJisi BETCPUHAPHOT'O IIPUMCHCHUS,

10) xommst JDOKyMEHTa, cojepamero MHGOpMAIHMIO O HAIWYMM WIK 00 OTCYTCTBUH (DaKTOB
perucTpanyy JeKapCcTBEHHOTo Tpernapara Uil BETepUHAPHOTO NMPUMEHEHUs 3a mpenenamu Poccuiickoit
®denepauuu;

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

12) xomus JOKyMEHTa Ha PYCCKOM f3BbIKE, 3aBEPEHHOI0 B YCTAHOBJIEHHOM MOpPSJAKE U
MOJTBEPXKIAIOLIETO IPABOMOYHOCTh 3asBJICHHS O TOCYJAapCTBEHHON PpErucTpalnuy JIeKapCTBEHHOI'O
npernapara Jyisi BETEpUHApPHOIO IPUMEHEHUS (JIOBEPEHHOCTb );

Koncynpsrantlintoc: npumedanue.

Jo 31.12.2023 poccuiicKuM MPOU3BOIUTENSM Pa3peIIeHO HE MPEICTABIATh CBEACHUSI B COOTBETCTBUU
c m. 13 4. 3 cr. 17 mpu perucrtpanuu HUMMYHOOHMOJIOTUYECKUX JIEKAPCTBEHHBIX IMPENnapaToB
(ITocranosnenue [IpaBurenscrBa PO ot 12.03.2022 N 353).

13) cBemeHMss O TOCYAApCTBEHHOM pErHCTpallid Te€HHO-MHXEHEPHO-MOIU(PHUINPOBAHHBIX
OpPTaHU3MOB, TIPEAHA3HAYEHHBIX [UIS BBITYCKA B OKPYXKAOIIYI0 cpeay (IpH TOCYAapCTBEHHOM
perucTpal JIEKapCTBEHHBIX IpenapaTroB Uil BETEPUHAPHOTO TMPUMEHEHHUs, MOJIYYEHHBIX C
NPUMEHEHHEM T'eHHO-MH)XEHEPHO-MOJU(PHUIMPOBAHHBIX ~ OPTaHU3MOB WJIM  COJAEPKAlIMX  TaKue
OpPTraHU3MBI).

(m. 13 BBenen denepanbHbiM 3aKkoHOM 0T 02.08.2019 N 297-03)

Koncynbrantlltoc: npumeyanue.
C 01.09.2023 B m. 4 cr. 17 BHOCsATCa u3menenus (D3 ot 28.04.2023 N 171-®3). Cm. Oyayuryro
PEAAKIIHIO.

4. Ilpm mnpoBeAeHUM YCKOPEHHOW MNPOLEAYpPhl 3KCIEPTU3bl JIEKAPCTBEHHOrO Ipernapara s
BETEPUHAPHOTO MPUMEHEHHUS B LIEISIX €ro TOCYAapCTBEHHOM perucTpaluu BMECTO OT4YeTa pa3paboTyrka
O pesyinpTaTax JOKJIMHHYECKOTO MCCIENOBAaHUSA JIEKaPCTBEHHOTO CpEACTBA I BETEPHHAPHOTO
IPUMEHEHHS MOXKET OBITh IpEACTaBIeH 0030p HAay4HBIX pabOT O pe3ylibTaTax JIOKIMHUYECKOTO
uccienoBaHusl peepeHTHOrO JIEKAPCTBEHHOTO IpernapaTa JUisi BETEPUHAPHOTO MPUMEHEHHs, a BMECTO
OoTUeTa O pe3yibTaTax KIMHUYECKOIO HCCIENOBaHUsS JIEKapCTBEHHOIO IIperapara Uil BETEPUHAPHOIO
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?:Ele‘?:;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 03.05.2023

OPUMEHEHHS OTYeT O pe3yibTaTaX WCCICAOBaHUN OWOIKBHBAJICHTHOCTH BOCIPOU3BEICHHOTO
JIEKapCTBEHHOTO IIpenapara Jijisi BETePHHAPHOTO IPUMEHEHHS.
(uactsb 4 B pen. enepanproro 3akoHa ot 02.08.2019 N 297-D3)

Koncynprantllnroc: npumeyanue.
C 01.09.2023 ct. 17 nononusercs 4. 4.1 (®3 ot 28.04.2023 N 171-®3). Cm. Oyayiiyro peJakLuio.

5. Ha skcriepTu3y pas3iuuHBIX JIEKAPCTBEHHBIX ()OPM OJHOTO M TOTO K€ JIEKAPCTBEHHOTO Iperapara
JUTISE BETCPUHAPHOTO MPUMEHEHUS 3asIBUTEIb MPEACTABISET OTACIbHBIC 3asSBICHUS U PETHCTPAIIOHHBIC
J0ChE Ha KXIYI0 JIeKapcTBeHHYIO (hopmy. [Ipu yciioBUM 0JJHOBPEMEHHOM MMO/Ia4H Ha SKCIEPTU3Y OAHOM
JIEKapCTBEHHON (DOPMBI C PA3IMYHBIMU TO3UPOBKOM, KOHIICHTpAIUEH, 00BEMOM 3asIBUTEIb MPEACTABISET
OJTHO 3asIBJICHHUE M PETUCTPAIIIOHHOE JIOChE C MPUIIOKEHUEM MAKETOB MEPBUYHON YITAKOBKU M BTOPUYHOM
yrmakoBkd. Ha Makerax mepBHUYHOHN YITAKOBKY M BTOPUYHOW YIAKOBKH YKA3BIBAIOTCS BCE MPOU3BOIUMBIC
JIO3UPOBKH, KOHIICHTpAIUU, 00BEMbI M KOJIMYECTBO JI03 B YIMAKOBKE JICKAPCTBCHHOTO Mpenapara s
BETEPHHAPHOTO MMPUMECHCHHSI.
(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

6. B ciyuae HempezicTaBieHHs C 3a8BJICHHEM O TOCYJApCTBEHHON PETHUCTPALUH JIEKaPCTBEHHOTO
npenapara Juis BETEpHHAPHOTO MPUMEHEHHUS TOKYMEHTOB, MTOATBEPIKIAAIONINX YILIATy TOCYAapCTBEHHOM
MOIIJIMHBI U YKAa3aHHBIX B ITYHKTC 7 yactu 2 HaCTOSIHIeI\/JI cTaThbu, CBGI[CHI/Iﬁ O JIMICH3HUAX, YKAa3aHHbIX B
nyHkTax | w®m 2 wyactm 3 HacrosAmed cCTaThM, a TaKKe BbBLIABAaGMBIX (TIPEIOCTABIISICMBIX )
YIIOJTHOMOYCHHBIMHU  (De/lepaTbHBIMH OpPTaHaMU HCIIOJIHUTEIBHOW BIJIACTH JOKYMEHTOB (CBEICHHIA),
yKa3aHHBIX B myHKTe 2.1 dYacTm 3 HacTOsIIeH CTaTbH, YNOJHOMOYEHHBIH (enepaiabHbIii opraH
UCIOJIHUTEJIBHOM  BJIACTM  3alpallluBaeT  yKa3aHHbIE  JIOKYMEHTbl  (CBEACHMs]) B  IOpSIKE
MEKBEIOMCTBEHHOTO MH()OPMALIMOHHOTO B3aHMOJICHCTBUSL.

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

7. He nomyckaercsi HCHOJIb30BaHME B KOMMEPUECKMX IeNAX HH(POpMAIUMK O pe3yiabTaTax
JOKJIIMHUYECKUX MCCIIEOBAHUN JIEKAPCTBEHHBIX CPEJICTB U KIMHUYECKHUX HUCCIIEI0OBAaHUI JeKapCTBEHHBIX
IIPENapaToB JUIsl BETEPUHAPHOIO NPHUMEHEHUs, NPEICTABICHHON 3asiBUTENEM [UIsl TOCYAAPCTBEHHOU
perucTpalM JIEKapCTBEHHBIX IIpernaparoB, 0e3 ero corjacuss B TEYEHHWE WIECTH JIET C JAaThl
rOCyJapCTBEHHOI perucTpanuu peepeHTHOro JeKapcTBEHHOTo npenapara B Poccuiickoit denepanuu.

8. Hepkarenp wim Biaaesel] perucTPAllMOHHOTO YIOCTOBEPEHHS JIEKapCTBEHHOTO Tpernapara Jjis
BETEPUHAPHOTO MPUMEHEHUS MPEJCTABISIET B YIIOJIHOMOYEHHBIN (DeiepanbHblii OpraH UCHOTHUTEIbHOM
BJIACTH OTYET MO pe3yibTaTaM (hapMaKoHaJ30pa OJUH pa3 B IIECTh MECAIIEB B TEUCHUE JBYX JIET MOCIE
rocyJapCTBEHHOM perucTpanuu JeKapCTBEHHOro npemnaparta B Poccuiickoit denepaiinu, 3aTeM €xXeroaHo
B TEUEHHUE TOCIICIYIONIUX TPEX JIET U B JAJTBHEHIIIEM OJIMH pa3 B TPH Troja.

(uacth 8 BBeneHa denepanbubiM 3aKkoHOM OT 02.08.2019 N 297-03)

Cratba 18. NMopaya u paccMmoTpeHue 3asiBIeHUA O roCyAapCTBEHHOM perucTpauum
nekapcTBeHHOro npenapara Ana MeAULUHCKOro NnpuMeHeHus
(B pen. deaepanbHoro 3akona ot 22.12.2014 N 429-03)

1. I[J'IH FOcyﬂapCTBCHHOﬁ peructpanu JICKApCTBCHHOI'O IMpfrapara g4 MCIUIHUHCKOI'O
MNPUMEHCHUSA HOPUINYCCKOC JINIO, neﬁCTBy}omee B COOCTBEHHBIX HHTEpCCAX HIU YIHOJHOMOUYCHHOC
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

IIPEACTABIIATE UHTEPECH! JPYroro IOPUAUYECKOTO JIMLA U 3asBIIIOLIEE JICKAPCTBEHHBIM IIpenapar Ha
rOCYJapCTBEHHYIO PEruCTpaluio (Jajiee B HACTOALIEH CTaTbe - 3asBUTENb), IPEACTaBIAET B
YIIOJTHOMOYEHHBIN (eiepalbHblii OpraH UCHOIHUTEIBHON BIACTH, OCYIIECTBISIONIUI rOCy1apCTBEHHYIO
pErucTparmio JIEKapcTBEHHBIX MPENapaToB A MEIUILMHCKOIO IPUMEHEHNUs, B 3JIEKTPOHHOH (opMe U Ha
OyMa)XKHOM HOCHTEJE 3asBICHHE O TOCYAAPCTBEHHOW PErHCTpallMH JIEKAPCTBEHHOTO Iperapara Jyis
MEIULUHCKOTO0 IPUMEHEHHs, a TaKXKe B IOps/Ke, YCTAaHOBJICHHOM YIOJHOMOYEHHBIM (enepanbHbIM
OpPraHOM HCIIOJHHUTEIBHON BJIACTH, B AJIEKTPOHHOH (opmMe M Ha OyMaKHOM HOCHTENE HEOOXOTUMbIE
JOKYMEHTBI, U3 KOTOPBIX (OPMHUPYETCS PErHMCTPALlMOHHOE J10Che Ha JIEKapCTBEHHBIM mpemapar Juis
MEJIULUHCKOTO IPUMEHEHMUS.

(dactp 1 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. B 3asBieHNN O rOCYAapCTBEHHOW PETUCTPALMU JIEKAPCTBEHHOIO Mpenapara s MEAULUHCKOIO
IIPUMEHEHHUS YKa3bIBAIOTCA:

1) HamMmeHOBaHME, aJapec 3asBUTEIS] M TNPOU3BOJUTENS JIEKAPCTBEHHOTO Iperapara JJis
MEIUIIMHCKOTO MPUMEHEHUs, CBEACHUS 00 MX PETHCTPAllM B KA4eCTBE HAJIOTOIUIATEINBIINKA B CTpaHE
peructpanuu (Ui POCCUUCKHUX IOPUIMYECKUX JIUI - WICHTU(OUKAIMOHHBIA HOMEP HAJIOTOIIATEIbIIIKA
(MHH), nnst mHOCTpaHHBIX IOPUIMYECKHX JIUI] - CTpaHa PErUCTPALUK, HAMMEHOBAaHHE PETHCTPUPYIOLIETO
OpraHa, perucTpallMOHHBIA HOMEp, KOJ HAJIOrOIUIaTEbIIMKa B CTPAHE pEerucTpanuu (MHKOPIOpALUH)
WIM €ro aHajor) U aJIpec MEeCcTa OCYIIECTBJICHHUS MPOM3BOJCTBA JICKAPCTBEHHOTO Ipernapata (B ciydae
HAIMYAS HECKOJIBKHMX YYaCTHHKOB TIpOIlEcCa €ro MPOU3BOJACTBA HEOOXOMMMO YyKa3aTh Ka)JIOro
y4acTHHKA B COOTBETCTBUH C OCYIIECTBISIEMOH CTauell IPON3BOJICTBA);

(n. 1 B pea. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HaMMCHOBAHUC JICKAPCTBCHHOI'O IIpCIiapaTa I MCIUIMUMHCKOTO IMMPUMCHCHHA (MC)K,ZLYHapO,I[HOG
HCIMAaTCHTOBAHHOC, WJIK I'PYHITMPOBOYHOC, NI XUMHYCCKOC U TOPTOBOC HaI/IMeHOBaHI/Iﬂ);

3) MEpCUCHDb HeﬁCTBYIOL[IPIX N BCIIOMOTAaTCJIBHBIX BCHICCTB, BXOAANIUX B COCTAB JICKAPCTBECHHOI'O
npemnapara Jjid MEAUIUHCKOTO IPUMCHCHUS, ¢ YKA3aHUEM KOJINYCCTBA KAXKIOT0 U3 HUX;

4) JICKApCTBCHHAA (I)OpMa, AO3UPOBKa, CITOCOOBI BBCACHHUA U IMPUMCHCHHS, CPOK TOHHOCTHU
JICKApCTBCHHOT O IMperiapaTta JJis1 MCAUIIUHCKOI'O IPUMCHCHUS

5) dbapmakoTepaneBTHUECKas TPYIINa, KO aHATOMO-TE€PaNeBTHUYECKO-XUMUYECKOHN KiIaccu(uKaIu,
PEKOMEHJIOBaHHON BcemupHO opraHuszanueid 3ApaBOOXPAHECHUS, 3adBJISIEMble ITOKa3aHUSA  JJIs
MIPUMEHEHUSI JIEKAPCTBEHHOTO ITperapara il MEIUIMHCKOTO IPUMEHEH NS,

6) OTCYTCTBME€ HEOOXOJUMOCTH TPEIOCTaBICHUS OT4YeTa O pe3yibTaTaXx KIMHUYECKOTO
WCCIIEIOBAHMS, HMCCIEI0BaHUs OMOIKBUBAJICHTHOCTH JIEKAPCTBEHHOIO Mpernapara, pa3perieHHOro JUis
MeTuIMHCKOTO TpuMeHeHus B Poccuiickoit deneparuu 6osiee ABaIIATH JIET, ¢ YKa3aHUEM HOPMATHUBHBIX
MPaBOBBIX AKTOB, MOJATBEPKAAIOIINX JAHHBII CPOK IPUMEHEHNS,

7) HeobOxomuMocTh oopmiIeHHsT pasperieHus Ha BBO3 B Poccuiickyro denepanuio KOHKPETHOU
MapTUM  3apPETUCTPUPOBAHHBIX WM (WJIM)  HE3apETUCTPUPOBAHHBIX  JICKAPCTBEHHBIX  CPEACTB,
Npe€aAHa3HAUYCHHBIX JIA MPOBCACHHA OKCIIECPTHU3BI JICKAPCTBCHHBIX CPCACTB B LCIIAX FOCY}IapCTBeHHOI\/’I
perucTpanuy;

8) HGO6XOHI/IMOCTB MPOBEACHUA OKCIICPTU3bI JOKYMCHTOB, MPEACTABIICHHBIX JIA OIPCACIICHUSA
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

BO3MOXKHOCTH paccMaTpuBaTh JICKAPCTBEHHBIM mpemapar Juisi MEAUIMHCKOTO MPUMEHEHHUS MpHU
OCYILIECTBICHUH IOCYAapCTBEHHOM perucTpaiuy B KauecTBe ophaHHOro JIEKapCTBEHHOIO MIpernapara;

9) HeoOX0IMMOCTh IPUMEHEHUSI YCKOPEHHOM MpPOLEAYpbl SKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB B
LEJISIX TOCYIapCTBEHHOM PErMCTpaliy JIEKAPCTBEHHOIO IIpernapara;

10) xonuu JOKYMEHTOB, IOATBEPAKAAIOIINX YIUIATy TOCYAApCTBEHHOM MOIIINHBI:

a) 3a MPOBEJIEHUE SKCIEPTU3bl JTIOKYMEHTOB, MPEACTABICHHBIX MJISl ONpPEAeJCHHs BO3MOXHOCTHU
paccMaTpuBaTh JICKAPCTBEHHBIN TMpernapaTr Il MEIUWIMHCKOTO TPUMEHEHHSI MPU OCYIIECTBICHUU
roCy/1IapCTBEHHON PETUCTpalliu B KayecTBe OpPaHHOTO JEKApCTBEHHOTO Mpenapara;

0) 3a IpoBeJIEHUE 3KCIEPTU3bl KAueCTBA JIEKAPCTBEHHOI'O CPEACTBA U HKCIEPTU3bl OTHOIICHHUSA
OKUJAEMOH IOJIb3BI K BO3MOKHOMY PUCKY IIPUMEHEHMS JIEKapCTBEHHOTO IIPenapara, pa3peleHHoro s
MEIUIMHCKOro npuMeHeHuss B Pocculickoit ®exepanuu 0Oojee ABaALATH JIET, IPU OCYLIECTBICHUU
roCylapCTBEHHON PETMCTPaLlii JIEKapCTBEHHOTO IIpenapara;

B) 32 IPOBEICHHME HSKCIEPTU3bl KAuecTBA JIEKAPCTBEHHOI'O CPEACTBA U SKCIEPTU3bl OTHOLICHHS
OKUJAEMOH I0JIb3bl K BO3MOKHOMY PUCKY IIPUMEHEHHUs JIEKAPCTBEHHOTI'O IIpernapara AJii MEAULUHCKOTO
IIPUMEHEHHSI IIPU €r0 FOCYAApPCTBEHHOM PErUCTPALNY;

I') 32 IPOBEJEHUE SKCIEPTU3bl KauecTBa JIEKAPCTBEHHOI'O CPEICTBA M HKCHEPTU3bl OTHOILEHHS
0’KHMJIa€MOH I0JIb3bI K BO3MOKHOMY PHUCKY IIPUMEHEHUS JICKaPCTBEHHOTO IIpernapara il MEIULMHCKOTO
IIPUMEHEHHs], B OTHOIIEHHHU KOTOPOTO IPOBEIEHBI MEKIYHAPOJIHBbIE MHOIOLIEHTPOBBIE KIMHUYECKHE
HCCIEA0BAaHMUA, YacTb M3 KOTOpBIX mnpoBeneHa B Poccuiickoi @epepanuu, OpU  OCYLIECTBICHUU
roCylapCTBEHHOW PETUCTPALUHU JIEKapCTBEHHOTO Ipenapara;

11) nanuume cornacus NPOU3BOAMUTENS JIEKAPCTBEHHOI'O IIpernapara, IMPOU3BOJCTBO KOTOPOIO
ocyllecTBisieTcss 3a mnpenenamu  Poccuiickoit  ®exepanuyu, Ha POBEIEHUE WHCIEKTUPOBAHUS
IIPOM3BOIUTEIIS HA COOTBETCTBHE TPEOOBAHUAM MPaBUJI HaAJIeKallel MPON3BOICTBEHHON MPaKTUKH;

12) nanuyue coryiacusi, peIyCMOTPEHHOr0 YacTbio 18 HacTosel cTaTh;

13) yka3zaHue BuJa JIEKapCTBEHHOTO Iperapara, peAcTaBIeHHOro Ha perucTpanuio (pedepeHTHbIN
JIEKapCTBEHHbI  mpemapaT, BOCHPOM3BEACHHBIM  JICKapCTBEHHBI  mpenapaT, OWOJIOTHYECcKUit
JIEKapCTBEHHBIN IpernapaT, OnoaHaJIOroBblil (OMOMOJO0OHBIN) JIeKapCTBEHHBIN MpenapaT (OuoaHaior),
roMeoIaTHYeCKUil JIeKapCTBEHHBIH Mpemnapar, JIeKapcTBEHHBIN pacTUTENbHBIN Mpenapar).

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

3. PeructpanuoHHOe J0Ch€ Ha JIEKApCTBEHHBIM mpemapar Ul MEIUIIMHCKOTO TNPUMEHEHUS
MpeAoCTaBIseTCs B GopMe 00IIET0 TEXHUUECKOTO IOKYMEHTA.
(uactp 3 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

4. Paznen MOKyMEHTalMK aIMUHICTPATUBHOTO XapakTepa BKIIOYaeT B ce0s:

1) 3asBIeHHE O TOCYAapCTBEHHOW PETHCTPAIlMM JEKAPCTBEHHOTO Iperapara Ui METUIIMHCKOTO
MIPUMEHEHHUS B AIEKTPOHHOU (hopme 1 Ha OyMa’kHOM HOCHUTEIIE;

2) KOIMMKO JOKYMCHTA Ha PYCCKOM A3bBIKC, 3aBCPCHHOIO B YCTAHOBJICHHOM IIOPAAKE U
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

MOATBCPIKAAOIICTO IMPABOMOYHOCTL 3asABUTCIIA IIOJABATH 3a4BJICHHUC O T OCYﬂapCTBeHHOﬁ peructpanmuu
JICKApPCTBCHHOT'O IIpfIiapaTra JJisI MCAUIIUMHCKOT'O IIPUMCHCHHA (I[OBepeHHOCTB);

3) cBeneHUS O JaTe MPEIOCTABICHUS U PETHCTPAIIMIOHHOM HOMEpE JIMIICH3WH Ha MPOU3BOJCTBO
JICKApCTBEHHBIX CPEICTB WJIM CBEIACHHUS O Jare NpPEJOCTABICHUS M PETUCTPAIMOHHOM HOMEpe
3aKJIFOUYEHUST O COOTBETCTBHHM IPOHM3BOJAUTENS JIGKAPCTBEHHBIX CPEICTB TPEOOBAHHUSM  IMPABUI
HaQ/IJISKAIIed MPOU3BOJCTBEHHONM MPAKTUKH, BBIIAHHBIX (MIPEIOCTABICHHBIX)  YIMOJHOMOYCHHBIM
denepanbHBIM OpPraHOM HCIIOJIHUTEIBHONW BJIACTH B OTHOUICHWHM MPOW3BOJCTBEHHOW TUIOIIAIKU
PETUCTPUPYEMOTO JICKAPCTBEHHOTO IIperapara, B Ciydae, €CJId IPOM3BOJCTBO JIEKAPCTBEHHOTO
npemnapara ocyuectsisieTcsa B Poccuiickon @enepaunu;

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

4) KONHUIO TIPEIOCTABICHHON YMOJTHOMOUYEHHBIM OpPraHOM CTpaHbl MPOU3BOAUTEINS JIUICH3UM HA
MPOU3BOJICTBO JICKAPCTBEHHOTO IIperapara M €€ IepeBOJ] Ha PYCCKHH s3bIK, 3aBEPCHHBIC B
YCTaHOBJICHHOM IOPSIZIKE, a TAK)KE KOMHUIO 3aKIFOYEHUSI O COOTBETCTBUU MPOU3BOIUTENS JIEKAPCTBEHHBIX
cpeacTB  TpeOOBaHMSAM  MpPaBHJ  HAUICKAINEH  NPOM3BOJICTBCHHOW  NMPAKTHUKH,  BBIJAHHOTO
YIIOJTHOMOYEHHBIM (pe/lepaIbHBIM OPIaHOM HCIIOJIHUTEIFHON BIIACTH B OTHOIIEHHH TPOHM3BOJCTBEHHON
IUIOIIAJIKU PETUCTPUPYEMOrO JIGKAPCTBEHHOTO TIpenapara, WM KOIHI PEHICHUS YIOJIHOMOYCHHOTO
(benepanbHOrO OpraHa HCIOJHUTENFHONW BIACTH O TPOBEACHUM HHCIEKTHPOBAHUS TPOU3BOIUTEIS
JICKApCTBEHHBIX CPEJICTB, B CIIydyae, €CIM MPOU3BOJICTBO JIEKAPCTBEHHOTO TpenapaTa OCYIIECTBIISETCS 3a
npeaenamu Poccniickoit denepanuu;

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

5) IpPOEKT UHCTPYKIMH O METULIMHCKOMY IPUMEHEHUIO JIEKApCTBEHHOT' 0 IIperapara, coaepkariei
CIIENYIOINE CBEACHHUS:

a) HaMMEHOBaHHWE JIEKAPCTBEHHOro Tpemapara (MEXIYHApOJAHOE HEMATEeHTOBAHHOE, WJIU
TPYIIHPOBOYHOE, WM XUMHUYECKOE U TOPrOBOE€ HAUMEHOBAHHS);

0) nexapcTBeHHas ¢opma ¢ yKazaHHEM HAaUMEHOBAaHUM U KOJMYECTBEHHOTO COCTaBa JACHCTBYIOIIUX
BEIIECTB U KaUeCTBEHHOT'O COCTaBa BCIIOMOTaTeNbHBIX BEIIECTB (IIPU HEOOXOIUMOCTH KOJIMYECTBEHHOIO
COCTaBa BCIIOMOTaTeJIbHBIX BEIIECTB);

B) ONMCAaHUE BHELIHETO BUA JEKapCTBEHHOTO Mpernapara Jjsi MeJUIIMHCKOTO IPUMEHEHUS;
r) pusuKo-XxuMU4ecKre cBOMCTBA (JU1s paarodapMaleBTHUECKUX JIEKapCTBEHHBIX IIPENapaToB);

n) (QapMakoTepaneBTUYeCKass TpyMMa, KOJ JIEKApCTBEHHOTo TMpemapara i MEIUIIHHCKOTO
MIPUMEHEHHUS 110 aHATOMO-TEPANEBTUYECKO-XUMUIECKOH Kiaccu(UKaIum, peKkoMeH10BaHHOM BecemupHoii
OpraHu3aluei 37paBoOXpaHEeHMs], MM YKa3aHUE "'TOMEONaTUYECKH JIeKapCTBEHHBIN mpemnapar';

e) dapmakoguHamMuka W ¢dapMaKOKMHETHKAa (32  HCKJIOYeHHeM  (DapMaKOKWHETHUKH
TOMEOTATUYECKUX JIEKAPCTBEHHBIX MPENapaToOB M PACTUTEIbHBIX JICKAPCTBEHHBIX MPENapaToB);

) TMOKa3aHus JUIsl IPUMEHEHNUS,

3) MMPOTHUBOIIOKA3AHUA IJII IPUMCHCHU,;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

1) MEpBI [IPEOCTOPOKHOCTU IIPU IPUMEHEHNH;

K) YKazaHu€ BO3MOXHOCTH H 0COOEHHOCTEH IIPUMEHECHUA JICKAPCTBCHHOI'O IIpf€riapara Ijisd
MCIUIHUHCKOI0O IMPHUMCHCHUSA 6epeMeHHLIMI/I JKCHINWMHAMHM, OJKCHIIMHAMHU B 1ICpUOS TI'PyAHOrO
BCKapMJIMBaHHUsA, 1€TbMH, B3pOCIBIMH, UMCIOIIIUMHU XPOHHUYECCKUEC 3360J’I€BaHI/I${;

J) PEKUM J03UPOBAHUS, CIIOCOOBI BBEACHHUS M MPUMEHEHUs, IPU HEOOXOAMMOCTH BpeMs Ipuema
JIEKApCTBEHHOI'0 IIpernapara il MEAMLUHCKOrO NPUMEHEHUS, NMPOJOJDKUTEIBHOCTh JICYCHUSA, B TOM
4HClIe y JETEH 0 U II0CIIE OJHOIO roJa;

M) BO3MOJKHBIC HECXKCIATCIIBHBIC pPEAKIMK IIpU IIPHUMEHCHUH JICKAPCTBCHHOI'O IIpfIriapara ajid
MCIUIUHCKOI'O IPUMCHCHU ;

H) CUMIITOMBI IIEPEI03UPOBKHU, MEPHI 110 OKA3aHUIO TOMOILH TPH MEePEeI03UPOBKE;
0) B3aMMOJIEHCTBHE C APYTUMHU JIEKAPCTBEHHBIMU NpenapaTtaMu 1 (W) MUIIEBbIMU IPOAYKTAMU;
1) (hopMBI BhIITyCKa JIEKAPCTBEHHOI'O IIpenapara;

p) ykazaHue (mpu HEOOXOAMMOCTH) OCOOCHHOCTEH IEHCTBUS JIEKAPCTBEHHOIO Ipenapara Jjs
MEIUIIMHCKOTO IIPUMEHEHHUS TIPH [IEPBOM IIPUEME HJIH IIPU €0 OTMEHE;

¢) onrcanue (pu HEOOXOIMMOCTH) JIeCcTBUH Bpada ((enpamepa) u (Win) manueHTa mpu IpoIycKe
npremMa OJHOM UM HECKOJBKUX 103 JIEKapCTBEHHOT'O Mpenapara s MEIULIMHCKOTO IPUMEHEHUS;

T) BO3MOXHOC BJIMAHUC JICKAPCTBCHHOI'O0 Ipfcliapara MjiId MCIAUIUHCKOIO MNPUMCHCHHA Ha
CIIOCOOHOCTD YIIPABJIATH TPAHCIIOPTHBIMHA CPEACTBAMHA, MCXAHU3MAMU;

y) CpOK TOAHOCTM M YKa3aHHE Ha 3ampeT NPUMEHEHHUs JIEKapCTBEHHOTO TMperapara Jjis
MEIUIMHCKOTO IIPUMEHEHUS 10 UCTEUEHUU CPOKA T'OAHOCTH;

&) ycioBus XpaHeHus;

X) YKa3aHUC Ha HCO6XOI[I/IMOCTB XpaHCHUS JICKAPCTBCHHOI'O IIp€riapara Ml MEIUIHUHCKOI'O
MPUMCEHCHUSA B MECTaX, HCAOCTYIIHBIX IJIA I[GTCI\/JI;

LI) YKa3aHue (HpI/I HCO6XOI[I/IMOCTI/I) CIICHUAJIBHBIX MEPp MPEAOCTOPOKHOCTU IIPU YHUUYTOXKCHUU
HCHCIIOJIb30BAHHBIX JICKAPCTBCHHLIX IMPETIapaToOB AJII MCAUIIUHCKOT'O IIPUMCHCHU A,

q) yCJIOBUS OTIYCKa;

II) HAUMEHOBAaHUS U aJpeca IMPOU3BOACTBEHHBIX IUIOMIAJ0OK IPOU3BOAUTENS JIEKAPCTBEHHOIO
npernapara;

II) HAaMMEHOBaHWE, aJpec OpraHu3aliM, YIOJHOMOUEHHOM JepXaTeleM WIN BIaAeIbleM
PETUCTPALIMOHHOIO YJOCTOBEPEHUS JIEKAPCTBEHHOIO IMpenapara Juisi MEAULMHCKOIO NPUMEHEHMsI Ha
MPUHSATHE IPETEH3HUI OT MOTpeOuTENS;

6) HHCTPYKIUIO 1TO MCAUIMUHCKOMY NMPUMCHCHUIO HJIM KPATKYIO XAPAKTCPUCTUKY JICKAPCTBCHHOI'O
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

npenapara, yrBep>KIeHHbIE B CTpaHe POU3BOAUTEIIS;

7) IPOEKThI MAKETOB MIEPBUYHOMN YIIAaKOBKH U BTOPUYHON YITAKOBKH JIEKAPCTBEHHOTO Mpenapara Jsis
MEIUIIUHCKOTO MPUMEHEHHS;

8) MpOEeKT HOPMATHUBHOW JOKYMEHTAllMM WJIM HOPMATHBHOIO JOKYMEHTa Ha JIEKapCTBEHHBIN
mpemapar Il MeIUIIMHCKOTO IPUMEHEHUS JIM0O0 yKa3aHWe COOTBETCTBYIONICH (papMakoneitHON CTaThH,

9) nokyMeHT, coiepxaimuii UHGOPMALUIO O HAIMYUU WIH 00 OTCYTCTBUU (DAaKTOB pErUCTpaluu
JIEKapCTBEHHOIO ITperapara JJjisi MEIUIIMHCKOro IpUuMeHeHus 3a npeaenamu Poccuiickoin denepanuu;

10) xomuM OKYMEHTOB, 3aBEPEHHBIX B YCTAaHOBJIIEHHOM IOpPSAKE U TMOATBEPKIAIOMIMX (HaKT
perucTpanyy JeKapCTBEHHOTO TpenapaTa B MHOCTPAHHBIX TOCYAAapCTBaxX B KadyecTBE OpQaHHOTO
JIEKapCTBEHHOT'O IIperapara;

11) mnman ympaBiaeHMsT pUCKaMU JUld OMOJIOTMYECKUX JIEKAPCTBEHHBIX IpEnaparoB s
MEIULUHCKOTO NPUMEHEHHUS;

12) nokymeHT o cucteme (apMakoHaI30pa JAepkKareias WU BIAAENIblA PErUCTPALlMOHHOTO
yJOCTOBEPEHHMSI JIEKApPCTBEHHOT'O Npernapara;

13) noKyMeHT, MOATBEP)KIAIOLIMN KadecTBO JIEKAPCTBEHHOI'O IIpernapara TPeX IPOMBIIIIEHHbBIX
cepuii (IIPOTOKOJI aHAIM3a WM CEPTUPHKAT aHATH32a), OJTHA CEPUSl KOTOPOTO JIOJKHA COBIAIaTh C cepueit
o0pasma JeKapCTBEHHOTO Tpenapara s MEIWIUHCKOrO MPHUMEHEHHS, MPEICTaBICHHOTO Ha
rOCY/IapCTBEHHYIO PETHCTPALHIO.

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

5. Pazgen xumuueckoi, apMalieBTUYeCKOH M OMOJIOrMYeCKOW JAOKYMEHTAIMM BKIIOYAET B ce0s
JIOKYMEHTBI, coJieprKalie HHPopMaIuio o papMaleBTUHYECKON CyOCTaHIIMH U JIEKAPCTBEHHOM IIpernapare
JUI. MEJUIIMHCKOTO NPUMEHEHMS, MPOLIECCE €r0 MPOM3BOACTBA U METOJAX KOHTPOJS KadyecTBa, B TOM
qucie:

1) KomHIO TOKYMEHTA, COAEPIKAIIIEro CIEAYIOUTYI0 HH(pOopMaLHIo 0 papMaleBTHYEeCKOi cyOcTaHIuK
Wi QapMaleBTUYECKMX CyOCTaHIUSAX, BXOAAIIMX B COCTaB JIEKapCTBEHHOTO Iperapara, 3a
UCKITIOUeHHeM HWHpopManuu o (apMarieBTHUECKUX CYOCTaHIMSAX, BKIIOYEHHBIX B TOCYAApCTBEHHBIH

peecTp JEKapCTBEHHBIX CPEACTB B COOTBETCTBHM CO CTaThel 34 Hacrosiero @eaepajibHOro 3aKOHA:
(B pen. @enepanbHOro 3akona ot 27.12.2019 N 462-03)

a) HauMeHOBaHue (hapMalleBTHUECKOM CYOCTaHIINH, €€ CTPYKTYpa, 0011IMe CBOWCTBA;
0) HauMEHOBAHHE U a/IPEC MPOU3BOAUTETIS;

B) TEXHOJIOTHA IMPOU3BOACTBA C OIMMMCAHUEM CTaJII/Iﬁ IMPONU3BOJACTBA U MCTOAOB KOHTPOJIA Ha BCEX
CTagudgx IMPOU3BOACTBA,

T') ONUCaHKUE Pa3pabOTKH MpoIilecca MPONU3BOJICTBA;

I[) OIMMUCAHUC KOHTPOJIA KPUTUICCKUX cTaguit IMPONU3BOACTBA U HpOMC)ICYTOHHOﬁ MMPOAYKIUU;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

€) IOKYMEHTaJIbHOE MOATBEPKICHUE (BAIHIALIM) POIECCOB U (UJIM) UX OLICHKA;
’K) CBOMCTBA M CTPYKTYpa JIEHCTBYIOIIUX BEIIECTB;

3) XapaKTepUCTHKA IIPUMECEH;

1) cnernudukanus Ha (apMaleBTHUECKYI0 CyOCTaHIIUIO M €€ 000CHOBAHME;

K) aHaJUTHYECKUE METOJUKH, WCIOIb3yeMble TIPH OCYIISCTBICHHH KOHTPOJISI KadecTBa
(dhapmareBTHUeCKON CyOCTaHITNH;

J) NOKYMEHTaJbHOE MOATBEpPXKIACHUE (BaIUAALMS) AHATUTUYECKUX METOAMK, MCIOJIb3YEMbIX MPHU
OCYIIECTBJICHUN KOHTPOJISA KauecTBa papMarieBTHUECKON CyOCTaHIINH;

M) pe3yJIbTaThl aHAIH3a CepUil (hapMaIleBTHUECKOM CYyOCTaHIINN;

H) MIepeueHb CTaHIAPTHBIX 00Pa3llOB WM BEIECTB, UCIOJIBb3YyEMbIX MPU OCYIIECTBICHUNA KOHTPOIIS
KayecTBa,

0) OIMCaHME XaPAKTEPUCTUK U CBOMCTB YIAaKOBOYHBIX MaT€pPHAJIOB U YKYIIOPOUHBIX CPE/CTB;
1) JaHHBIE O CTAOMIIBHOCTH (hapMaleBTHUECKOW CyOCTaHIINY;
P) CPOK T'OJTHOCTH;

1.1) B oTHOmIEHUU (apMalEBTUYECKUX CYOCTaHIMIl, BXOIANIMX B COCTaB JIEKAPCTBEHHOI'O
Ipernapara M BKJIIOUYEHHBIX B IOCYJapCTBEHHBIN PEecTp JIEKapCTBEHHBIX CPEACTB B COOTBETCTBUU CO
cratbeil 34 Hacrosimiero denepanbHOTO 3aKOHA, - KOMHUS JOKYMEHTA, COJEPKAIEro CJIEIYIOUIYIO
MHpOpMaIHIO:

a) HauMeHOBaHue (hapMalleBTHUECKOM CYOCTaHIIUH, €€ CTPYKTYpa, OOIIIH1e CBOMCTRA;
0) HaMMEHOBAHHE U a/IPEC MPOU3BOAUTEIS;
B) Pe3yJIbTATHI aHAIHM3a cepuil apMaIleBTUUECKON CyOCTaHIINH;

I') CPOK TO/THOCTH;
(m. 1.1 BBegen ®enepanbHbiM 3akoHOM OT 27.12.2019 N 462-D3)

2) HAOKYMCHT, coaep;xamm?l CJICAYOUC CBEACHHUA O JICKAPCTBCHHOM IIpCHIapaTe AJjid MCAUITUHCKOI'O
MMPUMCHCHUSA:

a) OIMMHUCAHUC U COCTAaB JICKAPCTBCHHOTO IIpCriapaTa JJIs1 MCIUIUHCKOTO IPUMCHCHU A ;

0) ommcanue QapmareBTUYECKONH pa3paboTku (00OCHOBaHME BBHIOOpAa COCTaBa, MEPBUYHOMN
YIIAKOBKU ¥ HHOTO);

B) TEXHOJIOTHA IMPOU3BOACTBA C OIMMMCAHUEM CTaJII/Iﬁ IMPONU3BOJACTBA U MCTOAOB KOHTPOJIA Ha BCEX
CTagudgx IMPOU3BOACTBA,
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

I) ONHMCaHWE KOHTPOJS KPUTHYECKUX CTaJuil Mpolecca IPOU3BOJICTBA U IPOMEXYTOUHOMN
IPOAYKIHIH;

J1) HAUMEHOBAHUE M aJIpEC MECTa OCYIIECTBIEHUS MPOU3BOJICTBA JIEKAPCTBEHHOIO Mpenapara Juist
MEIHUIIMHCKOTO TMPUMEHEHUs (B cllydae HaJMYUs HECKOJbKHUX YYAaCTHHUKOB IIpoliecca IMPOU3BOJCTBA
HE0OXO0IMMO YKa3aTh KaXKIOTO U3 HUX);

e) apmanieBTHYECKasi COBMECTUMOCTD;

) MUKPOOHOJIOTHYECKHE XapaKTePUCTHKH;

3) MaTepuanbHBINA OalaHC JJIsl MPOU3BOACTBA CEPUH FOTOBOTO MPOJIYKTa;

1) OMKMCAHUE XapaKTEPUCTUK U CBOMCTB YIAKOBOYHBIX MAaTEPUAJIOB M YKYITOPOYHBIX CPE/ICTB;

K) JOKYMEHTAJIbHOE MOATBEPkKACHNE (BAIUIAIS) IPOLIECCOB MPOM3BOACTBA U (WJIM) UX OIICHKA;

J) TpeOOBaHMA K KayeCTBY BCIIOMOTATEIIbHBIX BEHIECTB (CepTHU(UKAT, crenupuKanms Ha
BCIIOMOTaTeIbHbIE BEILIECTBA U UX 000CHOBaHNUE);

M) AHAIIUTUYCCKUC MCTOJUKH, HUCIOJB3YEMbBIC TIIPpH OCYLICCTBJICHHUN KOHTPOJIA KadCCTBa
BCIIOMOI'aTCIbHBIX BCIICCTB,

H) JIOKyMEHTaJIbHOE IMOJATBEP)KJEHUE (BaluAalMsl) aHAIUTUYECKUX METOJMK, HCIOJIb3YEMBIX IpHU
OCYLIECTBICHUU KOHTPOJISA Ka4e€CTBA BCIIOMOraTEIbHbIX BEILECTB;

0) I/IH(i)OpMaIII/IH 00 HCIIOJB30BAaHUM BCIIOMOTIaTEIbHBIX BC€IICCTB YCJIIOBCYCCKOT'O MW XHUBOTHOI'O
MMPOUCXOKIACHUAA,

1) uHGopMaIus 00 UCIIOJIb30BAHUN HOBBIX BCIIOMOI'aTEIbHBIX BEIIECTB;

p) TpeOoBaHMA K KayecTBY JIEKAPCTBEHHOro TIpemnapaTra s MEIUIUHCKOIO IMPUMEHEHHs
(cepTudukar, cnenndukays Ha JEKapCTBEHHbIN Mpenapar u uX 000CHOBaHMUE);

C) AHAIIMTHYCCKUC MCTOAWKH, HCIHOJB3YCMBIC TIpU OCYHICCTBJICHUNW KOHTPOJA KAa4YCCTBa
JICKApCTBCHHOTO Iperiapara JJisi MCAUITUHCKOI'O MPUMCHCHUS

T) JAOKYMCHTAJIbHOC IOATBCPIKACHHUC (BaJ'II/II[aI_[I/ISI) AHAIIUTUYCCKUX MCETOJUK, UCIOJB3YCMBIX IIPpU
OCYIICCTBJIICHUU KOHTPOJIA Ka4€CTBaA JICKAPCTBCHHOI'O MMperiaparta Ajd MEIUIUHCKOTIO IPUMCHCHHA

y) pe3ynbTaThl aHAJIM30B CEPUI JIEKAPCTBEHHOTO Mpernapara JUlsi MEAUIIMHCKOTO IPUMEHEHMS;
¢) xapakTepucTUKa MprUMecei;

X) MNEpCUCHb CTAHAAPTHBIX 06pa3u013, HCIOJIb3YCMbBIX IIPU OCYIICCTBJIICHHU KOHTPOJIA KadeCTBa
JICKApCTBCHHOTO ITperiapara JJIisd MCIUITUHCKOIO MPUMEHCHU S ;

I1) IaHHBIE O CTA0MIIBHOCTH JIEKAPCTBEHHOTO TIperapaTa Jisl METUIIUHCKOTO MPUMEHEHUSI.
(dactb 5 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [lokyMeHT npefoctaBneH KoHcynbTaHTloC

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Hata coxpaenms: 03.05.2023

6. Paznen ¢apmMakoIorudecKoil, TOKCHKOJIOTUYECKON JOKYMEHTAIIUU BKJIIOYAeT B c€0sl OTYETHI O
pe3ynbTaTax JOKIMHUYECKUX HCCIIeI0BaHUM JIEKApCTBEHHOTO CPEACTBA ISl MEAUIIMHCKOTO PUMEHEHUS,
B TOM 4HUCIJIC:

1) otuet 0 papMakoJUHAMUYECKHUX UCCIICJOBAHUSIX;
2) otueT 0 (apMAKOKUHETHUECKUX MCCIIETOBAHUSX;

3) OTYET O TOKCHUKOJIOTMIECKUX HCCIEOBAHHSAX.
(uactsb 6 B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7. Pa3z[eﬂ KIMHUYECKOM JAOKYMCEHTAIIMK BKJIIOYACT B cebs OTYeThl O pe3yiibTaTaX KIMHHUYCCKUX
HCCIICIOBaHUM JICKAPCTBCHHOTO IIpcIiapaTta JJIsi MCAUITUHCKOI'0 MPpUMCHCHUS, B TOM YUCJIC!

1) ordyersl 00 wHccieAOBaHUAX OWOJOCTYIIHOCTH W OHMOOKBHBAJICHTHOCTH, WCCIEIOBAHMSAX,
YCTaHABJIMBAIOIINX KOPPEISIHIO PE3YIbTATOB, MOJYYSHHBIX B YCIOBHUSAX in Vitro U in vivo;

2) oTueThl 0 (papMaKOKUHETUYECKUX HCCIICTOBAHMSIX;
3) ot4eTsl 0 (hapMaKOAUHAMUYCCKUX UCCIICIOBAHUSX;
4) 0TYeTHI O KIMHUYECKUX HCCIeT0BaHUAX 3(PPEKTUBHOCTU U OE30MACHOCTH;

5) OTYET 0 MOCTPETUCTPALIUOHHOM OIBITE IPUMEHEHUSI (ITPU HATUYUN).
(uactb 7 BBeneHa denepanbHbiM 3aKk0HOM OT 22.12.2014 N 429-03)

8. TpeboBanus k 00beMy HH(pOpMAINK, MPEIOCTABIIEMON B COCTaBE PETUCTPAIIMOHHOTO JIOCHE,
JUISL OTJEIbHBIX BHUJIOB JIEKAPCTBEHHBIX MPENapaToB sl MEAUIIMHCKOTO MPUMEHEHHUS YCTaHABIMBAKOTCS
YIOJIHOMOYEHHBIM (PeiepaabHbIM OPraHOM UCTIOTHUTEIBLHOM BIACTH.
(uacTh 8 BBeneHa denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

9. B OTHOILIEHUU JIEKAPCTBEHHBIX IPENAapaTOB, PA3PELICHHBIX ISl MEAUIIMHCKOTO NMPUMEHEHHS B
Poccuiickoit ®denepanuu Oojee IBaALATH JIET U B OTHOIIEHWH KOTOPHIX HEBO3MOXHO IpPOBEAECHHUE
UCCIIEIOBAaHUM MX OMOIKBUBAJIEHTHOCTH (32 MCKJIIOYEHHEM OHOJOTMYECKMX JIEKapCTBEHHBIX
IpernapaToB), JOMYCKAETCs BKIIOUEHHE B COCTaB pasjiena (papMakoIOrMyeckod, TOKCHKOJIOIMYECKOMH
JOKYMEHTAllM! U pa3jesia KIMHUYECKONM JOKYMEHTAllMd BMECTO OT4eTa pa3paboTdMKa O pe3ysibTarax
COOCTBEHHBIX JTOKIMHUYECKUX HCCIIEOBAHUM JEKApCTBEHHBIX CPEACTB U KIMHUYECKUX HCCIIEIOBAaHUM
JIEKapCTBEHHBIX MPENaparoB Ui MEIULUHCKOIO MPUMEHEHUs 0030pa HaydHbIX paboT O pe3yibTaTax
JOKJIIMHUYECKUX HCCIIEJOBAHUM JIEKApCTBEHHBIX CPEACTB M KIMHHUYECKUX HCCIIEIOBAaHUM JaHHBIX
JIEKapCTBEHHBIX NPENapaToB, B TOM YUCIIE BKJIIOYAs OMbBIT UX NOCTPETUCTPALIMOHHOTO IPUMEHEHHUS.
(uactp 9 BBeneHa denepanbHbiM 3akoHOM 0T 22.12.2014 N 429-@3; B pen. PenepaibHOro 3akoHa OT
27.12.2019 N 475-03)

10. IIpu rocynapCTBEHHOW pErMCTpallMy BOCIPOM3BENEHHBIX JIEKAPCTBEHHBIX IPENapaToB IJis
MEAUIMHCKOTO TPUMEHEHMsI JIOMYCKAaeTCs BKIIOYEHHWE B COCTaB paszjena (apMaKoJIOTHYECKOH,
TOKCUKOJIOTMYECKOM JOKYMEHTAallud W pasjena KIMHUYECKOW JIOKyMEHTallud BMECTO OT4YeTa
pa3zpaboTurka O pe3yjbTaTax COOCTBEHHBIX JOKJIMHUYECKHX HCCIIEIOBAaHHUI JIEKAPCTBEHHBIX CPEICTB
0030pa Hay4HBIX pabOT O pe3yabTaTax JOKIMHUYECKUX HCCIEI0BaHUN peepeHTHOro JEKapCTBEHHOTO
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

mpernapara u MpeiCTaBIeHUe BMECTO KIMHUYECKUX HCCIEAOBAHUH B MOJHOM O00BbEME, YCTaHOBIECHHOM
pas3fenoM KIMHMYECKOH JOKYMEHTAallMM, OT4eTa O pe3yjbTaTaX HCCIIeAOBaHUM OMOIKBHBAJIEHTHOCTH
BOCIIPOM3BEJICHHOTO JIEKAPCTBEHHOTO IIpernapara s MeIUIMHCKOro npuMmeHenus. He tpeGyercs
IPEJCTaBICHUE OTYeTa O pe3yibTaTax HCCIeI0BaHUM OHOIKBUBAJIEHTHOCTH BOCIIPOU3BEICHHOIO
JIEKapCTBEHHOTI'O IIpenapaTa s MEAUIIMHCKOTO IPUMEHEHMS, €CIIM PETUCTPUPYIOTCS BOCIIPOU3BEICHHBIE
JIEKapCTBEHHbIE MTPENapaThl U1 MEAULUHCKOIO IPUMEHEHNUs, KOTOpBIE:

1) mpenHazHaueHbl U1 MApPEHTEPAIBHOIO (MOJKOXKHOI'O, BHYTPUMBIIIEYHOI'O, BHYTPUBEHHOIO,
BHYTPUIJIA3HOTO,  BHYTPUIIOJIOCTHOTO, BHYTPUCYCTaBHOTO, BHYTPUKOPOHAPHOIO) BBEIEHUS U
MIPEJCTABISAIOT cO00I BOAHBIE PACTBOPHI;

2) mpelCTaBISIIOT COOOM PacTBOPHI AJIsl HEPOPATLHOTO MPUMEHEHHUS;
3) npou3sBenieHbI B (hOpME MOPOIIKOB HITH JIMODUITH3ATOB JUISI IPUTOTOBIICHUS] PACTBOPOB;
4) ABNAIOTCS ra3aMu;

5) SIBJISIFOTCS YIIHBIMU WJIM TJIa3HBIMU JIEKAPCTBEHHBIMM IIperapaTamMu, IPOU3BEIEHHBIMU B (popMme
BOJHBIX PaCTBOPOB;

6) npeaHa3HaYEeHbI AJI1 MECTHOT'O IPUMEHEHHUS U IPUTOTOBJIEHBI B (JOpPME BOJIHBIX PACTBOPOB;

7) IpeacTaBiIsSIIOT cOOOW BOAHBIE PACTBOPHI AJISl UCHOJB30BaHUS B (pOpMe MHTANALMNA C TOMOIIBIO
HeOyraif3epa Wi B Ka4eCTBE Ha3aJIbHBIX CIPEEB, MPUMEHSIEMBIX C TIOMOIIBIO CXOJIHBIX YCTPOUCTB.
(uacth 10 BBegena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

11. [ns cnydaeB, yka3aHHbBIX B nyHktax 1 - 3, 5 - 7 wgactm 10 HacTosmed craThu,
BOCIIPOM3BE/ICHHBIN JIEKAPCTBEHHBIN Ipenapar Uisi MEIWLHUHCKOIO INPUMEHEHMS AOJDKEH COAEpXKaTb
TaKMe€ K€ BCIIOMOTaTeNIbHbIE BEIIECTBA B TAKUX K€ KOJUYECTBAX, Kak M peepeHTHbIN JeKapCTBEHHBIH
npenapaT. Eciu cocTaBel BCIIOMOTATENbHBIX BELIECTB Pa3/IMYarOTCs, 3asgBUTENb JOJDKEH IPEICTABUTH
JI0Ka3aTeJIbCTBA TOTO, YTO HMCMOJIb3yeMble B JaHHBIX KOHIIEHTPALUSX BCIIOMOTraTeNbHbIE BEIIECTBA HE
BIMSIIOT Ha Oe30macHoCTh U (M) 3((HEeKTUBHOCTH JIEKAPCTBEHHOrO Mpenapara JUis MEAMIMHCKOTO
npuMeHeHus. B cioyuae, eciu 3asBUTEb HE MOXKET MPEACTaBUTh TaKHE OKA3aTeNbCTBA U (WJIN) HE UMEET
JIOCTyNa K COOTBETCTBYIOIIMM JI@HHBIM, OH JOJDKEH IPOBECTU COOTBETCTBYIOLIUE HCCIIEIOBAHUS IS
JI0Ka3aTeNIbCTBA OTCYTCTBHUSl BJIMSIHMSI Pa3HbIX BCIOMOIAaTEIbHBIX BEIIECTB WM BCIOMOIAaTEIbHBIX
yCTpOHCTB Ha 6e30macHOCTb U (MIH) FPPEKTUBHOCTH JIEKAPCTBEHHOI'O IMpernapara A MeIUIMHCKOro
MIPUMEHEHHUS] B COOTBETCTBUU C aKTaMH, COCTABIISIOIIMMU MpaBo EBpa3uiickoro 5KOHOMHYECKOTO CO03a.
(uactp 11 BBenena denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-®3; B pen. PenepalbHOTO 3aKOHA OT
22.12.2020 N 444-03)

12. TIpu rocynapcTBEHHON perucTpany KOMOMHAIMI paHee 3aperucCTpUPOBAHHbIX JEKapCTBEHHbIX
mpernapaToB UIs  MEAWIIMHCKOTO TPHMEHEHHs JOMyCKAaeTCs BKJIIOYEHHE B COCTaB  pasjesa
(bapMakoIIOTHYECKOH, TOKCHKOJIOTHYECKOH JOKYMEHTAllMM M pas3jeia KIMHMYECKOW JTOKYMEHTAlluu
BMECTO OT4eTa pa3paboTyhMka O pe3ynbTaTax COOCTBEHHBIX JOKIMHHYECKHX HCCIICIOBAHUM
JICKapCTBEHHBIX CPEJICTB 0030pa HAy4YHbIX paboT O pe3yiabTaTax IOKIMHUYECKUX HCCIeTOBaHUMN
peepeHTHBIX JIEKAPCTBEHHBIX TMPEMapaToB, BXOMIANIMX B COCTaB KOMOWHAIIMHU JICKAPCTBEHHBIX
IpernapaToB, ¥ 00 OTCYTCTBUU MX B3aUMOJICHCTBUS B OHOM JIEKapCTBEHHOH (Gopme.

(uactp 12 BBenena denepanbHbiM 3akoHOM OT 22.12.2014 N 429-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

13. Ha skcnepTusy pasIuYHBIX JICKAPCTBEHHBIX (OPM OJHOTO M TOTO KE JIEKAPCTBECHHOTO
mnpernapata i MEAUIMHCKOTO TMPUMEHEHHUS 3asBUTENIb MPEJCTABISICT OTACIbHBIC 3asBICHUS WU
PETHUCTPAIIMOHHBIC IOChE HA KAXKAYIO JIEKAPCTBEHHYIO (hopMy. IIpu yciaoBum 0JHOBpEMEHHOW MOAa4H Ha
AKCIIEPTU3Y OJHOM JIeKapCTBEHHOH (OPMBI C Pa3IUYHBIMU JO3MPOBKOM, KOHIIEHTpaluei, o0beMoM
3asIBUTEIb MIPEACTABIISIET OJTHO 3aBJICHUE U PETUCTPAIIMOHHOE JIOChE C MPHIIOKEHUEM MAKETOB YITaKOBOK
Ha KaXIyl0 JO3HPOBKY, KOXKyI0 KOHIIEHTPAIIHUIO, KX bl 00beM U KaXk/10€ KOJUYECTBO 703 B YIAKOBKE.
(uactb 13 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

14. Ilpu rocymapcTBEHHOH perucrpanuu op¢haHHOTO JIEKAPCTBEHHOTO Iperapara 3asBUTENb
mpecTaBIsieT nH()OPMALIHIO, HEOOXOTUMYIO I (POpMHUpPOBAHUS pa3jiena KIMHUISCKOU JOKYMEHTAIIHH,
B 00beMe, YCTAaHOBJIEHHOM YIIOJTHOMOYEHHBIM (eiepaibHbIM OPTaHOM HCIIOTHUTEIBbHOM BIACTH.

(dactpb 14 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

15. Ilpu peructpanuu OHOJOTHYECKOTO JIEKAPCTBEHHOTO Ipernapara, MOJTYYeHHOTO U3 KpOBH,
IJIa3Mbl KPOBHM YEJIOBEKAa, B COCTABE PETUCTPAIMOHHOTO JOChe Ha JICKAPCTBEHHBIN Mpemnapar ajis
MEIUIIMHCKOTO MIPUMEHEHHUSI TOJIKHBI OBITH TIPECTABIICHBI TOTIOIHUTEIBHO:

1) B pa3mene [JOKyMEHTAllMM aJMUHHCTPATHBHOTO XapakTepa TOKYMEHT, COJAEp Kalui
nH(popMaLII0 0 CyObeKTax OOpalleHHs] JOHOPCKOW KPOBU M (WJIM) €e KOMIIOHEHTOB, O TOM, I/ie Obuia
ocylllecTBI€Ha JoHauMs (KpoBM M (WIM) IUIa3Mbl KPOBM), a TaKkkKe JaHHbIE 00 HHQPEKIMOHHBIX
3a005IeBaHUAX, MEPEAAIONINXCS TMapeHTepalIbHbBIM IMyTeM, HH(pOpMaIUs O CyObeKTax oOpalieHus
JOHOPCKOW KpOBH M (WIM) €€ KOMIIOHEHTOB, B OTHOLICHHH KOTOPBIX OCYIIECTBIISIETCS KOHTPOIb
JIOHOPCKOW KPOBH U (MJIM) €€ KOMIIOHEHTOB;

2) B pazaenie XUMUYECKOH, (hapMarieBTHUECKON M OMOJIOTHYECKON JOKYMEHTAIIHH:

a) KpUTEpUU U CIOCOOBI O0TOOpa, TPAHCIIOPTUPOBAHUS M XPaHEHUS TOHOPCKOW KPOBH U (WJIH) ee
KOMITOHEHTOB;

0) pe3ynbTaThl UCCIEIOBAaHUA OTOOPAHHBIX JOHOPCKON KPOBU M (WJIM) MJIa3Mbl KPOBU U ITYJIOB Ha
Hanuuue Bo3OyauTened MHQEKIU, BKIOYas HHPOpMALUI 00 HCIONb30BAaHHBIX METOAMKAX
UCCIIEIOBAaHUM M B CIy4yac HCCIECJOBAaHMs IIyJOB IUIa3Mbl KPOBU pPE3YJbTaThl OKYMEHTAJIBHOTO
MOATBEPKIEHUS (BAJIMJAIMH ) UCIIOJIb30BAHHBIX METOIUK;

B) TEXHHUYECKHE XapaKTEPUCTUKH YIAaKOBKH sl 0TOOpa TOHOPCKOM KPOBU U (UJIH) TIa3Mbl KPOBH,
BKJTIOYAst HH(OPMAIUIO 00 UCTIOIB30BAHHBIX PACTBOPAX AHTHUKOATYJISTHTOB.
(uacth 15 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

16. KnuHuueckue ucclieJoBaHMsI JIEKAPCTBEHHOIO IpernapaTa JUisi MEIULIUHCKOIO IMPUMEHEHHUS B
LEeIAX €ro TOCYNapCTBEHHOW perucrpauuu mnposonadarcs B Poccuiickonn @Pexepauuu B MOPAIKE,
ycTaHOBJI€HHOM craThsiMu 38 - 44 mnacrosmero ®enepanbHoro 3akoHa. OT4YeT O MPOBEACHHBIX
HCCIIEA0OBAHUAX BKIIFOYACTCS B COCTAB pasjiella KIMHUYECKOM NOKYMEHTAlUU PETrUCTPALMOHHOIO J0ChEe
Ha JIEKapCTBEHHBIN Ipenapar sl MEIULIHUHCKOrO NpuMeHeHus. sl JIeKapCTBEHHBIX IMpEenapaToB s
MEIULUHCKOIO IIPUMEHEHUS, B OTHOLICHHH KOTOPBIX B PE3YJNbTaTe 3SKCIEPTU3bl JOKYMEHTOB,
MPEACTABJICHHBIX [UIS ONpPENEICHUs BO3MOXHOCTH pPACCMATPUBATh JIEKAPCTBEHHBINM Ipenapar s
MEIUIMHCKOTO MPUMEHEHHs B KauecTBe Op(aHHOIO JIEKAPCTBEHHOTrO Iperapara, Takas BO3MOXKHOCTh
IIPU3HAHA M B OTHOLIEHWH KOTOPBIX IIPOBEACHBI KIMHMYECKHE HCCIEIOBAHUS, BBINOJHEHHBIE 3a
npenenamu  Poccuiickoit ®denepanuu B COOTBETCTBMM C TpaBWJIAMHM HaJulexaiied abopaTOpHOM
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

MIPAKTUKU M IPAaBWJIAMH HAJUICKAIEH KIMHUYECKOM IIPAKTUKM, IOIYCKAeTCs BKIIOYEHHE B COCTaB
pasfena KIMHUYECKOM [NOKYMEHTAallud BMECTO OTYETa O pe3ylbTarax KIMHUYECKHX HCCIICIOBaHUN
JIEKApCTBEHHOIO IIpenapara Juisi MEIULMHCKOIO0 IPUMEHEHUS, IPOBEIeHHbIX B Pocculickoin Penepanny,
OoTYeTa O pe3ynbTaTax KIMHUYECKHX MCCICNOBAaHUM, BBIIIOJHEHHBIX 3a Ipenenamu Poccuiickon
denepanuu.

(dactpb 16 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

17. B cnyuyae HeNpeACTaBIEHUS C 3asBJICHUEM O I'OCYIAapCTBEHHON PETUCTPALMU JIEKAPCTBEHHOIO
npernapaTa Jjisi MEJUIIMHCKOTO MPUMEHEHHUS! JOKYMEHTOB, MOATBEPKAAIOIINX YIIATy rOCYAapCTBEHHOM
MONUIMHBI M YyKa3aHHbIX B mnyHkTe 10 wactu 2 HaACTOsIIEW CTaTbd, a TakXKe BbIIAaBAEMBbIX
(mpenocTaBisieMbIX)  YIOJHOMOYEHHBIMH  (elepalibHBIMH ~ OpraHaMH  MCIOJHUTEIBHOW  BJIACTH
JIOKYMEHTOB (CBEJICHMI), YKa3aHHBIX B MYHKTaX 3 U 4 yacTu 4 HACTOSIIEW CTaThbU, YIOJIHOMOYEHHBIM
benepanbHbBI OpraH HCIOTHUTEILHOW BIIACTH 3alpallliBaeT yKa3aHHBIE TOKYMEHTHI (CBElICHHUS) B
MOPSIIKE MEKBEJOMCTBEHHOTO MH()POPMAITMOHHOTO B3aMMOICHCTBHSI.

(uactb 17 B pen. @eaepanbpHoro 3akona ot 27.12.2019 N 478-03)

18. He nmomyckaeTcsi HCIOJIB30BaHME B KOMMEPYECKHMX LENsAX HHGOpPMAIMU O pe3yibTaTax
JOKJIIMHUYECKUX MCCIIEOBAHUMN JIGKAPCTBEHHBIX CPEJICTB M KIMHUYECKHUX UCCIIEIOBAHUN JIEKaPCTBEHHBIX
MpenaparoB Ui MEAMIIMHCKOTO TPUMEHEHHS, MPEACTABICHHOW 3asBHUTENIEM Il TOCYIapCTBEHHOMU
pEerucTpaly JIGKApCTBEHHOro TpemapaTra, 0Oe3 ero corjacuss B TEYeHHWE IIeCTH JeT C JAaThl
roCyJAapCTBEHHOM perucTpaiuu peepeHTHOro JeKapCTBEHHOT o npemnapata B Poccuiickoit denepaui.
(uacth 18 BBegena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

19. [epxarens win Biaaesiel] pErUCTPAIIMOHHOTO yJIOCTOBEPEHHS JIEKAPCTBEHHOIO Tpernapara Ha
OMOTEXHOJIOTHYECKUH MM Op(aHHBIN JIEKApCTBEHHBIN Ipernapar o0s3aH MpeIoCTaBIsATh Ha BO3ME3THON
OCHOBE 00pa3ipl pehepeHTHOTO JICKApCTBEHHOTO IMperapaTa 3asBUTEIISIM I IPOBEJACHUS KIMHUYSCKUX
uccaenoBanuii. CToumMocTh oOpasma pedepeHTHOro JIEKapCTBEHHOI'O IIpernapara, BKIOUYEHHOTO B
MepeveHb KU3HEHHO HEOOXOIUMBIX U BaXXKHEHIIIMX JICKAPCTBEHHBIX MPEMapaToB, HE JTOJDKHA TPEBHINIAT
3apEruCTPUPOBAHHYIO TPENEIbHYI0 OTIYCKHYIO IIeHY Ha pedepeHTHBIN JIeKapCTBEHHBINA Mpernapar WiH
IIEHY Ha JICKapCTBEHHBIN MperapaT B CTPAHE MPOU3BOIATEIIS.

(uacth 19 BBegena deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

20. 3asBiieHHUE O TOCYAAPCTBEHHOM perucTpaiy BOCIPOU3BEAECHHOIO JIEKapCTBEHHOTO Mpernapara
JUIS MEAMIIMHCKOTO TIPUMEHEHHUST MOXET OBITh MOJaHO B YHOJHOMOYEHHBIH (enepanbHblii opran
WCTIOTHUTEIPHOW  BJIACTH, OCYIIECTBISIOMIMA TOCYIAapCTBEHHYIO PETHUCTPAIMIO  JICKAPCTBEHHBIX
MpemnapaToB, MO HCTEYEHUU YEThIpeX JeT C JaThl TOCYAApCTBEHHOW perucTpanuud pedepeHTHOro
JIEKapCTBEHHOT0 Tipemnapara B Pocculickoit @enepanuu.
(uactb 20 BBeaena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

21. 3asgBieHwe O TOCYJApCTBEHHOW  perucrpanuu  OuoaHanoroBoro  (6momnogo0HOTO)
JIEKapCTBEHHOTO TpernapaTa (0rnoaHanora) MoKeT OBbITh MTO/IaHO B YIIOJIHOMOYEHHBIN (heqepaabHbIld OpraH
WCTIOJIHUTEIIBHON ~ BIIACTH, OCYIISCTBISIFONIMA  TOCYJApPCTBEHHYIO PETHCTPAIUI0  JICKAPCTBEHHBIX
MpemapaToB, MO HWCTEYEHHWH TpeX JeT C JAaThl TOCYAapCTBEHHOM perucTpanuu pedepeHTHOro
JIEKapCTBEHHOT0 Tipenapara B Pocculickoit @enepanuu.

(uacts 21 BBegena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

22. JlepxaTenb WM BIAJENEI] PETHCTPAIIMOHHOTO YIOCTOBEPEHHS JIEKapCTBEHHOTO IIperapara
NPEJCTABISET B YIMOJHOMOUYEHHBIN (efepabHblii OpraH HMCHOJHUTEIbHOM BIIACTH, OCYIIECTBIISIOIINI
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

(GYHKIMHU O KOHTPOJIIO M HAA30py B chepe 3apaBOOXpaHEHHs, OTUET 10 pe3yibTaraM (papmMakoHaazopa
OJIMH pa3 B IIECTh MECSIIEB B TEUCHHE ABYX JIET MOCJIE TOCYJaPCTBEHHON perucTpaiuu JeKapcTBEHHOTO
npemnapara B Pocculickoit denepannu, €XerogHO B TEUCHUE MOCIEAYIOINUX TPEX JIET U B JAaJbHEHILIEM
OJIUH Pa3 B IMSITh JIET.

(dactb 22 BBeneHa denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

Cratba 19. lNpuHATME pelwleHNA O Bblaaye 3KCNEPTHOMY yuypexAeHWIo 3aAaHuA Ha
npoBeAeHMe 3KCNepTU3bl NeKapCTBEHHOro cpeacTBa
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B Teuenue necaru pabouux IHEH CO AHS MPUHSITHS 3asiBICHHUS O TOCYJapCTBEHHOW PETUCTPAIIH
JEKapCTBEHHOTO  IIperapara  COOTBETCTBYIOIUMH  YIIOJIHOMOYEHHBIH  (elepanbHblii  oprax
WCTIOJTHUTEJIBHOW BIIACTU MPOBOJIUT MPOBEPKY MOJHOTHI, JOCTOBEPHOCTH M MPABHIBLHOCTH O(OPMIICHUS
IIPEJICTABICHHBIX JOKYMEHTOB PETHCTPALlMOHHOIO JOChE Ha JIEKAPCTBEHHBIM INpenapar U IPUHUMAET
pelieHue O Bblade 3aJaHusl Ha IIPOBE/ICHHUE:

1) 9KCIICPTU3BI JOKYMCHTOB, IIPCACTABJIICHHBIX JIS1 OIIPCACIICHHUA BO3MOKHOCTU PACCMATPUBATH
JIeKapCTBCHHI)If/'I npemnapar [misd MCAUIHWHCKOrO HNPUMCHCHHA IPU OCYLICCTBIICHHUU FOCy[[apCTBeHHOﬁ
perucTpanuu B Ka4C€CTBC Op(i)aHHOl"O JICKApCTBCHHOI'O IIpCIIapara,

2) OKCICPTU3BI JICKAPCTBCHHOI'O CPCACTBA B HACTH SKCIICPTU3LI KAYCCTBA JICKAPCTBECHHOI'O CPCACTBA
M OKCIICPTHU3bl OTHOLICHUA O)KPI,I[EI@MOIZ IMOJIb3bI K BO3MOKHOMY PHUCKY HNPHUMCHCHHA JICKAPCTBCHHOT'O
npenapara Ay MCIUIUHCKOI'O IIPUMCHCHU,

3) sKCepTHU3bI JIEKApCTBEHHOT'O CPEACTBA B YACTU HKCIEPTH3bl KAUECTBA JIEKAPCTBEHHOI'O CPEACTBA
M SKCIICPTU3bl OTHOLICHUSA omnnaeMoﬁ IMOJIB3bI K BO3MOKHOMY PHCKY HNPHUMCHCHHA JICKAPCTBCHHOI'O
mpenapara Juisi MEAMLMHCKOTO NPHUMEHEHHsS B MOPSJKE YCKOPEHHOW THPOLENYpbl 3KCIEPTU3bI
JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBHUHU CO CTaThel 26 HacTosuiero @enepaabHOro 3aK0Ha;

4) »sKcnepTU3bl JICKApCTBEHHOIO CpEeACTBa B OTHOIIEHUM JICKAPCTBEHHOIO TpemnapaTta Juis
BETEPUHAPHOTO IPUMEHEHUS.

2. YnonHoMOueHHBIH (efepalibHbli OpraH UCIOJIHUTENBHOW BIACTH YBEJOMIISIET B 3JIEKTPOHHOU
¢dopMe niaM Ha OyMaKHOM HOCHUTEJNE 3asBUTENS U SKCIEPTHOE YUPEXKIEHUE O MPUHATOM PEUIEHUH O
BbIJIaU€ 33JaHUI Ha IPOBEJEHUE DKCIEPTU3, IPEYyCMOTPEHHBIX YaCThIO | HACTOSIIEH CTaThbH, U B CIy4ac
HeoOXO0IMMOCTH O BbIJJaue paspelieHns Ha BBo3 B Poccuiickyro denepannio KOHKpPETHOW mapTuu, cepuun
3apEeTUCTPUPOBAHHBIX W (MJIM) HE3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB WM 00 OTKa3e B
IIPOBEACHUH NPEYCMOTPEHHBIX KCIEPTU3 C YKA3aHUEM IPUUYMH TAaKOI'0 OTKAa3a.

3. B ciyuae BBIBICHHMS OTCYTCTBUS WJIM HEJIOCTOBEPHOCTH HH(POPMALMHU, COJAEpKalleics B
MIPE/ICTABICHHBIX 3asBUTENIEM JOKYMEHTaX, YIOJIHOMOYEHHBIH (efepaibHblii OpraH HCHOJHUTEIbHOU
BJACTU HAIpaBlIseT 3asABUTENIO 3ampoc 00 yTOuHEeHHMM JToW HHopManuu (Jamee - 3ampoc
YIOJTHOMOYEHHOTO (pe/iepalibHOr0 OpraHa HCIIOJIHUTEIbHON BIIACTH), KOTOPBIH MOXET OBITh MepeiaH
YIIOJIJHOMOYEHHOMY IIPEACTABUTENIO 3asiBUTENS JIMYHO IIOJ PACIUCKY, HAIPaBJICH IO IOYTE 3aKa3HbIM
MMCBMOM WJIM TE€pe/iaH B JIEKTPOHHOH (hopMe Mo TeleKOMMYHHMKAI[MOHHBIM KaHaiaMm cBsizu. B ciydae
HampaBJIeHUsl 3ampoca YIMOJIHOMOYEHHOro (hefiepalbHOrO OpraHa HMCIOJHUTENBHONW BJIACTH IO IOYTE
3aKa3HbIM IIMCBMOM OH CUMTAETCsS IIOJYYEHHBIM II0 HWCTEUEHWH ILIECTH JHEM C JaThl HaIlpaBJICHUS
3aKa3HOro MKUCbMa.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

4. 3asButenp 005f3aH IPEACTaBUTh OTBET Ha 3alpOC YIMOJIHOMOYEHHOIo (erepaabHOro opraHa
UCIIOJIHUTEJIBHOW BIIACTU B CPOK, HE MPEBBIMAIOLINM eBIHOCTa pabouuX IHEH cO JHSA ero MoJydyeHHUs.
Cpok, yka3aHHbIM B yacTu | HacTosEl CTaTbH, IPUOCTAHABIMBAETCS CO JIHS HAIIPAaBJICHUS 3asBUTEIIO
3arpoca YHOJIHOMOYEHHOIo (elepajbHOro OpraHa MCIOJHHUTEIbHONH BJIACTH O JHSA HOJYYEHUS UM
COOTBETCTBYIOLIETO OTBETA.

5. OcHoBaHueM JUIsl OTKa3a B OpraHU3allid 3KCIEePTHU3, MPEAYCMOTPEHHBIX YacThio 1 HacTosiei
CTaThU, SBISETCA TMPEACTABICHUE HEOOXOAUMBIX HJisi MPOBEACHHUS MPEIYCMOTPEHHBIX 3KCIEPTHU3
JOKYMEHTOB B HEIOJIHOM 00beMe WJIM HENpEeJCTaBICHUE 3asBUTEJIEM B YCTAHOBJICHHBI CPOK OTBETa Ha
3aMpoc  YMOJIHOMOYEHHOTO (hefepaibHOTO OpraHa HCIOJHHUTEIBHON BIACTH, a TAKKE IPEICTaBICHUE
JIOKYMEHTOB, HE COJIEPKalX MCUYEPIBIBAIOIIETO MepeuHs HeOOXOUMBIX CBEICHUU.

6. Ilpu oTka3e B opraHM3anUy 3KCIEPTU3bI, NPEAYCMOTPEHHOM NyHKTOM 4 yacTu | Hacrosien
CTaThU, JOKYMEHTHI, BXOJIME B COCTAB PErMCTPALIMOHHOIO JOChE HA JIEKAPCTBEHHBIM Ipenapar JUls
BETEPUHAPHOTO TPUMEHEHUS, MOTYT OBITh BO3BPAIICHBI 3asBUTENI0 Ha OCHOBAaHHH €T0 IMHChMEHHOTO
3aIpoca, HalpaBJICHHOrO B YIIOJHOMOUYEHHBIN (elepaibHblil OpraH MCIOJIHUTENBHON BIacTU B T€UEHUE
TpUIUATH paboYnX JHEW CO AHS MPUHSATHS YIMOJTHOMOYEHHBIM (heJiepalbHBIM OPraHOM HCIIOTHUTEIHHON
BJIACTHU pelleHHst 00 OTKa3e B OpraHM3alllu TaKoH SKCHEepTU3bl. YIIOJIHOMOUYEHHBIH (peepanbHblil opran
HCIIOJIHUTEJIBHON BJAcTH BO3BpallaeT 3asBUTENIO yKa3aHHbIE JOKYMEHTHI B TEUEHHE JECITH pabouux
JHEW CO JAHS MOJYYEHUsI COOTBETCTBYIOLIETO 3a1Ipoca 3asiBUTE.

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

Cratba 20. 3KcnepTu3a [OKYMEHTOB, MpeAcTaBNeHHbIX ANA onpeaeneHus
BO3MOXHOCTM paccMaTpuBaTb JleKapCTBEHHbIM npenapat Ansa  MeguLMHCKOro
NPUMEHEHNUA TMpPU OCYLIEeCTBIIEHUN TFOCyAapCTBEHHOW perucrtpauMm B Ka4vecTBe
opdraHHOro fieKapcTBeHHOro npenapara

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

1. DxcnepTusza JOKYMEHTOB, NMPEACTABIECHHBIX AJS ONpeAeNieHUs BO3MOKHOCTH paccMaTpuBaTh
JIEKapCTBEHHBIN Ipenapar Ajds MEIMLIHMHCKOIO NPUMEHEHHUs IPU OCYIIECTBIEHUH TOCYAAPCTBEHHOU
perucTpanyy B KauecTBe Op(paHHOIO JEKapCTBEHHOIO Ipernapara, COCTaBICHHE KOMHUCCHEH JKCIEpPTOB
3aKJIIOYEHUS O BO3MOXHOCTH WJIM HEBO3MOYKHOCTH pAacCMaTpUBATh JIEKAPCTBEHHBIN Ipenapar uis
MEAUIMHCKOTO TPUMEHEHUS TpPU OCYIIECTBIEHUU TOCYIapCTBEHHOW pEerucTpamul B KadyecTBe
oppaHHOTO JIEKapCTBEHHOIO IIpernapara W HalpaBlieHHE JaHHOTO 3aKIIOYEHHUS B YINOJHOMOYEHHBIH
(benepanbHBI OpraH MCIOJHUTENBHON BJIACTU OCYUIECTBIIAIOTCS B CPOK, HE MPEBBIIAIOMNN TPUALIATH
pabouux JHEH co JHS MOIy4eHHs SKCIIEPTHBIM YUPEXKACHUEM 3a/1aHUs] YIIOJTHOMOUYEHHOTO (e/iepaibHOro
OpraHa UCIHOJHUTEIbHON BJIACTU U B 3JEKTPOHHOU (hopMe Miiu Ha OyMaXKHBIX HOCUTENSIX HEOOXOAUMBIX
JOKYMEHTOB, YKa3aHHbIX B myHktax 1, 2, 5, 6, 10 gactu 4 u B uwactu 7 crareu 18 HacrosIero
denepanbHOro 3aK0Ha.

2. JIOKyMEHTBI, coaepxKalluecss B PETUCTPAllMOHHOM JO0ChE€ Ha JIEKapCTBEHHBIM IIpemapaTr u
MOCTYMUBIINE HA OYMa)KHBIX HOCUTEJNISX B OKCIIEPTHOE YUPEXKIEHUE VI OCYIECTBICHUS UX SKCIIEPTHU3BI
JUIg  ONpEACNICHUs BO3MOXKHOCTH paccMaTpuBaTh JIEKapCTBEHHBIM IpemapaT Uisli MEJULUHCKOTO
NpPUMEHEHHUsT B KauecTBe Op¢aHHOrOo JIEKapCTBEHHOIO IIperapara, MoJJIeKkaT BO3BpaTy B
YIIOJIHOMOYEHHBIN (eiepanbHblii OpraH HCIOJHUTENFHOW BJIACTH OJHOBPEMEHHO C 3aKIIOYEHUSMHU
COOTBETCTBYIOIUX IKCIIEPTH3.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

Cratba 21. PeweHne 0 BO3MOXHOCTM paccMmaTpuBaTb JIeKapCTBEHHbLIUW npenapart
npuM oOCyLWeCcTBNEeHUM TrocyAapCTBEHHOW perucTtpauMm B KadyecTBe opdaHHOro
neKkapcTBeHHOro rnpenapara

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

1. B cpok, He nmpeBbIIAIONUN MSITH padounX THEH CO JHA MOJyYeHHUs 3aKIIIOYeHUs, YKa3aHHOTO B
gactu 1 crareu 20 Hactosmero denepalbHOTO 3aKOHA, YIOJHOMOYCHHBINH (hefepanbHBId Opra
WCIIOJIHUTENIBHON BJACTU OCYIIECTBIISIET OLEHKY IMOJIYYEHHOTO 3aKJIIOUEHUS Ui OIpEeNeleHUs ero
COOTBETCTBUS 33/JIaHUI0 HAa MPOBEJECHHE COOTBETCTBYIOLIEH SKCHEPTU3bl M YBEAOMIISIET 3asBUTEINS B
ANEKTpOHHOU (opmMe uiaM Ha OyMakKHOM HOCHUTENE O pe3yiabTaTax MPOBEACHHOW SKCIEPTH3Bl C
MIPUJIOKEHUEM KOIHH dKCIEPTHOTO 3aKITI0UYCHHS (C COXpaHEHHEM KOH(MHUIACHIIMATLHOCTH HHPOPMAITIH O
COCTaBe KCIEPTHOU KOMUCCUHU) U O BO3MOXKHOCTH MJTU HEBO3MOXKHOCTH pPacCMaTpUBAaTh JIEKAPCTBEHHBIN
npenapar st MEIUIMHCKOTO MPUMEHEHHS MPU OCYIIECTBICHUM TOCYJApPCTBEHHON pErucTpaiuu B
KauecTBe OppaHHOTrO JIEKAPCTBEHHOT'O Ipernapara.

2. Ilpu BbIHECEHMM KOMHUCCHEH OKCIEPTOB 3aKIYEHHUS O BO3MOXHOCTH paccMaTpuBaTh
JIEKapCTBEHHbIM Ipenapar Julsi MEAULUHCKOTO MPUMEHEHHUs IMPH OCYIIECTBIEHUH TOCYIapCTBEHHOMN
perucTpanuu B Kadyectse ophaHHOTO JIEKAPCTBEHHOTO IIpernapaTa YIOJIHOMOYCHHBIH (hefiepalibHbIi OpraH
UCTIOJHUTEJIBHOW BJIACTH B CPOK, HE NMPEBBIMIAIOUMHN NATH pabouyux JHEH cOo JHS MOJIY4YEeHUs JaHHOTO
3aK/IIOYCHHA, IMPUHHUMACT PCIICHHUEC O BbIAAYC 3adaHWsd Ha MIPOBCIACHHUE OKCICPTU3BI KadCCTBa
JICKapCTBEHHOT'O CPEACTBA M SKCIEPTU3bl OTHOLICHUS OXXUIAEMOM MOJIb3bl K BO3MOXKHOMY PHCKY
MNPUMCHCHUSA JICKAPCTBCHHOI'O IIpfriapara A MCIUUOMWMHCKOTO MNMPUMCHCHHA B IIOPAAKC yCKOpeHHOf/’I
IpOLEelypbl AKCHEPTH3bl JIEKAPCTBEHHOIO CPEJCTBA B COOTBETCTBUM CO CTaTheil 26 HacTOsIIEro
denepanbHOro 3aK0Ha.

3. B ciyvae npuHATHS peLIeHUs O HEBO3MOXKHOCTH paccMaTpUBaTh JIEKAPCTBEHHBIN Mpenapar Ajs
MEAUIMHCKOTO NPUMEHEHUS TpU TOCYJapCTBEHHOM  perucTpalud B  KadyecTBe OpQaHHOTrO
JIEKapCTBEHHOTO  Iperapara yIOJIHOMOYEHHBIH (QenepaiabHbli OpraH HMCIOJHUTENBHONW  BIACTH
IpeKpallaeT npoueypy rocyAapCTBEHHOW pPEerucTpaluy JeKapCTBEHHOTO Ipenapara. 3asiBUTEIb BIPaBe
O0paTUTHCS B PETUCTPUPYIOIIUN OpraH C 3asBICHMEM O TOCYJAapCTBEHHON PErucTpalli YKa3aHHOTO
JIEKApCTBEHHOTI'O IIperapaTa B COOTBETCTBUH CO cTaTthel 18 HacTosmero denepalbHOro 3aK0Ha.

CraTtba 22. YTpaTtuna cuny ¢ 1 nronsa 2015 ropa. - PepgepanbHbI 3aKOoH oT 22.12.2014
N 429-®3.

Ctatbs 23. JKcnepTu3a KauyecTBa JIeKapCTBEHHOro cpeacTBa M JIKCMepTU3a
OTHOLUEHUA OXWAAaeMOMW MNOSib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUsl FfleKapCTBEHHOro
npenapara Ana MegULUHCKOro npuMmeHeHus

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

1. DkcnepTu3a KayecTBa JEKapCTBEHHOI'O CPEICTBA U HKCIIEPTU3a OTHOWIECHUS 0KUJIAEMON MOJIb3BI
K BO3MOYKHOMY PHCKY IPUMEHEHHs JIEKapCTBEHHOI'O IIpernapara Uil MEIULHUHCKOIO IPUMEHEHHs,
COCTABJICHHE KOMMCCHSIMH OHKCIIEPTOB 3aKJIIOYEHHWM 110 pe3yJbTaraM IPOBEACHHBIX JKCIEPTU3 U
HampaBJIeHUE JTUX 3aKJIIOYEHUHA B YIOJHOMOYEHHBIH (efepalbHblii OpraH HMCIOJHUTEIBHON BIIACTH
OCYILIECTBIISIOTCS B CPOK, HE MPEBBIIAIONINKI CTa AecITH pabouux AHEH CO JHS MOJYyYEHUS SKCIIEPTHBIM
YUPEXKIEHUEM COOTBETCTBYIOIIETO 33aJaHHsl YIIOJHOMOYEHHOTO (pe/iepalbHOTO OpraHa MCIOJHUTEIbHON
BJIACTH U HEOOXOUMBIX IOKYMEHTOB B JIEKTPOHHOU (hopMe MM Ha OyMakKHBIX HOCUTEISX.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

Koncynsrantlntoc: npumeqanue.

[To 3asBnenuto, noganHomy B MunsznpaB Poccun no 11.04.2022, npyu HEBO3MOXKHOCTH HPOBEIACHUS
SKCNEPTU3bl KAuecTBa JIEKAPCTBEHHBIX CPEICTB B HKCIEPTHOM YUYPEKIACHUH, JIOMYCKAETCS €€
MPOBEACHUE TIOCPEJCTBOM JUCTAHIIMOHHOTO B3aMMOJICUCTBHS, TOPAIOK U (POPMBI KOTOPOTO
OMPENEISAIOTCS JKCHEPTHBIM YUpeXIAeHUEM Tmo coriacoBanuio ¢ 3asButeiasimMu ([loctanoBneHue
[IpaButensctBa P® ot 05.04.2022 N 593).

2. B TedeHue AeBSIHOCTA JHEW CO JHS TOJIYYCHHUS DPEIICHUS YIMOJHOMOYEHHOTO (eAepaibHOro
OpraHa HCIIOJIHUTEIbHON BJIACTH O MPOBEIEHUHU HKCIEPTHU3, MPEAYCMOTPEHHBIX 4YacThio | Hacrosmiei
CTaThH, 3asBUTEINIb MPEACTABISICT B JKCIEPTHOE YUPEKJECHUE ISl MPOBEACHUS SKCIEPTU3bl KadyecTBa
JIEKapCTBEHHOT'O CpEICTBAa 00paslibl JIEKAPCTBEHHOrO IIpernapara s MEIULHUHCKOrO MpHUMEHEHUS,
MIPOU3BEJICHHOTO B COOTBETCTBUM C TPEOOBAHUSMHU OIBITHO-IIPOMBIIIIICHHOTO U (MJIM) MPOMBIIUICHHOTO
PErJIaMeHTOB, YTBEP)KIEHHBIX PYKOBOIHUTENEM IPOU3BOAUTENS JEKAPCTBEHHBIX CPEICTB, a TaKXKe B
COOTBETCTBYIOIIUX CIydasx 00pa3ipl (hapMareBTHUSCKON CYOCTaHIIMH, TECT-IITaMMa MHKPOOPTaHU3MOB,
KYJIbTYpPbI KJIETOK, 00pa3iibl BEIIECTB, IPUMEHIEMbIX JUIsI KOHTPOJIS KayecTBa JIEKapCTBEHHOTO CPE/ICTBA
IyTeM CPAaBHECHHS C HUMH UCCIICyeMOTO JIEKAPCTBEHHOT'O CPEJCTBA, B KOJIMUYECTBAX, HEOOXOAMUMBIX JUIS
BOCIIPOM3BEICHUSI METOJI0B KOHTPOJIS KA4eCTBa.

3. Ilpu momydyeHun 0Opa3lOB JICKAPCTBEHHOTO Tpernapara W (apMaleBTHUECKON CyOCTaHIIUU
JKCIIEPTHOE YUYPEKICHHE BBIIAET 3asBUTEIIO0 JIOKYMEHT, MOATBEPKIAIOLIMN IOJTYYEHUE YKa3aHHBIX
00pas3IoB, U B CPOK, HE MPEBBIMIAIOIINA TPeX pabounx JHEH, YBEJOMIISET B JIEKTPOHHOH (hopMe Wi Ha
OyMa)XHOM HocUTese 00 STOM YIOJIHOMOYEHHBIN (eiepanbHbIi OpraH UCTIOTHUTENBHO BIIACTH.

4. Yka3aHHBIC B 4acTaX 2 U 3 HACTOSIIEH CTaThbH CPOK JIJISl TIPEICTABJIICHUS 3asiBUTEIIEM 00pa3IloB
JIEKapCTBEHHOIO IMpemapaTa W (apMaleBTUYECKON CyOCTaHIIMM U CPOK YBEAOMJICHHS SKCHEPTHBIM
yupexkaeHueM o0 dJToM Ha OyMaXHOM HOCUTENE YIOJHOMOYEHHOro (enepaibHOTO OpraHa
WCIIOJTHUTENBHOM BJIACTH HE BKIIIOYAIOTCS B CPOK MPOBEICHUS IKCHEPTU3, MPEIYCMOTPEHHBIX YacThio 1
HACTOSIIEH CTaThU.

5. JIOKyMEHTBI, MOCTYIUBIIME B OJKCIEPTHOE YUPEXKACHUE [ IPOBEICHUS DKCIEPTHU3,
MIPEyCMOTPEHHBIX YacThIO | HACTOsIIEN CTaThH, MOJIEKAT BO3BPATY B YIIOJTHOMOUYEHHBIN (enepanbHblii
OpraH HCIIOJHUTEIBHOW BJIACTH OJHOBPEMEHHO C 3aK/IIOYCHUSAMH, IIOIYYEHHBIMU II0 pe3yabTaTaMm
COOTBETCTBYIOIIMX IKCIIEPTHU3.

Cratba 24. JKcnepTu3a KayecTBa JieKapCTBEHHOro cpeacTBa M 3KcnepTusa
OTHOLUEHUA OXWAAeMOMW NOSib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUs1 JleKapCTBEHHOro
npenapara Ans BeTepMHapHOro NpuMMeHeHus

1. DxcnepTu3a KayecTBa JIEKapCTBEHHOTO CPEACTBA M HKCHEPTU3a OTHOUIECHUS OXKUIAEMOU MOJIb3bI
K BO3MOXXHOMY PHUCKY NPUMEHEHHUS JIEKaPCTBEHHOIO IIpernapara JJisi BETEPUHAPHOTO NPUMEHEHHS,
COCTAaBJICHHE KOMHUCCHSIMU DHKCIEPTOB 3aKIIOYEHHUM 10 pe3ylbTaTaM yKa3aHHBIX »JKCIEPTU3 U
HaMpaBlIeHWE TAaKUX 3aKIIOYEHUN B YIOJTHOMOYEHHBIH (efepanbHbIi OpraH UCHOTHUTEIHLHON BIacTU
OCYILIECTBIISIOTCS B CPOK, HE MPEBBIIAIONINK CTa AecITH pabouux AHEH CO JHS MOJyYEHUS SKCIEPTHBIM
yUpEKIECHUEM 3aJaHusl YIOJTHOMOYEHHOro (enepaqpbHOr0 OpraHa HUCHOTHUTENBHOW BJACTH C
JOKYMEHTaMH, YKa3aHHBIMH B 4acTu 3 cTtatbk 17 Hactosmero denepaibHOro 3aK0Ha.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

(B pen. deaepanbhbix 3akoHOB OT 22.10.2014 N 313-D3, ot 13.07.2015 N 241-D3)

2. B Ttewenme Ttpuanaru paboyux JHEH €O JHS MOJYYEHHS PpEIICHHS YIOJIHOMOYCHHOTO
(denepanbHOrO OpraHa UCIOJHUTEIHHON BJIACTH O MPOBEICHUYU YKA3aHHBIX B 4YacTH | HACTOSIICH CTaThH
IKCIIEPTU3 3asBUTENb MPEACTABISET B HKCIEPTHOE YUPEKICHUE JUISA MPOBEICHUS IKCIIEPTU3bI Ka4ecTBa
JIEKapCTBEHHOTO CpEJCTBAa OO0paslbl JIEKAPCTBEHHOIO IIperapara il BETEPUHAPHOTO IPUMEHCHHS,
IPOU3BEJCHHOTO B COOTBETCTBHM C TPEOOBAaHMSAMH TEXHOJIOTHUECKHX PEIJIaMEHTOB, YTBEP)KICHHBIX
PYKOBOJUTCIICM IIPOU3BOJUTCIIA JICKAPCTBCHHBIX CPCACTB, a@ TAKXC B COOTBCTCTBYIOIIHX ClIydasax
TECT-IUTAMMBl MHKPOOPTaHMW3MOB, KYJIBTYPbl KJIETOK, 00pa3ubl (apMareBTHYecKod CyOCTaHINH,
O6pa3I_IBI BCIICCTB, MPHUMCHACMBIC IJIsI KOHTPOJISI Ka4€CTBa JICKAPCTBCHHOI'O CPCACTBA, B KOJIMYCCTBAX,
HEOOXOIMMBIX U1l BOCIIPOU3BEICHUS METOI0B KOHTPOJISI KA4eCTBa.

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

3. Ilpu nomyueHun oOpa3LOB JEKApCTBEHHOIO Ipernapara M (apmaneBTUUECKON cyOcTaHLUU
JKCIIEPTHOE YUYPEKICHHE BBIIACT 3asBUTEII0 JOKYMEHT, IOATBEPKIAIOIINN IOJIYYEHUE YKa3aHHBIX
00pa3loB, U B CPOK, HE MPEBBIIIAIOLINNA TpeX pabounx JHEH, yBeJOMIIseT B MMCbMEHHOH (hopme 00 3ToM
YIOJHOMOYEHHBIN (peiepaibHbII OpraH UCIOIHUTEIbHOM BIIACTH.

4. Cpox ans npeACTaBiIeHUs 3asBUTE]IEM 00pas3loB JICKAPCTBEHHOIO Ipenapara M
(dapMarieBTHUeCKOH CyOCTaHIIMM M CPOK YBEIOMJICHHS OKCIEPTHBIM YyYpexXIeHHeM 00 3ToM B
MUCbMEHHOW (pOopMe YIOJHOMOYEHHOIO (e/lepajbHOro OpraHa MCIOJHUTEIbHON BJIACTH, YKa3aHHBIE B
qacTsaxX 2 ¥ 3 HACTOSIIIEH CTaThu, HE BKIIIOYAIOTCS B CPOK MPOBEJCHHS YKAa3aHHBIX B 4acTH | HacTosIei
CTaTbU DKCIIEPTHU3.

5. JIOKyMEeHTBI, IOCTYIIMBIIAE B HKCIIEPTHOE YUPEKIACHUE JUIsl IPOBENCHUS YKa3aHHBIX B 4acTu |
HACTOsIILEH CTaTbM OJKCIEpPTH3, IOJUIeKAaT BO3BpPAaTy B YHNOJHOMOYEHHBIH (enepabHblii  Oprax
VICIIOJTHUTEJIBHON BJIACTH OJTHOBPEMEHHO C 3aKJIFOYEHHSIMU 110 pe3yibTaTaM yKa3aHHBIX IKCIIEPTHU3.

CraTtbsa 25. nOBTOpHoe npoBeneHue 3KCNepTmnibl JieKapCTBeHHbIX CcpeacTB
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B cnyuasix HetoCcTaTO4HON 0OOCHOBAHHOCTH MU HEMOTHOTHI 3aKIIOYSHHS] KOMHCCHUU SKCIIEPTOB,
HaJU4us B HEM MPOTUBOPEUMBBIX [AHHBIX, (ambCcU(UKAIMKA BBIBOJOB JKCIEPTH3BI JIEKAPCTBEHHOTO
CPEICTBa, COKPBITHS OT YIOJIHOMOYEHHOTO (heJepalbHOr0 OpraHa MCHOJHUTENBHOM BIaCTH OCHOBAaHUU
JUIsL OTBOJQ OJKCIEepTa BCIEACTBUE €ro 3aMHTEPECOBAHHOCTH B pe3yJbTaTax COOTBETCTBYIOILIEH
OKCIEPTHU3bI, HANUYMS JAHHBIX O TPSIMOM JMOO KOCBEHHOM BMEIATENbCTBE B  MPOIlECC
COOTBETCTBYIOIIECH SKCHEPTHU3bI JIUIl, HE YYaCTBYIOIIMX B €€ MPOBEACHUH, HO OKa3aBIIUX BJIMSIHUE Ha
MPOLIECC U PEe3yNbTaThl €€ MPOBEACHHUS, YIMOIHOMOYEHHBIM (eepallbHbIM OpPraHOM HCHOTHUTEIHHOM
BJIACTH HA3HAYAETCS MOBTOPHAS IKCIIEPTU3A JIEKAPCTBEHHOTO CPEJICTBA U (MJIM) STUYECKAs IKCIIePTH3a.

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

2. IloBTOpHas ’KCHEpPTH3a JIEKAPCTBEHHOI'O CPEICTBA MPOBOJUTCA C YU4ETOM DPE3Yy/IbTaTOB paHee
MIPOBEIGHHONW OJKCIEPTU3bl B CPOK, YCTAHOBJIEHHBIH YIIOJIHOMOYEHHBIM (elepaJbHbIM OpraHOM
WCIIOJIHUTENILHOM BJIACTH M HE MPEBBIIAIONINN TpUAIATH pabouux AHEW CO THS MOIYYEHUS KCIEPTHBIM
YUPEXKIECHUEM 3a/1aHUS HAa IPOBEJCHNE IIOBTOPHOM dKCIIEPTU3bI JIEKAPCTBEHHOIO CPECTBA.

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

3. ®uHaHCOBOE OO0ECIIEUCHHME BBINOJHEHUS 3alaHusd Ha MIPOBCIACHUC HOBTOpHOﬁ 9KCIICPTU3LL
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

JICKApCTBEHHOTO CPEJICTBA HE OCYIIECTBISAETCS.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

CraTtbAa 26. YcKkopeHHas npoueaypa 3KCnepTusbl JIeKapCTBEHHbIX CPeAcTB

Koncynsrantlntoc: npumeqanue.
C 01.09.2023 B 4. 1 cr. 26 BHOCsTCA m3MeHeHus (D3 ot 28.04.2023 N 171-®3). Cm. Oyaymryro
penaKuuio.

1. YckopeHHas mnpoleaypa SKCIEpPTH3bl JIGKAPCTBEHHBIX CPEACTB B IENSAX TOCYIapCTBEHHOM
perucTpanuy JIGKAPCTBEHHBIX MPEMapaToB MPUMEHSETCS B OTHOIIEHUH Op(aHHBIX JIEKAPCTBEHHBIX
[IpernapaToB, MEPBBIX TPEX JEKAPCTBEHHBIX MpEnapaToB, perucrpupyemsix B Poccuiickoit denepanuu B
KaueCTBE BOCIPOM3BEJCHHBIX JIEKAPCTBEHHBIX MPENapaToB, OYEPEIHOCTh KOTOPHIX ONpENeNsieTcs B
COOTBETCTBMM C HOMEPOM U JaTOW BXOJALIMX 3asBICHUM O TOCYJapCTBEHHOW pPETUCTpaluu
JIEKAPCTBEHHBIX IPENapaToB B paMKaxX OJIHOIO MEXKIYHapOJIHOTO HEMATEeHTOBAHHOTO HAWMEHOBAHUS
JIEKapCTBEHHOI'O Tperapara WIM TPYNIHUPOBOYHOTO HAUMEHOBAHMsS JIEKApCTBEHHOTO Mpemnapara, u
JIEKapCTBEHHBIX Mpenaparos, npeAHa3HaYEHHBIX HCKJIFOYUTEIILHO TUTST PUMEHEHUS

HECOBEPILECHHOJIECTHUMH TPaKIaHaAMHU.
(B pen. DenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)

2. yCKOpCHHaﬂ npooeaypa SKCICPTHU3BI JICKAPCTBECHHBIX CPCACTB B LCIIAX FOCY,I[apCTBeHHOﬁ
pEerucTpanru JCKAPCTBCHHBIX MPCIIapaTOB HE IPUMCHACTCA B OTHOICHU U

1) 6uoanaioroBsIx (OMOMOAOOHBIX ) JICKAPCTBEHHBIX MpenapaToB (0MOaHAIOTOB);

2) pedepeHTHBIX JIEKAapCTBEHHBIX IpEnaparoB (3a HCKIIOYEHHUEM Op(aHHBIX JEKAapCTBEHHBIX
IIPENapaToB);

KoncynsrantlIntoc: mpumedanue.
C 01.09.2023 B . 3 4. 2 ct. 26 BHOcATcs u3MeHeHus (P3 ot 28.04.2023 N 171-®3). Cm. Oyaymiyro
pElaKLuIO.

Koncynprantlntoc: mpumedanue.

Jo 01.09.2023 poccuiickuM MNpPOU3BOAUTEISAM JIEKQPCTBEHHBIX IIpenapaToB Uil BETEPUHAPHOTO
MIPUMEHEHUSI pa3pelIeHO MO0JaBaTh PETUCTPALMOHHOE JO0ChE MO YCKOPEHHOW Mpoueaype 0e3 ydera
TpeboBanwmii 1. 3 4. 2 c1. 26 (Iloctanosnenue [IpaBurensctBa PO ot 12.03.2022 N 353).

3) BOCIIPOU3BCACHHBIX  JICKAPCTBCHHBIX  IIPCIIapaToB (33 HCKIIFOYCHUEM  TICPBBIX  TPEX
PETUCTPUPYEMBIX B Poccuiickoit d)e,uepaunn B Ka4YC€CTBC BOCIIPOU3BCIACHHBIX JICKAPCTBCHHBIX
mnmpemapatoB M JICKAPCTBCHHBLIX IIp€IapaToB, MNPEAHASHAYCHHBIX HWCKIIOYHUTCIBHO I IPUMCHCHUA
HCECOBCPIICHHOJICTHUMU Ppa)K)laHaMPI);

4) HOBBIX KOMOMHALIMN 3apETUCTPUPOBAHHBIX paHEe JIEKAPCTBEHHBIX MPENapaToB;

5) JICKAPCTBCHHLIX IMPCIapaToB, 3apCrUCTPUPOBAHHLIX pPAHCEC, HO IMPOU3BCACHHBIX B JAPYrux
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?:Eleﬁ”;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 03.05.2023

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)

Koncynprantllnroc: npumeyanue.
C 01.09.2023 4. 2 ct. 26 nonoansiercs 1. 6 (P3 ot 28.04.2023 N 171-®3). CM. Oyayu1yro peaakuio.

3. VYckopeHHass mpoueaypa SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB IPOBOJMUTCS IO PEIICHHIO
COOTBETCTBYIOIIETO YIIOJIHOMOUYEHHOTO (he/IepaIbHOr0 OpraHa HCIIOJHHUTENILHON BIIACTH HAa OCHOBAaHUU
3asBJICHUS 3asIBUTEIISI B CPOK, HE NPEBBIMIAIONINA BOCBMUAECATH padounx aHel. [Ipu sTom skcmeprusa
JOKYMEHTOB, COJEpPXKAIUXCS B PErHCTPAlMOHHOM JIOChEe Ha JICKApPCTBEHHBIN Iperapar, MPOBOAMUTCS B
CPOK, HE TPEBBILAIOIINN AeCATH paboumx JHEH, SKCIepTH3a KadecTBa JICKApCTBEHHOTO CPEICTBA U
OKCIICPTHU3a OTHOIICHHA omnaaeMoﬁ IMMOJIB3bI K BO3MOXHOMY PHCKY HNPHUMCHCHHA JICKAPCTBCHHOI'O
npenapara npoBOJISATCA B CPOK, HE TPEBBIIAIOIINI MIECTHIECITH pab0OYNX THEH.

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

3.1. B oTHOmeHnn ophaHHbIX JEKapCTBEHHBIX MIPENapaToB MOTYT OBbITh IIPEACTABICHBI PE3YIIbTAThI
JOKJIIMHUYECKUX MCCIIEOBAHUN JIEKAPCTBEHHBIX CPEJICTB U KIMHUYECKUX UCCIIEI0BAaHUN JIEKapCTBEHHbIX
IpenapaToB JUIsl MEJUIIMHCKOTO IMPUMEHEHUs, BBIIIOJHEHHBIX 3a npenenamu Poccuiickoit ®denepauuu B
COOTBETCTBUM C IIpaBWJIAMHU HaJyUlekalle 1abopaTopHON MpakTUKU M IpaBWIAMM HaJJiexallen
KJIIMHUYECKOW IPAKTUKU.

(uactb 3.1 BBeneHa @enepasibHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

4. VYckopeHHas Mpoleaypa HKCIEPTU3bl JIEKApPCTBEHHBIX CPEJICTB IMPOBOAUTCS B MOPSJKE,
yCTaHOBJIECHHOM cTaThsiMu 17 - 20, 23 u 24 nactosimero deepaibHOrO 3aKOHA, U HE 03HAYACT CHIDKCHUS
TpeOOBaHUI K 0€30I1aCHOCTH, KauecTBY M 3(h(heKTUBHOCTH JIEKAPCTBEHHBIX MTPETIAPaTOB.

CraTtbAa 27. PeweHune 0 rocyaapCTBEHHOW perucTpauuvm nekapcTBeHHOro npenapara

1. B cpok, He mpeBbILIAIOIINUN eCITH pabouux JHEH CO JHSA MOJIyYEHHs 3aKIIOYEHUH KOMHUCCHH
JKCIIEPTOB IO pe3ybTaTaM HKCIIEPTU3bl KAUECTBA JIEKAPCTBEHHOI'O CPEACTBA M DKCIIEPTU3bI OTHOLICHUS
OKUJAEMOH IOJIb3BI K BOBMOXXHOMY PHUCKY IIPUMEHEHUS JIEKaPCTBEHHOI'O MIpenapaTa, COOTBETCTBYIOIINN
YIOJTHOMOYEHHBIN (peiepabHbIN OpTraH UCIIOJHUTEIbHOM BIIACTH:

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

1) pa3memiaer Ha cBoeM oduIMAIIBHOM caiite B ceTH "MHTepHEeT" COOTBETCTBYIONINE 3aKIIOUCHUS
KOMHUCCHH JKCIIEPTOB M OCYIIECTBISET HMX OIEHKY JUIS OMNpEeAeNieHUS COOTBETCTBUS 3aJaHUIO Ha
MPOBEACHHUE ITUX IKCIIEPTHU3;

(m. 1 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) mpUHMMAaeT peUIeHHe O TOCYAapCTBEHHOM PErucTpaluy JIEKapCTBEHHOTO IMpemnapara wid o0
OTKa3€ B TOCYJapCTBEHHO! perucTpanuy JEKapcTBEHHOIO IIpenapara;

3) BHOCHUT NpU NPUHATHUU PELIEHUsI 0 TOCYAapCTBEHHOM perucTpaiyu JIEKapcTBEHHOro Mpernapara
JaHHBIE O 3apEerMCTPHUPOBAHHOM JIEKAPCTBEHHOM IIperapare, B TOM 4YHucle O (apmaleBTHYecKoi
cyOCTaHIIMM, BXOJSIIEH B COCTaB JIEKAPCTBEHHOTO TIperapara, B TOCYIapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEJICTB M BBINAET 3asBUTENI0 PETUCTPALMOHHOE YIOCTOBEPEHHUE JIEKAPCTBEHHOTO
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

npemnapara, popMa KOTOpOro yTBEp>kKAaeTcsi YIOTHOMOYSHHBIM (peiepaibHbIM OpraHOM UCIIOJTHUTEIHHOM
BJIACTH, COIJIACOBAaHHbIE HOPMATHBHYIO JIOKYMEHTAllUIO, HOPMATUBHBIA JOKYMEHT, MHCTPYKLHIO I10
IIPUMEHEHHUIO  JIEKapCTBEHHOIO IIpernapaTa W MakKeTbl [EpBUYHONM YNAKOBKM U BTOPUYHOU
(moTpeOUTeNbCKOM) YNAKOBKM C YKa3aHHEM Ha HHMX HOMEpa pPErMCTPallMOHHOTO YIOCTOBEPEHMS
JIEKapCTBEHHOI'O IIpernapaTa M JaThl €ro I'OCYAApCTBEHHOW PErHCTpallMM WM B Cllydae INPUHATUSA
pemieHuss 00 OTKa3e B TIOCYJapCTBEHHOM pErMCTpallMy JIEKapCTBEHHOrO Ipernapara yBeIOMIIeT B
NUCHbMEHHOW (opme 3asBuUTENs 00 OSTOM C YKa3aHHEM NpPUYMH TaKoro OTKa3a. 3a BbIgauy
PErucTpaliOHHOIO yJOCTOBEPEHUS JICKApCTBEHHOT'O penapaTa B3UMAeTCsl TOCYJapCTBEHHAs MOIIJIMHA B
COOTBETCTBHHM € 3aKOHOaTeabcTBOM Poccuiickoit deneparuu o Hajorax u coopax.

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

2. OcHoBaHMEM JUIsl OTKa3a B IOCYJApCTBEHHOW PETUCTPALMU JIEKAPCTBEHHOIO Ipemnapara ajs
MEAUIIMHCKOTO  MPUMEHEHUS  SBISETCS  3aK/II0YEHHE  COOTBETCTBYIOLIETO  YIOJIHOMOYEHHOTO
denepanbHOrOo OpraHa WCIOJHUTEILHOM BJIACTH O TOM, 4YTO KadecTBO H (wiH) 3()PEKTHBHOCTH
PETUCTPUPYEMOTO JICKAPCTBEHHOIO TMperapaTa s MEAMIMHCKOTO MPUMEHEHUS HE IOATBEPIKICHBI
MOJIYYEHHBIMH JAHHBIMU WJIM YTO PUCK MPUYMHEHHUS Bpela 370pPOBBI0 YEJIOBEKa BCIIEJICTBHE IpHEMa
JIEKapCTBEHHOTO IMpernapara Mg MEIUIMHCKOTO NPUMEHEHHUs TMpeBbIIaeT 3(PQPEKTUBHOCTh €ro
MIPUMEHEHUS.

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

3. IloBTOpHOE mpeAcTaBICHUE B COOTBETCTBYIOIIMN YIOJIHOMOYEHHBIN (QenepanbHblii Oprax
UCIIOJIHUTENILHON BIJIACTH JIEKAPCTBEHHOI'O IIperapara, B OTHOIIEHWH KOTOPOrO TOJNy4eH OTKa3 B
roCy/lapCTBEHHON PEruCTpalliy U KOTOPBIM BIIOCIEICTBUU MOJBEPICS U3MEHEHHUIO B YaCTU €ro COCTaBa,
paccMaTpuBaeTcsl Kak IpeACTaBlIeHHE HOBOTO JIEKAPCTBEHHOTO Ipernapara Ha €ro rocyAapCTBEHHYIO
pEerucTpanmio He3aBUCUMO OT COXPAHEHHS! €ro EPBUYHOIO0 HAUMEHOBAHMSI.

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

4. Tlpu mpenocTaBieHUM 3asABUTEIIEM B COCTAaBE€ PETHUCTPAIMOHHOTO JOChE Ha JIEKApCTBEHHBIN
mpemnapaT Juisi BETEpUHAPHOTO MPUMEHEHUsI KOMUU PEUIeHHs YIOJTHOMOYEHHOTO (eepallbHOrO OpraHa
WCTIOTHUTEJIPHOW BJIACTU O TMPOBEJCHWW HMHCIICKTUPOBAHUS TMPOU3BOIUTENS JICKAPCTBEHHBIX CPEJICTB
CPOK TPUHATHUS PEHIeHUS O TOCYJApCTBEHHOW pPETruCTpaluy JIEKapCTBEHHOTO Mpenapara s
BETEPUHAPHOTO MPUMEHEHHS MPUOCTAHABIUBACTCS CO JTHS MOJYYCHHS 3aKIIOUCHUH, YKa3aHHBIX B YaCTH
1 Hacrosimied cTaThH, A0 AHS MPUHATUS YIOJHOMOYEHHBIM (elepalbHbIM OPraHOM HCIOIHUTENBHON
BJIACTH DEIICHUS] O BbIau€ WM OO0 OTKa3e B BBIJaye 3aKIIOUYEHUS O COOTBETCTBUU IMPOU3BOIUTEIS
JIEKapCTBEHHBIX CPEJCTB TPEOOBAHUAM MPABHII HAJISKAIIeH MPON3BOJACTBEHHON MPaKTUKU, HO He OoJee
YeM Ha CTO BOCEMBJIECAT PabOUNX JTHEH.

(uactb 4 BBenena denepanbubiM 3aKk0HOM 0T 04.06.2018 N 140-D3)

5. OcHoBaHMEM /i1 OTKa3a B TOCYJapCTBEHHOW PETUCTpPAlMU JIEKApCTBEHHOrO Ipemnapara s
BETEPUHAPHOTO TPHUMEHEHUsSl SBIAETCS 3aKIIOUYEeHHE YIOJHOMOYEHHOTO (enepanbHOr0 oOpraHa
WCTIOTHUTEPHOW BJIACTH O TOM, 4YTO KadecTBO © (win) 3(G(HEKTUBHOCTh PETUCTPUPYEMOTO
JIEKApCTBEHHOT'O0 TMpernapara Juisi BETEPUHAPHOTO NPUMEHEHUSI HE MOATBEPXKIECHbI MOJYYEHHBIMU
JAHHBIMHU WM YTO PUCK MIPUYHMHEHHS BPE/a 3J0POBbIO )KUBOTHOTO BCJIEACTBUE MPUEMa JIEKAPCTBEHHOTO
mpemapaTa A BETEPUHAPHOTO NPHUMEHEHHUS TMpeBbImaeT 3(PQGEKTUBHOCTh €ro MPUMEHEHHS, OTKa3
YIOJHOMOYEHHOTO (heiepaJbHOr0 OpraHa HWCIOJIHUTENbHOM BIACTHM B BblJaye 3aKJIIOYEHUS O
COOTBETCTBUHM  TPOU3BOAMUTENST JIEKAPCTBEHHBIX CPEJACTB TPeOOBAHHSIM TPaBHI  HajIexaren
MPOM3BOJICTBEHHON TMPAaKTUKA JUISI KaXJIOW TPOW3BOJCTBEHHOW IUIOMIAIAKA PETUCTPUPYEMOTO
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

JIEKapCTBEHHOI'O Ipenapara Jyulsi BETEPUHAPHOINO NPUMEHEHHsS B ClIydae, €ClId IPOU3BOJCTBO
JIEKapCTBEHHOI'O TMpenapara s BETePUHAPHOTO MPUMEHEHMsI OCYIIECTBISIETCS 3a IpeleraMu
Poccuiickoit denepanuu, i OTCyTCTBUE TAKOTO 3aKJIFOYEHUS.

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

Koncynsrantlntoc: npumeqanue.
O nopsake M Cpokax ONpeneiIcHUs B3aMMO3aMEHSEMOCTH JIEKapCTB JIEKAPCTBEHHBIX IIPENaparos,
3apeructpupoBaHHbIx 10 01.03.2020, cMm. ct. 3 @3 o1 27.12.2019 N 475-D3.

Cratba 27.1. B3aMmo3aMeHSieMOCTb NeKapCTBEeHHbIX nMnpenapatoB  AnA
MeAULIMHCKOro NnpMmMmeHeHus
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

1. B3auMo3aMeHSieMOCTbh JIGKAPCTBEHHBIX IMpEMapaToB s MEIUIMHCKOTO MPUMEHEHUS
OTpEIESACTCSl YIOJIHOMOYCHHBIM (eIepaIbHbIM OPraHOM HCIOJHUTEIBHON BIIACTH, OCYIIECTBIISIFOIIUM
rOCY/IapCTBEHHYIO PETUCTPALMIO JICKAPCTBEHHBIX IMIPEraparoB Ui MEIUIIMHCKOTO TNPUMEHEHHs, B
paMKax OAHOTO MCEKAYHAPOJHOI0 HEIMAaTCHTOBAHHOI'O (I/IJII/I XUMHUYCCKOIo, HJIHN prnHI/IpOBO‘{HOFO)
HAUMEHOBAHMSI HA OCHOBE 3aKIIOYEHHUS KOMHUCCHHM OKCIIEPTOB JKCHEPTHOTO YUPEXKACHUS O
B3aMMO3aMEHIEMOCTH JICKAPCTBEHHOTO MperapaTta il MEIUIMHCKOTO MPUMEHEHHUs JMOO O TOM, YTO
JIEKapCTBEHHBIN Mpernapar JUisi METUIIMHCKOTO MPUMEHEHHsI He SBIseTCs B3auMo3ameHseMbIM. [lopsmox
OIpeaAciICHUs B3aWMMO3aMCHACMOCTU JICKAPCTBCHHBIX MPCIAapaToB i MEAWLIUHCKOIO HNPUMCHCHHUA U
dbopMa 3aKIIOYEHUS KOMHCCHUU DKCIEPTOB OKCIEPTHOTO YUPESKICHHS O B3aUMO3aMEHSIEMOCTHU
JICKApPCTBCHHBIX MPCIapaToB I MEAUIUHCKOTO IPUMCHCHUA JII/I60 O TOM, 4TO HeKapCTBCHHI)If/'I npemnapar
JUI MEUIIMHCKOTO MPUMEHEHUS He SBJISIETCS] B3aUMO3aMEHsIeMbIM, yCcTaHaBIMBatoTcs [IpaBurenscTBoM
Poccuiickoit ®enepanuu.

2. Komuccens 3KCHEPTOB IKCHEPTHOTO YUPEKIAEHHUS NACT 3aKIIOUEHHE O B3aUMO3aMEHSIEMOCTHU
JIEKapCTBEHHOTI'O Mpenapara JJii MEIUIUHCKOTO IPUMEHEHHUS JTHOO0 O TOM, YTO JIEKaPCTBEHHBIN Ipenapar
JUIE MEIULMHCKOTO IPUMEHEHHsS HE SBISIETCS B3alMMO3AMEHSEMBIM, Ha OCHOBAaHUM CIEAYIOLIUX
KpUTEPUEB (XapaKTEPUCTHUK):

1) oKkBHBaJEHTHOCTb (i1 OMOAHATOrOBBIX (OMOMOAOOHBIX) JIEKAPCTBEHHBIX IpenapaToB
(OnoanamoroB) -  CONOCTaBUMOCTb)  KAa4eCTBEHHBIX M KOJUYECTBEHHBIX  XapaKTEpUCTHUK
(bapMareBTUYECKMX CYOCTAaHIMI MM COMOCTaBUMOCTh aHTUT'€HHOI'O cOcTaBa BakIMH. lcmonb3oBaHue
Pa3NUYHBIX COJel, 3(pUPOB, KOMIUIEKCOB, H30MEPOB, KPUCTAIMYECKUX (HOPM U JAPYIHX NPOU3BOIHBIX
OJHOTO M TOTO JK€ JEHCTBYIOIIETO BEIIeCTBA HE SBIAETCS MPEMATCTBHEM JUIS OIpeaesIeHUs
B3aMMO3aMEHSEMOCTH  JICKAPCTBEHHBIX  IPEMapaTroB, €CIM TNpPH  TPOBEJACHUU  HCCIEIOBAaHUS
OMOSKBUBAJIEHTHOCTH  JICKQPCTBEHHOTO  Npemapata  WJIM  HUCCIEIOBaHMA  TEpareBTHYECKOi
SKBUBAJICHTHOCTH JICKAPCTBEHHOTO TpenapaTa J0Ka3aHO OTCYTCTBHE KIMHUYECKH 3HAUYUMBIX Pa3ITUIni
¢dapmakokuHeTukn H (uiaM) 3¢QexTuBHOCTH M 0€30HacCHOCTH JIEKapCTBEHHOTO Iperapara Juis
MEIUIUTHCKOTO TPUMEHEHHS;

2) SKBUBAJIEHTHOCTH JIeKapcTBEHHOH (hopMmbl. Ilo SKBUBaJEHTHBIMU JIEKAPCTBEHHBIMU (OpPMaMH
MMOHUMAIOTCSl pa3HbIe JIEKAPCTBEHHBbIE (OPMBI, MMEIOIIME OJUHAKOBbIE CHOCOO BBENEHHS U CHOCOO
OpUMEHEHHs, OoO0Jajgaroliue  COMOCTaBUMBIMH  (PapMaKOKMHETUYECKMMHU  XapaKTepUCTUKAMHU U
(bapMaKoIOrnYecKuM JeiicTBreM U 00ecreunBaloIINe TaKKe TOCTHKEHHE HE00X0IMMOro KIMHUYECKOTO
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

spdexra. Paznuuus nekapcTBEHHBIX (GOpPM HE SBISIOTCA TNPENSATCTBUEM JUIS  OIpEesICHUs
B3aMMO3aMCHSEMOCTH  JICKAPCTBEHHBIX  IPEMaparoB, €CIM NpPH  [POBEJACHUU  HCCICIOBaHUS
OMOPKBHBAJIGCHTHOCTH  JICKAPCTBEHHOT'O  TIperapara  WIA  HCCICAOBAaHUS  TEPANCBTUYCCKOU
HKBUBAJICHTHOCTH JICKAPCTBEHHOTO TIpenapara J0Ka3aHO OTCYTCTBHE KIMHUYECKH 3HAUYUMBIX Pa3IIU4UN
dapmakokuHeTHKU # (win) dS(QeKTUBHOCTH © 0E30MacHOCTH JICKAPCTBEHHOTO Tpernapara Juis
MEJIUIUHCKOTO TPUMEHECHHS;

3) PKBHBAJIEHTHOCTh WJIHM COIMOCTaBHMOCTh COCTaBa BCIIOMOTATENBHBIX BEIIECTB JIEKAPCTBECHHOTO
mpenapara Uil MEAMIIMHCKOTO TIPUMEHEHHWs. Pa3inuuust cocraBa BCIOMOTATENbHBIX — BEIIECTB
JIEKapCTBCHHOTO TIpermapaTa HE SBISIOTCS MPENSATCTBHEM JJIsi ONPEACNCHUS B3aMMO3aMEHSIEMOCTH
JICKApCTBEHHBIX  TIpenapaToB, ©€CJIM TPU  MPOBEICHUU  HCCICIOBaHUS  OWOIKBHBAJICHTHOCTH
JIEKapCTBCHHOTO TIperapaTa WM WCCIEJOBAHUS TEPANCBTHUYECKONH KBHUBAJICHTHOCTH JICKAPCTBEHHOTO
mpernapara JJOKa3aHO OTCYTCTBHE KIMHUYECKH 3HAYUMbBIX pa3iuuuil  (apMakKOKMHETHKH W (WIIN)
3¢ (HEeKTHBHOCTH W OE30MACHOCTH JISKAPCTBEHHOI'O Tperapara Ui MEIUIIMHCKOro mnpuMeHeHwus. [Ipu
HaJIUYUHU KIMHUYECKH 3HAYUMBIX Pa3Inuiid GapMaKOKMHETHKHU U (Min) 3((HEKTUBHOCTH U 0€30MMacHOCTH
JICKapCTBCHHOTO Mpernapara JUisi MEAWIIMHCKOTO TPUMEHEHHUS B3aUMO3aMCHICMOCTh ONPEICISICTCS C
yKa3aHHEeM Ha UCKJIFOYCHUE OT/ACIbHBIX TPYII MAllUECHTOB;

4) MIEHTUYHOCTH CIIOcO0a BBEJICHUSI U CTIOC00a MPUMEHEHUS;

5) COOTBCTCTBHC IIPOHU3BOAUTCIIA JICKAPCTBCHHOI'O CPCACTBA TpC6OBaHI/I${M IIpaBUI Hazmexcameﬁ
HpOPI?;BOI[CTBGHHOfI IMPAKTHUKHU.

3. OnpeneneHue B3aMMO3aMEHSIEMOCTH BOCIPOM3BEIACHHBIX JICKAPCTBEHHBIX MpenapaToB s
MEIUIIMHCKOTO MPUMEHEHMs], yKa3aHHbIX B dactu 10 ctateu 18 Hactosmero denepaqbHOrO 3aKOHA,
ocyltecTBisieTcs: 0e3 HE0OXOAUMOCTH JIOKA3aTeIbCTBA UX OMOIKBUBAJICHTHOCTH.

4. OcoOGeHHOCTH ONpPEENIeHNs B3aUMO3aMEHAEMOCTH OMOJIOTUYECKUX JIEKAPCTBEHHBIX MIPENapaTos,
KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX IMpenaparoB (copepikaliux KOMOMHAIMIO [JBYX U Ooiee
HeﬁCTBYIOHIHX BeHIeCTB), JICKApCTBCHHBIX npemnaparon JII MNapCHTCPAIBHOIO IUTaHUA u
HE/I03UPOBAHHBIX JIEKAPCTBEHHBIX IpenapaToB ycraHaBiauBaroTcs [IpaBurensctBom Poccuiickoit
denepanuu.

5. OnpeneneHI/Ie B3aUMO3aMCHACMOCTH HEC OCYLICCTBIIAACTCA B OTHOIICHUUN JICKAPCTBCHHBIX
PACTUTCIIBHBIX IPE€IapaToB, rOMCOINATUICCKUX JICKAPCTBCHHBIX ITPEIIapaToB.

6. cDOpMI/IpOBaHI/Ie MEpCUHs B3aNMMO3aMCHACMBIX JICKAPCTBCHHBIX IIPEMapaToB AJIsI MCAUITUHCKOI'O
MNPUMEHCHUSA OCYHICCTBIISACTCS OSKCIICPTHBIM YUPCKIACHUCM IMOCPCIACTBOM O6B€)II/IHGHI/I$I JICKApPCTBCHHBIX
npenaparoB B OTACJIBHBIC TPYIIIbLI, B Ka)I(,HOﬁ N3 KOTOPBIX JICKAPCTBCHHLBIC IIPCIIApaThl ABJIAIOTCH
B3aMMO3aMCHSICMbIMHU.

7. B cnydae BKJIIOYEHUS B MHCTPYKLUUIO MO MEIUUIHUHCKOMY HIPUMEHEHHUIO JIEKapCTBEHHOTO
mpenapara Ha OCHOBAHHH PE3yJbTaTOB COOTBETCTBYIOIIUX MCCIIEIOBAHUM MOKA3aHUM U1l IPUMEHEHUS,
KOTOpBIE OTJIMYAIOTCSA OT MOKa3aHUU Ui MPUMEHEHHS APYTUX JIEKApPCTBEHHBIX MPEMapaToB U3 TPYIIIbI
B3aMMO3aMEHIEMBIX JICKAPCTBEHHBIX TIPEMapaTroB, B IMEpEeYHE B3aWMO3AMEHIEMBIX JIEKAPCTBEHHBIX
MpernapaToB sl METUITUHCKOTO MPUMEHEHHS T0JDKHA ObITh YKa3aHa COOTBETCTBYIOIIAst HH(OpMAIIHsL.

8. HepequL B3aMMO3aMCHACMBIX JICKAPCTBCHHBIX IMPEIapaToB I MEAWINHUWHCKOIO NPHUMCHCHUS
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pasMeniaeTcs yrnoJHOMOYEHHBIM (elepaIbHbIM OPraHOM HMCIOJHHUTEIBHON BIACTH, OCYIIECTBISIOMINM
rOCYJJapCTBEHHYIO0 PErMCTPALMIO JIEKAPCTBEHHBIX IpEenapaToB Ui MEAMLUHCKOrO IMPUMEHEHHs, Ha
cBoeM odunuaabHoM caiite B cetn "Wntepuer". MHdopmauus B mepedHe B3aUMO3aMEHSEMBIX
JIEKapCTBEHHBIX IpPEnapaToB A MEJUIIMHCKOTO NMPUMEHEHMsI OOHOBISETCS YKa3aHHBIM (enepalbHbIM
OpPraHOM HCIIOJIHUTEJIBHON BJIACTH C YYETOM HOBBIX 3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB
IUI1  MEIUIMHCKOIO TIPUMEHEHUS M BHECCHHbIX HW3MEHEHMH B JIOKYMEHTBI, COJEpKalluecss B
PETUCTPALIMOHHBIX JOChE Ha 3apETrUCTPUPOBAHHBIE JIEKAPCTBEHHBIE Mpenaparbl A MEIULUHCKOIO
IIPUMEHEHHUS.

9. INopsamok UCTIONB30BaHUSI UHGOPMAIIUU O B3aUMO3aMEHIEMBIX JICKAPCTBEHHBIX IpemapaTax Jis
MEIUIIMHCKOTO TPUMEHEHUS W TIOPSAJOK Jlauyd pa3bsCHEHUH IO BOMPOCaM B3aMMO3aMEHSEMOCTH
JIEKAPCTBEHHBIX IMpPENapaTroB JJisi MEIUIMHCKOTO MpUMEHEHUs YycTaHaBiuBaroTcsi [IpaButenbcTBoM
Poccuiickoit @eneparuu.

KoncynsrantlIntoc: npumevanue.

Cpok perucrpanyy JEKapCTBEHHOIO Ipenapara Jjisi BETEPUHAPHOIO NPUMEHEHMS, MCTEKAIOLUN ¢
14.03.2022 mo 31.12.2022, a taxxke B 2023 roay, mpomien Ha 12 wmecsueB (IlocranoBienue
[IpaButensctBa PO ot 12.03.2022 N 353).

CraTtba 28. PeructpaumoHHoe yaocToBepeHUe nekapcTBeHHOro npenapara

1. PerucrpanmoHHoe yJOCTOBEPEHUE JIEKApCTBEHHOI'O Ipernapara ¢ yKa3aHHWEM JIEKapCTBEHHBIX
dbopM U JO3MPOBOK BBIAAETCS OECCPOYHO, 3a MCKIIOYEHHEM PETUCTPALMOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOI'O Mpenapara, BbIaBa€MOI'0 CO CPOKOM JIEHCTBUS ISATh JIET, HA BIIEPBbIE PETUCTPUPYEMBIE
B Poccuiickoii @eneparium ieKapCTBEHHbIE NTPENapaThl.

2. Ilo ucreueHMM yKa3aHHOTO B 4YacTH | HacTodled cTaThu CpoKa BbLIaeTcs OeccpodyHoe
PEruCTpallMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOI'O IIperapara IIPU YCIOBUHM IOATBEPXKICHUS €ro
roCyAapCTBEHHOM PEruCTPALNH.

3. B cnyuae BHecenust B cooTBeTcTBUU co cTaThsiMu 30 u 31 HacTosmero denepaibHOrO 3aK0HA
W3MEHEHUN B COAEPXKAIMECSd B PETrMCTPAMOHHOM JI0Ch€ Ha 3apErMCTPUPOBAHHBIA JIEKAPCTBEHHBIN
npenapar JOKYMEHTBI, 3aTParuBalOIIMX CBEIEHUS, OTPAXKEHHBbIE B PErMCTPALIMOHHOM YIOCTOBEPEHUU
JIEKApCTBEHHOT'O TperapaTa, YInOTHOMOYEHHBIN (eepalbHblii OpraH MCIMOJHUTEIBHON BIIACTH BBIAAET
HOBOE€ PErMCTPALMOHHOE YIOCTOBEPEHUE JIEKAPCTBEHHOIO Ipernapara, CoAepkKallee BHECEHHBIE B HETO
W3MEHEHUSI.

(qactsb 3 BBeneHa MenepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-D3)

4. B caywyae yTpaThl WM MOBPEXKACHUS PErHMCTPALMOHHOTO YIOCTOBEPEHMS JIEKApCTBEHHOTO
mpernapara 10 3asBIEHHIO B IUCbMEHHOW ¢opMme JAepkaTelis MWW BIafeiblla PErUCTPaliMOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOI'0 IIpenapara Uil yIOJHOMOYEHHOIO MU APYTroro FPUANYECKOro JIUIA O
BbIJIaue JyOJIMKaTa PEruCTPallMOHHOTO YIOCTOBEPEHUS JIEKApCTBEHHOI'O Mperapara yHoJIHOMOYEHHBINH
(benepanbHBI OpraH MCIIOJIHUTEIBLHON BIACTH B CPOK, HE MPEBBIMAIOLIUN JeCATH pabounux JHEH co JTHS
MOCTYIUICHUSI 3asiBICHUs, BBIAAET JYOJNMKAaT pPErHMCTPAllMOHHOTO YJIOCTOBEPEHUS JIEKApCTBEHHOTO
npernapaTta. 3a Bblgady JyOJiMKaTa PEerucTpallMOHHOTO YIOCTOBEPEHHUs JIEKapCTBEHHOIO Ipernapara
B3UMAETCs IOCYJapCTBEHHAs IOLIJIMHA B COOTBETCTBUU C 3aKOHOAATENBLCTBOM Poccuiickon denepaunu o
Hajorax u coopax.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

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

Koncynprantllintoc: npumedanue.

Cpok peructpanuu JICKapCTBEHHOTO Mpernapara i BETEPUHAPHOTO NMPUMEHEHUS, MCTEKAIOIIUNA C
14.03.2022 mo 31.12.2022, a Ttaxxke B 2023 romy, mpomieH Ha 12 wmecsueB (IlocranoBinenue
[IpaButenscTBa PO ot 12.03.2022 N 353).

Cratba 29. [loaTBepXxaeHMe rocyfapCTBEHHOM perucrTpauvm neKkapcTBeHHOro
npenapara
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. [ToaTBepkieHUE TOCYJAPCTBEHHOM perucTpanuy JeKapcTBEHHOIO Iperapara OCYHIeCTBISETCS
IpU BblAaue OECCPOYHOrO0 PETrMCTPALIMOHHOTO YAOCTOBEPEHHS JIEKAPCTBEHHOrO Ipernapara B ciydae,
yKa3aHHOM B 4acTu 2 craThu 28 Hacrosimero denepalibHOrO 3aKOHA, B CPOK, HE MPEBBIIIAIOIIMIA
MIECTUACCATH pabounX JHEW CO JHS TMOJIyYEeHHS COOTBETCTBYIOIIMM YIOJHOMOUYEHHBIM (elepaabHbIM
OpPraHOM HCIIOJIHUTEIbHON BIIACTH 3asBJICHUS O TMOATBEPXKACHUU TOCYIApPCTBEHHON pEruCTpalfu
JIEKapCTBEHHOro Ipenaparta. He ocyiiecTBisieTcss NOATBEP)KIECHUE T'OCYIAapCTBEHHOM PETUCTPALlUU B
OTHOIICHUH JIEKAPCTBEHHOTO Tperapara, He HaXxoAuBIIerocs B oopamieHuu B Poccuiickoit denepanuu B
TEYeHHE Tpex M Oosiee JIeT, a TakKe B OTHOLIEHUH JIEKapCTBEHHOI'O CPEJCTBA, IPOU3BEAECHHOIO C
HapylIeHHeM TpeOOBaHUs, YCTAaHOBIEHHOTO YacThio 3.7 crathu 71 Hactosmuiero denepaibHOro 3aKOHA.

2. 3asBiIEHUE O MOJATBEPXKJIEHUU IOCYIapCTBEHHOW pErucTpalyy JEKapCTBEHHOTO IpernapaTa 1is
MEIUIIMHCKOTO MPUMEHEHUS MPEACTABISCTCS B COOTBETCTBYIOIIUI YHNOJHOMOYEHHBIH (enepanbHbli
OpraH HCIOJHUTEIHHOHN BIIACTH HE paHEe YeM 3a CTO BOCEMBAECAT JHEH /10 MCTEUYEHUS CPOKa JCUCTBUS
PETHCTPAIOHHOTO YO0CTOBEPEHHS JIEKAPCTBEHHOTO Ipernapara Juisi MeIUIIMHCKOTO IIPUMEHEHUSI.

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

2.1. 3asiBIeHUE O MOATBEPKICHUU TOCYAapCTBEHHON PErrucTpaIiy JeKapCTBEHHOTO MpemapaTa AJs
BETEPUHAPHOTO TPUMEHEHUS MPEJCTABISCTCS B COOTBETCTBYIOIIMKA YITOJHOMOUYEHHBIA (herepaibHbIH
OpraH UCIHOJHUTENBLHOIN BIIACTH HE PaHEe YeM 3a CTO BOCEMBJIECAT IHEW 0 UCTEUEHUs CpOKa JeHCTBUS
PETHCTPAIIMOHHOTO yIOCTOBEPECHHMSI JICKAPCTBEHHOTO Iperapara JUisi BETCPHHAPHOTO MPUMEHEHUS U HE
MO3/JHEe OKOHYAHUS CPOKa €Tr0 IeHCTBUA.

(uactb 2.1 BBegeHa denepanbubiM 3akoHoM OT 02.08.2019 N 297-03)

3. HOI[TBep)KI[eHI/IC FOcyILapCTBeHHOﬁ peructpanuu JCKApCTBECHHOT'O Ipflapara OCYIICCTBIISACTCA
o pe3yjbTaTaM OBKCIECPTU3BI OTHOUICHUA 0XKHIAEMOM TIOJB3BI K BO3MOXHOMY PHCKY HNPUMCHCHHA
JICKApCTBCHHOT'O IMpCIapaTa Ha OCHOBAHUU PE3YyJIbTATOB MOHUTOPHUHI'A 3(1)(1)CKTI/IBHOCTI/I 1 0e30MacHOCTH
JICKApCTBCHHOT'O  mpfrapara, MOPOBOJUMOIO ACPKATCICM MWK  BJIAACIbUOCM  PETHCTPALMOHHOIO
YAOCTOBCPCHUSA JICKAPCTBECHHOI'O ITpeIIapara 6o YIOJIHOMOYCHHBIM UMHU IOPUINYCCKUM JIMIIOM, a TAKIKC
COOTBCTCTBYIOIIUM YIIOJTHOMOYCHHBIM (beﬂepaHBHBIM opraHomM HCIIOJIHUTEIHLHOMN BJIACTH B COOTBETCTBUHU
C Tpe6OBaHI/I$IMI/I cratou 64 HaCTOAIICTO (I)C,Z[CpaJILHOFO 3aKOHa.

4. K 3asBieHUIO 0 MOATBEPKAECHUM IOCYTapCTBEHHON PETUCTPALUN JIEKAPCTBEHHOIO Ipernapara s
MEJIULMHCKOIO IIPUMEHEHUS IIPUIIAratoTCs:

1) nHOKyMEeHTBI, cojaepxXallue pe3ylabTaTbl MOHUTOPUHTAa 3(PGEKTUBHOCTH U O€30MacHOCTU
JIEKapCTBEHHOI'O IIpernapara [uisi MEJUIUHCKOTO IPUMEHEHMS, IPOBEIECHHOIO [Ep)KaTeIeM WM
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?:Eleﬁ”;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Hata coxpaenms: 03.05.2023

BJIQJIETIBLIEM PETUCTPALIMOHHOIO YIOCTOBEPEHMS JIEKAPCTBEHHOI'O Ipenapara Uil MEJUIMHCKOrOo
MpPUMEHEHUsS JH00 YHNOJHOMOYEHHBIM KM IOPUIMYECKHM JIMIIOM, MO (opme, yTBEpKIACHHOMN
YIOJTHOMOYECHHBIM (eIepaTbHBIM OPTaHOM HCTIOTHUTEILHOW BIIACTH;

2) cBeleHUsI O JaTe MPEAOCTABICHHUS W PETUCTPAIIMOHHOM HOMEpPE JIMIICH3MHM Ha TPOU3BOJICTBO
JICKApCTBEHHBIX CPEJCTB WM CBEIACHHUSA O Jare NpPEJOCTaBICHUS M PETUCTPAIMOHHOM HOMeEpe
3aKIIOYCHUST O COOTBETCTBUHU IPOU3BOAMTENS JICKAPCTBCHHBIX CPEJACTB TPEOOBAHMSIM  IMPABHII
HQ/IJIeKAIIed TMPOU3BOJCTBEHHONW TPAKTUKH, MPEJOCTABICHHBIX YIIOJIHOMOYEHHBIM (enepaabHbIM
OpPraHOM HCIOJHHUTEIBHOW BIIACTH B OTHONICHWW TPOHM3BOJCTBCHHOW IIJIONIAKU JIEKAPCTBEHHOTO
npernapara Juis MeIUIIMHCKOTO TIPUMEHEHUS], TOCYyJapCTBEHHAS PETHCTPAIMsi KOTOPOTO MOATBEPKIAAETCS
B Cly4yae, €CJIM NPOM3BOJCTBO JIEKAPCTBEHHOI'O IMpermapara Juisi MEIUIIUHCKOrO TMPUMEHEHUS
ocyuiectisercs B Poccuniickont denepanuu;

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

3) xomus NPENOCTAaBICHHON YIOJIHOMOUYEHHBIM OPraHOM CTPaHbl IPOU3BOAMTENS JIMLIEH3UM Ha
MIPOM3BOJICTBO JIEKAPCTBEHHOTO Mperapara A MEIUIIMHCKOTO MPUMEHEHHUs U €€ MEPeBOJ Ha PYCCKUU
S3bIK, 3aBEPEHHBIC B YCTAHOBJIIEHHOM TIIOpSAKE, a TaKKe KOIHUS 3aKIIOUYEHUS O COOTBETCTBUU
MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUSAM NPAaBHJ HaJJIekalleld MPOU3BOJICTBEHHOM
NPAaKTUKH, BBIAHHOTO YIOJIHOMOYEHHBIM (elepaabHbIM OpPraHOM HCIIOJIHUTENIFHOW BIIACTH B
OTHOIICHWM TPOU3BOJCTBEHHON IUIOMIAJIKM JIEKAPCTBEHHOrO Mpernapara JUisi  MEAUIIMHCKOTO
IIPUMEHEHUS], TOCYJapCTBEHHAs PETUCTPAldsg KOTOPOrO TMOATBEPKAACTCSA, WIM KONHUS PpELICHUS
YIIOJTHOMOYEHHOTO (peiepaibHOr0 OpraHa HCHOJHUTENBHON BIIACTH O IMPOBEIECHUU HHCIEKTUPOBAHUS
IIPOM3BOJIUTEIS JIEKAPCTBEHHBIX CPEJCTB B Ciydae, €ClId IPOU3BOJICTBO JIEKAPCTBEHHOIO IpernapaTa Jis
MEAHUIIMHCKOTO MPUMEHEHUSI OCYIIeCTBIIsAeTCA 3a penenamu Poccuiickoit deneparuu.

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-03)
(uactsb 4 B pen. Denepanbuoro 3akoHa ot 04.06.2018 N 140-D3)

4.1. B oTHOIIEHNH OMOJOTUYECKHUX JIEKAPCTBEHHBIX MPENapaToB UIsi MEIUITUHCKOTO MPUMEHEHUS
3asBUTEb JOMOJHUTENBHO MPEACTABISAET PE3YJIbTaThl MEPONPUITHI, NPETyCMOTPEHHBIX IJIAHOM
YIOpaBJICHUS PUCKAMHU, YTBEPXKIECHHBIM YIOTHOMOYEHHBIM (eaepaqbHbIM OpPraHOM HCIIOJHUTEIHHOM
BJIACTU TIPU OCYILECTBICHUH TOCYJAPCTBEHHOM pETUCTpaluy JIEKapCTBEHHOrO Mpernapara s
MEIUIIMHCKOTO TPUMEHECHHUS.

(uactb 4.1 BBenena denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

4.2. K 3asBJeHHIO O MOATBEPKACHUN TOCYAAPCTBEHHOM perucTpainiu JIEKapCTBEHHOTO Mpenapara
JUIl BETEPUHAPHOI'O NPUMEHEHUS IMPHJIAraloTcsl JOKYMEHTBI, COJepXalllue pe3yabTaThl MOHUTOPHHIA
3¢ (deKTUBHOCTH M O€30MacHOCTH JIEKAPCTBEHHOIO IIpernapaTa s BETEpPUHAPHOIO TPUMEHEHMS,
IPOBOJIUMOIO JIep)KaTesleM WM BIIAJENbLEM PETUCTPAllMOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOI'O
mpernapara JUisi BETEPUHAPHOTO TMPHUMEHEHHs OO YIIOJHOMOYEHHBIM UM IOPUIMYECKUM JUIIOM, IO
dopme, YTBEpkKAEHHOW YHOJIHOMOYEHHBIM (efepaJbHbIM OpPraHOM HCIHOJHMUTENBbHOM BIACTH, WU
JIOKYMEHTBI, YKa3aHHbIE B TyHKTaX 1, 2 - 2.2, monmynkrax "a", "6", "k", "n" mynkta 4 wactu 3 ctateu 17
Hacrosero PenepaabHOro 3akoHa. B OTHOIIEHMH UMMYHOOMOJIOTHYECKHX JIEKApCTBEHHBIX MPEnapaToB
JUIsl BETEPUHAPHOIO IPUMEHEHUSI HE MPEJICTABIISIOTCS CBEIACHUS, YKa3aHHbIE B MOANYHKTE "K" myHKTa 4
yactu 3 crath 17 Hacrosimero denepanbHoro 3akoHa. B oTHOIIEHHH JIeKapCTBEHHBIX MpenapaToB s
BETEPUHAPHOTO TPUMEHEHHUs, TOJYUYEHHBIX C TMPUMEHEHHEM T€HHO-WHXECHEPHO-MOAU(DUIIMPOBAHHBIX
OpPraHU3MOB WM COJAEP)KAIIMX TaKWe OpPraHMu3Mbl, JONOJHHUTEIBHO IMPEJICTABISIOTCS CBEICHUS,
yKa3aHHble B yHKTe 13 yactu 3 crateu 17 Hacrosmero @eaepasbHOro 3aK0Ha.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

(uactb 4.2 BBeneHa PenepanbHbIM 3ak0HOM OT 04.06.2018 N 140-®3; B pen. deaepanbHOro 3aK0Ha OT
02.08.2019 N 297-®3)

4.3. 3agBuTenb BIpaBe IPEACTAaBUTh C 3aABJIEHUEM O MOATBEPKACHUU TIOCYAapCTBEHHOM
perucTpalyy  JIGKApCTBEHHOI'O  Ipernapara  KONUIO  JIOKYMEHTa, IOATBEP)KIAIOIIEro  yIjary
roCy/lapCTBEHHOM IIOLUIMHBI 3a MOATBEPXKACHUE TIOCYJAapPCTBEHHOM PpErucTpaluy JIEKapCTBEHHOTO
Ipernapara, a TaKKe BblJaBaeMble (IIPEJOCTaBIIsIEMbIE) YIIOJIHOMOYEHHBIMU (hefiepalibHbIMU OpraHaMu
HCIIOJIHUTEJILHON BJIACTH JOKYMEHTHI (CBEIEHHs), YKa3aHHble B IyHKTaxX 2 M 3 yacTu 4 HacTosALIeH
cTathu. B ciyuae ux HenpencTaBiieHUs] YIOJHOMOUYEHHBIN (eiepaabHbIil OpraH UCIOJHUTEIbHOMN BIACTH
3alpalrBaeT yKa3aHHbIE JOKYMEHTBI (CBEICHUS) B IMOPSAIKE MEXKBEIOMCTBEHHOTO WH(POPMAIMOHHOTO
B3aUMOJICICTBHUA.

(uactb 4.3 B pea. @enepanbHoro 3akoHa ot 27.12.2019 N 478-03)

5. B Teuenuwe pecatu pabouux JHEH CcO MAHS TPHUHIATUS 3asBICHUS O TMOATBEPKIACHUU
rOCyAapCTBEHHOM pPETUCTpaIluu JIEKAapCTBEHHOIO Ipernapara W JOKYMEHTOB, COJEPKAIIUX Pe3yIbTaThl
MOHHUTOPHHTA PPEKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTO Mpernapara, MpoBOJAUMOTO JIepiKaTeieM
WIM  BIAAEIBLEM  PErUCTPAMOHHOIO  YJOCTOBEPEHMs  JIEKapCTBEHHOro  Impemapara  Ju0o
YIIOJTHOMOYEHHBIM UMH IOPUAMYECKUM JTUIIOM, YIOJTHOMOYEHHBIN (efepanbHblii OpraH UCHIOTHUTEIbHOM
BJIACTHU:

1) mpoBOOUT TPOBEPKY MOIHOTHI CBEIACHHM, COAEpPkAIIUXCS B TMPEICTABICHHBIX 3asSBUTEIEM
JIOKYMEHTaXx;

2) NpUHMMAET pelIeHUEe O MPOBEICHUM WM 00 OTKa3e B MPOBEIACHUU SKCIEPTU3bl OTHOLICHHUS
omnnaeMoﬁ IMMOJIB3bI K BO3MOXHOMY PHCKY IIPUMCHCHHUA JICKAPCTBCHHOTI'O IIPCliaparta Ha OCHOBAHWU
pe3yabTaTOB MOHUTOPUHTa 3()h(PEKTUBHOCTU U GE30MIACHOCTH JIEKApCTBEHHOT'O Ipernapara, MpoBOJIUMOI0
Jep>KaresieM WIM BIIAAEIbLEM PErHCTPALMOHHOIO YAOCTOBEPEHUsS JIEKApCTBEHHOIO Ipenapara JnOo
YIIOJIHOMOYEHHBIM UMH IOPUAMYECKUM JIUIIOM, a TaKXke (peepanbHbIM OpraHOM HCIIOJHUTEIbHON BIACTH
B COOTBETCTBUU C TpeOOBaHUAMHU cTaThu 64 HacTosero denepajbHOro 3aKOHa;

3) yBemomuseT B 3JEKTPOHHOM (opMe MM MUCBMEHHOM (opMe 3asBUTENS M HKCHEPTHOE
YUpEeXKJIEHHE O MPHUHITOM pEIIeHWH MO0 B Cilydyae MPUHATUS pelleHuss o0 OoTKa3ze B IPOBEACHHUU
SKCIIEPTU3BI YKA3bIBAET IPUYMHBI TAKOTO OTKA3a.

6. B ciyuyae BbIsIBIEHHS HETOCTOBEPHOCTH U (MJIM) HEIOCTATOYHOCTH MH(POPMAIINH, coAepKalencs
B IIPEJICTABJICHHBIX 3asBUTEJIEM JOKYMEHTaX, YHOJIHOMOUYEHHBIN (elepaibHbIil OpraH MCIOJIHUTEIbHON
BJIACTM  HAIpPaBISIET 3asABUTEIIO0 3ampoc 00 YTOYHEHUH yKa3aHHOW MH(pOpManuu. 3ampoc
YIIOJIHOMOYEHHOTO  (pefepaIbHOTO  OpraHa MCIOJHUTEIbHOM BJIACTM  MOXET OBITh  MepenaH
YIOJHOMOYEHHOMY MPEACTABUTENIO 3asBUTENS JIMYHO IOJ PACHMCKY, HAIpaBJieH IO MOYTE 3aKa3HbIM
MUCbMOM WIN NEpefaH B 3JEKTPOHHOM (Gopme Mo TeIeKOMMYHHMKAIIMOHHBIM KaHajlaM CBsi3u. B ciydae
HaIpaBJIEHUsI 3alpoca YMOJHOMOYEHHOIO (efepalbHOr0 OpraHa HCIOJHUTEIbHONW BIACTH IO IOYTE
3aKa3HBIM MHCbMOM OH CYMTAETCS MOJYYEHHBIM [0 HCTEYEHHWU WIECTH IHEW C JaThl HalpaBJICHUS
3aKa3HOTO MHUCHMA.

7. 3asBuTens 00s3aH MPEACTaBUTH OTBET Ha 3alpoC YIMOJIHOMOYEHHOTro (enepanbHOro opraHa
WCTIOTHUTEJIPHON BJIACTU B CPOK, HE MPEBBIMIAIONINNA JIEBIHOCTa pabOunX THEH CO JHS €ro MOTy4YeHUSI.
Cpok, yka3aHHBIM B 4aCTU 5 HACTOSIIECH CTaThbH, MPUOCTAHABIMBAETCS CO JHS HAIPaBJIEHUS 3asBUTEIIO
3arnpoca yHOJHOMOYEHHOro (eaepaabHOr0 OpraHa HCIOJHUTENBHON BJIacTU 1O JIHSA MOJYYEHHUS UM
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

COOTBETCTBYIOIIETO OTBETa M HE YYUTHIBACTCS IMPU MCUUCICHUU CPOKAa  TOJITBEPKIACHUS
roCy/1IapCTBEHHON PETUCTPallMU JIEKAPCTBEHHOTO Mpernapara.

8. OcHOBaHMEeM JJsi OTKa3a B IPOBEACHUU SKCHEPTH3bl OTHOILICHUS OXKUIAAEMOHM TOJNB3BI K
BO3MOXKHOMY PHCKY HMPHUMEHEHHs JIEKApCTBEHHOTO Iperapara sSBISIETCS NMpPEACTaBICHHUE IOKYMEHTOB,
COZIep KALINX Pe3yIbTaThl MOHUTOPUHTA 3()(PEeKTUBHOCTH M OE30MACHOCTH JIEKAPCTBEHHOTO Mpenapara, 1
(n1M) B OTHOIIGHMM OWOJOTMYECKHMX JICKAPCTBEHHBIX NPEMapaToB pe3yJlbTaTOB OCYIIECTBICHHS
MepOHpI/ISITI/Iﬁ B COOTBCTCTBUH C IIAHOM YIPABJICHUA PHCKAMH, YTBCPKACHHBIM YIOJIHOMOYCHHBIM
(benepabHBIM OPraHOM HCIIOJHHUTEIFHON BIIACTH NPH OCYIIECTBICHUU T'OCYAapPCTBEHHOW PETHUCTPALIUH
JICKQpCTBEHHOTO Tpernapara, B HEMOJHOM 00beMe, OTCYTCTBHE MH(OpMAIMK, MOATBEpXKIAIomen (akT
yIjiaTel  TOCYAApPCTBEHHOM  NOUUIMHBI 33  THOATBEPXKIEHHE  TOCYIApCTBEHHOW  pPErucTpanuu
JIEKapCTBEHHOTO Mpernapara, Ju00 HENpPEeACTaBlICHHE 3asBUTEIEM B YCTAHOBICHHBIH CPOK OTBETa Ha
yKa3aHHBIH B YacTh O HACTOSINEH CTaTbu 3ampoc  YIOJHOMOYEHHOTO (helepallbHOrO OpraHa
HUCIIOTHUTEIbHOMN BJIACTH, a TAKKXC OTCYTCTBHUEC B YKa3aHHBIX JOKYMCHTAX I/IH(l)OpMaIII/II/I, KOTOpas JOJDKHA
OBITh B HUX OTpa)kKeHa.

9. DOkcnepTuza OTHOUIEHMSI OXHUAAEMON TOJb3bl K BO3MOXKHOMY PHUCKY HPUMEHEHUs
JIEKapCTBEHHOI'O IIperapara B LEJAX MOATBEPKICHUS FOCYAapCTBEHHOW PETrMCTPalluU JIEKAPCTBEHHOTO
npernapaTa MpOBOJUTCS KOMHUCCUEH HKCIEPTOB SKCIEPTHOIO YUPEXKJEHUS B CPOK, HE IPEBBIIIAIOLIUI
COpOKa pabo4MX JHEH.

10. B cinyuyae HEAOCTAaTOYHOCTU IPEACTABICHHBIX IKCHEPTY MAaTEpUANOB JUIS JAayd 3aKJIIOYEHUs
JKCHEepPT 00palaeTcsi K pyKOBOAUTEIIO SKCIIEPTHOIO YUPEXKICHHS O MIPEJOCTaBICHUU €My HEOOXO0AUMBIX
MaTepuaiaoB. PykoBoauTeNb 3KCHEPTHOTO YUPEXKACHUSI 0OpallaeTcsi ¢ COOTBETCTBYIOLIMM 3alpOCOM B
YIIOJIHOMOYEHHBIN (esiepaibHblil OpraH HCIOJIHUTENbHON BJIACTH, BBIJABIIMM 3a/laHUe Ha MPOBEACHUE
OKCHEPTH3bl OTHOIICHHS OKHUIAEMOHW IMOJB3bI K BO3MOXKHOMY PHCKY IMPHMEHEHHs JIEKapCTBEHHOTO
npernapata Ha OCHOBAHHMHU JOKYMEHTa, COJCpXKAllero pe3yiabTaTbl MOHUTOPUHIA 3((GEKTUBHOCTH U
0€301MacHOCTH JIEKAapCTBEHHOI'O NpenapaTa. B Teuenne nsatu pabounx JHEH co AHS MOCTYIJIEHUS 3arpoca
PYKOBOJUTENS HKCHEPTHOTO YUPEXKIEHHUS YyKa3aHHbIM (elepanbHblil OpraH HCIOJHUTENBHONH BIACTH
HaIpaBJIET 3asBUTENIIO 3allpOC O MPEICTaBICHUM HEOOXOIMMBIX MaTepUaioB, KOTOPHI MOKET OBITh
nepeaaH YHNOJHOMOUYEHHOMY MPEACTAaBUTENIO 3asBUTENS JMYHO IOJl PACIMCKY, HANpaBleH MO Io4YTe
3aKa3HbIM MMCbMOM WJIM NI€pPENIaH B AJIEKTPOHHOU (pOpMe MO TeIeKOMMYHHKAIIMOHHBIM KaHanaM cBsi3u. B
cllyyae HalpaBJIEHUS 3alpoca YIMOJHOMOUYEHHOIo (hefiepaibHOro opraHa HCIOJHUTEIbHON BIAcTU IO
MOYTE 3aKa3HBIM MTUCHMOM OH CUMTAETCS TOJTYYCHHBIM T10 HCTEYEHUH MIECTH JHEW C JaThl HalpaBJICHUS
3aKa3HOIo MHChMa.

11. 3asBuTenp 0053aH NMPEACTaBUTH OTBET HA 3alpOC YIMOJIHOMOUYEHHOTO (eepaabHOro OpraHa
WCIIOJTHUTENLHON BJIACTU B CPOK, HE MPEBBIMIAIONINN MIECTUACCATA pabouuX JHEH CO JHS MONY4YEeHUS
YKa3aHHOTO 3arpoca. YIOJIHOMOYEHHBIN (enepanbHblii OpraH HCHOJHUTEIHLHOM BIIACTH, BBIIABIINMA
3alaHM€ Ha TPOBEJCHUE OHKCIEPTU3bl OTHOIICHHUS OXUIAAEMOM TOJIb3bl K BO3MOKHOMY PHUCKY
MPUMEHEHHUS JICKAPCTBEHHOTO TMpernapaTa Ha OCHOBAaHUM JOKYMEHTA, COJEP)KAIIEero pPe3yJIbTaThl
MOHHUTOpHHTA 3()PeKTUBHOCTU M 0€30MacCHOCTH JIEKAPCTBEHHOI'O Mperapara, B TeUEHHE IMATH paboyux
JHEN co JTHS MOCTYIUIEHUS OT 3asBHUTENS OTBETa Ha 3alpoc YMOJIHOMOYEHHOTO (elepalbHOro OpraHa
WCIIOJTHUTENIbHON BJIACTH HAIIPABJISIET 3TOT OTBET B IKCIIEPTHOE YUpekaeHue. B cnydae HenpeacTaBieHus
10 UCTCUYCHHNHU IECTUACCATU pa60qnx }IHeﬁ 3assBUTCJIEM OTBETA Ha YKaSaHHBIfI 3a1poc yHOJ'IHOMO‘-ICHHBIfI
dbenepanbHBIA OpraH WUCHOTHUTENBHOW BIACTH, BBIIABIIMK 3a/laHWE Ha MPOBEICHUE HKCIEPTU3HI
OTHOILICHU S omnnaeMoﬁ IMOJIB3bI K BO3MOXXHOMY PHCKY HNPHUMCHCHHA JICKAPCTBCHHOI'O IpfliapaTa Ha

www.consultant.ru CrpaHuua 68 ns 149
HafeXXHaa npaBoBad noaaep)xka


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

®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

OCHOBAHMHU JOKYMEHTA, COJEPKAIlIero pe3yldbTaThl MOHHUTOPUHTA S(PQPEKTHBHOCTH U OE30MACHOCTH
JIEKapCTBEHHOTO Tpernapara, B TEYCHHE MATH paboymMX JHEH HampaBisieT B AKCIIEPTHOE YUPEXKICHUE
YBEJJOMJIEHHE O HEMPE/CTABICHUM 3asBUTENIEM OTBETa Ha 3alpoCc YKa3aHHOIo opraHa. Bpems co nHs
HalpaBJICHUsl 3ampoca AKCIEPTHOTO YUPEXKICHHS B  YIIOJHOMOYCHHBIH (QenepanbHbIil  Opra
WCTIOJTHUTEJIBHOW BJIACTH /O JHS TOJYYEHHUS SKCIEPTHBIM YYPESKICHHEM OTBETa Ha 3alpoc WM
YBEJOMJIGHHSI O HENPEACTaBICHUM OTBETa Ha 3alpoC HE YYHUTBHIBACTCS NPU HMCUYHCICHUH CpPOKa
MPOBEICHUSI HKCHEPTH3bl OTHOIICHUS OXXUAAEMOW IIOJIb3bI K BO3MOXKHOMY PHCKY TNPUMEHEHUS
JIEKapCTBEHHOTO TIperaparta Ha OCHOBAaHMU JOKYMEHTA, COAEPIKAaIero pe3yiabTaThl MOHHUTOPWHTA
3¢ HEeKTUBHOCTH U 6€30IaCHOCTH JIGKAPCTBEHHOTO Ipernapara.

12. B cpok, He MpEeBBIMIAIONMINNA TeCATH pabOounuX JHEH CO JAHS MOJYYCHHS 3aKIIOUYEHUS KOMHCCHH
JKCIEPTOB M0 pe3yJbTaTaM SKCHEPTU3bl OTHOIICHHUS OXHUJAEMON TOJIb3bl K BO3MOXXHOMY PHCKY
MIPUMEHEHHUS JIeKapCTBEHHOTO Ipenapara, COOTBETCTBYIOIIMM YIIOIHOMOYEHHBIN (enepanbHblii opran
WCIOJIHUTEIbHOM BIACTHU:

1) ocylecTBISIET OLIEHKY 3TOTO 3aKIIOYEeHHs Ui OINpEAeJeHHs €ro COOTBETCTBUS 3aJaHHUI0 Ha
MPOBEACHUE YKa3aHHOW IKCIIEPTHUBHI;

2) npuUHMMAaeT pelleHHe O MOATBEPKJIECHUM TI'OCYAApCTBEHHOM perucTpalyy JIEeKapCcTBEHHOTO
npernapata Wid 00 OTKa3e B IOATBEPKICHUM TOCYJApPCTBEHHOM PETUCTPAlMU JIEKAPCTBEHHOTO
npernapara;

3) BHOCUT TMpU TMPUHATHM PELIEHUS O TMOATBEPKACHUU TOCYJAapCTBEHHON perucrpaunuu
JIEKAPCTBEHHOT'0 IMperapaTa CBEICHUS B TOCYJAPCTBEHHBIM pPEECTp JIEKAPCTBEHHBIX CPEACTB U BBIAAET
3asIBUTEII0 OECCPOUHOE PErCTPALIMOHHOE YAOCTOBEPEHHUE JIEKAPCTBEHHOTO Ipernapara.

13. OcHoBaHuEeM AJig OTKa3a B MOATBEPKACHUM TOCYJApPCTBEHHOM PEruCTpalMK JIEKAPCTBEHHOTO
mpenapara  SIBJISIETCS  3aKJIIOYEHHUE COOTBETCTBYIOIIETO YIOJTHOMOYEHHOTO (heepaibHOTO OpraHa
WCIIOJTHUTENIBHOW BJIACTH O TOM, YTO PHUCK NPUYMHEHHs Bpelda 3J0POBbIO UEIOBEKAa WM >KUBOTHOTO
BCJIEJICTBHE TIpHUEMA JICKAPCTBEHHOTO TIpenapara npesbiaeT 3QGeKTHBHOCTh €r0 TPUMEHEHUSI.

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

14. B nmnepuon nmpoBeneHUs MNPOLENypbl MOATBEPKIECHUS TIOCYIAapCTBEHHON perucTpanuu
JIEKapCTBEHHOT O Mpenapara ero oopaienue B Poccuiickoit @enepannn He IpUOCTaHABINBACTCS.

15. Jomyckaercst oOpallleHue JEeKapCTBEHHBIX IpenapaTroB 10 MCTEUEHHs] CpOKa TOJIHOCTH,
IIPOU3BEICHHBIX B TEYEHHE CTAa BOCBMHUACCATH KaJCHIAPHBIX JHEW TIOCHE JaThl MPUHITHS
YIOJHOMOYEHHBIM (efiepalbHbIM OpPraHOM HCIIOJIHUTENBHOM BJIACTU PEIIEHUS O TMOATBEPKICHUU
rOCYJapCTBEHHOM perucrpalnuu, B COOTBETCTBMM C HHGoOpMauuei, cojiepxaiieiics B JOKyMEHTax
PETUCTPALIMOHHOTO JIOChE Ha JIEKApPCTBEHHBIN Mpenapar 10 AaThl IPUHATHUS TAKOTO PEIICHUS.

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

Cratba 30. BHeceHue wu3MeHeHMM B  [OOKYMEHTbl, coAepxawmecs B
perncTpayMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA JleKapCTBEHHbIA npenapaTt Ans
MeAULIMHCKOro npMmMmeHeHus

1. B OCIIX BHCCCHHA W3MEHEHUI B JAOKYMCHTBI, COACPIKAIIUECCA B PETUCTPAMOHHOM IOOCHE Ha
3apel"I/ICTpI/IpOBaHHI)H71 HeKapCTBeHHBIﬁ npemnapar ajdd MCEIULIHWHCKOro IMPHUMEHCHUSA, ACPKATCIIb WA
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

BJIAJIEIel] PErHCTPALIMOHHOIO YJOCTOBEPEHMs JIEKapCTBEHHOI'O Ipernapara MHJIH YIOJIHOMOYEHHOE UM
ApYyroe IpUANYECKOe JIUIIO (Jajee B HACTOSIIEH CTaThe - 3asIBUTEIIb) MPEACTABISACT B YIIOJTHOMOYECHHBIN
(benepanbHBIi OpraH HCIOJHUTEIBHONW BIIACTH 3asBJICHHE O BHECEHMM TAaKMX W3MEHEHHH 1o (opme,
YCTaHOBJICHHOH YITOJHOMOYEHHBIM (heiepaIbHbIM OpPraHOM HCIIOJHHUTENBHON BIIACTH, U MpUJIaraeMble K
HEMY M3MEHEHHs B yKa3aHHBIC JIOKYMEHTBHI, a TAaKXKe JTOKYMEHTHI, MOATBEPKIAIOIINE HEOOXOTUMOCTD
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 BHECEHHS B JIOKyMEHTBI, COACPIKAIIMECs B PETUCTPAIIMOHHOM JIOChE Ha
3apErUCTPUPOBAHHBIA  JIEKAPCTBEHHBIM IMpernapar sl MEIULMHCKOrO NPUMEHEHHUS, W3MEHEHMUI,
YKa3aHHBIX B IYHKTE 3 4YacTW 2 HACTOSIICH CTaThU M TPEOYIOIIMX MPOBEACHUS SKCIIEPTU3BI KayecTBa
JICKApCTBCHHBIX CPCACTB, 3aABUTCIIb AOIOJIHUTCIBHO HPCACTABIISACT B ynOJIHOMO‘-IGHHBIﬁ @enepaanbH‘/’I
OpraH HCIIOJHUTEIbHONH BIIACTH CBEICHUS O JIaTe MPEJOCTaBJICHUS M PETHUCTPAIIMOHHOM HOMEpe
JIMIOCH3WHU Ha MOPOU3BOACTBO JICKAPCTBCHHBIX CPCACTB WM CBCACHHUA O OaT€ NPCAOCTaBJICHUA U
PETUCTPAIIMOHHOM HOMEpE 3aKJIIOYCHHS O COOTBETCTBHHM MPOM3BOIUTENS JICKAPCTBEHHBIX CPEJICTB
TpeOOBAaHUSAM TIPaBWJI HAJUIEkKAIIEH MPOW3BOACTBEHHONW TPAKTHUKH, BBIIAHHBIX (IPEIOCTABICHHBIX)
YIIOJIHOMOYEHHBIM (pe/iepaibHbIM OPTaHOM HCIIOJHUTEIBHON BJIACTH B OTHOLICHUHM M3MEHEHHOW U (WJIH)
JOTIOJTHEHHOM MPOU3BOCTBEHHOM IIJIONIAIKU JEKAPCTBEHHOTO Tpernapara, B ciydae, eclid MPOU3BOICTBO
JICKApCTBEHHOTO Iperapara ocymiectsisiercss B Poccuiickoit ®Denepanuu, mubOO CBEICHHS O Jare
npeaoCTaBJICHUA MW PErUCTPpaiuOHHOM HOMEPE BI)II[B,HHOfI YIIOJIHOMOYCHHBIM OpraHoOM CTpaHbL
MIPOU3BOIUTEIIS JIMIICH3UU HA MMPOU3BOJICTBO JICKAPCTBEHHOTO TIpenapaTa u e IepeBo/l Ha PyCCKUM S3BIK,
3aBCPCHHLBIC B YCTAHOBJICHHOM IIOPAAKE, @ TAKKE CBCACHUA O AaTC MPCAOCTABJICHUA U PETUCTPAlMOHHOM
HOMEpPE 3aKJIFOUYEHHUS O COOTBETCTBHU IMPOU3BOIMTEINS JICKAPCTBEHHBIX CPEJICTB TPEOOBAHUSAM IPABHII
Haaﬂemameﬁ HpOH3BOI[CTB€HHOfI IMPAKTHUKH, BBIJAHHOI'O YIIOJJHOMOYCHHBIM @eﬂepaHLHBIM Oopranom
UCTIOJIHUTEJIbHOM BJIACTH B OTHOIICHWM W3MEHCHHOW U (WJIM) JIOTIOJIHEHHOW IPOW3BOJICTBEHHOMN
TUIOMIA/IKK JISKAPCTBCHHOTO TIperapara, WM CBEICHUS O JaTe MPEIOCTABICHUS W PETUCTPANMOHHOM
HOMEpe pelIeHHs] YHOJTHOMOYEHHOTo (eAepaibHOr0 OpraHa HCHOJHUTENBHON BIIACTH O MPOBEIACHHUU
WHCIICKTUPOBAHUS TIPOU3BOJUTENST JICKAPCTBEHHBIX CPEJICTB B cllydae, €CIH  IPOU3BOJICTBO
JIEKapCTBEHHOTO TIpernapaTa ocyuiecTBiusercs 3a npeneinamu Poccuiickoit denepanuu.

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

1.2. IIpu HEOOXOAMMOCTH BHECEHUSI B JJOKYMEHTHI, COJEPKAIIMECS B PETUCTPAIIMOHHOM JIOChEe Ha
3apETUCTPUPOBAHHBINA JICKAPCTBEHHBIM Mpenapar [ MEAMIMHCKOIO NPUMEHEHUs, HW3MEHEHHH,
YKa3aHHbIX B IyHKTE 4 4yacTU 2 HACTOSIIEH CTaTbU M TPEOYIOUIMX MPOBEACHMS IKCIIEPTH3bl KayecTBa
JIEKapCTBEHHBIX CPEJICTB, 3asBUTENb JOMOJHUTEIHLHO MPEICTABIsIET B YIIOJTHOMOUYCHHBIN (eaepanbHbIi
opraH HCHOJ’IHHTGJ’IBHOﬁ BJIaCTHU CBCICHUA O JOaTec HpCI[OCTaBJ'IeHI/IH nu pGFI/ICTpaHI/IOHHOM HOMepe
JULEH3UM Ha TPOU3BOJACTBO JIEKAPCTBEHHBIX CPEJICTB MM CBEIECHHUS O JaTe NPeIOoCTaBIEHUS H
PErUCTPAallMOHHOM HOMEpPE 3aKJIIOUEHHsS O COOTBETCTBHHM IPOU3BOJUTENS JICKAPCTBEHHBIX CPEJICTB
TpeOOBaHUSM TIPAaBUJ HaANEXKalleldl MPOM3BOACTBEHHON NPAKTUKHU, BBIAAHHBIX (MIPEIOCTABICHHBIX)
yrIOJ'IHOMO‘—IeHHI)IM q)ellepaJ'H)HI)IM OpFaHOM I/ICHOJ’IHI/ITGJ'IBHOI\/'I BJIACTU B OTHOIIICHUHN HpOHSBOHCTBeHHOﬁ
IJIOIIAKK JIEKApCTBEHHOTO MperapaTta, B CiIy4yae, €clid IMPOM3BOJCTBO JIEKAPCTBEHHOTO Ipernapara
ocymiecTBisiercss B Poccmiickoit  ®enepamuu, aub0 CBEACHHS O JaTe MPEJOCTABICHUS U
PEruCTPallMOHHOM HOMEpE BBIJJAHHON YIMOJIHOMOYEHHBIM OPTraHOM CTpPaHbl IPOU3BOJUTEINS JIUIEH3UH Ha
MIPOM3BOJICTBO JICKAPCTBEHHOTO TIperapara W €€ TepeBOJ Ha PYCCKUH S3BIK, 3aBEPEHHBIE B
YCTAaHOBJIICHHOM TOPSJKE, a TaKXXe CBEIEHUA O JaTe MPEAOCTaBICHUS U PETUCTPALlMOHHOM HOMeEpe
3AKJIFOUCHUA O COOTBCTCTBUHU HpOI/ISBOI[I/ITeJ'IH .]'IeKapCTBeHHI)IX CpeI[CTB Tpe6OBaHH$IM npaBnn
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

Ha/IJIeKaAIIed TPOU3BOJICTBEHHON MPAKTHKH, BBIJAHHOTO YHNOJHOMOYEHHBIM (ellepalbHbBIM OpraHOM
UCIIOJIHUTEJIBHOM BJIACTH B OTHOLIEHUU NPOU3BOJCTBEHHON IUIOLIA/IKM JIEKAPCTBEHHOTO MpenapaTa, Hiu
CBEJCHHUS O JaTe IMpPeAOoCTaBICHUS U PETUCTPAllMOHHOM HOMEPE pEIIEHUs YIOJIHOMOYEHHOI'O
(benepanbHOro OpraHa MCIOJHUTENBHONW BJIACTH O IPOBEJCHUM HHCHEKTHUPOBAHUS IPOU3BOIAUTEIS
JIEKapCTBEHHOI'O CPEJICTBA B CIIyYae, €CIM MPOU3BOACTBO JIEKAPCTBEHHOT'O IIperapara OCyLIeCTBIAETCS 3a
npenenamu Poccuiickoit dexnepariumu.

(uactb 1.2 BBenena @enepanbHbM 3akoHOM OT 04.06.2018 N 140-®3; B pen. deaepanbHOro 3aK0Ha OT
27.12.2019 N 478-03)

1.3. Tlpunsatue pemieHuss O BHECEHHMM W3MEHEHUH WM 00 OTKa3e BO BHECEHWU W3MCHCHUU B
JOKYMEHTBI, COJEpXkAIIUEeCs B PETUCTPAMOHHOM JOChE Ha 3apErHCTPUPOBAHHBIM JIEKAPCTBEHHBIN
npernapar Al MEJUIIMHCKOTO IIPUMEHEHUS, B cllydae He0OX0AMMOCTH POBEICHHS SKCIIEPTU3HI KauecTBa
JIEKaPCTBEHHBIX CPEACTB U (WJIM) SKCHEPTU3bI OTHOIICHUS 0XKMJIAEMOW MOJIb3bl K BO3MOXXHOMY PHUCKY
IIPUMEHEHHUs JIEKaPCTBEHHOT'O IIpenapara JJisi MEAUIIMHCKOIO NMPUMEHEHHS OCYLIECTBISETCS B CPOK, HE
MIPEBBILIAIONINM IEBIHOCTA Pa0OUUX JHEH, a B OCTAIIBHBIX CIy4yasX B CPOK, HE MPEBBIIAIONINI TPUIAATH
pabouux QHEW CO AHS NMPUHATHS YIIOJIHOMOYEHHBIM (heepalbHbIM OpraHOM HCIOJHHUTENBHON BIAcTH
3as1BJICHUS1 O BHECEHUU TaKUX U3MEHEHUH.

(uactp 1.3 BBenena @enepanbabiM 3akoHOM OT 04.06.2018 N 140-D3)

1.4. YnomHoMo4YeHHBIN (enepanbHblii OpraH HCHOJHUTENIBHON BIACTH C YYETOM pE3YJIbTaTOB
(dapMakoHaa30pa M MPOBEPOK COOTBETCTBUS JICKAPCTBEHHBIX CPEIICTB, HAXOJSAIIMXCS B TPAXKIAHCKOM
000pOTe, YCTAHOBJICHHBIM TPEOOBAaHMSAM K UX KAUeCTBY B TCUCHHE NECATH PabOYMX IHEH CO JHS
MOCTYIUICHUSI COOTBETCTBYIOIICH HH(OpMamuu pa3MeniacT Ha CBOeM OQUIIMAIIEHOM CaiTeé B CETH
"MHuTepHeT" CBeleHUsT 0 HEOOXOAMMOCTH BHECCHHS B WHCTPYKIHUIO 1O MEIMIMHCKOMY HPUMEHEHHIO
JICKapCTBCHHOTO TIperapaTa M3MEHCHWH B OTHOIICHWUW CBEJACHUU O TOKA3aHWSAX JJIs NPUMEHEHUS U
MPOTHBOINOKA3AHUAX U IPUMEHECHHUS JIEKAPCTBEHHOTO TIpenapaTa, BbISIBICHHBIX MOOOYHBIX JCHCTBHSIX,
HEXEJIATSIbHBIX PeaklusiX TP MPUMEHEHWU JICKApCTBEHHOTO Tperapara W YBEAOMIISIET 00 3TOM B
ANEeKTpOHHOU (opme Wi mucbMEeHHON (opme (Ha OyMakHOM HOCWUTEse) AepiKaTelss WU BIajelnblia
PETUCTPAIIMOHHOTO yJOCTOBEPEHHS JICKQPCTBEHHOTO Tpenaparta (WM YIOJHOMOYEHHOE WM JIpYyroe
IOpUANYECKOe JHUI0), a TakkKe JAepareledl WU BIAJENbleB PETUCTPALMOHHBIX YIOCTOBEPEHHIA
JICKaPCTBCHHBIX TIperaparoB (WM YIOJHOMOYEHHBIX HMH JPYTUX FOPUIAMYCCKUX JIUI[), KOTOpPHBIE
SBIIIOTCS B3aUMO3aMEHSIEMbIMHU.

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

1.5. Jlepkarensb WM Biaaesel] PETUCTPALlMOHHOIO YAOCTOBEPEHHUs JIEKAPCTBEHHOTO Mpernapara, a
TaK)Ke JIep’KaTeNN WIN BIIAJENblIbl PETUCTPALIMOHHBIX YIOCTOBEPEHHH JI€KapCTBEHHBIX MPEnaparoB (WK
YIIOJIHOMOYEHHBIE UMH JIPYTHE IOPUANYECKHE JIHIIA), KOTOPBIE SBISIOTCS B3aUMO3aMEHSIEMbIMH, 00s3aHbI
MIPE/ICTaBUTh B YIIOJHOMOYEHHBIN (pe/iepabHblii OpraH UCIOJHUTENIbHOM BIACTH 3asBJIEHUS O BHECEHUU
U3MEHEHHH B JIOKYMEHTBI, COJAEpXKallUecs B PErMCTPALMOHHBIX JOChE€ Ha 3aperuCTPUPOBAHHBIC
JIEKapCTBEHHbIE IpernapaThl s MEIUIIMHCKOTO MPUMEHEHHUs, B OTHOIIEHUU CBEIEHUI, yKa3aHHBIX B
MHCTPYKIIMU IO MEIUIIMHCKOMY IMPUMEHEHHIO JEKapCTBEHHBIX MpenapaToB, B TEUEHUE COpOKa pabounx
IHEH €O JHSA pa3MeIlleHUs YIOJIHOMOYEHHBIM (efepaibHbIM OpPraHOM HCIOJIHUTEIBHOM BJIAcTH
uHpopManuy, ykazaHHol B yactu 1.4 Hacrosielt ctarbu. /laHHOe TpeOoBaHME HE PAcIpPOCTpaHsIeTCs Ha
Cllydad BHECEHHUS B MHCTPYKIHUIO IO MEIUIIMHCKOMY THPHUMEHEHUIO JIEKapCTBEHHOIO Ipernapara
M3MEHEHUI B OTHOIIEHUH HOBBIX MOKAa3aHUM JUIsl IPUMEHEHUS JIEKAPCTBEHHOIO NIpenapara Ha OCHOBaHUH
PE3yIbTATOB COOTBETCTBYIOIIUX HCCIEIOBAHUM.

(vactp 1.5 BBeneHa @enepasibHbIM 3ak0HOM 0T 27.12.2019 N 475-D3)

www.consultant.ru Crpanuua 71 u3 149
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=299421&date=03.05.2023&dst=100045&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=394111&date=03.05.2023&dst=100202&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=299421&date=03.05.2023&dst=100046&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=420491&date=03.05.2023&dst=100042&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=420491&date=03.05.2023&dst=100044&field=134

®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

2. 3KCHepTI/I3a JICKAPCTBCHHLBIX CPCACTB B YaCTHU SKCICPTU3BI KAYCCTBA JICKAPCTBCHHOI'O CPCACTBA U
(I/IJ'II/I) OKCIICPTU3bI OTHOIICHUA O)KHI[&@MOIZ ITOJIB3BbI K BO3MOXXHOMY PHUCKY IPUMCHCHUS JICKAPCTBEHHOI'O
npemnapara ajd MCIUIHUHCKOI0 MPUMCHCHHUA MMPOBOAUTCA B ClIyda€C BHCCCHUA W3MCHCHHH B JOKYMCHTEI,
coacpKamuecss B PErUCTPpallMOHHOM JOCBE Ha SapeFI/ICTpI/IpOBaHHHﬁ HeKapCTBeHHBIﬁ nmpenapar, B
OTHOILICHHUH

1) cBemeHuil, yka3aHHBIX B HMHCTPYKIHMH IO MEIMLIUHCKOMY IPHUMEHEHHUIO JIEKapCTBEHHOTO
npernapara:

a) JICKaApCTBCHHAA cbopMa C YKa3aHHUEM HaMEHOBAaHWI M KOJIMYECTBEHHOI'O COCTaBa I[efICTBYIOIHI/IX
BCIICCTB U KAYCCTBCHHOT'O COCTaBa BCIIOMOI'aTCIIbHBIX BCUICCTB (HpI/I H€06XOI[I/IMOCTI/I KOJIMYCCTBCHHOI'O
CcocCTaBa BCIIOMOTI'aTCIIbHBIX BeHIeCTB);

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

B) MOKa3aHUs AJIsl IPUMEHEHUS;
I') IPOTUBOIOKA3aHUs JJ1s1 IPUMEHEHUS;
J1) MEPBI IIPEIOCTOPOKHOCTH IIPU IPUMEHEHUH;

e) YKa3aHue€ BO3MOXHOCTH H 0COOEHHOCTEH MNPpUMCHCHHA JICKAPCTBCHHOI'O IIpCliapaTa IJId
MCIUIHUHCKOI0O IPHUMCHCHUSA 6CpCM€HHI>IMI/I JKCHINMHAMHM, JKCHIIMHAMH B IICpUOJ TI'PyAHOIrO
BCKapMJIMBaHHA, ACTbMH, B3POCIbIMU, UMCIOIIIUMU XPOHHUYCCKHUEC 38.60J'I€B8.HI/I$I;

) PEeXHUM J03UPOBaHUs, CIIOCOOBI BBEACHUSI M MPUMEHEHUS, IIpU HEOOXOMMOCTH BpeMs Ipuema
JIEKApCTBEHHOIO Ipernapara, MpOoJOJIKUTEIIBHOCTD JICUEHUs, B TOM YUCIE Yy AETeH N0 U IOCJIEe OJHOIO
roja;

3) BO3MOJXKHBIC IOOOYHBIC JICHCTBUS M HEXEJIATSIIbHbIC PEaKIMU MPH PUMEHEHUH JICKapCTBEHHOTO
npernapara;

1) CUMIITOMBI TIEPEI03UPOBKHU, MEPHI IO OKA3aHUIO TOMOILH TPH MEePeI03UPOBKE;
K) B3aMMOJIEMCTBHE C APYTUMHU JIEKAPCTBEHHBIMHU ITpenapaTaMy U (WJIN) TUILEBBIMH POIYKTaMU;
1) (OpMBI BBIITyCKa JIEKApCTBEHHOI'O Mpenapara;

M) yka3zaHue (Ipu HEoOXOIMMOCTH) OCOOEHHOCTEM AEWCTBUS JIEKApCTBEHHOrO Ipernapara Ipu
NIEPBOM INIPHEME HJIU TIPU €0 OTMEHE;

H) CBCACHUA O BO3MOXHOM BJIMSHHU JICKAPCTBCHHOI'O IMperapara A MEAULIUHCKOTO IMPUMCHCHUA
Ha CIIOCOOHOCTH YIIpaBJIATh TPAHCIIOPTHBIMHA CPECACTBAMHA, MCXAHU3MAMU

0) CpPOK TOAHOCTH M yKa3aHWE Ha 3alpeT MPUMEHEHHs JICKapCTBEHHOTO Ipernapara Mo UCTCYCHUH
CpOKa rOIHOCTH;

1) YCJIOBUS XpaHEHUS;

www.consultant.ru Crpanuua 72 us 149
HafeXXHaa npaBoBad noaaep)xka


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

?:Eleﬁ”;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Hata coxpaenms: 03.05.2023

P) YCJIOBUS OTITYCKa;
2) cocTaBa JEKapCTBEHHOTO Mperapara Jjisi METUIIHHCKOTO IIPUMEHEHUS;
3) u3MeHEeHUsI MeCTa MPOU3BOJICTBA JICKAPCTBEHHOTO Mpernapara sk MEAUIIHHCKOTO MPUMEHCHHSI,

4) u3MeHeHus MoKa3aTesieil KauecTBa JeKapCTBEHHOIO Mpernapara JUuisi MEIUIUHCKOIO IPUMEHEHHSI
U (WJIM) METOI0B KOHTPOJIS KaueCTBA JIEKAPCTBEHHOTO Mpenapara A1 MEAUIIMHCKOrO IPUMEHEHNUS;

5) HN3MCHCHHUA CPOKA I'OJHOCTH JICKAPCTBEHHOTI'O IIpEriapara JJIs1 MCAUIIUHCKOI'O IIPUMCHCHUS

6) cBeneHuil 0 HEOOXOAMMOCTH BHECEHHSI MHBIX M3MEHEHHH B MHCTPYKLHUIO MO MEIUIIMHCKOMY
NPUMEHEHHIO JICKapCTBEHHOTO IMIpenapara, a Takke B HHbIE JOKYMEHTBI, COJAEpXKaluecs B
PETUCTPAIIMOHHOM JOCh€ Ha 3apeTMCTPUPOBAHHBIN JIGKAPCTBEHHBINM mpemapar. [Ipu 3ToMm pemienune o
NPOBEJCHUU OKCIIEPTU3bl KayecTBa JIEKAPCTBEHHBIX CPEACTB W (WIM) OSKCHEPTH3bl OTHOIICHHS
OKU/Ia€MOH TI0JIB3BI K BO3MOKHOMY PHCKY MPUMEHEHUS JICKApCTBEHHOTO Mpernapara sl MeJUIIMHCKOTO
NPUMEHEHHS IPUHUMAETCS. B COOTBETCTBUH C YTBEP)KACHHON YITOJTHOMOYEHHBIM (e/lepalbHbIM OPraHOM
WCTIOJTHATENIBHOW BIIACTH KJIaCCH(UKANMeld W3MEHEHHWH, BHOCHMBIX B JOKYMEHTHI, COJEpKalluecs B
PETHCTPAIOHHOM JIOChE Ha 3apETrHCTPUPOBAHHBIN JIEKApPCTBEHHBIH Mperapar.

(gactb 2 B pen. epepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

3. 3asBUTENb BIpaBE NPEACTABUTh IO COOCTBEHHON MHMLIMATHBE BMECTE C 3asBJICHUEM O BHECEHUU
U3MEHEHUH B JOKYMEHTBI, COJEp)KAalllMeCsl B PErUCTPALMOHHOM JOChE Ha 3apEeruCTPUPOBAHHBIN
JICKapCTBEHHBIH Ipenapar Uil MEIUIMHCKOTO NPUMEHEHHs, KOIMHH JOKYMEHTOB, ITOATBEPKIAIOIINX
ymiary FOCYI[apCTBCHHOfI MOUUIMHBI 3a BHCCCHUC B AOKYMCHTLI, COACPIKAIIHUECA B PEruCTpallMOHHOM
J0ChE Ha 3aPErUCTPUPOBAHHBIN JICKAPCTBEHHBIN MperapaT sl MEJUIMHCKOTO IPUMEHEHNs, H3MEHEHNUH,
Tpe6y}011mx MMPOBCACHUA OKCIICPTU3BI JICKAPCTBCHHLIX CPCACTB B YaCTU OKCIICPTU3BI KadCCTBa
JIEKapCTBEHHOTO CPEeACTBA U (MJIM) SKCHEPTU3bl OTHOIICHUS OXKUJAaeMOU MOJIb3bl K BO3MOXKHOMY PHCKY
MPUMCEHCHUS JICKAPCTBCHHOTO IIperiaparta Ajid MCAUIUHCKOTO IMMPUMCHCHUA, FOCYI[&pCTBGHHOfI ITONIJIMHBI
3a BHECEHHE B JIOKYMEHTBI, COJEpXallecs B PErUCTPALMOHHOM JIOCh€ Ha 3aperucTpUpOBAHHBIN
J'[CKapCTBeHHI)II\/'I npemnapar ajdd MECAUIUHCKOIO IMPUMCHCHUS, H3MCHCHI/II>1, HE Tpe6y1-OHlI/IX IIPOBCACHUA
HKCHEPTHU3bI JIEKAPCTBEHHOI'O CPEJICTBA, a TaKXKe BbllaBaeMble (IPEAOCTaBIIsiEMble) YITOJTHOMOUYEHHBIMU
(benepanbHBIMU OpraHaMU MCIOJHUTENIBHOMN BJIACTU JOKYMEHTHI (CBElIEHUs), YKa3aHHbIE B yacTax 1.1 u
1.2 mnacrosimeit crathu. B ciydyae uX HempeacTaBieHUs YHNOJHOMOYEHHBIH QelepanbHblil opraH
WCIOJIHUTENIBHOM  BJIACTH  3alpalldBaeT  yKa3aHHblE  JIOKYMEHTbl  (CBEAECHMs]) B  IOpSJIKE
MEXBEJJOMCTBEHHOI'0 MH()OPMAITMOHHOTO B3aUMOJICHCTBHUSI.

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

4. B Teuenue necatu pabouux JHEH co JHS MOCTYIUICHHUs YKa3aHHOTO B YacTH | HacTosIel cTaTbu
3asBJICHUS U HEOOXOJIUMBIX JOKYMEHTOB YIIOJIHOMOYEHHBIH (eepaabHblii OpraH HCIHOJHUTEIbHOU
BJIACTHU:

1) mpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEIEHHUH, COAEPKAIIMXCS B MPEICTABICHHBIX
3asBUTEJIEM MaTepHUalIax;

2) MPUHUMAET PEIICHUE O MPOBEJACHUN YKA3aHHBIX B YACTH 2 HACTOSIIEH CTaTbH COOTBETCTBYIOITUX
AKCIIEPTH3 JIEKAPCTBEHHOTO CPEICTBA MIIH 00 OTKa3€ B UX MPOBEICHUU;
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[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

3) yBenOMIISIeT B AJIEKTPOHHOW WMJIM MUCBMEHHOH (hopMe 3asBUTEINS O NPUHSATOM PEIICHHH WU B
ciydae NPUHATUS peleHus o0 OTKa3e B INPOBEACHHHM COOTBETCTBYIOLICH HKCIEPTU3BI C yKa3aHUEM
MPUYMH TAKOTO OTKa3a.

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

4.1. B ciyyae BBISBICHUS HEIOCTOBEPHOCTH CBEJICHUM, COACPKALIUXCS B MPEACTaBICHHBIX
3asiBUTENIEM MaTepuanax, YIOJIHOMOYEHHBIN (erepalibHbIil OpraH UCIOJHUTEIBHON BIACTH HAINpaBIIsIET
3asBUTEINI0 3alpoc 00 YTOYHCHHWH YKa3aHHBIX CBeleHWH. J[aHHBIA 3ampoc MOXET OBITh TepenaH
YIOJIHOMOYEHHOMY MPEACTABUTENI0 3asBUTENS JUYHO IOJ PACIKCKY, HAMPABIEH IO MOYTE 3aKa3HbIM
MMCHMOM WJIM TI€PE/IaH B JIEKTPOHHOHN (hopMe MO TEIEKOMMYHHKAIIMOHHBIM KaHanaMm CBsi3u. B ciydae
HaIlpaBJICHUs JAHHOIO 3aIlpoca MO MOYTE 3aKa3HbIM MMCbMOM OH CUUTAETCS MOJIYYEHHBIM 10 UCTEYEHUU
LIECTH JTHEW C 1aThl HAIPABJIEHUS 3aKa3HOT0 MUChMa.

(dactp 4.1 BBeaeHa denepanbHbiM 3akoHOM OT 25.11.2013 N 317-D3)

4.2. 3agBuTens 00s3aH MPEACTABUTH OTBET HA 3alpOC YIOJTHOMOYEHHOTO (eAepabHOrO OpraHa
WCIIOJIHUTENILHON BJAcTU B CPOK, HE MPEBBIMAIONIMN JeBSHOCTa pabouux AHEW CO AHS TMOTYYECHUS
naHHoro 3ampoca. Cpok, yka3aHHbIH B 4acTH 4 HACTOAILIEH CTaThbW, NMPUOCTAHABIMBACTCS CO JIHA
HaIpPaBIICHUS 3asBUTEIIO 3aIIPOCa YIIOJIHOMOUEHHOTO (eiepabHOTO OpraHa UCIOTHUTENLHOM BIacTH 110
JTHSL TIOJTYYEHUSI UM OTBETA HA JIAHHBIM 3alpoC W HE YUYUTHIBACTCS NMPH HCUYHCICHUM CPOKA MPUHATUS
pelleHrss O BHECEHWM H3MEHEHH B JOKYMEHTHI, COJEp>Kallhecs B PETrUCTPAlMOHHOM JOChe Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN MIpenapar Iisi MEIUIIMHCKOTO TPUMEHEHUSI.

(uacTsb 4.2 BBeneHa @enepanbHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

5. OcHoBaHMEM JUTsl OTKa3a B MPOBEICHWM yKA3aHHBIX B YacTH 2 HACTOSIICH CTAaThU JKCIICPTHU3
SIBJISICTCS TIPE/ICTABICHUE JJOKYMEHTOB, TICPEUYHUCIICHHBIX B YacTsAX | ¥ 3 HACTOSIICH CTaThU, B HEITOJHOM
o0BeMe, HETPE/ICTAaBICHUE 3asBHTEIEM B YCTAaHOBJIICHHBIH CPOK OTBETa HAa YKa3aHHBIH B yacTu 4.1
HACTOSIIEH CTAaThH 3aMpOC YIOJTHOMOUYEHHOTO (eIepalbHOTO OpraHa UCIIOJHUTEIILHOW BJIACTH, a TaKKe
OTCYTCTBHE€ B  TPEICTaBICHHBIX JIOKYMEHTaX  JIOCTATOYHBIX  CBEJICHUH,  IIOJTBEPKIAIOIINX
HE0OXOIMMOCTh BHECEHHUS M3MEHEHUM, WM OTCYTCTBHE MH(OpPMAIINH, MOATBEpKAA0NIEH (HaKT yIUIaThI
rOCy/IapCTBCHHBIX IMOIUINH, YKa3aHHBIX B YaCTH 3 HACTOSIICH CTAThU.

(B pen. PenepanbHbIx 3aK0HOB 0T 25.11.2013 N 317-®3, o1 22.12.2014 N 429-D3)

6. Yka3aHHbIE B 4acTU 2 HACTOSIIEW CTaThbU SKCHEPTU3bI IPOBOJASTCS B MOPSIIKE, YCTAHOBICHHOM
ctarbel 23 HacToswero denepaqbHOTO 3aKOHa.

7. B cpok, HE MPEeBBIAIONMUNA AECITH PaboYuX AHEH CO JHS TOJYYSHUs 3aKITFOYCHUH KOMHCCHI
SKCIEPTOB MO pe3yibTaTaM YKa3aHHBIX B 4YacTHW 2 HACTOSLIEH CTaTbU 3KCHEPTHU3, YIMOJIHOMOYEHHBIH
(dbenepabHBINA OpraH UCIIOJIHUTEIIBLHON BIIACTH:

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

1) npyHUMaeT peleHre O BHECEHUU U3MEHEHHH B IOKYMEHTBHI, COJIEpKaIIUecs B pErUCTPallMOHHOM
JI0ChE Ha 3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpernapar s MEAMLUHCKOTO NMPUMEHEHHUs, WiIH 00
OTKa3€ BO BHECEHUM TAKUX U3MEHEHHUI;

2) BHOCUT B FOcyﬂapCTBCHHLIﬁ peecTp JICKAPCTBCHHLIX CPCACTB Ha OCHOBAHHWU PCUHICHHUA O
BHCCCHUU H3MCHCHHUI B JOKYMCHTEI, coJcprKalmueca B PErUCTPpaiuOHHOM JOChE Ha
3apCFI/ICTpI/IpOBaHHBII7I HeKapCTBCHHBIﬁ npemnapar mie MCAUIHUHCKOIO IMPUMCHCHUA, HCO6XOI[I/IMBIC
HU3MCHCHUA U BO3BPAINACT UX 3asABUTCIIIO,
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3) BBLIAET 3asABUTEIII0 HOBOE PErHCTPALMOHHOE YAOCTOBEPEHHUE JIEKAPCTBEHHOIO Ipenapara B
Cllyyae U3MEHEHHs CBEJICHUH, COAEPIKAILIMXCS B HEM.
(. 3 BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

8. OcHOBaHMEM JUIsl OTKa3a BO BHECEHHMM UW3MEHEHHMH B JIOKYMEHTBI, cCoJepXaluecs B
PETUCTPALIMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar MJjisi MEIUIMHCKOrO
IIPUMEHEHHS, SIBJIAETCS 3aKJII0YEHNUE YIOJTHOMOYEHHOTO (hefiepalbHOro opraHa MCIOJIHUTENbHOM BIacTH
O BO3MOYKHOCTH CHH)KEHHUSI 0€30IacHOCTH, KadecTBa, A(P(PEKTUBHOCTH JIEKApPCTBEHHOI'O CPEACTBA B
Ccllyyae BHECEHMsI TAKUX N3MEHEHHH.

9. Homyckaercst oOpalleHue JEeKapCTBEHHBIX IPENaparoB s MEAULIUHCKOTO TNPHUMEHEHHS 10
UCTEUEHHsI CPOKa TOJHOCTH, IIPOU3BE/ICHHBIX B TEUCHNUE CTa BOCBMHJICCATH JTHEW IOCIE AAaThl IPHUHSATHS
YIIOJIHOMOYCHHBIM (bel[epaHLHBIM OopraHomMm HMCIIOTHUTEILHOM BIIACTH pemicHus O BHCCCHUU N3MEHEHHUH B
JIOKYMEHTBI, COJEp)KallMecs B PETHCTPAIlMOHHOM JOChe, B COOTBETCTBUH C HH(pOpMAIHEH,
cofiepKamieiicss B JOKYMEHTaX pPETHUCTPAlMOHHOTO JI0Che Ha JICKApCTBEHHBIM Ipemapar 10 AaThl
NPUHSATHS TAKOTO PELICHUS.

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

10. IIpaButenbctBOo Poccuiickoii ®enepanuu BHpaBe YCTAHOBUTH OCOOCHHOCTH BHECCHHS
W3MEHEHUH B JOKYMEHTBI, COJEp)KAallMeCs B PErUCTPALMOHHOM JOChE Ha 3apEeruCTPUPOBAHHBIN
JICKApCTBEHHBIM TMpemapar Juisi MEAMIMHCKOTO TPHUMEHEHUs, B clydae JeQeKTYpbl HIH pHUCKa
BO3HUKHOBCHU IIe(beKTypI)I JICKApCTBCHHBLIX IMpPCIiapatoB B CBA3KM C BBCACHUCM B OTHOLICHUU
Poccuiickoit @enepanuu orpaHUYUTEIBHBIX MEP SKOHOMHUYECKOTO XapaKTepa.

(uactp 10 BBenena ®enepanbubiM 3akoHOM OT 08.03.2022 N 46-D3)

Ctatba 31. BHeceHne u“3MeHeHUM B  [AOKYMEHTbI, copgepxawmecs B
perncTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA JeKapCTBEHHbIA npenapar Aans
BEeTePMHAPHOIro NPUMEHeHUA

I. B nensix BHECEHHS W3MEHEHUM B JOKYMEHTBI, COJIEpXKAIIMECS B PETHCTPAIMOHHOM JIOChE Ha
3apErUCTPUPOBAHHBINA JIEKAPCTBEHHBINM Npenapar Juisi BETEPUHAPHOIO INPUMEHEHMs, JAepkKaTellb WU
BJIQJIEICL] PETUCTPALMOHHOTO YJIOCTOBEPEHHS JIEKAPCTBEHHOrO Ipenapara Wi YIOJIHOMOYEHHOE WM
Jpyroe I0pUANYECcKOe IO (Jajiee B HACTOSIICH CTaThe - 3asBUTENh) MPEJCTABIACT B YIIOJIHOMOYEHHBIH
(dbenepaibHBIA OpraH HMCIOJHUTEIHLHOW BIIACTH 3asBJICHHE O BHECEHHWU TAaKWX HM3MEHEHUU 1o Qopme,
YCTaHOBJICHHON YMOIHOMOYEHHBIM (eiepaibHbIM OPraHOM HCIIOTHUTEIHHOW BIACTH, U MpUilaraeMbie K
HEMY W3MEHEHUS B yKa3aHHbIC JOKYMEHTBI, a TaKXe JOKYMEHTHI, MOITBEPKIAIOIINE HEOOXOIUMOCTh
BHECEHUS TakuX u3MeHeHui. [Ipy HeoOXoIMMOCTH BHECEHUSI M3MEHEHUH B IOKYMEHTHI, COAiepKalluecs B
PETUCTPAIMOHHOM JIOCh€ Ha 3apEerMCTPUPOBAHHBIA JIEKAPCTBEHHBIM Mpenapar sl BETEPUHAPHOTO
NPUMEHEHHS, B CIy4asXx W3MEHeHus ¢ (WIu) JOIMOJIHEHUS TMPOU3BOJACTBEHHOM  IUIOMIAJKU
JIEKapCTBEHHOT'O CPEJCTBA, a TAKKE M3MEHEHMS MOKa3aTelell KauecTBa JICKAPCTBEHHOTO Mpenapara Jist
BETEPUHAPHOTO MPUMEHEHHUS W (WJIM) METOJOB KOHTPOJS KauecTBa JIEKAPCTBEHHOTO Mpernapara JJis
BETEPUHAPHOTO TNPUMEHEHUS 3asABUTENb JIOMOJHUTEIIBHO TMPEACTABIA€T B  YINOJHOMOYECHHBIN
benepanbHBI OPraH UCMIOTHUTENBHOMN BIACTH CIEAYIONINE JOKYMEHTHI (CBEACHHUS):

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

1) CBCIACHUA O HAaTC IMPEHOCTABJIICHHUA U PCTUCTPAIHMOHHOM HOMEPC JIMICH3WU Ha MPOU3BOACTBO
JICKApCTBCHHBIX CPEACTB, HpG}IOCT&BﬂGHHOﬁ MMPOU3BOAUTCIIIO JICKAPCTBECHHOT'O  Ipfrapara JIJid
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BETEPUHAPHOTO MPUMEHEHHSI, TSI POCCUMCKHUX TIPOU3BOIUTEIEH;
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

2) cBejeHusl O JaTe MPENOCTABICHUS W PETUCTPAIIMOHHOM HOMEpE JIMIICH3MHM Ha IPOHM3BOJICTBO
JICKapCTBEHHBIX  CPEICTB, IPEIOCTABICHHOW IPOU3BOAUTENIO  (papMalleBTUUECKON CyOCTaHIMH,
BXOJISIIEH B COCTaB JIGKAPCTBEHHOTO Mpenaparta Ui BETCPUHAPHOTO MPUMEHEHHS, A POCCHUHCKHX
MPOU3BOAUTENCH;

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

3) Konust TOKYMEHTA, BbIIAaHHOTO YIIOJTHOMOYEHHBIM OPraHOM CTpPaHbl IPOU3BOAMTEINS JUIS KaXKI0H
IIPOU3BOJCTBEHHON IUIOLIAJIKM JIEKAPCTBEHHOI'O IIpernapara il BETEPUHAPHOIO IIPUMEHEHUs U
MOJTBEPXKIAIOLIETO COOTBETCTBUE IPOM3BOAUTENS JIEKAPCTBEHHOrO Ipernapara TpeOOBAHUSAM IPABUI
HaJUIe)KALEd ITPOU3BOJACTBEHHOM IIPAKTUKHM, M €ro IIepeBOJ, HAa PYCCKHM S3bIK, 3aBEPECHHBIC B
YCTaHOBJICHHOM IOPSAKE, a TAKXKE KOIHUS 3aKJIIOUEHUS O COOTBETCTBUU NPOU3BOAUTEINS JIEKAPCTBEHHbIX
cpeacTB  TpeOOBaHMSAM  TpPaBHJ  HAJICKAIIEH  NPOM3BOJICTBEHHOM  NMPAKTHKH,  BBIJAHHOTO
YIIOJIHOMOYEHHBIM (pesiepanbHbIM OPraHOM MCIIOJHUTEIBHON BIACTH Ul KaKJOW IMPOU3BOACTBEHHOM
IUIOUIA/IKK JIEKAPCTBEHHOI'O IIpernapara i BETEPUHAPHOTO INPUMEHEHMs, JU00 KOMMs PEIIEeHUs O
IIPOBEJICHUU MHCIIEKTUPOBAHUS ITPOU3BOIUTEIIS JIEKAPCTBEHHBIX CPEJCTB, IPUHATOIO YIIOJIHOMOYEHHBIM
benepanbHBIM  OpPraHOM  HUCIIOJHUTENBHOW BIACTH IS KaXA0H NPOM3BOJICTBEHHOM IUIONIAJKH
JIEKapCTBEHHOI'O Tpernapara Jjisl BETEpUHAPHOIO IPUMEHEHUs. YKa3aHHbIE JTOKYMEHTBI IPEACTABIIAIOTCS
B Clly4ae, €CIM IPOU3BOJACTBO JIEKAPCTBEHHOIO IIpenapara sl BETEPUHAPHOIO IPUMEHCHHUSA
ocylecTBiseTcs 3a npenenamu Poceuiickoit @enepanuy;

4) KOImugd JOKYMCHTA, BbBIJAHHOTO YIIOJJHOMOYCHHBIM OpraHoM CTpaHbl IIPOU3BOJAUTCIIA
bapMarieBTUIeCKOM cyOcTaHIuu u MOJITBEPKIAIOIIETO COOTBETCTBHUE MIPOU3BOIUTEIIS
(dapmaIeBTHYECKON CyOCTaHIIMU, BXOJSIICH B COCTAaB JICKAPCTBEHHOTO IMpernapara Jjisi BETCPUHAPHOTO
NPUMEHEHHS, TPEOOBAaHUSM MPAaBUJ HAJUICKAIEH MPOM3BOJCTBCHHOW MPAKTHKH, W €ro IMEpeBOJ Ha
PYCCKHMI  SI3BIK, 3aBEPEHHBIE B YCTAHOBJIIGHHOM TIOpSIKe, B Cllydae, €CId IPOU3BOJICTBO
(dapmalleBTHUECKOI cyOCTaHIIMM OCYIIEeCTBIsIeTCs 3a mpenaenamu Poccuiickoit deneparuu.

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

1.1. B cnyyae u3MeHeHUs W (WMJIM) JOMOJHEHMS MPOU3BOACTBEHHOM IUIOIIAAKH JIEKAPCTBEHHOIO
CpelcTBa JOKYMEHTHI, yKa3aHHble B 4acTH | HacTosied cTaTbu, HPEJICTaBISIIOTCS 3asBUTENIEM B
OTHOLICHUHM M3MEHAeMOW U (WIM) JONOJHIEMOM NPOM3BOJCTBEHHOM IUIOIAAKH JIEKapCTBEHHOTO
cpenctsa. Penienne o BHECEHUN U3MEHEHUHN B JOKYMEHTBI, COJIEpPKalUecs] B PETUCTPALIMOHHOM J0ChE Ha
3aperUCTPUPOBAHHBIN JIEKApPCTBEHHBIH Mpenapar A BETEpUHAPHOIO MPUMEHEHUs, M 00 OTKa3e B MX
BHECEHUU MPUHUMAETCS B Cllydae HEOOXOIMMOCTH MPOBEACHUSI SKCIIEPTU3bI JIEKAPCTBEHHOTO CPEJICTBA B
CpPOK, HE MPEBBIAONINN 1eBIHOCTA pabounx AHEH, a B OCTAIBHBIX CIy4asX B CPOK, HE MPEBBIIIAOIINI
TPUALIATH pabOYMX JHEN CO JTHS MPUHATUS YIOJHOMOYEHHBIM (eiepaibHbIM OpraHOM HCIOJIHUTEIbHOU
BJIACTH 3asIBJICHUS O BHECEHUH TaKUX U3MEHEHUM.

(uactsb 1.1 BBenena @enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

1.2. B cinydae peopraHuzanuy Jep:KaTells WIA BIAJENbLa PETMCTPALMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOI'0 IIpernapara Juisi BETEPUHAPHOTO IMpPUMEHEHHs, pa3paboTurKa WM TMPOU3BOIUTENS
JIEKAPCTBEHHOI'O IIperapara Uil BETEPUHAPHOIO NPUMEHEHMS B 3asBICHUU O BHECEHUU HU3MEHEHUU B
JOKYMEHTBI, COJEpIkKAIIUECs B PETUCTPAMOHHOM JOChE Ha 3apETHCTPUPOBAHHBIM JIEKAPCTBEHHBIN
mnmpenapar Uil BETEPUHApPHOIO MPUMEHEHUS, YKa3bIBAIOTCS JAHHBIE JOKYMEHTA, MOITBEPKAAIOLIETO
BHECEHUE COOTBETCTBYIOIIMX M3MeHEeHUN B EnuHbBIN rocynapcTBEHHBIH peecTp IOPUAMYECKUX JIMIL (11
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OpraHM3alMii, 3aperucTpUpOBaHHBIX Ha TeppuTopuu Poccuiickoit denepanun), M UHOIO JTOKYMEHTA,
MOATBEPKIAOIIET0 PEOPraHU3alMI0 FOPUINUECKOro Juia (AJi1 OpraHu3aluii, He 3apETUCTPUPOBAHHBIX
Ha Ttepputopun Poccuiickoit ®enepanuu). 3asBiIeHHE O BHECEHUM U3MEHEHUH B JOKYMEHTHI,
coJiepKallfecs B PErucTpalMOHHOM JOCh€ Ha 3aperMCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipenapar s
BETEPUHAPHOT0 IPUMEHEHHUS, U IpUjlaraéMple K HEMY JOKYMEHThI IIPEJCTaBIISIIOTCS B YITOJIHOMOYEHH bl
benepanbHBIA OpraH MCHOJHUTENIBHOM BJIAcTU HE MO3JHEE YeM 4epe3 TpUIauaTh padouux AHEH co THS
BHECEHUSI COOTBETCTBYIOIIMX M3MEHEHUN B ENUHBINA rocy1apCTBEHHBIH peecTp IOPUAMYECKUX JIMILL (IS
OpraHm3allyii, 3aperucTpupoBaHHbIX Ha TeppuTopuu Poccuiickoir denepanuu) Wik co THS MPUHITHS
COOTBETCTBYIOLLIEIO JOKYMEHTAa, IOJATBEP)KIAIOLIEr0 PEOPraHU3alNI0 OPUANYECKOro Jnna (A
OpraHu3alWii, HE 3aperHUCTPUPOBAHHBIX Ha Tepputopuu Poccuiickoit ®enepamuu). B ciyuae
peopraHu3anuu JAepKaTess WIA BIaJelbla pPErUCTPAlMOHHOIO YIOCTOBEPEHHUs JIEKAPCTBEHHOTO
npenapara JJisi BETEPUHAPHOIO IIPUMEHEHHs 3asBJIICHHME O BHECEHMM HW3MEHEHUH B JOKYMEHTBHI,
CoJIepKaIMeECs] B PETUCTPAMOHHOM JOChE Ha 3apEerMCTPUPOBAHHBIA JICKAPCTBEHHBIM IIpernapar s
BETEPUHAPHOTO NPUMEHEHMS, MOJAETCA IOPUAUYECKUM JIMIOM, KOTOPOMY B XOJ€ pEOpraHu3aluu
IIepeAAaHo MPaBo BJIAJCHUSA TAKUM PErUCTPALMOHHBIM yIOCTOBEPEHUEM.

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

2. B cinydyae BHeceHUsI UBMEHEHUN B JOKYMEHTBI, COJEPXKAIIUECS B PErUCTPAIIMOHHOM J0ChE€ Ha
3apEeTUCTPUPOBAHHBINA JICKAPCTBEHHBIH Ipenapar isd BETEPHUHAPHOIO IPUMEHCHHs, B OTHOILICHUU
CBEIIEHUH, yKa3aHHBIX B mojamydkrax "e", "x", "k", "n", "H", "c", "x" nmynkrta 7 uwactu 3 crarbu 17
Hacrosiiero denepaabHOTO 3aKOHA, U3MEHEHHUS M (WMJIM) JIOTIOJHEHHMS MPOM3BOJCTBEHHON ILIOIIAJKU
JIEKApCTBEHHOT'O CPEJICTBA, a TAaKXE B Cllydyae W3MCHEHHS IOKa3aTesied KadecTBa JICKAPCTBEHHOTO
npenapara Jjis BETCPUHAPHOTO NMPUMEHEHHMsS M (WJIM) METOJOB KOHTPOJS KadecTBa JICKAPCTBEHHOTO
npenapara Jyisi BETEPUHAPHOTO MPUMEHEHHUS MPOBOJUTCA HKCIEPTH3a JIEKAPCTBEHHOTO CPEACTBA IS
BETEPUHAPHOTO TMpUMEHEeHHs. B ciyyae HEOOXOAMMOCTH BHECEHHUS WHBIX H3MEHEHHUIl B JTIOKYMEHTHI,
coJiepKallrecs B PETUCTPAIlMOHHOM JI0OCh€ Ha 3apeTrMCTPUPOBAHHBINA JIGKAPCTBEHHBIM Tpemnapar s
BETEPUHAPHOTO MIPUMEHEHHS, SKCIIEPTH3a JIKAPCTBEHHOTO CPE/ICTBA U1 BETEPUHAPHOTO MPUMEHEHUS He
MIPOBOJIUTCA.

(B pen. DenepanbHbix 3ak0oHOB 0T 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. 3asBuTENb BIpaBE MPEACTABUTH IO COOCTBEHHON MHUILIMATUBE BMECTE C 3asBJICHUEM O BHECEHUU
U3MEHEHHH B JIOKYMEHTBI, COJAEP)KAIUECS B PETUCTPALIMOHHOM JOChE€ Ha 3aperMCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpernapar Juisi BETEPUHAPHOTO MPUMEHEHUS, KOMHU JOKYMEHTOB, IOATBEPIKIAIOIINX
yILIaTy TOCYAApCTBEHHOW MOLUIMHBI 32 BHECEHHE B JOKYMEHTBI, COJIEP)KAIUECS B PETUCTPALMOHHOM
JI0Ch€ Ha 3aperuCcTpUPOBAHHBIN JIEKApPCTBEHHBIN Npenapart AJ1s BETEpUHAPHOTO PUMEHEHUS], U3MEHEHUH,
TpeOYyIOUMX MPOBEIEHHUs] IKCHEPTU3bl JIEKAPCTBEHHOTO CPEACTBA, WM W3MEHEHHH, He TpeOyIomMxX
MIPOBEJIEHUS SKCIEPTU3bI JIEKAPCTBEHHOIO CpeAcTBa. B ciayyae HEOOXOIMMOCTH HW3MEHEHHUs CBEICHHI,
COJIEPIKAIMXCS B PETUCTPALMOHHOM YAOCTOBEPEHUH JIEKapCTBEHHOI'O IpenapaTa A BETEpUHAPHOIO
MIPUMEHEHHUS], C 3asBJICHUEM, YKAa3aHHBIM B 4acTu | HacToOsILEN CTaTbhH, 3asiBUTEIb BIIPaBe MPEICTABUTH
N0 COOCTBEHHOM WHHMIIMATUBE KOIHUIO JIOKYMEHTa, MOATBEP)KJIAIOIIEro YIUIATy TOCyJapCTBEHHOMN
MTOIUIMHBI 32 BbIIAYy PETUCTPAMOHHOTO yIOCTOBEPEHMS JIEKAPCTBEHHOIO MpernapaTa. 3asiBUTEIb BIIPABe
MPEJCTaBUTh MO0 COOCTBEHHOW MHUIIMATUBE CBEICHUS O JIMLEH3UAX, YKa3aHHbIE B MyHKTax 1 u 2 yactu 1
HAcTOAIlEH CcTaThbW, a TakXKe BblJaBacMble YINOJHOMOYEHHBIMU  (elepalibHbIMH  OpraHaMH
UCIIOJIHUTEJIBHON BJAcTH JOKYMEHTHI, YKa3aHHbIE B IyHKTe 3 uyacTu | Hacrosmel crateu. B ciydae
HEMNpPEeJICTAaBICHNUs] yKa3aHHBIX JIOKYMEHTOB (CBeIEHHUI) YIOJIHOMOYEHHBIN (enepanbHblii Opran
UCTIOJHUTENIBHOW  BJIACTH  3alpallliBaeT  yKa3aHHble  JOKYMEHTbl  (CBEIEHHS) B  TOpSJIKE
MEXXBEJIOMCTBEHHOT0 HH(POPMAIIMOHHOTO B3aUMOIEHCTBUSI.
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(uactsb 3 B pen. enepanbHoro 3akoHa oT 27.12.2019 N 478-D3)

4. B cpok, He NPEBBIMIAIONIUN JAECATH paboYuX JTHEW CO JHS MOCTYIUICHUS YKa3aHHOTO B 4acTH |
HACTOSIIEH CTaThbU 3asBIICHUS W HEOOXOIMMBIX JOKYMEHTOB, YIIOJIHOMOYEHHBIH (elepalibHbIi OpraH
UCIOJIHUTEJILHOM BJIACTH:

1) mpoBOAUT NMPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEJICHUM, COAEPKAIIMUXCS B MPEJICTaBICHHbIX
3asBUTEJIEM JOKYMEHTAX;

2) IpUHUMAET pelIeHUE O MPOBEACHUU SKCIEPTHU3bI JIEKAPCTBEHHOI'O CPEJICTBA JJIsI BETEPUHAPHOTO
MPUMEHEHHUS WIH 00 OTKa3e B ee MPOBEACHHH;

3) yBenmomisieT B MUCHBMEHHOH (hopMe 3asBUTENS O NMPUHATOM PEUICHUW WIHM B Clydae MPUHATHS
pemieHust 00 OTKa3e B IPOBEJCHMM SKCIEPTU3bl JIEKAPCTBEHHOIO CPEACTBA Ul BETEPUHAPHOIO
IIPUMEHEHHUS C YKa3aHUEM IIPUYMH TaKOro OTKa3a.

4.1. B ciryyae BBISABICHUS HEOCTOBEPHOCTH U (MJIM) HEJOCTATOYHOCTH CBEICHHM, COACPIKAIMXCS B
MPEJCTABIICHHBIX 3asBUTENIEM JOKYMEHTAaX, YIOJHOMOYEHHBIH (elepantbHblii OpraH HCIIOJHUTEIHHON
BJIACTU HANpaBJsET 3asABUTEII0 3alpoc 00 YTOYHEHUHM YKa3aHHbBIX CBEJCHMH. 3ampoc MOXXeT ObITh
nepeaaH yrmoJHOMOYEHHOMY IMPEJICTABUTENIO 3asBUTENS 1O/ PACIIMCKY, HAIPABJICH MO MOYTE 3aKa3HBIM
MUCBMOM WJIM TIepellaH B AJIEKTPOHHOM (popMe 1Mo TelneKOMMYHUKAIIMOHHBIM KaHallaM CBs3U. B ciydae
HaIpaBJICHUs 3ampoca 00 yTOUHEHUH YKAa3aHHBIX CBEJCHHM 10 IMOYTE 3aKa3HBIM IMHCHMOM OH CUHTAETCS
MOJTYYEHHBIM MO MCTEUYEHHUH IIECTH JHEH C JaThl HAIPABICHUS 3aKa3HOTO MUChMa.

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

4.2. 3agButens 00s3aH MPEACTaBUTHh OTBET Ha 3aMpoOC YIMOJIHOMOUYEHHOrO (eepalbHOro OpraHa
WCIIOJIHUTEIIFHON BJIACTH B CPOK, HE TPEBBHIMAIONIMN JCBIHOCTA PabouMX JHEW CO JHS IOJYYCHUS
nanHoro 3ampoca. Cpoku, yka3aHHble B 4acTu 1.1 HacrosimeW cTraTbd, MPHUOCTAHABIMBAIOTCS CO JHA
HaIPaBJICHUS 3asBUTEIIO 3aIPOCa YIOJIHOMOYEHHOTO (heepaibHOTO OpraHa UCIIOHUTEIFHON BIACTH 10
JHS TIONy4eHUs OTBETa Ha JAHHBIM 3alMpoCc W HE YYUTHIBAIOTCS MPH HCUUCICHUH CPOKA MPHHITHUS
pelIeHHsT O BHECEHWW W3MEHEHWH B JOKYMEHTBI, COJIEp)KAIllMecs B PETUCTPAMOHHOM JOChE Ha
3aperucTPUPOBAHHBIN JEKAPCTBEHHBIN Mpenapar A BETEPUHAPHOTO MPUMEHEHHUS.

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

5. OcHOBaHMEM /Ji1 OTKa3a B TMPOBEACHUU HKCIEPTU3bl JIEKAPCTBEHHOIO CPEIACTBA JUIS
BETEPUHAPHOTO TPHMEHEHUS SIBJISICTCS TPEACTABICHUE JTOKYMEHTOB, YKa3aHHBIX B dacTsx | u 3
HACTOSAIIEH CTaThU, B HEMOJHOM 00BhEME WIIM OTCYTCTBHE B MPEIACTABICHHBIX JOKYMEHTAX IOCTATOYHBIX
CBEJICHUH, TOATBEPKIAIOMNX HEOOXOJUMOCTh BHECEHHS W3MEHEHHM, JM0O0 HEempeaCTaBIeHUE
3asBUTEJIEM B YCTAHOBJICHHBIM CpPOK OTBETAa Ha yKa3aHHBIM B yacTu 4.1 HacTosmed crtatbu 3arpoc
YIOJIHOMOYEHHOTO (peIepaTbHOTO OpraHa UCIIOJIHUTEILHON BIIACTH.

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

6. DKcrepTu3a JIEKapCTBEHHOTO CPEACTBA Ul BETEPUHAPHOTO NPUMEHEHHS! B LIETSX BHECEHMS
U3MEHEHUH B JIOKYMEHTBI, COJAEp)KALUECS B PETUCTPALIMOHHOM JOChE€ Ha 3aperMCTPUPOBAHHBIN
JIEKapCTBEHHbI Mpermapar s BETEPUHAPHOTO TMPUMEHEHHS, OCYLIECTBISIETcs B  MOpPSAKE,
YCTaHOBJIEHHOM cTaTbel 24 HacTosAero denepanbHOro 3akoHa.

6.1. B cpok, He mpeBBIAONUH JeCATH pabodnX JHEH CO THS MOTYYSHHUS 3aKITFOUCHUS] KOMUCCHHI
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

SKCIIEPTOB IO PE3yJibTaTaM YyKa3aHHOW B YacTH 2 HACTOAILIEH CTAaTbU 3KCIEPTHU3bI, YIOJIHOMOYECHHBIH
(benepanbHbI OPraH UCIOJHUTEIBHON BIACTH:
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

1) npuHUMaeT pelieHne 0 BHECEHUU U3MEHEHUH B TOKYMEHTBI, COJIEpKaIlUecs B pErUCTPALMIOHHOM
J0ChE Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar Uil BETEPHHAPHOTO NPHUMEHEHHs, Wi 00
OTKa3€¢ BO BHECEHUU TaKUX U3MECHECHUN;

2) BHOCUT B TOCYJapCTBEHHBI pEECTp JIEKAPCTBEHHBIX CPEJICTB HAa OCHOBAHMM PEUIECHUS O
BHECEHUM H3MCHEHMH B  JOKYMEHTBI, COJEp)KallMecs B  PErMCTPallMOHHOM  JOCbe  Ha
3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar il BETEPUHAPHOTO IPUMEHEHHUs, HEOOXOTUMbIe
M3MEHEHUS U BO3BPALLAET 3TH JOKYMEHTHI 3asBUTEIIIO;

3) BbLIAET 3asBUTENI0 HOBOE PErMCTPALMOHHOE YJOCTOBEPEHME JIEKAPCTBEHHOI'O Ipemnapara Ajs
BETEPUHAPHOTO NMPUMEHEHHS B Cllydae HEOOXOJUMOCTH W3MEHEHHUS CBEICHUH, COACPKAIIMUXCSI B HEM, C
COXPAaHEHHEM HOMEpPA 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 ciiydae BHECEHHs M3MEHEHHI B JJOKYMCHTBI, COJIEPIKAIIUECS B PETUCTPAIMOHHOM JIOChE Ha
3apErUCTPUPOBAHHBIN  JIEKAPCTBEHHBIA Ipermapar Ui BETEPHMHAPHOTO IPUMCHEHHS, B 4YacTH,
Kacaromiencss W3MeHeHusT u (WId) JONOJHECHHS IMPOM3BOJICTBEHHOW IUIOIIAIAKH JICKAPCTBEHHOI'O
npemnapara, Mpu IPEACTABICHUU 3asBUTEIIEM B COOTBETCTBUHU C IIYHKTOM 3 4acTH 1 HACTOsIIEH CTaTbu
KOIIMKM PEIICHUS YIMOJHOMOYEHHOTO (heaepalbHOTO OpraHa HMCIIOJHUTEILHOW BIIACTH O IMPOBEACHUU
HHCIIEKTHPOBAHMS TPOU3BOIUTENSI JIGKAPCTBCHHBIX CPEACTB CPOK, yKa3aHHBIA B 4yacTu 6.1 Hacrtosiiei
CTaThbH, MPUOCTAHABIMBACTCS CO JIHS TMOJYYCHHUS 3aKIIOUCHHS KOMHCCHH DKCIEPTOB O JHS HMPUHATHS
YIIOJIHOMOYEHHBIM (e/IepalibHbIM OPTaHOM UCTIOJTHUTEIBHOM BJIACTH PEUICHHUS O BbIadye Wik 00 OTKa3e B
BbIJIaU€ 3aKJIFOUCHHMSI O COOTBETCTBHUU IMPOW3BOAUTEINIS JICKAPCTBEHHBIX CPEJICTB TPEOOBAHUSAM MPaBUII
HaJIJIKAIIeH TPOU3BOJCTBEHHOM MPAKTUKH, HO HE 00JIee YeM Ha CTO BOCEMBIECIT Pa0OUYMX JHEH.

(gacTh 6.2 BBeneHa DenepaibHBIM 3akoHOM OT 04.06.2018 N 140-D3)

7. OcHOBaHMEM [UIsl OTKa3a BO BHECEHUMM W3MEHEHHMH B JOKYMEHTBI, COJEpJKamuecs B
PErMCTPAallMOHHOM J0ChE€ Ha 3apEeTrMCTPUPOBAHHBIA JIEKAPCTBEHHBIM Npemnapar Uisi BETEPUHAPHOIO
IPUMEHEHHMs, B CIydasix, He TPeOYIOIINX MPOBEJICHUS IKCIEPTH3bI JIEKAPCTBEHHOIO CPEACTBA, SABJISAETCS
MpEeJICTaBIeHHEe JOKYMEHTOB, YKa3aHHBIX B 4yacTAx | W 3 HAcTOSIIEH CTaThH, B HEMOIHOM OOBEME WU
OTCYTCTBHE B IPEJCTABICHHBIX JOKYMEHTaX CBEJIEHUH, KOTOPbIE JOKHBI OBITh B HUX OTPAXKEHBI, MO0
HEIPECTaBICHUE 3asABUTEIIEM B YCTAaHOBJICHHBIM CPOK OTBETa Ha yKa3aHHbIM B 4dacTu 4.1 Hacrosmieu
CTaThU 3aIPOC YIIOJIHOMOYEHHOTO (heiepabHOIO OpraHa UCIOJIHUTEIbHOM BIACTH.

(dactp 7 B pen. @eaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7.1. OcHoBaHMeM MJi1 OTKa3a BO BHECEHUM H3MEHEHMH B JIOKYMEHTBI, COJAEpXKalluecs B
PETUCTPAIIMOHHOM JI0OCh€ Ha 3aperUCTPUPOBAHHBIN JIEKAapCTBEHHBIM IMpenapar il BETEPUHAPHOTO
IPUMEHEHHS, B CIIydasix, TPeOYIOIIMX IMPOBEACHUS SKCIEPTU3bI JIEKAPCTBEHHOTO CPEJCTBA, SIBJISAETCS
3aKJIIOYEHHE YIOJHOMOYEHHOro (heepaslbHOr0 oOpraHa MCIOJHUTEIbHONM BJIACTH O BO3MOYKHOCTH
CHIDKEHHsI 0€3011acHOCTH, KadecTBa, 3(h(heKTUBHOCTHU JIEKAPCTBEHHOI'O IpenapaTa BCIIEACTBUE BHECEHUS
M3MEHEHUH B yKa3aHHbIE JOKYMEHTHI, OTKa3 YIIOJIHOMOUYEHHOTO (pe/iepaqbHOro opraHa UCHOIHUTEIbHOM
BJIACTH B BBIAAU€ 3aKIIOYEHUS O COOTBETCTBUHU MPOM3BOAUTENS JICKAPCTBEHHBIX CPENICTB TPEOOBAHUSAM
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

MpaBUJl HAJJEXKalled MPOU3BOJCTBEHHON TMPAKTHUKKA B Cllydae HU3MEHEHUS W (WIK) JIOTOJHEHUS
MIPOM3BOJICTBEHHON IIJIOMIAIKK JIEKAPCTBEHHOTO TMpernapara, €clid IPOU3BOJICTBO JIEKAPCTBEHHOTO
rpernapara JJjisi BETEpUHaApHOr0 NPUMEHEHUsI OCYILIECTBisieTcs 3a npenenamu Poccuiickoin denepannu,
WM OTCYTCTBHUE 3TOTO 3aKJIIOUCHUS.

(dactb 7.1 BBeaena denepanbubim 3akoHoM 0T 04.06.2018 N 140-D3)

8. Jlomyckaetcsi oOpallleHHe JIEKApCTBEHHBIX MpPernapaToB JjIsi BETEPUHAPHOIO MPUMEHEHHS 0
HCTEUYEHUsI CPOKa rOAHOCTH, TPOU3BEJCHHBIX B TEUYCHUE CTa BOCBMHJIECATH JIHEU MOCIIE JaThl MPUHATHUSA
YIOJTHOMOYEHHBIM (heJIepaTbHBIM OPIaHOM HCIOJHUTEIBHOMN BIACTH PEUICHUS O BHECEHUU N3MEHEHUH B
JIOKYMEHTBI, COJIEPKAIIUECsS B PETUCTPALIMIOHHOM JI0ChE Ha JIEKApCTBEHHBIN MperapaT, B COOTBETCTBUH C
uH(popMaluen, coaepKamieiics B JOKyMEHTax PErucTpallMOHHOIO JOChE Ha JIeKapCTBEHHBIHM Mpenapar 10
JIAThI IPUHATHS TAKOTO PEIICHUS.

(dactp 8 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

CraTtbsa 32. OTMeHa rocyaapCcTBEHHOW perncrpauumm fnieKapcTBEHHOro npenapara

Pemenne 006 ormeHe FOCYI[apCTBeHHOﬁ perucTpanuu JCKAapCTBCHHOI'O IIpCIiapaTa W HCKIIOYCHUUN
JICKApCTBCHHOT'O IIpfriapara M3 TOCYAapCTBCHHOI'0O peeCTpa JICKAPCTBCHHBIX CPCACTB IIPHUHUMACTCA
YIIOJIHOMOYCHHBIM (I)eﬂepaanHM OpraHomM HUCIIOJIHUTEIBHOM BIACTU B cJIydac:

1) npeacTaBiIeHUs: COOTBETCTBYIOIIUM YIOJTHOMOUYEHHBIM (eiepaaIbHbIM OPTaHOM HCTIOTHUTEIBHON
BJIACTU 3aKJIIOYEHHUS O PUCKE WM 00 Yrpo3e 370pOBbIO, XM3HM YEIOBEKAa WJIM >KUBOTHOIO IpHU
NPUMEHEHUH JIEKapCTBEHHOT'O TIperapara, IPEeBBIIIAIMX ero 3(QQeKTHBHOCTh, IO pe3yibTaTamMm
OCYILECTBISIEMOI0 UM MOHUTOPUHTIAa 6€3011aCHOCTH JIEKAPCTBEHHOTO IIperapara;

2) momauM Jep)KaTelieM WU BJIAQJENbLEM PEruCTPAMOHHOTO YIOCTOBEPEHHS JIEKApCTBEHHOTO
mpermapaTa WM YIOJHOMOYEHHBIM MM JPYTUM IOPUAMYECKUM JIMIIOM 3asiBI€HHS 00 OTMeHe
rocyJapCTBEHHOM pPEerucTpaIliy JIGKApCTBEHHOTO Mperapara;

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

3) HeNmoOATBEPKIIEHUSI TOCYJAPCTBEHHON pPETUCTpAIluU JICKAPCTBEHHOTO Tpernapara Mo HUCTCYCHHUH
CpPOKa JEHCTBUS PErUCTPALIMOHHOIO yIOCTOBEPEHUS, BBIJTAHHOTO HA IIATH JIET;

4) HenpeacTaBIeHUS 3asBUTENEM HH(OpMaLIMK, KOTOpasi MOKET MOBJIEYb 32 OO0 HEOOXOAUMOCTh
BHECEHUS U3MEHEHUH B JJOKYMEHTBI, COJEPKALINECS B PETMCTPALMOHHOM JI0ChE Ha 3apErMCTPUPOBAHHBIN
HeKapCTBCHHBIﬁ npemnapar, B TCHCHUEC TPUALATH pa60q1/1x I[HCI71 CO OIHSA HACTYIUICHUA OTUX I/ISMCHGHHfl;

5) ocyuecTBIEHHUsI TOCYIapCTBEHHOW pETHUCTpalMM JIeKapCTBEHHOTO MpenapaTta Mo TOPrOBbIM
HAaMMCHOBAHUCM 3apCruCTpUpPOBAHHOI0 pPaHEC IMOA 3TUM TOProOBbIM HAMMCHOBAHUECM JICKAPCTBCHHOTO
npernapara, OTJINYaIOLIerocss KaYeCTBEHHBIM COCTaBOM JICHCTBYIOIIMX BEILECTB;

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

6) OoCyIIeCTBIEHHS TOCYJaPCTBEHHOMN PEruCcTpaIlui OJJHOTO U TOTO K€ JIEKApCTBEHHOTO Mpernapara B
OTHOIICHWH OJHOTO W TOTO K€ Jep)Kareis WU BIIAJCNblla PErUCTPAIMOHHOTO YIOCTOBEPCHHUS
JIEKapCTBEHHOTO TMpermapaTa B BHUAE JBYX W Oojee JEKapCTBEHHBIX TMpPENapaTroB MOJ Pa3TMYHBIMU
TOProBbIMW HAUMCHOBAHUAMU
(m. 6 B pen. @exnepanbHoro 3akoHa ot 04.06.2018 N 140-D3)
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?:Eleﬁ”;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 03.05.2023

7) BEIHECEHHMSI CYZIOM PEIICHHs O HAPYIICHUH TIpaB MpaBoo0IaaaTeliss 00beKTOB HHTEIUICKTYAIbHON
COOCTBEHHOCTHU IIPU 0OpaIlleHUH JIEKapCTBEHHBIX CPECTB;

8) OTCYTCTBHS JICKQPCTBEHHOTO Tperapara B oOpameHuu B Poccuiickoit denepanuu B TeueHUe
Tpex u Ooee JeT;
(. 8 BBeeH PenepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

O) HeBBINOJMHEHWS JAepXkaTreleM WIM  BJaJeiblleM pPETUCTPALMOHHOIO  YAOCTOBEPEHHUS
JIEKapCTBEHHOTO Tpernaparta Ju00 yIMOTHOMOYEHHBIM UMU JAPYTUM FOPUIUYCCKUM JIHIIOM MEPOIIPHUSTHIA
no ooOecrneyeHn0 Oe30MacHOCTH JIEKAaPCTBEHHBIX IPENapaToB, YCTAHOBJICHHBIX YIOJIHOMOYEHHBIM
denepanbHBIM OPraHOM HCIIOJHUTEIBHON BIIACTH B COOTBETCTBUU C dYacTasmMu 3 u 4 crateu 64
HacTosiero denepanbHOro 3aK0Ha, B paMKax OCYIIECTBICHUs (papMaKkoHaA30pa;

(n. 9 BBennen DenepanibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

10) orka3a JnepkaTenss WIM BiaJeiblla PETUCTPAMOHHOTO YAOCTOBEPEHHUS JIEKapCTBEHHOIO
npenapara JMOO YHIOJIHOMOYEHHOTO WUMHU JIPYroro IOPUIUYECKOrO JIMIA OT BHECEHHsS] M3MEHEHUW B
MHCTPYKLHIO IO TPUMEHEHHUIO JIEKapCTBEHHOIO IMperapaTa, KacaroIIUXCs HOBBIX MOATBEPKIACHHBIX
JAHHBIX O TOM, YTO PUCK NMPUYUHEHUS BpeJa 3J0POBBIO UEIOBEKA WMJIM KUBOTHOTO BCIEIACTBUE MpHUEMa
JIEKapCTBEHHOTO Ipernapara npeBbimaeT 3GPeKTUBHOCTD €ro IPUMEHEHUS.

(. 10 BBenen PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

Koncynprantlintoc: nmpumedanue.
C 01.01.2026 ct. 32 nomonusercsa m. 11 (@3 or 27.12.2019 N 475-D3).

CraTtba 33. locyaapCcTBEHHbIN peecTp NeKapCTBEeHHbIX CpeacTB

1. T'ocynmapcTBEHHBI peecTp JIEKApCTBEHHBIX CPEJCTB COJEPKHUT MEPEUYCHb JIEKAPCTBEHHBIX
MpenaparoB, MPOIISANINX TOCYAapPCTBEHHYIO PETUCTPAIMIO, MepeUeHb (PapMaleBTUYECKUX CyOCTaHIIHM,
BXOJIAIIMX B COCTAB JIEKAPCTBEHHBIX MPEMApPATOB, U CIECAYIONIYI0 HHPOPMAIIUIO:

1) B OTHOIIEHNH JI€KAPCTBEHHBIX IIPENApaTOB:

a) HaMMEHOBaHHE JIEKAPCTBEHHOrO TpemapaTa (MEXIyHapOJHOE HEMaTeHTOBaHHOEe, WU
TPYIIIUPOBOYHOE, HJIM XUMHUYECKOE U TOPIrOBOE HAUMEHOBAHHS);
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

0) nexapcTBeHHass popMa C yKa3aHUEM JO3UPOBKH JICKAPCTBEHHOTO TperapaTa U ero KOJIU4YeCTBa B
MOTPEOUTENHCKOM YIIaKOBKE;

B) HAaIMEHOBaHUE JepiKaTessl WIKM BIaJeblla PErUCTPAMOHHOTIO YIOCTOBEPEHUSI JIEKAPCTBEHHOTO
IpernapaTa U CBEACHUSA O PETUCTPALMU AeprKaTels WIN BIAJENbla PETUCTPALUOHHOIO yJOCTOBEPEHHUS
JIEKapCTBEHHOI'O Ipernapara Juisi MEIUIIMHCKOTO MPUMEHEHHUS! B KaUeCTBE HAJIOIOIJIaTeNIbIIMKa B CTPaHe
peructpanuu (s pOCCUHCKUX IOPUANYECKUX JIUI] - UICHTU(UKAMOHHBIA HOMEpP HAJIOroIIaTesbInuKa
(MHH), nyist mtHOCTpaHHBIX IOPUIMYECKUX JIUI - CTPaHa pEerucTpali, HAMMEHOBAaHUE PETUCTPUPYIOIIETO
OpraHa, perucTpallMOHHBIM HOMEP, KOJ HAJIOrOIUIaTEIbIIMKa B CTPaHE PErUCTpaluu (MHKOPIIOpPALUH)
WJTU €TO aHaJIor);

(nm. "B" B pen. ®enepanpHoro 3akoHa ot 28.12.2017 N 425-D3)
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?:Ele‘?:;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 03.05.2023

I') HAUMEHOBAHUE U apec MPOU3BOAMUTENS JEKAPCTBEHHOTO IpenapaTa U CBEACHUS O PETUCTPALIH
NPOM3BOAMTENS  JIEKAPCTBEHHOTO  Ipermapara JUIi  MEAWIMHCKOTO NPHUMEHEHHs B  KayecTBe
HQJIOTOIIATENbIIMKA B  CTpaHe  perucrpanmuu (Ui POCCHMCKUX  IOPHIMYECKUX  JIUI[ -
UIeHTH(OUKAIMOHHBI HOoMep Hanoromiarensimuka (MHH), mms wHOCTpaHHBIX FOPHIMYECKHX JIHIL -
CTpaHa pEerucTpaluy, HANMEHOBAHHME PETUCTPUPYIOIIETO OpraHa, PErucTPALMOHHBIA HOMEp, KOA
HaJIOTOIUIATEIBIIMKA B CTPAHE PETUCTPALUH (MHKOPIOPALIMH) HIIH €r0 aHaJIor);

(nm. "r" B pea. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

1) (bapmakoTepaneBTu4ecKas rpymmna, KOJ JIEKapCTBEHHOIO mpenapara 1o
aHATOMO-TEPANEeBTUUYECKO-XUMHUECKONW KiTacCU(pHUKAIINM, PEKOMEH0BaHHONH BcemupHoil oprannzanueit
3IpaBOOXPAaHEHUS;

(nm. "n" B pen. denepanbHoOro 3akona ot 22.12.2014 N 429-03)

€) MOKa3aHMsI U MPOTUBOINOKA3aHUS K TPUMEHEHUIO JIEKapCTBEHHOTO MIpernapara;
) TOOOYHBIE IEHCTBHS JICKAPCTBEHHOTO MPeTapara;

3) CPOK 'OJTHOCTH JIEKApPCTBEHHOTO Mpernapara;

1) YCIIOBUSI XpaHEHUS JIEKapCTBEHHOTO Npernapara;

K) YCJIOBHSI OTIIyCKa JIEKAPCTBEHHOT'O MIperapara;

J) HOMep (QapMakomedHOW CTaThM WJIA B CiIydae €€ OTCYTCTBHSI HOMEpP HOPMaTHBHOM
JOKYMEHTAIMH 100 HOPMATUBHOTO JOKYMEHTA;

M) JlaTa TOCYIapCTBEHHOW PETUCTpAIldU JIEKAPCTBEHHOTO Ipenapara M €ro pPerucTpallMOHHBIN
HOMEp, JlaTa 3aMEHbl PETUCTPAIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO IMpemnapara Ha OeccpouHoe
PErUCTpallMOHHOE  YAOCTOBEpPEHHE JIEKApCTBEHHOTO Tperapara, Jara T[OoJa4yd  3asBJICHUS O
MOATBEPXKJICHUH TOCYJIAPCTBEHHOW pPETUCTpaluy JIEKQpCTBEHHOrO Ipemapara, Jara OTMEHBI
rocyJIapCTBEHHOM pEerucTpaIfy JICKapCTBEHHOTO Mperapara;

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

H) Ka4eCTBEHHBI COCTAaB U KOJUYECTBEHHBIM COCTaB JEHCTBYIOIIMX BEIIECTB M KAaYECTBEHHBIN
COCTaB BCIIOMOTaTENbHBIX BELIECTB JIEKAPCTBEHHOTO NIpeIapara;
(. "u" BBenen deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

0) uHpopmarrs 000 Bcex pa3pelieHHbIX BUAaX BTOPUUHOM (TOTPEOUTENHCKOM) YITaKOBKY;
(nm. "o" BBeneH PenepanbHbIM 3aKk0oHOM OT 22.12.2014 N 429-D3)

M) Jarta TPUHITHUS PEHIeHHs O BO3MOXKHOCTH paccMaTpUBaTh JIEKapCTBEHHBIA MpemapaTr Mpu
TrOoCyAapCTBEHHOM PETUCTpaIliy B Ka4ecTBE Op(haHHOTO JIEKapCTBEHHOTO TIpenapara (I1st JIeKapCTBEHHBIX
MpenaparoB JJIsi MEAUIIUHCKOTO PUMEHEHHUS );

(mm. "m" BBenmen denepanbHBIM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepanbHOTO 3aKOHA OT
27.12.2019 N 475-®3)

p) HaIW4YME JIEKAPCTBEHHOTO TIpermapara B IEpPeYHE >KU3HEHHO HEOOXOIUMBIX W BaKHEHIIHMX
JIEKapCTBEHHBIX MPEnapaToB (It TEKAPCTBEHHBIX MPEMapaToB JIJIsl MEIUIIMHCKOTO IPUMEHEHUS );
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

nn

(nm. "p" BBemen depepanbHbIM 3aKOoHOM OT 22.12.2014 N 429-®3; B pen. denepanbHOro 3akoHa OT
27.12.2019 N 475-03)

C) HaJM4Ke B JICKAPCTBEHHOM Ipenapare HapKOTHYECKUX CPEICTB, IICUXOTPOIHBIX BEIIECTB U UX
MIPEKypcopoB,  MOJUIeKalIMX KOHTpoito B  Poccuiickoir ~ Denepanuu, B  COOTBETCTBUU  C
3aKoHoarenscTBOM Poccuiickon denepanuu, MexxIyHapoAHbIMU JoroBopamu Pocculickoit @enepannu,
B TOM uyucie EauHOil KOHBEHIMEH O HapkoThueckux cpenacrBax 1961 rogma um KonBeHuuein o
IICUXOTPOIHBIX BemecTBax 1971 roaa;

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

T) uHboOpMamus O TOM, SBJSIETCA JM JaHHBI JIGKAPCTBEHHBIM mpenapaT peQepeHTHHIM
JIEKapCTBEHHBIM IIPENapaToM;
(nm. "1" BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

y) CBeIEHHUS O Iojaue 3asBJIECHUS O BHECEHUU M3MEHEHUH B JOKYMEHTBI, coJepXaliuecs B
PErUCTPallMOHHOM JIOChE Ha JIEKApCTBEHHBIN IIpenapar;

nen

(nm. "y" BBeeH DenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)
¢) yrpatuia cuny ¢ 1 mapta 2020 rona. - @enepanbubiii 3akoH o1 27.12.2019 N 475-03;

X) CPOK BBEACHHUS JIEKAPCTBEHHOT'O MIpernapaTa B rpaKIaHCKUil 000poT;
(. "x" BBeneH denepanbubiM 3akoHOM OT 22.12.2014 N 429-03)

2) B OTHOIIEHUH (PapMaIeBTHUECKUX CYOCTAHIIMIA:

a) HauMMeHOBaHHME (apMaleBTUUECKOW CyOCTaHIMU (MEXKIyHApOIHOE HEMATEHTOBAHHOE, WIIU
TPYIIHPOBOYHOE, WM XUMHUYECKOE U TOPrOBOE€ HAUMEHOBAHHS);
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

0) HauMEHOBaHKE U aAPeC MPOU3BOAUTENS hapMalIeBTUUECKOM CyOCTaHIINN;
B) CPOK FOAHOCTU (papManieBTUIECKON CyOCTaHINY;
T) yCIIOBUS XpaHeHus (apMaleBTUYECKON CyOCTaHIInu;

1) Homep (¢apMakoneWHON cTaTbu WM B CIy4yae €€ OTCYTCTBHSI HOMEP HOPMaTHUBHOM
JOKYMEHTAIMH 100 HOPMATUBHOTO JOKYMEHTA;

€) Hanuuue (papManeBTUUYECKONH CYOCTAHLIMM B MEpPEUYHE HAPKOTUYECKHX CPEACTB, MCHUXOTPOIHBIX
BEUIECTB M HX IPEKYpPCOPOB, MOJUIEKAIIMX KOHTpoir B Poccuiickoir denepanuu, B COOTBETCTBUM C
3aKoHoarenbcTBOM Poccuiickon denepanuu, MexIyHapoAHbIMU JoroBopamu Pocculickoit @enepannu,
B TOM uuciae EnnHoON KoHBeHIMEW O HapkoThueckux cpeacrBax 1961 roma m Konsenuumeinn o
MCUXOTPONHBIX BemecTBax 1971 ropa.
(mm. "e" BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

2. ®apmarieBTHYECKass CyOCTaHIWA, MPOU3BEACHHAS ISl pealn3allii, MOXKET OBITh BKJIIOUEHA B
TOCy/IapCTBEHHBI PEECTp JIEKAPCTBEHHBIX CPEJICTB HAa OCHOBAaHWUHU 3asBICHUS pPa3padOTUMKa WIH
MIPOU3BOJIUTEINS JIEKAPCTBEHHOTO CpEACTBAa JHOO YHNOJHOMOYEHHOIO UMM IOPUIMYECKOro JIMIA MpH
YCIIOBUU TIPOBEACHHUS B OTHOIIEHUM Takoi (papMarieBTHUECKONH CyOCTaHIIMM SKCIEPTU3bl KadyecTBa
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

(dapmaleBTHUECKON CyOCTaHIIMM B TMOPSIIKE, YCTAaHOBIEHHOM craTheil 34 Hacrosimero denepambHOro
3akoHa. B oTHomeHuM ¢apManeBTUYECKUX CYOCTaHLIMNA, MPOU3BENEHHBIX JUIS pealu3aluH, B
TOCYJapCTBEHHOM peecTpe JEKapCTBEHHBIX CPEACTB COJEPKUTCA CIEAYIoIast UH(OPMAIIHSL:

1) nammeHoBaHue (apMaleBTUUYECKOW cyOcTaHIMU (MEXKIyHapOJHOE HEMaTeHTOBAHHOE, WU
IPyNIUPOBOYHOE, WM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMUS);

2) HaMMEHOBaHUE, aJpec MPOU3BOAUTENS (PapMaLEeBTUUECKON CyOCTaHLIMM, a TAK)KE B OTHOLIEHUU
JIEKapCTBEHHBIX CPEACTB JUIsl MEIUIMHCKOTO NPUMEHEHHUS CBEIEHUS O PErucTpaluy IMPOU3BOAUTEIS
(bapMmanieBTUUECKONH CyOCTaHLMM B KadecTBE HAJIOrOIUIATENbIIMKA B CTpaHe perucrpauuu (ams
POCCHICKHX IOPUAMYECKHX JIHUI - WACHTHU(PHUKAIMOHHBIN Homep Hamororiarensiumka (MHH), s
MHOCTPaHHBIX IOPUIMYECKHUX JIML[ - CTpaHa PETUCTPALMK, HAMMEHOBAHUE PErMCTPUPYIOLIEr0 OpraHa,
PErUCTPALlMOHHBI HOMEpP, KOJl HAJIOTOIUIATENbIIMKa B CTPaHE pEerucTpanuy (MHKOPIIOPALWU) WU €ro
aHaJjor);

(. 2 B pea. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

3) cpok rogHOCTH (hapMalleBTUYECKOM CyOCTaHIINN;
4) ycnoBus XpaHeHUs! papMarieBTUUECKOM CyOCTaHIINM;

5) uomep ¢apmakoneiiHolW craThu MO0 B CiIy4ae €€ OTCYTCTBUS HOMEP HOPMATHBHOMN
JOKYMEHTAIIUU I HOPMATUBHOTO JOKYMEHTA;

6) Hanuuue QapMaleBTUYECKO CYOCTaHIIMU B MEPEYHE HAPKOTUUYECKUX CPENCTB, MCUXOTPOMHBIX
BEIIECTB M HMX IPEKYPCOPOB, MOJIEKAIIMX KOHTPOJ B Poccuiickoit denepaunu, B COOTBETCTBUU C
3aKkoHoaTenbcTBOM Poccuiickoit denepanuu, MexxayHapoaHbIMU JoroBopamu Poccuiickoit @enepannu,
B TOM uuciae EnuHoil koHBeHIMeW o Hapkoruueckux cpeacrBax 1961 roma um Konsenuueidn o
MICUXOTPONHBIX BemecTBax 1971 roxa;

7) nata BKJIIOYEHMs (apMaleBTUUECKON CyOCTaHIIMM B TOCYIAapCTBEHHBIN PEECTp JIEKApCTBEHHBIX
CpEeACTB, JaTa BHECEHHs M3MEHEHHUH B JTIOKyMEHTH! (hapMalleBTHUECKOM cyOCTaHIIMHU, AaTa UCKIIOUEHHS
(apmaleBTUUECKOI CyOCTaHIIMY U3 FOCYIapCTBEHHOIO PeecTpa JIEKapCTBEHHBIX CPECTB.

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

3. Tlopsiok BeleHHS TOCYAApCTBEHHOTO pPEecTpa JIGKAPCTBEHHBIX CPEJCTB JUISI MEIHIIMHCKOTO
NPUMEHEHUSIT W TIOPSJAOK BEIECHHUS TOCYAApPCTBEHHOIO peecTpa JIEKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO TPUMEHEHUSI YTBEPXKIAIOTCS COOTBETCTBYIOIIMM YIIOJTHOMOYEHHBIM (eiepaibHbIM
OpPraHOM HUCIIOJIHUTENBHOMN BIIACTH.

Cratba 34. BknroyeHMe B rocyfapCTBeHHbIN peecTp NeKapCTBEeHHbIX CPeacTB WU
MUCKNoYeHne u3 rocyaapcTBeHHOro peecTtpa NleKapCTBEHHbIX cpeacTs
c¢hapmaueBTUYECKON CyOCTaHLUMKU, NPON3BEAEHHOMN ONA peanusauumn
(B pen. denepanbHoro 3akoHa OT 22.12.2014 N 429-03)

1. Jlnsa BxiroueHus ¢apMarieBTUYECKON CYOCTaHIIMU, TIPOM3BEICHHON JUIsl pealn3aluu, B
rOCYJIapCTBEHHBIN PEECTP JEKAPCTBEHHBIX CPEACTB, IPOBOAUTCS SKCIIEPTHU3A €€ KaUeCTBA.
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

2. DKcrepTH3a KauecTBa yKa3aHHOW B 4acTH | HacTosmieil craTebu (hapMaieBTUYECKOl CyOCTaHIIu,
COCTaBJIEHHE KOMUCCHEN HKCIIEPTOB 3aKJIIOUEHUH IO pe3ysIbTaTaM 3TOM 3KCIIEPTU3bl U UX HalpaBJIeHUE B
YIIOJTHOMOYEHHBINH (hefepaibHbId  OpraH HCIIOJIHUTENFHOW BJIACTH OCYHIECTBISIIOTCS B CPOK, HE
IPEBBILAIOIIMNA  IIECTUAECATH pabo4yux JHEH CcO JHS MOJIy4EHMsl SKCIEPTHBIM YUpEKACHUEM
COOTBETCTBYIOLIETO 3a/aHUSl YIMOJHOMOYEHHOTrO (hefepaibHOrO OpraHa HCIOJHHUTEIBHON BIacTH M
CJIETYIOIIUX JOKYMEHTOB (CBEJICHUM ):

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

1) cBeseHust 0 JaTe MPENOCTABICHUS M PETUCTPAIIOHHOM HOMEpE JHUIICH3MH Ha MPOU3BOJICTBO
JIEKapCTBCHHBIX CPEACTB WM CBEICHHUS O JaTe TMPEJAOCTaBICHHS ¥ PErHCTPAIlMOHHOM HOMeEpe
3aKIIOYCHUST O COOTBETCTBUHM IPOU3BOAMTENS JIGKAPCTBEHHBIX CPEJICTB TPEOOBAHHSM  IPABHII
HaJJIeXkKAlleld MPOW3BOJACTBCHHON TMPAKTUKU, BBIAAHHBIX (TIPEIOCTABICHHBIX) YIIOJIHOMOYEHHBIM
denepanbHBIM OpPraHOM HCIIOJHUTEIBHON BJIACTH, B CIIydae, €CJIH IPOM3BOJCTBO JIEKAPCTBEHHOTO
cpeacTBa ocyulectBisieTcss B Pocculickoit @enepanuu;

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

2) Komus JOKYMEHTAa, BBIJAHHOTO YIIOJHOMOYEHHBIM OpPraHOM CTpPaHbl IPOU3BOAUTEIS
JICKQpPCTBEHHOTO CPEIICTBA M MOJTBEPIKIAIOIICTO Pa3peIIeHUe MPOU3BOICTBA JIEKAPCTBEHHOT'O CPEICTBA,
M €ro NepeBoJl Ha PYCCKU S3BIK, 3aBEPEHHBIC B YCTAHOBJICHHOM IMOPSAKE, a TAKXKE KOMHS 3aKIIOUYCHHS O
COOTBETCTBUM  INPOU3ZBOAMTENS  JICKAPCTBEHHBIX  CPEICTB TPEOOBaHHSIM  IPAaBWJI  HaJUIeXKAIICH
MIPOU3BOJICTBEHHOH MPAKTHKH, BBIIAHHOTO YIMOJTHOMOUYEHHBIM (pe/iepaibHbBIM OPraHOM HCIIOJHUTEIHHON
BJIACTH, JHOO KOMHS PEIICHUsS YIOJIHOMOYCHHOTO (hefepallbHOTO OpraHa HCIOJHHUTEIBHON BIAcTH O
MPOBEICHUN HMHCIIEKTUPOBAHUS TPOU3BOAUTENS JICKAPCTBEHHOTO CPEACTBA. YKa3aHHbBIE TOKYMEHTHI
NPEJCTABISAIOTCS B Cly4ae, €CIM IPOU3BOJCTBO JICKAPCTBEHHOI'O CPEACTBA OCYIIECTBISETCS 3a
npeaenamu Poccniickoit denepanuu;

(m. 2 B pea. @exnepanbuoro 3akona ot 04.06.2018 N 140-D3)

3) IOKYMEHT, COIEp KAl CIEAYIONINE CBEICHUsSI O (DapMalleBTHUECKOM CyOCTaHITUU:
a) HaUMEeHOBaHMe (apMaleBTUUECKON CYOCTaHINH, €€ CTPYKTypa, o0II1e CBOUCTBA,
0) HauMEHOBAaHUE U a/IpeC MPOU3BOAUTEIIS;

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

F) OITMCaHHC pa3pa60TK1/I ponecca npou3BOACTBA,

J1) ONHUCaHWE KOHTPOJIS KPUTUYECKUX CTaJui Ipolecca MNPOU3BOACTBA U IPOMEXKYTOUHOM
IIPONYKLIHH;

€) TOKYMEHTaJIbHOE TIOITBEPKACHHUE (BAIMIAIINSI) POIIECCOB U (UJTH) MX OIEHKA,
’K) CBOICTBA U CTPYKTYpa JACUCTBYIOIINX BEIIECTB;
3) XapaKTEPUCTHKA TPUMECEH;

1) cnenudukanys Ha papMaleBTHUECKYI0 CyOCTaHIIMIO U ee 000CHOBaHUE;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

K) aHaJUTHYECKHE METOJMKH, WCIOJIb3yeMble TIPH OCYIIECTBICHUU KOHTPOJIS KayecTBa
(dhapmareBTHUeCKON CyOCTaHITNH;

J) NOKYMEHTaJbHOE MOATBEpPXKIACHUE (BaIMAALMS) aHATUTUYECKUX METOAMK, MCIOJIb3YEMbIX MPHU
OCYIIECTBJICHUN KOHTPOJISA KadecTBa papMarieBTUIECKON CyOCTaHIINH;

M) pe3yJIbTaThl aHaIK3a Cepuil (hapMalleBTHUECKON CYOCTaHIINH;

H) MepeyYeHb CTaHAAPTHBIX 00pa3lOB WM BEIIECTB, UCIOJIB3YEMbIX MPU OCYIIECTBICHUU KOHTPOJISA
KauyecTBa,

0) OIIMCaHME XAPAKTEPUCTUK U CBOMCTB YIIAKOBOYHBIX MaT€pPHAJIOB U YKYIIOPOUHBIX CPE/CTB;
1) JaHHBIE O CTAOMIIBHOCTH (hapMaleBTHUECKOW CyOCTaHIINY;
P) CPOK TOIHOCTH;

4) TOKYMEHT, COJIepKAIINil CBEIEHUSI O PETUCTPAIIMU MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB IS
MEIHUIIMHCKOTO MPUMEHEHUS! B Ka4eCTBE HAJIOTOIIATENbIINKA B CTPaHE PETUCTpAlMU (ISl POCCHUICKUX
IOpUJIMYECKUX JIMIl - WACHTH(PUKAIMOHHBIM HoMmep Hanoromnarensiiuka (MHH), nns wHOCTpaHHBIX
FOPUJIMYECKUX JIUI] - CTPaHa PErUCTPaLMKi, HAUMEHOBAHUE PETUCTPUPYIOILIETO OpraHa, perucTpalMOHHbIN
HOMEDP, KOJI HAJIOTOIUIATENbIIMKA B CTPAHE PErucTpaluu (MHKOPIOPAIlUN) UIH €r0 aHaJIoT).

(. 4 BBeneH DenepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)
(gacts 2 B pen. Denepanbroro 3akoHa oT 22.12.2014 N 429-®3 (pen. 13.07.2015))

3. Jlna mpoBeneHus OKCIEPTU3bl KayecTBa YKa3aHHOM B 4YacT | HacrosAmed CTaTbu
(bapMarieBTHYECKONH CyOCTaHIIMU 3asBUTENb NPEACTABISIET B YIOJIHOMOYEHHBIH (enepanbHbIi opraH
VCIIOJTHUTENIBHON BIIACTH:

1) 3asBneHME O BKJIIOUEHHH B TOCYAApPCTBEHHBI peecTp JIEKapCTBEHHBIX CPEICTB JTaHHOU
(bapmarieBTHYECKON CyOCTaHIINH;

2) Komus JTOKyMEHTa, MOJATBEP)KJAIOLIEr0 yIJIaTy TrOCYAApCTBEHHOM NOLUIMHBI 32 BKJIIOYEHHUE B
rOCYJJapCTBEHHBIM peecTp JIEKapCTBEHHBIX CPEACTB (papMaleBTUYECKOH CyOCTaHIMM, MPOU3BEICHHOMN
Uil pealM3anuu, 700 TO COOCTBEHHOW WHHIMATHBE YKa3aHHBIM JOKyMEeHT. B ciydae ero
HENpeACTaBICHUS 3asBUTEJIEM YIOJHOMOUYEHHBIH (eaepanbHblii OpraH HCHOJHUTENbHON BIacTH
npoBepsieT (akT yImiaThl TOCYJapCTBEHHOIN MOLUIMHBI 3asBUTEJIEM C HCIIOJIb30BaHMEM HMH(popmanuu 06
yIjaTe TocyJapCTBEeHHOM MONLIMHBI, cofepxalieiics B ['ocyaapcTBeHHON MH(OPMAIIMOHHON cUCTeME O
roCyaapCTBEHHBIX M MYHHUIUIIAJIBHBIX IJIATCKaX, HAa OCHOBAHUU HpeHCTaBHeHHOﬁ 3as1BUTCIIEM KOIINHU
JOKYMEHTA, TOATBEPKAAIOIIET0 YIIaTy TOCYAapCTBEHHOM MOIIIMHBI,

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

3) IOKYMEHTBI, YKa3aHHBIEC B UaCTU 2 HACTOAILIEH CTAaThU;
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

4) 3asBIEHHE O BbIIaye paspelieHus Ha BBO3 B Poccuiickyro dexepanuio KOHKPETHOW MapTHU
HE3aperuCTPUPOBAHHOTO JIEKAPCTBEHHOTO CPEACTBA, MPEJHA3HAYEHHOIO JUIsl MPOBEICHHS yKa3aHHOU
SKCIIEPTU3BI.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

(. 4 BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

3.1. B ciywyae HempencTaBi€HHsI C 3asBICHHEM O BKJIIOYEHHMM B TOCYJApPCTBEHHBINH peecTp
JICKapCTBEHHBIX CPEACTB (hapMaleBTHUECKONW CYOCTAaHIIMM JOKYMEHTOB, HOJTBEPXKAAIOUINX YIUIATy
roCy/1IapCTBEHHOM MOILJIMHBI U YKa3aHHBIX B IMyHKTE 2 4acTH 3 HACTOSIICH CTaThbU, a TAK)KE BbIIaBAEMbIX
(mpenocTaBisieMbIX)  YIOJTHOMOYEHHBIMH  (pelepalbHBIMH ~ OpraHaMH  WCIOJHUTEIBHOW  BIJIACTH
JIOKYMEHTOB (CBEJICHMI), YKa3aHHBIX B MYHKTaX | M 2 4acTu 2 HACTOSIIECH CTaThbU, YIOJTHOMOYCHHBIN
(benepanbHBIi OpraH HCIOJHUTENBLHONW BJIACTH 3alpallidBaeT yKa3aHHbBIE JOKYMEHTHI (CBEIEHHUS) B
MOPSAIKE MEKBEIOMCTBEHHOTO MH(POPMALIMOHHOTO B3aUMOJICHCTBUSI.

(uactsb 3.1 BBeneHa @enepasibHbIM 3aKk0HOM OT 27.12.2019 N 478-D3)

4. B Teuenue necsatu pabouux JHEH CO JHS MPUHATHA 3asBJICHUS O BKIIOUYCHUM YKa3aHHON B 4acTH
1 nacrosamei cratbu (papmManeBTUYECKOH CyOCTaHLIMU B TOCYAAPCTBEHHBIM DPEECTp JEKApCTBEHHBIX
CPEACTB M JOKYMEHTOB, IIEPEUYMCIEHHBIX B 4acTW | M IyHKTe 2 4acTM 3 HACTOSIIEH CTaThHy,
YIOJHOMOYEHHBIN (peiepabHbII OpTraH UCIOJHUTEIbHOM BIIACTH:
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1) mpoBOAMT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH JAHHBIX, COJAEPKAIIMXCSA B IPEJCTaBICHHBIX
3asBUTEJIEM JIOKYMEHTaX;
(B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-03)

2) mpuHUMAET pELICHHE O HAMpaBICHHH B JKCIEPTHOE YUPEXKICHUE 3a/laHds Ha TMPOBEACHUE
AKCIIEPTH3bI Ka4eCTBa yKa3aHHOM B 4acTh | HACTOSAIICH cTaThyl (hapMarleBTHYECKON CyOCTaHIIUN MU 00
OTKa3€ B TAKOM HaIIPABJICHUU;

3) yBemoMIIsieT B AJIEKTPOHHOW WJIM MHUCHMEHHOH (hopMe 3asBUTEINS O MPUHSATOM PEIICHHH HMIIH B
cllydae OTKa3a ¢ yKa3aHHeM IPUYUH TAaKOTO OTKa3a.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4.1. B cnydae BBISBICHHUS HEIOCTOBEPHOCTH CBEIACHHM, COJIEPXKALIUXCA B MPEACTABICHHBIX
3asBUTENIEM MaTepuaiax, yIIOJTHOMOUYEHHBIH (elepaibHbIi OpraH WCIOJHUTEIBHON BIACTH HAIPABJISCT
3asBUTENIO0 3ampoc 00 YTOYHEHHWH YKa3aHHBIX CcBedeHWi. J[aHHBIM 3ampoc MOXeT OBITh MepeaaH
YIIOJTHOMOYCHHOMY TPEJACTABUTEIIO 3asBUTENS JIMYHO T10J] PACIHUCKY, HAIMPABJICH IO MOYTE 3aKa3HBIM
MUCBMOM HJIM TI€pe/iaH B DIEKTPOHHOHN (hopMe Mo TelIeKOMMYHHMKAIIMOHHBIM KaHaiaMm cBsi3u. B ciydae
HaIPaBJICHUS TAHHOTO 3aIipoca I10 MOYTEe 3aKa3HBIM MTUCHMOM OH CUHTACTCS TOJyUYESHHBIM 110 HCTCUCHHUH
IIeCTH JHEH ¢ JaThl HaMpaBJIeHHsI 3aKa3HOTO MUChMA.

(dactb 4.1 BBegena denepanbubiM 3akoHOM OT 25.11.2013 N 317-D3)

4.2. 3asBuTenb 00s3aH NMpPEICTaBUTh OTBET HA 3alpoc YIMOJIHOMOYEHHOro (eaepanibHOro opraHa
HCIIOJIHUTENIBHON BJAacTU B CPOK, HE MPEBBILIAIONIMN AEBSIHOCTA padouux JHEW €O JHS IOJY4EHHUS
naHHoro 3ampoca. Cpok, yka3aHHBIM B 4YacTHM 4 HAcTOSALIEH CTaTbU, NPUOCTAHABIMBAETCS CO JIHS
HaMpaBJICHUs 3assBUTEIIO 3alIpoca YIOJIHOMOYEHHOTO (peiepalbHOro opraHa UCIOJHUTEIbHOM BIACTH 10
JHS TIOJIyYEHUsI UM OTBETa Ha JaHHBIM 3allpOC M HE YYUTHIBAETCS MPH MCUUCIEHUM CPOKA DKCIIEPTHU3BI
KauecTBa (hapMaleBTHUECKONM CyOCTaHIIMM, HEHCIONb3yeMOW TMpU MPOU3BOJICTBE JIEKAPCTBEHHBIX
IIpenapaToB.

(uacTsb 4.2 BBeneHa DenepasibHbIM 3ak0HOM OT 25.11.2013 N 317-®3)

5. OcHOBaHHEM AJI1 OTKa3a B HAIIPABJICHUU B 3KCIICPTHOC YUPCIKACHUC 3alaHUSA HA MPOBCICHUC
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

JKCIEPTH3hl KadyecTBa yKa3aHHOW B dYacTu | Hacrosimed cratbu (apManeBTUYCCKOW CyOCTaHINH
SIBJISIETCSl HENPE/ICTABICHHE JIOKYMEHTOB, YKa3aHHBIX B YacTU 2 HACTOSIIEW CTAaTbH, OTCYTCTBUE
uH(popManuy, TOATBEpXKIAIOMEeH (aKT ymIarel TOCYJAapCTBEHHON TONUIMHBI 32 BKIIFOUCHUE
dapmalieBTUUECKON CyOCTaHIMM, MPOU3BEACHHON M pealu3allid, B TOCYAapCTBEHHBIA peecTp
JIEKapCTBEHHBIX CPEJICTB, HEMPEACTABICHHUE 3asBUTEIEM B YCTAHOBIICHHBIM CPOK OTBETA HA YKa3aHHBIM B
yactu 4.1 HacTosIIEH CTaThU 3aIPOC YIIOJIHOMOUYEHHOTO (efiepaibHOr0 OpraHa UCIOJHUTENBHOM BlIacTu
WJIU TIPEJICTABIICHUE JOKYMEHTOB, HE COJIEPKAIMX MCUEPIIBIBAIOIIETO MEPEUHsI HEOOXOUMBIX CBEJICHUM.
(dactb 5 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B TeueHue mnATHaguUATH paboOUYMX JHEHW CO JAHS IOJIyYEHUS pELIEHUS YIOJHOMOYEHHOI'O
(benepanbHOro OpraHa UCIOJIHUTENBHOM BIACTU O HANpPaBJIEHUU B SKCIEPTHOE YUPEKICHHUE 3aJaHUs Ha
MPOBEJICHUE DKCIEPTH3bl KAa4eCTBA YyKAa3aHHOW B dYacTU | Hacrosimeld cratbu ¢apManeBTUYSCKOM
CyOCTaHIIMM 3asiBUTENb MPEJCTABIACT B SKCIEPTHOE YUPEXkKAECHUE JUIsl IPOBEJCHUS JAaHHOM SKCIEpTU3bI
00pa3ubl (hapManeBTHUECKOW CyOCTaHIIMH B KOJMYECTBE, HEOOXOIMMOM IS BOCIIPOU3BEICHUS METOJIOB
KOHTPOJISl KauecTBa. ODKCHEPTHOE YUPESKICHHE IpU IOJy4YeHHMM OOpa3llioB YyKa3zaHHOM B uactu 1
HACTOSIIEH cTaTh (hapMaleBTHUECKOW CyOCTaHIIMU BBLIACT 3asBUTEIIO JOKYMEHT, IOATBEPKIAIOIINI
NOJlydeHHe 3TUX O0Opas3loB, M B CPOK, HE MPEBBIIAOLIMN Tpex pabouumx IHEH, yBeAOMIIAET B
AJIEKTPOHHOW WMJIM MUCBbMEHHOW ¢opme 00 OSTOM  YyINOJTHOMOUYEHHBIH (enepanbHbIii  opraH
VICIIOJIHUTEJILHOM BJIACTU. DTH CPOKHU HE BKJIFOYAIOTCA B CPOK IIPOBEICHUS JAHHON KCIIEPTU3HI.

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

7. JIOKyMEHTBI, IIOCTYNHUBIINE B 3KCIEPTHOE YUYPEKACHUE [UIsl IPOBEICHUS IKCIEPTU3bl KaueCTBa
yKa3aHHOH B uacth | Hacrosimeil craThu (hapMaleBTHUECKOW CyOCTaHIIMHM, IOJUIekKAT BO3BPATy B
YIIOJIHOMOYEHHBIN (eiepaabHblii OpraH MCHOJIHUTEIBHOW BIACTH OAHOBPEMEHHO C 3aKIIIOYEHUSMH I10
pe3yibpTaTaM IPOBENCHHON SKCIIEPTU3BI.

8. B cpok, He mpeBbIIAIONMN MATH pabouux ITHEH CO IHSA MOMYy4YEHHS 3aKJII0UEHUsS KOMHCCUU
SKCHEPTOB IO pe3ysbTaTaM »JKCIEPTU3bl KAayeCTBA YKA3aHHOM B 4YacTh | HACTOSAIIEH CTAaThbU
(bapmalleBTHUECKOI CyOCTaHIINHU, YIIOJIHOMOUYEHHBIN (hefiepaibHbIi OpraH UCIOIHUTENBHON BIACTH:

1) OCYHICCTBIIACT OUCHKY TAKOI'O 3aKJIKOUCHUA I ONPCACICHHUA €ro COOTBETCTBUA 3aJaHUIO HaA
IMPOBCACHUC JTaHHOM OKCIICPTU3BI;

2) mpyUHUMAET pellieHre O BKIIOYEHUH YKa3aHHOM B yacTu | HacTosien ctaTbu (papMaleBTUUECKON
CyOCTaHIIMM B TOCYJapCTBEHHBI peecTp JIEKapCTBEHHBIX CPEACTB HWJIM pElIeHHe 00 OTKa3e B TaKOM
BKJIFOYEHUU;

3) BHOCHUT MpH NPUHATHM pEIIeHUs O BKJIIOYEHUHM YKa3aHHOM B uacTu | HacTosmed CTaThH
dapMarieBTHUeCKOW ~ CyOCTaHIIMM B TOCYHAPCTBEHHBIM  PEECTp  JICKApPCTBEHHBIX  CPEICTB
IPESYCMOTPEHHYIO 4acThio 2 cTaThu 33 Hacrosmero deaepanbHOro 3aKoHa HHGOPMAIUIO U YBEIOMIISET
00 3TOM B 3JIEKTPOHHOMN WJIM TUCbMEHHOMN (hopMe 3asBUTEIIS.

(B pen. deaepanbHbIX 3aK0HOB OT 22.12.2014 N 429-03, o1 27.12.2019 N 462-D3)

9. OchHoBaHMeM s OTKa3a BO BKIIOYEHHWHW VYKAa3aHHOW B 4YacTu | HacToOsIIEd CTaTbH
(dapmaleBTUUECKON CYOCTaHIIMM B TOCYAApCTBEHHBIM pEeCTp JEKAPCTBEHHBIX CPEJACTB SIBIISAETCS
3aKJTI0OYEHNE COOTBETCTBYIOIIETO YIOJHOMOYEHHOTO (peepaabHOTO OpraHa UCIIOJHUTEIHHOW BIIACTH O
TOM, YTO KaueCTBO (papMaIieBTUUECKON CyOCTaHIINK HE TIOJITBEPKICHO MOTYUeHHBIMH JTaHHBIMU.

(uacth 9 BBeneHna denepanbHbiM 3akoHOM 0T 22.10.2014 N 313-®3; B pen. PenepanbHOro 3akoHa OT
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

04.06.2018 N 140-@3)

10. He nomyckaeTrcsi BKJIIOUEHHE B TOCYJApPCTBEHHBIM pEECTp JIEKAPCTBEHHBIX CPEIACTB OJHOMN
(dapmalneBTHUECKON CyOCTaHIIMH, MMPOU3BEACHHON /Il peaiu3allid W BBITYCKAEMOH OJHHUM M TEM XKe
MIPOM3BOIUTENIEM, B BUJE IBYX U O0Jiee peecTPOBBIX 3aIMCEH.

(uactpb 10 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

11. BHecenue n3MeHeHU B JOKYMEHTHI Ha (papMalleBTUYECKYIO CyOCTaHIINIO, IPOU3BEICHHYIO JIJIS
peanu3aluri U BKJIKOYEHHYIO B TOCYJAapCTBEHHBIM PEECTP JIEKAPCTBEHHBIX CPEACTB, OCYLIECTBIAECTCS B
nopsake, ycraHoBieHHOM cTathsiMu 30 u 31 Hacrosmero ®denepanbHOro 3akoHa, € YILIATOM
rOCyJIapCTBEHHOM MOLUJIMHBI, TPEAYCMOTPEHHOM 3aKOHOAATENBCTBOM Pocculickoit denepannu 0 Hajorax
U cOopax.

(uactb 11 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

12. lonyckaercs oOparieHue GpapManeBTHIeCKX CyOCTaHIIMi, TPOM3BEICHHBIX AJIsl peau3alii, B
TEYCHHE CTa BOCHMHJICCSATH JHEH JO M IOCJIEC NMPHHATHS YIOJHOMOYCHHBIM (eepabHBIM OPTaHOM
WCIIOJHUTENILHON BJIACTH pEIIEHUS O BHECEHWHW HU3MEHEHUH B JOKYMEHTHl Ha (hapMaleBTHUUECKYIO
CyOCTaHIIMIO, TPOU3BEACHHYIO J[UIsI pealu3allud W BKIIOYEHHYIO B TOCYJApCTBEHHBIN peecTp
JIEKapCTBEHHBIX CPEJICTB.

(dactb 12 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

13. Pemenue 00 UCKIIOYEHUH U3 TOCYIAapCTBEHHOIO pEecTpa JIEKApCTBEHHBIX CPEICTB
(dapmalreBTHUECKON CyOCTaHIMK, MPOW3BEICHHON JUIsl pealu3alu, MPUHUMACTCS YIOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM UCTIOJIHUTENBHOM BIACTH B CIyYae:

1) npeacTaBiIeHNsI COOTBETCTBYIOIIUM YIOJTHOMOUYEHHBIM (eiepaaIbHbIM OPTaHOM HCTIOTHUTEIBHON
BJIACTU 3aKJIIOYEHUS O PUCKE WJIM 00 yrpo3e >KU3HU WIM 3/I0POBBIO UYEJIOBEKa JMOO >KMBOTHOTIO IpHU
MCIOJIb30BaHUU JIEKAPCTBEHHOT'O CPENICTBA;

2) nogadun p33pa60T‘-II/IKOM JICKAPCTBCHHOT'O CpCACTBAa WM TPOU3ZBOAUTCIIEM JICKAPCTBECHHOT'O
cpeacrBa oo YIIOJIHOMOYCHHBIM HMHU APYTUM HOPHAWYCCKUM JIMIOM 3asABJICHUSA 00 HCKIIFOUCHHH W3
roCcyadapCTBEHHOT'O peeCTpa JICKAPCTBCHHBIX CPCIACTB (l)apMaL[CBTH‘leCKOfI CY6CT8.HI_II/II/I, HpOH3BCI[€HHOfI
A peain3aiuun;

3) oTcyTcTBUA (hapMalleBTHUECKON cyOCTaHIIMU, TPOU3BEACHHON sl peau3alny, B 00paIieHuy B
Poccuiickoit deneparuu B TeUeHHE TPEX U OOJIEE JIeT.
(uacth 13 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

CraTtba 35. YTpatuna cuny ¢ 1 nronsa 2015 ropa. - PepgepanbHbiv 3aKoH oT 22.12.2014
N 429-®3.

Cratba 36. OGxanoBaHuMe peweHUst 00 OTKasze B Bblgade paspeleHns Ha
npoBeAeHMe KIMHUYECKOro MuccrneaoBaHUSA JEeKapCTBEHHOro npenapara, pewweHusi oo
OoTKasze B roCyAapCTBEHHOW perncTpauMu neKkapCTBEHHOro npenapara, 3aKH4YeHus
KOMMCCUM IKCNEPTOB IKCMEPTHOIro yYpPEXAEHUA UNK 3aKNOYeHUs coBeTa No 3TUKe

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

Pemienrie COOTBETCTBYIOIIETO YIOJIHOMOYEHHOTO (hefiepaibHOr0 OpraHa HCIOJIHUTEIbHOW BIacTU
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

00 OTKa3e B BbIayYe pa3pelIeHUs] Ha MPOBEACHUE KIMHUYECKOTO HCCIICAOBAHUS JIEKAPCTBEHHOTO
mpernapaTa, peuieHHe YKa3aHHOTO (enepaJbHOr0 OpraHa HUCHOJHUTEIBHOM BJIACTH 00 OTKase B
rOCYAapCTBEHHOM pPETUCTpalUUU JIEKAPCTBEHHOI'O IIperapara, 3akiIIOYEeHHE KOMHCCHUU JKCIEPTOB
SKCIIEPTHOTO YUPEXKACHUS WIHM 3aKIOUYEHHE COBETa MO ITHUKE MOXKET ObITh 00KaOBaHO B IMOPSJIKE,
YCTaHOBJIEHHOM 3akoHoJaTenbcTBOM Poccuiickoir ®enepanuun. 3akilodeHHME KOMMCCHU 3KCIEPTOB
9KCIEPTHOIO YUYPEXKJICHHUS O B3aMMO3aMEHSEMOCTH JIEKAPCTBEHHBIX MPENapaToB Il MEAMIIMHCKOIO
IIPUMEHEHHUS JTUOO O TOM, YTO JIEKAPCTBEHHBIN IpenapaT A MEAULMHCKOrO NMPUMEHEHUS HE SIBIIAETCS
B3alIMO3aMEHSEMbIM, MOXET OBbITh 00KalOBaHO JAepiKaTelieM WU BiaJelblleM PErucTPalMOHHOTO
YIOCTOBEPEHUS JICKAPCTBEHHOTO TMpernapara B YIOJIHOMOYEHHBIN (efepanbHbIii OPraH UCIIOTHUTEIHLHOM
BJIACTH, KOTOPBIN MPHUBJIEKAET K PACCMOTPEHHUIO YKAa3aHHOW >KaioObl MOJABEIOMCTBEHHBIE €My Hay4yHbIE
OpraHu3anii ¥  00pa3oBaTeJbHBIC OpPTraHU3alMM  BBICHIETO  OOpa30BaHMs, OCYIIECTBIISIOIINE
NesTeNbHOCTh B cdepe oOpalleHusl JIeKapCTBEHHBIX CPEACTB. 3aKIIOYEHHE KOMHCCHU SKCIIEPTOB
HKCHEPTHOTO y4YpeXIeHHUs, O(OpPMIIEHHOE IO HUTOraM IEepecMOTpa OOXKAIOBAaHHOTO 3aKIIOUEHHS
JKCIIEPTa, MOMKET OBITH OCIIOPEHO JAepiKaTeleM WM BIaJETbIEM PErHCTPAMOHHOTO YIOCTOBEPEHHS
JICKapCTBEHHOTO IIpernapara 00 YIIOJIHOMOYEHHBIM HMH JIMIOM B TOPSAIKE, YCTaHOBICHHOM
3akoHoAarenbCcTBOM Poccuiickoit @enepanuu. Ilpu oOxaloBaHUM pEIICHUS YIOJIHOMOYEHHOTO
(benepanbHOrO OpraHa HCIOJHUTEIBPHON BIIACTH, 3aKIIOYEHHS SKCIEpTa I KOMHUCCHHU JKCIIEPTOB
SKCIEPTHOIO YUPEXKACHUS, 3aKIOUYEHUSI COBETA IO 3THKE JEPKATEb WU BJaJeliel] PEruCTPallMOHHOIO
YIOCTOBEPEHUS JIEKApCTBEHHOTO Ipernapara jJu0o YIOJIHOMOYEHHOE HMMH JIMIIO BIIpaBe MPEACTABUTH
pe3yabTaThl 3KCHEPTHU3bl JIEKAPCTBEHHOTO Mpernapara, MPOTOKOJIbl IMOJIYYEHHBIX AKKPEIUTOBAHHBIMHU
UCIBITaTEIbHBIMU JIA00PATOPUAMU (LIEHTPaMH) PE3YIbTAaTOB UCCIIEI0OBAaHUI, UCIIBITAHUM.

(B pen. @exnepanbHoro 3akona ot 27.12.2019 N 475-03)

Cratba 37. WHdopmaumsa, cBA3aHHaA C OCYLWECTBIEHMEM TrOCyAapCTBEHHOWM
perucTtpauum rneKkapcTBEeHHbIX MnpenapaTtoB, WHoOpMauus O 3aperucTpupoBaHHbIX
neKapcTBEHHbIX npenapatax W JleKapCTBEeHHbIX Mpenapartax, WCKIOYEHHbIX U3
rocyaapcTBeHHOro peecTpa fiekapCTBeHHbIX CpeAcTB

1. CooTBeTCTBYIOUINI YITOJIHOMOUYEHHBIN (heiepaabHblii OpraH UCIIOJHUTEIBHON BIACTH pa3MellaeT
Ha cBoeM oduimanbHoM caiite B cetH "HHTepHer" uH(pOpManMio, CBS3aHHYIO C OCYIIECTBICHUEM
rOCYAapCTBEHHOM pPETUCTpaluy JIEKAPCTBEHHBIX IPENAapaToB, B TOM YHCIE MPOBEACHUEM JKCIEPTHU3bI
JIEKapCTBEHHBIX CPECTB (BKJIIOYAsl Pe3yibTaThl €€ MPOBEACHUS), MHOOPMAIMIO O 3apETrUCTPUPOBAHHBIX
JIEKAPCTBEHHBIX IIpernaparax W JEKAapCTBEHHBIX MpernapaTax, HCKIYEHHBIX W3 TOCYJIapCTBEHHOI'O
peecTpa JIEKapCTBEHHBIX CPEJICTB, HE IMO3]HEe uYeM dYepe3 MATh pabouux JHEH co JHS MNOJydeHHus
YIOJTHOMOYEHHBIM (pe/IepaibHbIM OPTaHOM HCIIOHUTEIbHONW BIACTH COOTBETCTBYIOIIEH HH(DOpMALIUH.
(B pen. DenepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3, ot 02.08.2019 N 297-D3)

2. Cpoku W TOpANOK pa3MelleHUs YKa3aHHOW B yacTM | Hacrosuied crtatbu HHPOpMaLUU
yCTaHaBJIMBAIOTCSl YIOJIHOMOYEHHBIM (hefiepaibHbIM OpPraHOM HCIOJHUTENbHON BiacTH. MHpopmarus,
yKa3aHHasg B 4acTH | HacTosALIeH cTaTbu, SBISETCS OTKPBHITOM M OOIIEAOCTYNHON M MPEAOCTaBISETCS
3aMHTEPECOBAHHBIM JIMIAM B COOTBETCTBUU C 3aKOHOAATENLCTBOM Poccuiickon denepanuu.

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

Mnaea 7. KMIMHWYECKUE UCCIIEAOBAHUA NIEKAPCTBEHHbIX
NPEMAPATOB ANnA MEANLMHCKOIO NPUMEHEHUA, OrOBOP
Ob UX NMPOBEAEHUW, MPABA NALUMEHTOB, YYACTBYIOLLUX
B 3TUX UCCITIEAOBAHUAX
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

Cratba 38. KnuHuMuyeckme wuccnenoBaHMsA NeKapCTBEeHHbLIX npenapaTtoB AnA
MeAULIMHCKOro NnpMmMmeHeHus

1. Knmuaudeckue MccaeIoBaHUs JIGKAPCTBEHHBIX MPENapaToB IS MEAWIIMHCKOTO MPUMECHCHHUS, B
TOM YHCIIE MEKIYHAPOIHBIE MHOTOIICHTPOBBIC, MHOTOIICHTPOBBIE, TOCTPETUCTPAIIMOHHBIE, TPOBOISATCS B
OJTHOM MIM HECKOJIBKHX MEIUIMHCKUX OPTaHU3alMSIX B COOTBETCTBHHM C TpPaBUIAMH HaJJICKAIICH
KIIMHHYECKOW TIPAKTUKHU, YTBEPKICHHBIMU YIIOJTHOMOUYCHHBIM (peepaibHbBIM OpPraHOM HCIIOIHUTEIbHON
BJIACTH, COOTBETCTBEHHO B CIICAYIOUINX IIEIAX:
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1) ycranoBneHue 6€30MacHOCTH JIEKAPCTBEHHBIX MPENapaToB I 3A0POBBIX TOOPOBOIBIEB U (WITH)
MIEPEHOCUMOCTH UX 3J0POBBIMH JT00POBOJIbLIAMH, 32 UCKIIOYEHHEM TaKUX MCCIIEOBAHUN JIEKaPCTBEHHBIX
MpernaparoB, MPOU3BEICHHBIX 3a npeaenamu Poccuiickon denepannu;

2) HO,I[60p OINITUMAJIBHBIX JO3UPOBOK JICKAPCTBECHHOI'O IIPCIIapaTa U KypcCa JICYCHHUA [JIA MAlUCHTOB
C OIpCACIICHHBIM 3a6OJICBaHI/IeM, OIITUMAJIBHBIX 03 M CXEM BaKIMHaAIIUH I/IMMYHO6HOJIOFI/I‘I€CKI/IMI/I
JICKaApCTBCHHBLIMMU IIPCIIapaTaMu 310POBbIX ,I[O6p0BOJ'IBI_IeB;

3) ycranoBjeHuEe 0€30MaCHOCTH JIEKApCTBEHHOTO Tpenapara u ero 3(h()EeKTUBHOCTHU ISl MAIIEHTOB
C ONpeACICHHBIM 3a0o0JieBaHHEM, NPOPHIAKTHYCCKOW APPEKTUBHOCTH HUMMYHOOHMOJIOTHUECKHX
JICKapCTBCHHBIX MPENapaToB IS 3J0POBBIX TOOPOBOJIBIICE;

4) n3ydyeHue BO3MOXKHOCTH PaCIIMPEHUs NOKa3aHUN [yl MEAMLIMHCKOTO IPUMEHEHUS U BBISBICHUS
paHee HEU3BECTHBIX MOOOYHBIX JEHCTBUI 3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENapaToB.

2. B otHOIIEHNH BOCIIPOU3BCACHHLIX JICKAPCTBCHHLIX ITPCIIAPATOB AJISI MCAUIIMHCKOTO IIPUMCHCHUA
IMPOBOAATCA HCCICOOBAHHUA OMOSKBUBAJICHTHOCTH H (I/IJ'H/I) TepaHeBTH‘IGCKOﬁ OKBUBAJICHTHOCTHU B
NnopsaaKe, YCTAaHOBJICHHOM YITOJTHOMOYCHHBIM Q)eﬂepaHBHBIM OpraHomMm HCIIOJIHUTENLHOM BIACTH.

3. OpraHmaumo MPOBCACHUA KIMHHUYCCKUX I/ICCJ'ICI[OBaHI/Iﬁ JICKAPCTBCHHOT'O TIIpf€riapara IJid
MCIUIHUHCKOTI'O IPUMCHCHUS BIIPABC OCYIICCTBIIATD:

1) pa3paboTuuK JeKapCTBEHHOTO Mpernapara Wik yIOoJIHOMOYEHHOE UM JIUIIO;

2) oOpa3oBaTelbHblE OpraHW3allid BHICIIETO O00pa30BaHUS, OPTraHU3AlUU JOMOJHUTEIHHOTO
PO eCCHOHAIIBHOTO 00pa30BaHUs;
(m. 2 B pea. @enepanbHoro 3akona ot 02.07.2013 N 185-03)

3) Hay4HO-UCCIIE0BATENbCKUE OpraHU3aIiH.

4. KiuHHMUYECKHE HCCIIEeIOBaHUsS JIEKapCTBEHHOIO Ipenapara JUlsi MEAMIMHCKOIO INPUMEHEHMS
MIPOBOJATCS HA OCHOBAaHUM Pa3pelICHUs] HA NMPOBEJACHUE KIMHUYECKOTO MCCIIEIOBAHMS JIEKAPCTBEHHOTO
mpernapara, BbBIAHHOTO  YIIOJIHOMOYEHHBIM  (efepaibHbIM OpPraHOM  HCIOJHHUTEIbHOM  BIIACTH.
YnonHoMo4YeHHBIN (eiepalbHbIi OpraH UCIOJHUTENBbHOM BIACTH BEJET PEECTP BBIIAHHBIX Pa3pelIeHH
Ha IPOBEICHUE KIIMHUYECKUX UCCIIENOBAHUM JIEKAPCTBEHHOIO IIpernapara, CoOACpKalluil yKa3aHue Ha UxX
LIEJIb WM LIEJIA, B YCTAHOBJIIEHHOM 3TUM OPTraHOM IOpPSJIKE.

(B pen. deaepaiibHbIX 3aKk0HOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

5. ¥Yrparun cuny ¢ 1 utons 2015 roaa. - @enepanbublii 3akon oT 22.12.2014 N 429-03.

6. K opranmsanuu npoBeleHHs] KIMHUYECKUX HCCIEAOBAaHUM JIEKapCTBEHHOIO Ipernapara is
MEIUIUHCKOTO TIPUMEHEHHUsI pa3pabOTYMKOM JIEKAPCTBEHHOTO Tpenapara MOTYT IPHUBIEKATHCS
IOpUANYECKUe JIMIa JI000M  OpraHM3allMOHHO-TIPaBOBOM  (OpMBI  MPH  YCIOBUU  OOECIEUECHHUS
COOTBETCTBHS 3THUX HCCIEA0BaHUN TpeOOBaHUIM HacTosero denepalbHOI0O 3aKOHA.

Koncynsrantllntoc: npumeuyanue.

B Hacrosiiee Bpemsi JEHCTBYIOIIMM 3aKOHOAATEILCTBOM HE YCTAHOBJIEH MOPSAAOK aKKpeAUTalUu
MEIULMHCKUX OpraHu3alMid Ha MpaBO MPOBEICHMS KIMHUYECKMX HCCIIEAOBAHUM JIEKAPCTBEHHBIX
npenapatoB Juisi MeauuuHckoro npumeHenus. Jlo 01.01.2021 pelictBoBano IlocraHoBienue
[IpaButensctBa PO ot 03.09.2010 N 683.

7. KiMHM4YeCKHe MCCIEeNOBaHUs JIEKAPCTBEHHBIX IPENapaToB Uil MEAUIMHCKOIO IPUMEHEHUs
IPOBOJATCS B MEIUIMHCKMX OpraHu3alusaxX, aKKpPeIUTOBAHHBIX YIOJIHOMOYEHHBIM (enepaabHbIM
OpraHOM HCIIOJHUTEIBHOW BJIACTH B INOpAJKE, yCTaHOBIEHHOM IIpaBurensctBoM Pocculiickoin
®Oenepanuu.

8. IlepeueHb MEOUIIMHCKUX OpraHU3aluid, HMEIOUMX [PaBO MPOBOJAUTh KIMHUYECKUE
HCCIIEIOBAaHMsI JIEKApCTBEHHBIX NpenapaToB A MEIUIMHCKOIO NPUMEHEHUs, U PEeecTp BbIIAHHBIX
paspelieHuii  Ha  IPOBEIACHHE  KIMHUYECKMX  MCCIEIOBAHMHM  JIEKAPCTBEHHBIX  IpenapaToB
ONyOJIMKOBBIBAIOTCA M PA3MEINAIOTCS YHOJHOMOUYEHHBIM (peiepanbHbIM OpPraHOM HCHOJIHHUTEIbHOM
BJIACTH B YCTAHOBJICHHOM UM IOPsJIKE Ha CBOeM ounmanbHOM caiite B cetn "UnTepHeT".

Cratbsa 39. PeweHue o npoBeAeHUN KIMHUYECKOro UccrnenoBaHUA NeKapCTBEHHOro
npenapara ans MegULUUHCKOro NpuMeHeHusA
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. KnuHuyeckoe wnccneqoBaHUE JIEKAPCTBEHHOIO IIpernapara Uil MEIMIMHCKOTO IPUMEHEHUS
IIPOBOJUTCS HAa OCHOBAHWM PA3PEILICHUS HA IPOBEICHUE KIMHUYECKOTO UCCIIECIOBAHMS JIEKAPCTBEHHOIO
npenapaTa, BBIJAHHOTO YHNOJHOMOYEHHBIM (peliepaJbHbIM OpPraHoM HCHOJHUTEIbHOM BIIACTH IO
pe3yabTaTaM 3KCHEepPTH3bl JOKYMEHTOB, HEOOXOIMMBIX JUIS TOJIyYEHMs pa3pellieHHs Ha IpOoBeAeHue
KJIMHAYECKOT0 MCCIIEJ0OBAaHUs JIEKAPCTBEHHOIO IIpenapara U 3THYECKON IKCIIEPTU3BL.

2. I[J'IH MOJIYUYCHHUA Pa3pCHICHUA Ha IMPOBCACHUC KIIMHUYCCKOIO HCCICAOBAHHUA JICKAPCTBECHHOI'O
npemnapara ajd MCAUIUHCKOI0 MPpUMCHCHHA 3aABUTCIIb MMPCACTABIISACT B ynOJ’IHOMO‘IGHHBIfI Q)eglepaﬂbﬂmﬁ
opran HWCIOJIHUTEIbHOM BIACTH:

1) 3asiBIeHUE O BhIJAUE pa3pellieHusl Ha MPOBEACHNE KIMHUYECKOTO UCCIIEOBAHUS JIEKAPCTBEHHOTO
npernapara Juist MEAMIIMHCKOTO TPUMEHEHHS,;

2) KONmUM JTIOKYMEHTOB, MOATBEPXKAAIOIIMX YIUIATY TOCYAApCTBEHHOM MOIUIMHBI 3a MPOBEIECHUE
JTUYECKOM DKCIEPTHU3bl, SKCIEPTU3bl JOKYMEHTOB Ha JIEKapCTBEHHBIM Ipenapar i IOJIy4eHUs
paspellleHusT Ha TPOBEACHHE KIMHUYECKOTO HCCICNOBAaHUSA JIEKAPCTBEHHOTO IIpenapara Juisd
MEIULMHCKOIO IIPUMEHEHHUs, 3a BbIJAa4y Ppa3pelICHHs Ha IPOBEIACHUE KIMHUYECKOIO HCCIEAOBaHUS
JIEKAPCTBEHHOT'0 IIpenapara sl MEIUIMHCKOTO IMPUMEHEHHUs, 32 MPOBEAEHUE dKCIEPTU3bl JOKYMEHTOB
Ha JICKApCTBEHHBIM IIpenapar I IIOJy4YEHHs pa3pellieHHs Ha IPOBEICHHE MEXKIYHAPOIHOIO
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

MHOT'OLICHTPOBOI'O KJIIMHUYCCKOI'0 HMCCICAOBAHUA JICKAPCTBCHHOI'O IIpf€rapara ojid MCEAUIIUHCKOI'O
OPUMEHEHHs, 3a BbIIAYy pa3pelieHHuss Ha NPOBEICHUE MEKIYHAPOJHOTO MHOTOIEHTPOBOTO
KIMHUYECKOTO HCCIEIOBAHUs JIEKAPCTBEHHOT'O TMpernapara sl MEIMIMHCKOTO MpPUMEHEHHs, 3a
IPOBEJCHNUE AITHYECKOM OKCIIEPTHU3BI, HKCIEPTU3Bl JOKYMEHTOB Ha JIEKapPCTBEHHBIH Ipemapar s
MOJIYUYCHHA Ppa3pClICHUA Ha MPOBCACHUC TMOCTPECTUCTPAIUOHHOIO KIIMHUYCCKOr0 HCCICAOBAHUA
JIEKapCTBEHHOTO Mpernapara Uil MEAMIMHCKOrO MPUMEHEHHs, 3a BbIJady pa3pelieHus] Ha MpPOBEICHUE
MOCTPECTUCTPAIMOHHOT'O KIIMHUYCCKOI'0 HCCICAOBAHHA JICKAPCTBCHHOI'O IIpCIriapara AJid MCAUIUHCKOIO
PUMEHCHHS;

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

3) IIPOTOKOJI KIHMHHUYECKOI'O HCCICAOBAHHA JICKAPCTBECHHOI'O IIpf€rapara ajid MEAUIHUHCKOI'O
IMPUMCHCHUS,

4) Oporrropy rccaeaoBaTes;
5) nHpOpPMaLMOHHBIH JIMCTOK MALUEHTA;

6) CBCACHUA 00 ombITe pa6OTBI I/ICCJ'IGI[OBaTeJ'IeI‘/'I MO0 COOTBCTCTBYIOIIHUM CIICHHUAJIBHOCTAM U HUX
OIIBITC pa6OTI>I 110 IPOBCACHUTIO KIIMHUYCCKUX I/ICCJIGIIOBaHPIfI;

7) cBemeHHMsT O MEIUWLMHCKUX OpraHM3alMsIX, B KOTOPBIX MPEANOIaracTcsi MpOBEICHUE
KJIIMHUYECKOTO0 MCCIIEOBAaHUS JICKAPCTBEHHOTO Mperapara JJii MEIUIMHCKOTO MPUMEHEHHS (IIOJTHOE U
COKpallleHHOE€ HAaUMEHOBAHUS, OpPraHU3allMOHHO-TIpaBOBas (opMa, MECTO HAXOXKICHUS H MECTO
OCYIIIECTBIICHUS JCATCILHOCTH, TeIePOH, TeaedaKc, aapec MEKTPOHHOU MOYTHI KaXKIOW METUIIMHCKOM
OpraHU3aINH ),

8) cBemeHUsT O MPEANOJIATaéMbIX CpPOKax TMPOBEICHUS  KIMHHUYECKOTO  HMCCIIEIOBAHUSA
JIEKapCTBEHHOTO MpernapaTa JJisi MEIULIUHCKOTO IPUMEHEHUS;

9) xomuio AOroBopa OO0s3aTENBHOTO CTPaXOBaHUsSI, 3aKIFOYEHHOTO B COOTBETCTBHHU C THUITOBBIMHU
MpaBWJIaMd  00S3aTENBHOTO CTPAXOBaHUS, C YKa3aHHEM NPEIeTbHOW YHCIEHHOCTH TAIleHTOB,
YHAaCTBYIOIIMX B KIMHUYCCKOM HCCICAOBAHUU JICKAPCTBCHHOI'0 Ipfrapara ajdd MCAUIHUHCKOIO
MIPUMEHEHUS;

10) uadopmaruio o coctaBe JIEKapCTBEHHOTO Mpernapara i MEIUIIMHCKOTO TPUMEHEHUS;

11) mOKyMeHT, COCTaBIEHHBIA MPOU3BOAUTENEM JIEKAPCTBEHHOTO Tperapara Ajas MEIUIIMHCKOTO
MPUMEHEHUST U COJEpKaIllMi IMOKazaTeiau (XapaKTepUCTUKH), a TaKKe CBEACHMS O JIEKAPCTBEHHOM
rpernapare  JJisi  MEIUIMHCKOTO IPUMEHEHHUs,, NPOU3BEACHHOM Ul NPOBEAEHUS KIMHUYECKHUX
HCCIICIOBAHNIH;

12) cBeneHus O naTe MPEJOCTABICHUS U PETUCTPAIlMOHHOM HOMEpE JHIICH3UH Ha MPOU3BOJICTBO
JICKaPCTBCHHBIX CPEJICTB B Cliydae, €CJIM IMPOM3BOJCTBO JICKAPCTBEHHOTO IpernapaTa OCYIISCTBISICTCS B
Poccuiickoit ®Deneparuu, WM CBEASHUS O JaTe MPEAOCTaBICHHUS W PETHUCTPAIMOHHOM HOMEpe
3aKJIFOYEHUST O COOTBETCTBHM IPOHM3BOJUTENSI JISKAPCTBCHHOTO IIperapaTa TPeOOBAHUSM IPaBHIT
HaJJIeXKAaIeld MPOU3BOJCTBEHHOW MPAKTUKH, MPEJOCTAaBICHHOTO YIMOJHOMOYEHHBIM OpPTraHOM CTpPaHbI
MTPOU3BOIUTEIIS JICKAPCTBEHHOTO TIperapara.

(B pen. deaepanbhbix 3akoHOB OT 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)
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?:Eleﬁ”;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 03.05.2023

2.1. B cnyuae HenpeaCTaBIEHHUsS C 3asBJICHUEM O BbIJAu€ pa3pelleHus Ha I[POBEACHUE
KJIMHUYECKOI'0 MCCIIEJOBAHUS JIEKAPCTBEHHOI'O IIpenapara il MeIUIMHCKOIO IPUMEHEHUS TOKYMEHTOB
(cBeneHuit), MOATBEPKAAIOIIMX YIUIATy TOCYJAapCTBEHHOM NMOLUIMHBI U YKa3aHHBIX B IYHKTE 2 4acTu 2
HACTOsIILEH CTaTbM, a TaKXe BbIJaBaeMbIX (MPEIOCTABISAEMbIX) YIOJIHOMOUYEHHBIMH (eaepaabHbIMU
OpraHaMH HCIIOJIHUTEJIBHOM BJIACTU JOKYMEHTOB (CBEIEHHUM), YKa3aHHbIX B IHyHKTe 12 wyactu 2
HACTOSIILEH CTaTbH, YHNOJHOMOYEHHBIH (enepanbHblii OpraH MCIOJHUTEIbHON BIACTH 3alpalldBaeT
yKa3aHHbIE  JOKYMEHTbI  (CBEJEHHs) B  MOPSAAKE  MEXKBEJOMCTBEHHOTO  HMH(OPMAIIMOHHOTO
B3aHUMOJCICTBHUA.

(uactsb 2.1 BBeneHa @enepasibHbIM 3ak0HOM OT 27.12.2019 N 478-D3)

3. B cpok, He mpeBBIAIINNA MATH padOYnX JHEH CO JHS MPUHATHS YKA3aHHOTO B IIyHKTE | 4acTu
2 HACTOSIICH CTAThU 3asIBIICHUS U HEOOXOIMMBIX JOKYMEHTOB, YIIOJIHOMOUCHHBINH (eepalibHbIi OopraH
UCIIOJIHUTEJIBHOM BJIACTH:

1) mpoBOAUT MPOBEPKY IMOJHOTHI U JOCTOBEPHOCTU CBEJIEHUH, COAEPKAILIMUXCS B MPEJICTaBICHHbBIX
3asBUTEJIEM JOKYMEHTAX;

2) NpUHUMAET PEUICHHE O MPOBEAECHUU SKCIEPTU3bl JTOKYMEHTOB JUIsl IIOJYyUYEHUsl pa3pellieHus: Ha
[IPOBEACHUE KIMHUYECKOI0 MCCIIEIOBAaHUs JIEKAPCTBEHHOIO IIpenapara Iy MEAULUHCKOrO IIPUMEHEHUS
Y 3TUYECKOH SKCIIEPTU3bI WM 00 0TKa3€ B MPOBEICHUH YKa3aHHBIX IKCIEPTH3;

3) YBCAOMISICT B SHGKTpOHHOﬁ (I)opMe WK Ha 6YM8_)KHOM HOCHUTCJIC 3asABUTCIISI O IIPHHATOM
peliCHUN oo B CJIydac NpUHATUSA pCIICHUA 00 OTKa3e TakxKe C YKa3aHHuEM IIPUYIHNH TAKOI'0 OTKas3a,

4) MNOATOTABJIMBACT M HAINPABJIACT B 3KCHCPTHOC YYPCKIACHUC M COBCT IO 3THKC 3aJaHHUC Ha
MMPOBCACHNEC COOTBCTCTBYIOIINX SKCIICPTHUS.

4. B ciay4ae BBISABJIEHHUS HEMOJHOTHI U (WJIM) HEJOCTOBEPHOCTH MH(pOpPMAlMU, cojepiKalieiics B
MIPE/ICTABICHHBIX 3asBUTENIEM JIOKYMEHTaX, YIOJIHOMOUYEHHBIH (efepaibHblii OpraH HCIOJHUTEIbHOU
BJIACTU HAIPABIISAET 3asBUTEIO 3apoCc 00 YTOUHEHUH yKa3zaHHOM MH(popMmanuu. JJaHHBII 3ampoc MOKeT
ObITh NEpeaH YIOJIHOMOUYEHHOMY MpPEICTaBUTENIO 3asBUTENS JIMYHO IOJ PACHUCKYy, HaIpaBlIeH I10
MOYTe 3aKa3HbIM MMMCHMOM WM NEpeJaH B JIEKTPOHHOH (hopMe MO TeIeKOMMYHHKAIIMOHHBIM KaHajlaM
cBA3U. B ciydyae HampaBiieHHs [AaHHOrO 3ampoca MO I0YT€ 3aKa3HbIM IHCbMOM OH CUMTAETCs
MOJyYEHHbIM MO MCTEYEHMHM IECTH JHEW C JaThl HANpaBJCHUs 3aKa3HOTO MUChbMA. 3asBUTENb 00s3aH
MIPEJICTaBUTh OTBET Ha 3alpoc YNOJIHOMOYEHHOIO (elepalbHOr0 OpraHa HCHOJHUTENbHOM BIACTH B
CPOK, HE MPEBBILAIOIINN JIeBSHOCTa pabouux aHel co aHs ero nomydeHus. Cpok, yKa3aHHBIA B yacTu 3
HACTOAIIEH CTaThbU, MPUOCTAHABIMBAETCSA CO JIHA HANpaBJICHUS 3asBUTEINIO 3allpoca YHOJHOMOYEHHOIO
(benepaabHOro OpraHa UCHOJIHUTENBHOM BIACTH O JHS MOJYYEHUs UM COOTBETCTBYIOLETO OTBETA M HE
YUWUTBHIBAETCSI TPU HMCUUCIECHUHM CPOKA MPHUHATHUS  YIOJTHOMOYEHHBIM (peepaJbHbIM  OpraHOM
WCIIOJIHUTEJILHON BIIACTH PELICHMSI O MPOBEACHNUN dKCIIEPTU3bI JOKYMEHTOB /IS ITOJIyYE€HHUS pa3peIICHUs
Ha [IPOBEJEHUE KIMHUYECKOIO MCCIEI0BaHUs JIEKAPCTBEHHOTO Tpemnapara JUisi MEAUIIMHCKOTO
IIPUMEHEHHS.

5. OcHoBaHMeEM JJisl 0TKa3a B MPOBEACHUM 3KCHEPTU3bI JOKYMEHTOB JJISl MOJIyYE€HHUs pa3pellieHus
Ha [IPOBEJEHUE KIMHUYECKOIO MCCIEA0BAaHUs JIEKAPCTBEHHOIO TMpenapara Juisi MEAUIMHCKOTO
MPUMEHEHHUSI U OSTUYECKOW HKCHEPTU3bl SBJSETCS IMpEICTaBICHHE IOKYMEHTOB, IPEIyCMOTPEHHBIX
YacThl0 2 HACTOSALIEH CTaThbU, B HEMOJHOM OOBbEME, HENpe/CTaBlICHHE 3asBUTEJIEM B YCTAHOBJICHHBIH
CPOK OTBETa Ha YKa3aHHBIM B 4acTH 4 HACTOSIIEH CTAaThbU 3alpOC YINOJIHOMOYEHHOro (erepaibHOro
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

OpraHa UCIOJHUTEJIbHOM BJIACTH JIMOO OTCYTCTBHE B IPEJCTABICHHBIX JOKYMEHTaX HCUEPIBIBAIOIIEIO
nepeyHs: HeoOXxoAuMon uH@opmanuu Wi UHGOPMAlUHU, KOTOpas JOJDKHA OBITh OTpakeHa B HHX, a
TaKXe OTCYTCTBHE HH(OPMAIMH, MOATBEpXKAAOMEeH (aKT ymiaaThl rocylapCTBEHHON MOIUIMHBI 3a
MIPOBEACHUE 3TUYECKOW SKCHEPTU3bl, SKCIEPTU3bl JOKYMEHTOB Ha JIEKApPCTBEHHBIM Ipenapar s
IIOJIyYEHUsl pa3pellieHus] Ha MPOBEJIEHUE KIMHUYECKOIO HCCIIEI0BAaHUS JIEKApCTBEHHOIO IIperapara Jyis
MEIULHUHCKOrO IMPUMEHEHHUs, 3a BbIJAaUy Ppa3pelICHHs] HA IMPOBEACHUE KIMHUYECKOTO HCCIEAOBaHUS
JIEKapCTBEHHOI'O IpenapaTa JJii MEIULMHCKOTO IPUMEHEHHUS, 3a IMPOBEACHUE IKCIEPTU3bl JOKYMEHTOB
Ha JIEKAPCTBEHHBIM IpenapaTr g [OJYyYEHHs PpAa3pelleHHs Ha IPOBEACHHE MEXIYHAPOIHOrO
MHOTOLIEHTPOBOTO KJIMHMYECKOTO HCCIIEIOBaHUS JIEKApCTBEHHOIO IIpernapara s MEIUIMHCKOro
MIPUMEHEHHUsI, 3a BbIJAYy pa3pelIeHUs] Ha MPOBEACHUE MEXKIYHAPOJHOTO MHOTOLIEHTPOBOIO
KJIIMHUYECKOIO0 HCCIIEJOBaHMs JIEKAPCTBEHHOI'O IIpernapara Uil MEIULMHCKOro IPUMEHEHMs, 3a
MIPOBEACHUE 3TUYECKOW SKCHEPTU3bl, SKCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM Ipenapar s
IIOJIyYEHUSI pa3pelleHHs] Ha MPOBEACHHUE IOCTPETUCTPALMOHHOTO KIMHUYECKOIO HCCIIEIOBAHUS
JIEKApCTBEHHOI0 Ipernapara s MEAULMHCKOrO0 NMPUMEHEHHMs], 3a BblJayy pa3pelieHusi Ha IPOBEICHUE
[IOCTPErUCTPALIMOHHOTO KJIMHUYECKOTO HCCIIEOBAHMSI JIEKAPCTBEHHOrO IpernapaTta A MEAUIIMHCKOTO
MIPUMEHEHUS.

6. IlpoBenpeHue SKCHEPTU3bl JOKYMEHTOB JUIsI TOJYyYEHHS pa3pelieHuss Ha IPOBEICHUE
KJIMHUYECKOT0 MCCJIeIOBaHU JIEKAPCTBEHHOIO TIpernapara JJjisi MEIUIIMHCKOTO TPUMEHEHUS U 3TUYECKOM
9KCIEPTHU3BI, COCTABIIEHNE KOMUCCUEH IKCIIEPTOB U COBETOM I10 STHUKE 3aKIIOYCHUN O BO3MOKHOCTH WITU
HEBO3MOKHOCTH MPOBEACHUS TAKOTO KIMHUYECKOTO MCCICIOBAHUS M HAMPABJICHUE STUX 3aKJIIOYCHUHN B
YIOJHOMOYEHHBIN (efepanbHbli OpraH MCIOJIHUTEIbHOW BJIACTH OCYIIECTBISIOTCA B CpPOK, HE
MPEBBIIIAIONINM TPUALIATH PabOYMX JHEH CO AHS TMOJIYYeHHs] SKCIEPTHBIM YUPEKICHHUEM 3aJaHUS
YIOJIHOMOYEHHOTO (eepaJIbHOTO OpraHa HCIHOJHUTEIBRHON BJIACTH C MPWIOKEHUEM JOKYMEHTOB,
yKkazaHHbIX B myHkTax 3, 4, 10 m 11 wactu 2 HacTosed CTaTbU, U COBETOM IO 3TUKE 3aJaHUS
YIOJIHOMOYEHHOT0 (eepaqbHOTO OpraHa HCIHOJHUTEIBRHON BJIACTH C MPWIOKEHUEM JOKYMEHTOB,
yKa3aHHBIX B MyHKTax 3 - 6, 8 u 9 wacTu 2 HacTOSAIICH CTAThU.

7. B cpok, HE TPEBBIMIAONINN TATH Pab0YNX THEH CO JTHS MOJTyYEHUs 3aKJIIOYCHHM, YKa3aHHBIX B
yacTu 6 HACTOSIIEH CTaThH, YIIOJTHOMOUYEHHBIH (peiepanbHblil OpraH HCTIOHUTEIHON BIACTH:

1) OCYHICCTBJIACT OLCHKY NOCTYIIUBIINX 3aKJTFOUCHUM IJIg onpeACICHUA NX COOTBECTCTBHUA 3aJaHUAM
Ha NIPOBCACHUC COOTBCTCTBYIOIIUX IKCIICPTHU3,

2) NpUHUMAET pEeUIeHHE O BblJaue pa3pellieHuss Ha IPOBEIECHHE KIMHUYECKOIO MCCIIEI0BaHUs
JIEKapCTBEHHOT'O Tpernapara il MEIUIUHCKOIO NpUMEHEeHHs WM o0 OTKa3e B BblJaue yKa3aHHOTO
paspelieHus;

3) BbIIACT PA3pCHICHUC HA MPOBCACHUC KIIMHUYCCKOI'O MCCICAOBAHUSA JICKAPCTBCHHOT'O IIpCliapaTta
A MCOUOUHCKOrO MNPHUMEHCHUSA WM PCUHICHUC 00 OTKa3e B BbIJIAYC YKA3aHHOI'O0 pa3pCHICHUSA C
YKa3aHHUEM IIPUYIHNH OTKa3a.

8. OcHOBaHHEM JUId OTKas3a B BbIIAYE PA3PEIICHUS HA NMPOBEACHHE KIMHUYECKOTO HCCIIEIOBaHUS
JIEKApCTBEHHOIO Ipernapara Uil MEAULIMHCKOIO IIPUMEHEHHUs ABJISICTCS HAIMYUE 3aKIIIOUCHHUS] KOMUCCUU
JKCIEPTOB WJIM 3aKJIIOYEHUS COBETa 10 3THKE O HEBO3MOXKHOCTH IPOBEIACHUS KIMHUYECKOTO
UCCIIEAOBAHUA JICKAPCTBEHHOI'O IIpenapara Uil MEAMIUHCKOIO IIPUMEHEHHs 10 pe3yiabTaTaM
MIPOBEACHHBIX IKCIIEPTU3, IPEAYCMOTPEHHBIX YaCThIO 6 HACTOSIIEH CTAThU.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

9. Pemenne 00 OTKa3e B MPOBEACHUM IKCHEPTH3BI JOKYMEHTOB Ui MOJYYEHHUS pa3pelieHHs Ha
IIPOBE/IEHUE KIIMHUYECKOr0 MCCIeI0BaHMs JIEKAPCTBEHHOr0 Ipernapara Uil MeIUIUHCKOIO IPUMEHEHUS
U 3ITUYECKON S3KCHEpTU3bl M B BbAAU€ DPA3pELICHUS Ha IPOBEIEHUE KIMHUYECKOIO HCCIEAOBAHUS
JIEKapCTBEHHOI'0 IpernapaTa Uil MEAULUHCKOrO MPUMEHEHHs MOXXET ObIThb 00KaJloBaHO B IOPSIIKE,
YCTaHOBJICHHOM 3aKoHozarenbcTBoM Poccuiickoit denepanun.

CraTtbsa 39.1. 3TnYyeckasa akcnepTu3a
(BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

1. DTdueckas OKCIICPTH3a IMMPOBOAUTCA COBETOM IIO 3THKE, CO3JAaHHBIM B IOPAAKE, YCTAHOBJIICHHOM
YIIOJIHOMOYCHHBIM (be):[epaanblM OpraHom HCIIOJIHUTEILHOM BJIaCTH, B LCIAX BbIAA4YHW 3aKJIIOYCHUSA 00
9THYECKOH 000OCHOBAHHOCTH BO3MOYKHOCTH IMPOBCACHNA KIIMHUYECKOTO HMCCICOAOBAHUA JICKAPCTBCHHOI'O
npemnapara Jjid MCIUIUHCKOTIO NPpUMCHCHH .

2. DKcrnepTaMu COBETa MO STUKE MOTYT OBITh MPEICTABUTEIHN MEIUIIMHCKUX OpraHu3auil, Hay4HbIX
OpraHmsanuii, o0pa3oBaTENbHBIX OpraHMU3alMi BhICHIET0O OOpa3oBaHMs, a TaKXKe IpPeICTaBUTENN
OOIIECTBEHHBIX OPTraHU3AlUN, PEIIUTHO3HBIX OpraHU3alMi U CpeACcTB MaccoBod uH(opmanuu. JJaHHBIE
SKCIIEPTHl HE JIOJKHBl HAXOAUTHCA B KAaKOW-TMOO 3aBUCHUMOCTH OT DPa3pabOTUMKOB JIEKAPCTBEHHbIX
MpernapaToB U APYTHUX JIUILl, 3aMHTEPECOBAHHBIX B PE3YJIbTaTaX STUYECKON IKCIIEPTU3BI.

3. Omata yciIyr SKCIEPTOB COBETa IO JSTHKE OCYIIECTBISCTCS HAa OCHOBAaHUH JIOTOBOPA,
3aKIIFOYCHHOTO MEXy YIOJHOMOYCHHBIM (peliepabHbIM OPraHOM HCIIOJIHUTEIBHOW BJIACTH, KOTOPBIM
CO3/IaH COBET IO 3TUKE, M DOKCIEPTOM COBETa IO OSTHKE, 3a CYeT OIOPKETHBIX AaCCHUTHOBAHWUH,
MPEYCMOTPECHHBIX YIIOJHOMOYCHHOMY (ellepajbHOMY OpraHy HCIOJIHUTEIBHOW BJIACTH, KOTOPBIM
CO37IaH COBET MO A3TUKE, B (pepeparbHOM OIOKETe Ha COOTBETCTBYIOIIMHN TOJ Ha OOECreYeHHE ero
JeSTeIbHOCTH, B pa3Mepax, ycraHoBIeHHbIX [IpaButenscTBoM Poccuiickoii denepanum.

4. DKCHepThl COBETa MO 3THKE HECYT OTBETCTBEHHOCTH B COOTBETCTBHHM C 3aKOHOJATEIbCTBOM
Poccuiickoit denepanun.

5. CocraB coBeTa 110 3THKE, OJ0KEHHE 00 ITOM COBETE, OPSIOK €0 JeATEIbHOCTH, TPEOOBAHUS K
KBAJM(HUKALMU U ONBITY PaOOTHI 10 KCIEPTHOM OLEHKE HAYYHBIX, METUIIMHCKUX M 3TUYECKUX acleKTOB
KJIMHUYECKUX  HUCCIIEOBAaHUM  JIEKAPCTBEHHBIX MpEnaparoB A MEAUIMHCKOTO IMPUMEHEHMUS,
IIPENBABISAEMBIE K DKCIIEPTAM COBETa IO JTHUKE, IOPSJIOK OpPraHW3alUMd WM IPOBEIEHUS ITHYECKOU
AKCIEPTU3BL, (hopMa 3aKITIOUYEHHSI COBETA MO 3TUKE YCTAaHABJIMBAIOTCS YIIOJIHOMOUYEHHBIM (peliepanbHbIM
OpPraHOM MCIOJIHUTEIBbHOW BIAacTH. YMCIO MpencTaBUTENed MEOUIMHCKUX OpraHU3aluil HE MOXKET
MIPEBBILIATH MMOJIOBUHY OT OOIIETO YKMCIia IKCIEPTOB COBETA MO STUKE.

6. Mudopmanus o coctaBe coBeTa MO ITHKE, MJIaHAaX €ro paboThl U TEKylleH AeATelbHOCTH
pasmemiaercs Ha OQUIMAIBLHOM CaiTe YHNOJHOMOYEHHOTO (heAepalbHOrO OpraHa MCIIOJIHUTEIbHON
BJIACTH B ceTu "VIHTEepHET" B yCTAaHOBIEHHOM UM IOPSIJIKE.

CraTtba 40. NpoBegeHne KINMHUYECKOro UCCNea0BaHNA JNTIEKapCTBEHHOroO npenapara
AnNA MeaULMHCKOIo NpUMeHeHus

1. PykoBoauTenb MEIUIIMHCKOW OpraHu3alvu, KOTOpas MPOBOJMT KIMHUYECKOE HCCIEI0BaHUE
JIEKapCTBEHHOr0  mpemapara s  MEIUWLMUHCKONO  NPUMEHEHMs, Ha3HAa4aeT  MCCIeN0BaTeNs,
OTBETCTBEHHOTO 3a TMPOBEJACHUE TAaKOTO HWCCIAEAOBAaHUS M WMEIOMIETO JICUeOHYIO CIEeIHAIBHOCTD,
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

COOTBETCTBYIOLIYIO IPOBOAMMOMY KIMHUYECKOMY HCCIEI0BAaHUIO JIEKAPCTBEHHOrO IIpernapara, co
cTakeM paloThl IO IpOrpaMMaM KIMHUYECKHX HMCCIEJOBAHUM JIEKAPCTBEHHBIX IpEnapaToB HE MeEHee
4YeM TpU TOJa M IO €ro IMPEUIOKCHHIO Ha3HA4aeT COMCCIENOBATEeNIe W3 4YuMCila Bpaded 3TOU
MEIULUHCKONW OpraHu3alHH.

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

2. HCCJ’IGI[OB&TGHB OCYHIECTBIIACT BBI60p MNanuEHTOB, KOTOPBIE 110 MCAUIMHCKHM IIOKa3aHUAIM
MOTYT OBITH MNPHUBJICYCHBI K YYAaCTHIO B KIIMHHUYCCKOM HCCJIICAOBAHUHN JICKAPCTBCHHOTO IIpfrapara IJId
MCIUIHUHCKOI'O IPpYUMCHCHUS.

3. HccnemoBaTenr ©  COHMCCIEAOBATCIIM  JIOJDKHEI OBITh  O3HAKOMJICHBI C pe3yjibTaTaMu
JOKIIMHUYCCKOI'O Hucciaca0BaHusA JICKaApCTBCHHOI'O Cpe€acTna, COACpKaAIUMUCA B 6pom10pe
HUCCIICO0BATCIIA, NPOCKTOM IPOTOKOJA KIIMHUYCCKOr0 HCCICAOBAHHA JICKAPCTBCHHOI'O IIpCriapara IJId
MCAUIHUHCKOI'O IMPHUMCHCHUA, p83pa6OTaHHLIM p33pa6OT‘lI/IKOM JICKAPCTBCHHOTI'O IIpCIllapaTa WM HMHBIM
OPUIUYCCKUM JIMIOM, IIPHUBJICKACMBIM K OpraHu3alliid IMIPOBCACHHA KIMHUYCCKOTO HCCICAOBAHUA
JICKApCTBCHHOI'O Ipfrapara I MCEAULIUHCKOIO IMPHUMEHCHUSA, U APYTUMH MATCpUalaMHU TaKOIo
HUCCICIOBAaHU.

3.1. PykoBoauTeNb MEAUIIMHCKONW OPTaHU3AlMU B CPOK, HE MPEBBIMIAIONINI TpeX paboyux JAHEH co
JTHSI Hayaja MPOBEACHUS KIMHUYECKOTO MCCICAOBAHMS JIEKAPCTBEHHOIO Ipernapara Jjisi MEIUIIMHCKOTO
MPUMEHEHHUs, coo0IIaeT 00 3TOM B YNOJHOMOYEHHBIN (hefepaibHblii OpraH HMCIOJHUTEIBHON BJIACTH,
BBIJIABIINH pa3pelIeHe Ha MPOBEACHUE TAKOTO UCCIIE0BAHMS, TI0 YCTAHOBJICHHOU UM (popme.
(uacts 3.1 BBenena @enepanbHbIM 3akoHOM OT 29.11.2010 N 313-D3)

4. OpraHuzanuy, OCYHIECTBISIOIIME OPraHU3aLUI0 IPOBEACHMS KIMHUYECKOIO HCCIEI0BaHMS
JIEKapCTBEHHOI'O IIpernapara Uil MEIULUHCKOIO IPUMEHEHUs W yKa3aHHble B 4acTu 3 craThu 38
Hacrosero denepanbHOrO 3aKOHA, B Cllydae HEOOXOJUMOCTH BHECEHHS W3MEHEHUI B IIPOTOKOI
KJIMHUYECKOT'O MCCIIEI0BAHUS JIEKAPCTBEHHOIO Ipernapara JiUisi MEAULMHCKOTO MPUMEHEHHUS COOOIIA0T
00 3TOM B YIIOJIHOMOUYEHHBIN (efiepanbHbIil OpraH UCIOJHUTEIBHON BIIACTH, BBIIABIIUI pa3pellieHue Ha
MIPOBE/IEHUE TAKOTO HCCIIEJOBAHUS, 110 YCTAHOBJIEHHON UM (hopme.

(B pen. @enepanbHoro 3akoHa ot 11.10.2010 N 271-03)

4.1. cDOpMEl COO6H.[CHI/I$I O BHECEHMH H3MCHEHHH B MPOTOKOJI KIMHHUYCCKOTIO HCCIICAOBAHUS
JICKApCTBCHHOTO Iperiapara A1 MCAUIIUHCKOIO IPUMEHCHU JOJKHA COACPKATE CICAYIOINE CBECACHUA:

1) HaumeHOBaHUe, HACHTU(UKAIIMOHHBIA HOMEpP U J1aTa MPOTOKOJIa KIMHUYECKOTO UCCIIeI0OBAHUS;
2) nata BHECEHUsSI '3MEHEHUM B MPOTOKOJI KIIMHUYECKOTO UCCIIEA0OBAHUS;
3) HaMMEHOBAaHKME U MECTO HAXOXKCHUS 3asIBUTEIIS;

4) HaMMEHOBaHWE OpraHU3allMU, MPUBJICYEHHON pa3pabOTUMKOM JIEKapCTBEHHOIO Ipenapara K
OpraHu3aIMK MPOBEACHUS KIMHUYECKOTO HUCCIIeJOBaHuUS (IIPU HAIUYHHN);

5) HaAUMMCHOBAHUA M MECTa HaAXO0XICHHA MCIHUITMHCKHX opraHmauHﬁ, B KOTOPBIX IMPOBOAUTCA
KIIMHUYCCKOEC NCCIICIOBAHUC,

6) nmara BBIJAYM pa3pelieHus] Ha TPOBECHUE KIMHUYECKOTO HCCIEIOBAaHUS M HOMEpP 3TOTO
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pa3pelIeHus;

7) U3MEHEHUs, BHOCMBbIE B IPOTOKOJI KIIMHUYECKOT'O UCCIIEIOBAHHUS.
(uactsb 4.1 BBeneHa @enepanbHbIM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He mpeBbIIAIIMN TpUALATH pabOYUX JTHEH CO JHS MOJYyYeHHs] YKa3aHHOTO B YacTu 4
HACTOSIIEH CTAaThU COOOILIEHHS, YIOJIHOMOYEHHBIH (enepaabHblii OpraH HWCHOJIHUTENBHOW BIACTH
paccMaTpuBaeT 3TO COOOIIEHHE B YCTAHOBJIEHHOM UM TOPSAKE M MPUHUMAET pPEUIeHHE O BHECEHUU
U3MEHEHUH B MPOTOKOJ KJIMHUYECKOTO HCCIIEIO0BaHUS JIEKAPCTBEHHOIO Ipernapara Uil MEAUIIMHCKOTO
NpUMEeHEeHUs uiu 00 OTKa3e BO BHECEHHMM Takux u3MeHeHuil. Ilpu paccmoTpenuu cooOliieHus o
HEOOXO/MMOCTH BHECCHHMS HM3MEHEHHWH B TPOTOKOJ KIMHMYECKOTO MCCIIEOBAHUS JICKApPCTBEHHOTO
mpernapata JJis MEIWLUHCKOrO MPUMEHEHHs B LEISIX OLEHKH OOOCHOBAaHHOCTH MpeAJiaraeéMbIX
W3MEHEHUN U ONpeeNIeHUsl CTENEHM pUCKA JUIsl MAlMEHTOB, MPUHUMAIOIIMX YYacTHE B KIMHUUYECKUX
UCCIIEIOBAHMAX, YIOJIHOMOYEHHBIM (efepaibHbiM OpPraHOM HCIOJTHHUTEIBHOW BJIACTH  MOTYT
IIPUBJIEKATHCSI KCIIEPTHI COBETA IO STUKE.

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

6. KinHunyeckoe wuccienoBaHue JIEKapCTBEHHOIO IpernapaTta A MEIUUUHCKOTO IPUMEHEHUs
MOXKET OBITh MPHOCTAHOBIEHO WU MPEKpaIIeHO, €CM B Mpolecce €ro MIpoBeIAeHHs OOHapyKeHa
OIIACHOCTb JUISl )KU3HHU, 3/10pOBbS MAallMEHTOB. B ciryyae BO3HUKHOBEHUS OMACHOCTH JJIsl )KU3HH, 3710POBbSI
MAalMEHTa, YYacTBYIOIIETO B KIMHMUYECKOM HCCIEAOBAaHUM JIEKAPCTBEHHOrO Ipernapara s
MEIUIMHCKOTO TPUMEHEHHUs, HMCCIIEeOBaTeNM 005M3aHbl MPOMH(DOPMUPOBATH 00 3TOM PYKOBOJIUTEIS
MEIULUMHCKOM OpraHu3aldd W OpPraHu3aluio, I[OJIYYMBLIYIO pa3peli€HHue  YIOJHOMOYEHHOTO
denepanbHOrO OpraHa HCIOJHUTENBPHOW BIACTH HAa OPraHU3alUI0 TPOBEICHHUS KIMHUYECKOTO
HCCIIE0BaHMS JIEKAPCTBEHHOTO Ipenapara. Pemenue o npruocTaHOBICHUN KIMHUYECKOTO UCCIEA0OBaHUS
JIEKapCTBEHHOI'O IIpernapara JUisi MEAULUHCKOIO MPUMEHEHUS IPUHUMAIOT PYKOBOJUTEIb MEIULIUMHCKON
OpraHu3aiuy 1 (WJu) OpraHu3aius, MoTy4HBIlas pa3pelieHrne YIOoJIHOMOYEHHOTo (heaepaabHOro oprana
HCIIOJIHUTEJIBHON BJIACTH Ha OPraHU3alMI0 MPOBEJIEHUS KIMHMYECKOTO MCCIEe0BAaHUS JIEKAPCTBEHHOTO
npenapara JUisi MEIWIMHCKOTO NPUMEHEHUs, pEeUIeHUWEe O MPEKpPalIeHUH TaKOTrO MCCIIEeIOBAHUS
MIPUHUMAET YIOJHOMOYEHHBIN (eiepalibHbIil OpraH UCIOIHUTEIbHOM BIACTH HA OCHOBAaHUHU COOOIIEHUS
B THCHBMEHHOW (opme pyKOBOIUTENS MEIUIIMHCKOW OpraHu3allid WM OpraHu3alus, MOJy4YHBIIAs
paspelieHne YInoJHOMOYEHHOro (efepalbHOr0 OpraHa HCIOJHUTENbHON BIIACTH Ha OPraHU3alUIo
MPOBEACHUS KIIMHUYECKOTO UCCIIEA0BAHMS JIEKAPCTBEHHOTO ITpenapara Jjisi MEAUIIMHCKOTO TPUMEHEHHUS.

7. B cpok, HE TPEBBIMIAOIINN MATH padounX JHEH CO JHS 3aBEPIICHUS], MPUOCTAHOBJICHUS HIIN
MPEKpAIleHUsl KJIMHUYECKOrO MCCIEAOBAaHMS JIEKAPCTBEHHOIO Ipemapara Uil  MEIUIMHCKOTO
MIPUMEHEHHUs, COO0IeHne 00 3TOM HampaBiseTcsl OpraHU3alMsIMH, YKa3aHHBIMH B 4acTu 3 craThu 38
HacTosiero denepansHOro 3aKoHa, B YIIOJTHOMOYEHHBIN (eepanbHblii opraH UCIIOMHUTEIHLHON BIACTH
10 YCTaHOBJIEHHON UM (opMe.

8. d)opMa COO6H.ICHI/I${ O 3aBCpIICHHU, IMPUOCTAHOBJIICHUHU HIIU MNPCKpAICHUN KIMHUYCCKOI'O
HCCIICO0BaHMA JICKAPCTBCHHOI'O NIpCriapaTta Ajid MEAUIUHCKOTO IPUMCHCHUA JOJIXKHA COACPKATh:

1) uadopmanuo 0 MEIUIIMHCKOW OpPTaHM3AlUU WM METUIIMHCKUAX OPTaHHU3aIUIX, MPOBOIUBIIIX
JIAaHHOE MCCIIEI0BAHUE;

2) OIMMCAHUEC JaHHOT'O UCCIICAOBAHMAA,
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3) nmanHbIe HccrnenoBarens ((haMuaus, UMs, OTYECTBO, MECTO PabOTHI, 3aHMMaeMasi JTOJDKHOCTb,
CHELUAIBHOCTh, CTaX padoThl IO MporpaMMmaM KIMHUYECKMX MCCIEJOBAHUN JIEKapCTBEHHBIX
npenaparoB, MNCPCUYCHb KIMHHUYCCKUX I/ICCJIGIIOBaHI/Iﬁ JICKAPCTBCHHLIX IPLCIapaToB, B KOTOPBIX OH
IIPUHUMAJl yyacTue (IepUO/Ibl yYacTHsI) B KAUEeCTBE UCCIIE0BATEINS WIIH COUCCIIEA0BATENs);

(B pen. @enepanbHoro 3akoHa ot 11.10.2010 N 271-03)

4) pe3ynbTaT AAHHOTO MCCIENI0BaHMs (3aBeplleHUe, IPUOCTAHOBICHUE WM IIPEKpaIleHUe JaHHOTO
MCCIICIOBAHMS C YKAa3aHUEM UX MPUYUH M BIUSHUS Ha OLEHKY €ro Pe3ybTaToB, OOIIYIO OLEHKY PUCKa U
OKUJACMOM IOJB3bl OT IPUMEHEHMsI MCCIEAYEMOro JIEKAPCTBEHHOIO Ipenapara, a TaKxke
IIpeIoyiaraeMble JajJbHENIINE JEHCTBUS).

8.1. Ilpu BeIABIECHMM (QeleparibHbIM OpPraHOM HCIIOJIHUTENBHONW BIIACTH, OCYIIECTBIISIOIIUM
(GYHKIMU 1O KOHTPOJII0O M HAA30py B cdepe 3apaBOOXpaHEHMS, HAPYUICHWH NpaBUI HaAJIeKallei
KJIIMHUYECKOW NPAKTUKU NPU IPOBEICHUM KIMHUYECKOIO HCCIIENOBaHMs JIEKAPCTBEHHOIO IIperapara,
BJIUSIIOLIMX HA MOJHOTY U (WIM) JOCTOBEPHOCTh JAHHOIO KIMHMYECKOI'O HCCIIEJOBaHMS, YKa3aHHBII
(benepanbHbIl OpraH MCHOJHUTEIbHOM BIACTH NMPUOCTAHABIMBACT IMPOBEIECHUE JAAHHOTO KIMHUYECKOTO
HCCIEA0BAHUSA U BBIHOCUT MEIULIMHCKOW OpraHW3aldH, B KOTOPOM IPOBOJAUTCS JAHHOE KIMHHYECKOE
UCClieIoBaHMe, IMpelnucaHue o0 YCTpaHEHMM BbIABICHHBIX HapymeHuil. Ilpm HeycrpaHeHuun
MEIULMHCKOM OpraHM3alMeil BBIABICHHBIX HApyIIEHWH B YCTAHOBJIEHHBIM B IIPEANMCAHUM CPOK
yKa3aHHbI (enepanbHblii OpraH MCIOJHUTEIbHOM BIIACTM NPUHUMAET pEIIeHHEe O IpeKpalleHuu
MPOBE/ICHUST KIMHUYECKOTO HMCCIIEOBAHUS JIEKAPCTBEHHOTO Mperapara W HampasisieT B (eaepabHbINA
OpraH MCIIOJHUTEIbHON BIIACTH, OCYLIECTBISAIOMMNA (YHKUMM 1O BBIPAaOOTKE U  peanu3aluu
TOCYJapCTBEHHOH IOJMTHKH W HOPMATHBHO-TIPABOBOMY PETYIMPOBAHHIO B chepe 3apaBOOXpAaHCHHS,
3aKJIFOUYEHUE O BBIABJICHUU IPU MPOBEACHUN JAHHOTO KIMHUYECKOTO UCCIIEIO0BAaHUS HAPYIICHUN IPaBUI
Ha/IJIe)KAIIeH KIMHUYECKOW MPAKTHKH JJISl IPHHATHUS PEIICHUS 00 OTMEHE pa3pemieHusi Ha OPraHU3alHio
IIPOBEJEHUS JAHHOTO KIMHMYECKOTO HCCIIENOBAaHUS C JaThl IPUHATUS PELICHHUS O MPUOCTAHOBICHHUM
MIPOBEACHUS KIIMHUYECKOTO NCCIIEA0BAHMS JIEKAPCTBEHHOTO IIpenapara.

(uactb 8.1 B pen. @enepanbHoro 3akona ot 13.07.2015 N 241-D3)

9. VmnonHoMmMoueHHBIH (enepaybHbIii OpraH HCIOJIHUTEIBHOW BIJIACTU OMYOJIMKOBBIBAET U
pasmemiaer Ha CcBoeM oduuuansHoM caiite B cetn "HMHTepHer" cooOlieHHe O 3aBepIIeHHH,
MIPUOCTAHOBIIEHUU WJIHM NPEKPaLICHUH KIMHUYECKOTO MCCIEI0BaHUs JIEKapCTBEHHOTO Ipernapara Jis
MEIULMHCKOTO MPUMEHEHHsI B CPOK, HE MPEBBIIIAIOIUN NATH paboyux JHEW co THS ero MoylyuyeHus, B
YCTaHOBJICHHOM UM TOpPSKE.

10. YnonHoMoueHHbIH (eaepanbHbIi OpraH MCHOJHHUTEIbHON BIACTH OCYIIECTBISET BEJCHHE
peecTpa HCCHCHOBaTGHeﬁ, MPOBOAANIUX MW HMPOBOAWBIINX KIIMHUYCCKUC UCCIICAOBAHUA JICKAPCTBCHHBIX
IIPEnapaToB Uil MEAMIMHCKOIO IPUMEHEHHUS, B COOTBETCTBUU C YTBEPKACHHBIMU MM IpaBUJIAMU U
pa3MeniaeT ero Ha cBoeM o¢uuuanbHOM caiite B cetd "MHTepHET" B YCTAaHOBIEHHOM UM IMOPSJIKE.
VYKazaHHBIN peecTp coAepKUT UH(OPMAIHIO, TPETYCMOTPEHHYIO ITYHKTOM 3 4acTu 8 HacTOsIIEeH cTaTby.

I1. Otuer o pe3ynbTarax KIMHUYECKOTO MCCIEAOBAHMS JIEKAPCTBEHHOIO IMpernapara s
MEIULUHCKOTO MPUMEHEHUS! COCTABIISIETCS] OPraHU3aluel, YKa3aHHOM B 4acTU 3 cTaThbu 38 HACTOSIIETO
(DeJ:(epaﬂLHoro 3aKOHAa, Ha OCHOBAaHHNU 3aKITIOYESHIUH MEOUITMHCKHUX opraHmauHﬁ, OpOBOAMBIIUX 3TO
UCCIIeIOBaHNEe, U TPECTABISACTCS B YIOJHOMOUYEHHBINH (hefepaibHbIi OpraH UCHOTHUTENHHON BIIACTH,
BI)I)IaBHII/Iﬁ PaspCIICHUE Ha MPOBCACHUC 3TOIO MCCICIOBAHUSA, B CPOK, HE npeBmma}omHﬁ TPEX MECALICB
CO [JHSA €ro 3aBepILICHUs, IPUOCTAHOBJIEHUS WIM IMPEKPAIICHUs, B IMOPSAIAKE, YCTAaHOBJIECHHOM
YIOJTHOMOYEHHBIM (e/IepaIbHBIM OPTaHOM HCIIOJTHUTEIbHON BIACTH.
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12. Hapymenue mnpaBusl Haajexalled KIMHUYECKOH NpakTHKH, (ambcudukanus pe3ylbTaToB
KIIMHUYECKOI0 HCCIIEI0BAaHUs JICKAPCTBEHHOrO Ipenapara A MEJUIMHCKOTO NPUMEHEHUs BIEKYT 3a
co0O# OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOJATENILCTBOM Poccuiickoit deneparui.

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

13. Ilpu npoBeaeHNHN KIMHUUYECKOTO UCCIIEA0BAHNS JIEKAPCTBEHHOIO IIpenapara sl MEIULUHCKOIO
IIPUMEHEHMs JOIYCKaeTcsl 3a00p y HallMEHTOB OMOJIOTMYECKHUX MaTepuayoB (00pa3libl OMOJIOTHYECKUX
KHUJIKOCTEH, TKaHEH, CEKpPEeTOB W MPOJAYKTOB IKU3HEACATEIHOCTH 4YellOBeKa, (U3MOIOTUYECKUX U
[aTOJIOIMYECKUX BbIIEIECHUH, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPIaHU3MOB, OMOICUIHBINA MaTepuall)
uid ux usyuyenus B Poccuiickoit @enepaunu u (wim) 3a npeaenamu Poccuiickoit @enepanuu.

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

14. Tlopsnok BBo3a B Poccuiickyro @enepannio U BbIBO3a 3a mpenenbl Poccuiickoit denepannu
OMOJOTMYECKUX  MaTepuaoB, TOJYyYEHHBIX TPU MPOBEACHUM  KIMHUYECKOTO  HMCCIEI0BaHUS
JIEKApCTBEHHOT'0 TperapaTta Jjsi MEIUIMHCKOrOo TPUMEHEHMs, ycTaHaBinuBaercs [IpaBurenbcTBoM
Poccuiickoit deneparuu.

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

Cratbsa 41. [loroBop 0 npoBeAeHUU KITMHUYECKOro uccrnenoBaHUs NeKapCTBEHHOro
npenapara ans MeaULUHCKOro NnpuMeHeHus

1. KnuHudeckoe wHcCleIOBaHUE JIEKAPCTBEHHOTO Npernapara sl MEAUIIMHCKOTO MpPUMEHEHUs
MIPOBOJIUTCS B COOTBETCTBHUH C JIOTOBOPOM O MPOBEACHUH KIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOTO
mpernapata AJii MEIULMHCKOTO TMPUMEHEHHs, 3aKI0YaeMbIM MEXKIYy OpTraHU3alel, MMOTy4YHBIIeH
paspelieHrne YIOJIHOMOYEHHOTO (heepabHOr0 OpraHa HCIIOJHUTEIFHOW BJIACTH HAa OPTraHU3AIUI0
MPOBEJICHUSI TAKOTO HCCIEAOBAHUSA, M MEAMIIMHCKOW OpraHU3alMel, OCYIIECTBIISIIONICH MpPOBEICHHE
TaKOI'0 UCCIIEJOBAHMUS.

2. I[OFOBOp 0 TPOBCACHUU KIUMHUYCCKOTIO HUCCICAOBAHUA JICKAPCTBCHHOTO IIpfliapara I
MCIUIHUHCKOI'O IPUMCHCHUS JOJKCH COACPKATD:

1) YCJIOBUA U CPOKH TPOBCACHUA JAHHOTO UCCICJOBAHUS

2) ompexaenieHHe OOIIEH CTOMMOCTH MPOTPAMMBI JAHHOTO HCCIIEIOBAHUS C YKAa3aHUEM CYMMHBI,
MpeIHa3HavYaIonIecst s BBITLJIAT UCCIIeIOBATENsIM, COUCCIIEIOBATENSM;

3) onpenenenue GoOpMbl MPEICTABICHUS PE3YIHTATOB TAHHOTO MCCIIEAOBAHUS B YIIOJTHOMOYEHHBIHN
benepanbHBIA OPraH UCMIOTHUTEIBHOMN BIACTH.

Cratbna 42. duHaHcoBoe obecnevyeHue KNMUHUYECKOro nccnenoBaHus
NeKapCTBEHHOro npenapara ans MeauUUHCKOro npuMeHeHus

dunaHcoBoe oOecrneyeHUe KIMHHYECKOTO HCCJIICAOBAHUA JICKAPCTBCHHOI'O IIpfriapara JJid
MCIUIHUHCKOI'O IPUMCHCHUS OCYHICCTBIIACTCA 3a CUCT:

1) cpenctB deaeparbHOTO OFOKETA;

2) CpCACTB OpFaHI/I3aI_II/II71, MOJIYYUBHINX PAa3pCIICHUC HA OpTraHU3aldi0 MPOBCACHUA OAHHOI'O
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HCCIICA0BaHNA, B COOTBCTCTBHUU C YCIOBUAMU OOTOBOpPA O €TI0 IMPOBCACHHUH,

3) MHBIX HE 3alpPEIICHHBIX 3aKOHOAaTeIbcTBOM Poccuiickoit denepalinu ICTOYHUKOB.

Cratba 43. [lpaBa nauMeHTOB, y4acTBYHWOLWUX B KIIMHUYECKOM MUCCleaoBaHUU
NeKapCcTBEHHOro npenapara Ana MeaMUUHCKOro NpuMeHeHus

l. VYuactue mnamMeHTOB B KJIMHUYECKOM HCCICAOBAaHUM JIEKAPCTBEHHOIO Mperapara i
MEAUIIMHCKOTO IPUMEHEHHUS ABIISETCS JOOPOBOJIBLHBIM.

2. TlanueHT WM ero 3aKOHHBIA MPEACTABUTENh JOJDKEH OBITh MH(OOPMHUPOBAH B MUCHBMEHHOU
dhopwme:

1) 0 JICKapCTBCHHOM IIperiapare i MCAUIHUHCKOIO HNPUMCHCHHA W CYHIHOCTH KIMHHUYCCKOI'O
HCCIICOOBAHUSA 3TOI'O JICKAPCTBCHHOI'O ITpCIIapara,

2) o 6e30MacHOCTH JICKAPCTBEHHOTO IperapaTa iUl MEIUIIMHCKOTO MTPUMEHEHUS, €ro 0KHUIaeMOU
3¢ (HEeKTUBHOCTH U CTENIEHU PUCKA IS MAlUEHTA;

3) 00 YCIOBUAX YHACTHA MaMCHTA B KIIMHUYCCKOM HUCCIICAOBAHUU JICKAPCTBCHHOI'O ITpCIiapara s
MCAULTUHCKOI'O IIPUMCHCHUS

4) 0 OCIM WM HCIIX W MIPOAOJDKUTCIIBHOCTHU KIMHHUYCCKOIO HMCCICAOBAHUA JICKAPCTBECHHOI'O
mnpceraparta 11 MCAUIUHCKOI'O IIPUMCHCHU,

5) o JHeHCTBUSAX NAUMEHTa B Cllydyae HENPEABUAECHHBIX 3(QQEKTOB BIUSHUS JIEKAPCTBEHHOI'O
npenapara s MEAUIUHCKOr0 IPUMEHEHHS Ha COCTOSIHUE €ro 310POBbS;

6) 00 ycioBHsIX 0043aTEILHOTO CTPaXOBaHUS )KU3HH, 310pPOBbS MALIUECHTA;

7) 0 TapaHTHAX KOH(I)I/IILCHLII/IaJ'ILHOCTI/I ydqaCTtusa TMalueHTa B KIMHUYCCKOM HCCICAOBAHUU
JICKApCTBCHHOTO Iperapara 11 MCAUIUHCKOTIO IPUMCHCHU .

3. Z[O6pOBOJ'ILHOG COTJIaCuC IMalluCHTa HAa Y44aCTUC B KIMHHUYCCKOM HCCICIOBAHUHU JICKAPCTBECHHOI'O
npemnapara M1 MCIUIHUHCKOrO IMPHUMEHCHUS IOATBCPKAACTCA €Tr0 IMOANMUCBIO HWIIM IMOAINMUCBIO €T0
3aKOHHOT'O TPCACTABUTCIIA Ha I/IHq)OpMaI_II/IOHHOM JIUCTKE IMalluCHTA.

4. HaHI/IeHT WIN €ro 3aKOHHBII OpeaACTaBUTCIIb HWMECT IIPAaBO OTKa3aTbCd OT Yy4dYaCTud B
KIIMHUYCCKOM HCCIICAOBAHUUN JICKAPCTBCHHOTO IIpCliapaTa AJII MCAUIUHCKOI'O IMPUMCHCHUA Ha 000
CTaguu MPOBCACHUA TaKOI'0 UCCICOOBAaHMA.

5. IlpoBengeHue KIMHUYECKOTO HCCIAEAOBAHUS JIEKAPCTBEHHOIO Ipenapara s MEIUIUHCKOTO
MIPUMEHEHHUSI C YJaCTHEM B KaueCTBE MAIMEHTOB JIETEH OMYCKAETCs TOJBKO C COTJIACHS B MUCHMEHHOMU
dbopMe uX poauTenei, ycplHOBUTeNleH. J[eTm MOryT paccMaTpuBaThcsi B KAaueCTBE MOTEHIIMAIBHBIX
MAIMEHTOB TAKOTO MCCIIE0BaHUs, TOJIBKO €CJIM €Tr0 MPOBEACHNE HEOOX0IUMO TSl YKPETIEHUS 310 POBbsI
netei nin npouIakTUKu UH(EKIIMOHHBIX 3a00J€BaHUI B IETCKOM BO3pacTe MO0 €CIIU IENbI0 TaKOTro
WCCTICIOBAHUS SIBJIICTCS TIOJIYYCHHE JAaHHBIX O HAWJIydlled JO3WPOBKE JIKAPCTBEHHOTO Tpemapara s
nedyeHus: nered. B 3TUX ciydasx TakoMy HCCIEJOBAaHUIO JOJKHO IMPEAIIeCTBOBATh KIMHUYECKOE
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HCCIIEIOBAaHUE JIEKApPCTBEHHOI'O Ipernapara Julsi MEAMIMHCKOIO IPUMEHEHUS Ha COBEPIIEHHOJIETHUX
rpaxJaHax, 3a HCKIIOYEHUEM CIIyyaeB, €CJIM HUCCIeAYyeMbl JIeKapCTBEHHbIM mpenapar i
MCAUIIMHCKOI'O IIPUMCHCHU npeaHa3Ha4cH HUCKIIIOYUTCIIBHO JJIsL HUCII0JIBb30BaHUA
HECOBEPLICHHOJIETHUMHU I'pakJaHAMHU.

(B pen. @enepanbHoro 3akoHa ot 22.10.2014 N 313-03)

6. 3anpemaeTc;1 IMPOBEACHHUEC KIMHHYECKOI'O0 MCCICIOBAHUA JICKAPCTBECHHOI'O IIpe€riapaTta OJId
MCIUIHUHCKOI'O IPUMCHCHUS C YIACTUCM B KAYCCTBC MMAllUCHTOB!

1) neTeii-CUpOT U ACTEH, OCTABIIUXCS O€3 MOTNCUCHHS POAUTEIICH;

2) JKCHIIUH B TMEpUOJ OCEPEeMEHHOCTH, JXEHIIMH B TIEPUOJA TPYAHOTO BCKAapMIIMBAaHUA, 32
HCKJIIOUEHUEM CIIy4YaeB, €CIM IPOBOAUTCSA KIMHUYECKOE HCCIEAOBAHME JIEKAPCTBEHHOrO Ipernapara,
MpeAHa3HAYEHHOTO IS YKa3aHHBIX >KEHIWH, IPH YCIOBUH HEOOXOJMMOCTH MOJYYeHUs WH(OpMaIuu
TOJIBKO BO BpEMsl MPOBEACHUS COOTBETCTBYIOLIMX KIMHUYECKUX MCCIECIOBAaHUNW M NPHUHATUS BCEX
HEOOXOIMMBIX MEp [0 HCKIIOUCHHUIO PUCKA HAHECCHHs Bpela JKCHIIMHE B TEpUOJ] OCpEeMEHHOCTH,
KEHILMHE B IEPUOJ TPYAHOTO BCKAPMIIMBAHUS, IIJIOY UIH PEOCHKY;

3) BOEHHOCIYXAalllUX, 3a MCKIIOYEHHEM CIIy4aeB IIPOBEIEHUS KIMHUYECKOIO HCCIIECIOBAaHUSL
JICKapCTBEHHOI'0 IpernapaTa, CHElMaIbHO pPa3pabOTaHHOrO JUIsl NMPUMEHEHHs B YCIOBHSX BOEHHBIX
NEUCTBUM, 4Ype3BbIYAMHBIX CHUTyallMi, NpOQUIAKTUKA U JIedyeHUs 3a00J€BaHUM M MOpaXEeHUH,
NOJYYEHHbIX B  pe3yJibTaTe BO3ACUCTBUS  HEOJArONpUATHBIX  XMMUYECKHX, OHOJOIMYECKHX,
paauanroHHbIX (axTopoB. KimHMYeckoe ucclieJOBaHME TaKOI'0 JIEKApCTBEHHOTO IIperapara MOXET
IIPOBOJUTHCS C yYaCTUEM B Ka4ECTBE IMALIMEHTOB BOCHHOCIIY)KAIUX, 3a UCKJIIFOUEHUEM BOCHHOCIIYKAILUX,
MIPOXOSAIINX BOCHHYIO CIYX Oy 10 MPU3bIBY, C COOIIOACHUEM TPeOOBaHUM, YCTAHOBIEHHBIX HACTOSILUM
@DenepalbHBIM 3aKOHOM B OTHOLICHUH I'PaXIAHCKUX JIMLL;

4) cOTpYIHUKOB MTPaBOOXPAHUTEIIbHBIX OPraHoOB;

5) JINII, OT6BIB3.IOH_[I/IX HaKa3aHHUC B MCCTax JTHIICHUA CBO6OI[BI, a TaKXKC JIMIL, HAXOOAIIUXCA IT10M4
CTp&)K@fI B CJICACTBCHHBIX HU30JIATOpAX.

7. JlomyckaeTcsi NpOBEIEHUE KIMHUYECKOIO HCCIENOBAaHUSA JIEKapCTBEHHOIO IIpernapaTta s
MCIUIHUHCKOI'O MPUMCHCHHU, IMTPEAHAZHAYCHHOI'O IJIA JICUCHUS IICUXUYICCKHUX 3360J'I€BaHI/II\/JI, C y4aCTueEm B
Ka4yecTBe MaIEeHTOB JIUI[ C ICUXUYECKUMU 3a00JI€BaHUSAMU, IPU3HAHHBIX HEAEEeCIIOCOOHBIMU B TIOPSIJIKE,
YCTaHOBJIIEHHOM  3akoHozaarenbcTBOM  Poccumiickoit  ®Denepanuu. KnuHuyeckoe  MCClEIOBaHHE
JIEKapCTBEHHOT'O IpenapaTta B 3TOM Cllyyae HMPOBOJUTCS NMPH HAJTUYUHU COTJIacHs B MUCbMEHHOW (opme
3aKOHHBIX HpeHCTaBHTGHGﬁ YKa3aHHbIX JIMI.

Ctatba 44. OO6sAsaTenbHoOe CTpaxoBaHWe XWU3HW, 300POBbS  NaUMEHTa,
yyacTBywLWero B KIMHUYECKOM MUCCrefoBaHUM §eKapCTBEHHOro npenapara Ans
MeAULMHCKOro npumMeHeHus

(B pen. denepanbHoro 3akona ot 29.11.2010 N 313-03)

1. OpPaHHSaHI/IH, noJiydyuBHIasd pa3pClICHUC Ha OpraHHu3alrui0 MPOBCACHUA KIMHUYCCKOTO
HCCIICOOBAaHUA JICKAPCTBCHHOI'0 IIp€rapara ajd MCEAUIUHCKOIO IPHUMCHCHUA, 0o0si3aHa B KadecTBeE
CTpaxoBaTCJIsl CTPAaxoOBaTb PUCK MNPUYUHCHUA BpCla KHU3HU, 3OO0POBBIO IMAIIUCHTA B PE3YJIbTATC
MPOBCACHUA KIMHUYCCKOTO MCCICAOBAHUSA JICKAPCTBCHHOI'O IMperiapaTta Ajsd MEAUIUMHCKOTO ITPUMCHCHUA
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3a CBOM CUeT IMMyTEM 3aKJIIFOYCHHA JOTOBOpa 00s13aTeIHLHOTO CTpaxoBaHUH.

2. OOBeKTOM 005g3aTeNLHOr0 CTpaxoBaHUsl ABJISICTCA HMYIHGCTBCHHBIIZ HHTEPCC IIallMCHTA,
CBSI3aHHBIN C MNPpUIUMHCHUCM BpCaa €ro KMU3HW UK 3J0POBBIO0 B PE3YJIbTATC MMPOBCACHHUA KIMHUYCCKOTO
HCCICO0BAaHUA JICKAPCTBCHHOI'O IIp€riapaTta Ajis MEAULUHCKOT'O ITPUMCHCHMUS.

3. CTpaxoBbIM CIy4aeM IO JIOTOBOPY 00s3aTeIbHOTO CTPAXOBAHUS SBISICTCS CMEPTh MAIlUEHTA WIN
YXYALIEHUE €ro 3/I0pOBbs, B TOM YHCIIE BIEKYIee 3a COOON YCTaHOBICHHE MHBAIUIHOCTH, IPU HATTUYUH
MPUYUHHO-CIICJICTBEHHON CBSI3M MEXAY HACTYIJICHHEM J3TOTO COOBITUS M YYacTHEM TalleHTa B
KJIIMHUYECKOM HCCIIEJOBaHUH JIEKAPCTBEHHOI'O MIperapara.

4, Tp€6OBaHI/I5vI 0 BO3MCHICHHMM BpCld, MNPUYUMHCHHOI'O JKWU3HW MWK 3O0POBbBIO IMAMUCHTA,
NpCaABABIIAOTCA B TCUCHHUEC CPOKOB HCKOBOI1 JaBHOCTH, YCTAaHOBJICHHBIX I'paXaaHCKUM
3aKOHOJAaTCJIIbCTBOM.

5. PasMep CTanOBOﬁ BBIIJIATEI 110 JOTOBOPY 00513aTeNLHOr0 CTpaxOoBaHUs COCTABJIACT:

1) B ciydyae cMepTH MalyeHTa JBa MUJUIMOHA pyOJiel Ha KaXJ0ro IMalueHTa, y4acTBOBABILErO B
KJIIMHUYECKOM HCCIIEOBAaHUU JICKAPCTBEHHOTI'O IIperapara;

2) npu yXyALLIEHUU 3]J0POBbs MAlIUEHTA!

a) TIOBJIEKIIIEM 3a COOOM yCTaHOBJICHHE WHBAIUTHOCTU | rpynmbl, OAMH MULIHOH MSATHCOT THICSY
pyOnelt Ha KaxAO0ro IMalMeHTa, YYacTBOBABIIETO B KIMHWYECKOM HCCIIEIOBAHUM JIEKAPCTBEHHOTO
npernapara;

0) moBiekIIeM 3a co0O# ycTaHOBJIEHWE WHBAIUAHOCTH Il Tpynmel, oAMH MWUIMOH PyOsied Ha
Ka)KJI0T0 MallMeHTa, y4aCTBOBABIIETO B KIIMHUYECKOM HCCIIEOBAaHUH JIEKApPCTBEHHOTO Mpernapara;

B) MOBJEKIIEM 3a co0oil ycraHoBieHHe HHBanugHOCTU III rpynmsl, maTbcOT ThICSU pyOneil Ha
Ka)KJI0T0 MalMeHTa, y4aCTBOBABIIETO B KIIMHUYECKOM HCCIIEIOBAHUU JIEKAPCTBEHHOTI'O IIpEnapara;

I') HE TIOBJIEKIIEM 3a COOOM YCTAaHOBJIEHUSI MHBAJIUIHOCTH, HE OOJiee YeM TpHCTa ThICSY pyOsel Ha
Ka)XJIOTO TMAalMEHTa, Y4YaCTBOBABIIETO B KIMHUYECKOM HCCIEJOBAaHUU JIEKapCTBEHHOIO Ipenapara,
WCXO/sI W3 HOPMATHBOB, OTPAXAIONIMX XapakTep W CTENEHb MOBPEKIEHUS 3/I0pPOBBS, a TaKkKe
(aKTUYECKH TIOHECEHHBIX TMAllMeHTOM pPACcXOJI0B, BBI3BAHHBIX IOBPEKICHUEM 3JI0POBBS, Ha
MEIUIIMHCKYIO TTIOMOIIb, TPHOOPETEHHUE JIEKAPCTBEHHBIX MTPENapaToB.

(mm. "r" B pen. ®enepanbHOro 3akona ot 22.12.2014 N 429-03)

6. Yrpatun cuny ¢ 1 utons 2015 roxa. - @enepanbublii 3akon oT 22.12.2014 N 429-D3.

7. CpOK A0rosopa 00513aTeIIBHOTO CTpaxOBaHUAd HEC MOIKET OBITh MCHCC, UCM CPOK ITPOBCACHUA
KIIMHUYCCKOI'0 UCCIICAOBAHUA JICKAPCTBECHHOT'O ITpCIiapara.

8. YcnoBus J0roBopa 00S3aTENBHOTO CTPAXOBAaHUS, B TOM YHCIIE CTPaxoBble Tapudbl 1o
00s13aTeTIbHOMY CTPaXxOBaHUIO, MEpeueHb HEOOXOIMUMBIX JOKYMEHTOB JUIsl OCYIIECTBIIEHHUS CTPaxoBOM
BBIIJIATHI, TMOPSJOK YCTAaHOBJEHUS CTPaxoBaTelleM HWHAWBUAYAIBHOTO HJIEHTU()UKALMOHHOTO KoOJa
ManueHTa, NopsAA0K HH(OOPMUPOBAHUS CTPAXOBATEIEM CTPAXOBIIMKA O MPUBJICUEHHBIX K KIMHUYECKOMY
UCCIIEIOBAaHHUIO JIEKAPCTBEHHOI'O Ipenapara i MEIUIUHCKOTO IPUMEHEHHs NalMeHTax, NOpsAIoK
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YIUJIAThI CTPAXOBOM MPEMUH, MOPAJOK pEATU3ALNH ONPEACICHHBIX HACTOAMM DeaepaibHbIM 3aKOHOM U
ApyrumMu  (peaepalbHbBIMU 3aKOHAMM IIpaB U 0O0A3aHHOCTEH CTOPOH IO JOroBOpY 0053aTelNbHOIO
CTPaxOBaHMs, a TAKXXE HOPMATUBBI, OTPAXKAIOLIUE XapaKTEp U CTENEHb IOBPEKICHUS 370pOBbs,
YCTaHaBJIMBAIOTCS TUIIOBBIMU IPaBUIIAMU 00sI3aTEIBHOIO CTPaXOBaHHUS.

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

9. B ciiyuyae npuyrHEeHHs Bpe/a *KU3HU MalMEHTa, yYaCTBOBABILETO B KIIMHUYECKOM HCCIEA0BaHUN
JICKQpCTBEHHOTO IIperapara, BBIFOJONPHOOPETATENIMUA 110 JOTOBOPY O0S3aTENIbHOTO CTPaxXOBAaHUS
SBIIAIOTCS TpakJaHe, HMMEIOIIME MpaBO Ha BO3MEUICHHE Bpela B Cllydae CMEpPTH KOpMUIbIA B
COOTBETCTBUHU C TPAXKIAHCKUM 3aKOHOJIATEIbCTBOM, MPH OTCYTCTBUU TaKUX TpaxAaH - POIUTEIIH,
CYIIpYT, JIETH yMEpUIero MalueHTa, Yy4acTBOBABIIETO B KJIMHUYECKOM HCCIEJAOBAHUU JIEKAPCTBEHHOI'O
npenapara, B cllyda€ CMEpPTH [MalMEHTa, YYacTBOBABILIETO B KIMHUYECKOM HCCIIEIOBAHUU
JIEKapCTBEHHOI'O Ipenapara U He MMEBIIEro CaMOCTOSTENIBHOIO JI0X0/a, - TpakJaHe, Ha MXKIUBEHUU
KOTOPBIX OH HaxOJWJCS, B OTHOIICHMH BO3MEIICHMUS PACXOJOB Ha IMOrpedeHue TMalHeHTa,
Y4acCTBOBABIIETO B KIIMHUYECKOM HCCIIEJOBAaHUM JIEKAPCTBEHHOTO Tperapara, - JIMIOo, TOHEeCIIee TaKue
pacxosbl.

10. CrpaxoBas BblIUIaATA B CYET BO3MELICHHMS BpeAa, NPUUYMHEHHOIO JKHU3HU TalUEHTa,
Y4acTBOBABILIETO B KIMHUYECKOM HCCIEIOBAHMU JIEKApPCTBEHHOI'O Iperapara, paclupelelsieTcs MExAy
BBIFOJIONIPHOOpETATEISIMA IPOIOPLIUOHATIBHO UX KOJMYECTBY B PABHBIX JIOJAX.

11. Ilpm HacTymieHUHM CTPAXOBOrO CiIy4as TMAlMEHT, YYacCTBOBABIIMKA B KIMHUYECKOM
HCCIICIOBAaHUH JICKApCTBEHHOTO npenapara, BBITOJIONIPUOOpETATEIH BIIpaBe NpeabsIBUTH
HEMOCPEICTBEHHO CTPAXOBIIMKY TPEOOBAHHE O BO3MEIICHUN MPUIMHEHHOTO Bpeaa. CTpaxoBas BhITLIATA
OCYILIECTBIISICTCSl CTPAXOBIIMKOM B TEUEHUE TPHUALIATA JHEH CO [HS MPEACTaBICHUS HEOOXOJMMBIX
JOKYMEHTOB. [lalieHT, y4acTBOBABIIMI B KIIMHUYECKOM HCCIIEIOBAaHUH JIEKAPCTBEHHOTO MpENapara, Win
BBITOIONIPHOOpETaTENh 005S3aH COOOLIUTH CTPAXOBIIMKY [UIsl OCYIIECTBIIEHHS CTPaXOBOMl BBHIILIATHI
WHIMBUIYIbHBIA UIEHTU(DUKAIIMOHHBIN KOJI TTAlIUeHTa, YCTAHOBJICHHBIN CTPaxoBaTelieM B COOTBETCTBUU
C TUMOBBIMH MPaBUIAMH 00S13aTEILHOTO CTPAXOBaHUS.

12. Jlo TONHOrO OmpelelieHHs pa3Mepa MOJJISHKAIIEr0 BO3MEIICHHIO Bpeda CTPAaXOBIIUK IO
3asIBJICHHIO TAIMEHTA, YYaCTBOBABIIIETO B KIIMHUYECKOM UCCIICIOBAaHHUH JICKAPCTBEHHOTO Tperapara, Hiu
3asABJICHUIO BI)IFOI[OHpI/IO6pCTaTGJ'I${ BIIpaB€ OCYHICCTBUTH 4aCTb CTanOBOfI BBITIJIATBI, COOTBECTCTBYIOIIYIO
(aKTUYECKHU OTPEIeICHHON YaCcTH MPHUYUHEHHOTO Bpea.

13. CrpaxoBas BbIILUIaATA B COOTBETCTBUM C JOIOBOPOM 00A3aTENBHOIO CTPAXOBAHUS
OCYILIECTBIISAETCS HE3aBUCUMO OT BBIILIAT, IPUUUTAIOIIMXCS 110 JPYTUM BHJIaM CTPaXOBaHUS.

14. He AOMMYCKACTCA ydacTUC MaluMCHTa B MPOBCACHHUHU KIMHHUYECKOIO HCCIICAOBAHUA
JICKApCTBCHHOTO ITpeIiapaTa npu OTCYTCTBUU JOTOBOpA 00s13aTeIHLHOTO CTpaxOBaHUA.

15. KoHTposp 3a HCIOJTHEHWEM OpraHU3alMel, IOJIyYUBIIEH pa3pelleHHe Ha OPTraHU3aLUIo
IIPOBEJEHUS KIIMHUYECKOIO MCCIIEN0BaHNUs JIEKAPCTBEHHOTO Mpenapara Juisi MEAULUHCKOTO IPUMEHEHMS],,
YCTaHOBJIEHHOW HACTOALIEH cTaThell O0S3aHHOCTH IO 005S3aTENbHOMY CTPaXOBAaHUIO KM3HH, 3/10pPOBbS
NaIMeHTa, YYacTBYIOLIEro (y4acTBOBABIIETr0) B KJIMHUYECKOM HCCJIEIOBAHUU JIEKApPCTBEHHOTO
npernapaTa, OCYLIECTBIISIETCS YHNOJHOMOYEHHBIM (helepaibHbIM OpPraHOM MCIIOJHUTEIBHOW BIIACTH,
BBIIABILIMM pa3pellieHUE Ha MPOBEIECHUE KIMHUYECKUX HMCCIENO0BAHUM JIEKAPCTBEHHBIX MPENaparoB IS
MCIUIHUHCKOI'O IPpUMCHCHUS.
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naea 8. MPON3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbIX CPEOCTB
CraTtbsa 45. NMpon3BoACTBO NeKapCTBEHHbIX CPeacTB

1. IIpow3BOACTBO JIEKAPCTBEHHBIX CPEJCTB JOHKHO COOTBETCTBOBATh TPEOOBAHUSAM ITPABUI
HaJJIeXkAaIeld MPON3BOJACTBEHHON MPAKTUKH, YTBEPKICHHBIM YIIOJTHOMOYEHHBIM (peiepaibHbIM OpraHOM
WCIIOTHUTENIbHON BiacTH. OCOOCHHOCTH IMepexo/ia MPOU3BOICTBA OTACIBHBIX JIEKAPCTBEHHBIX CPEICTB K
WX MPOU3BOJICTBY B COOTBETCTBUU C TPEOOBAHUSIMHU MPABHII HAAJIEKAIIEH MPOU3BOACTBEHHON MPAKTUKH
yctaHaBiauBatotcst IIpaButensctBom Poccuiickoit ®@enepaunu. Bpimaya 3akiro4eHUd O COOTBETCTBUU
MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAaHWSAM TIPABHJ HAJJIekKAIIeH IMPOU3BOJICTBEHHOM
MPAKTUKU OCYIIECTBIACTCS MO pPe3yJbTaTaM MHCIEKTUPOBAHUS TPOU3BOJUTEIEH JIEKAPCTBEHHBIX
CpPEACTB B mopsnKe, ycraHoBiaeHHOM IIpaBurenbctBom Poccuiickon @enepauuu. Pasmep martel 3a
BbIIauy 3aKIIOYEHHUS O COOTBETCTBUM MPOU3BOIUTEINS JIEKAPCTBEHHBIX CPEICTB TPeOOBAaHUSM IMPaBUII
HaJUIeKallled  IPOM3BOACTBEHHOM  IpakTWKU  ycraHasiuBaercs [IpaButensctBom — Poccuiickoi
Oenepanuu. [lopsinok opraHuzanuv U NIPOBEACHUS UHCIEKTUPOBAHUS MPOU3BOUTEINICH JIEKAPCTBEHHBIX
CPEICTB Ha COOTBETCTBHC TpPEOOBAHHMSM TIPABWJ HAUICKANICH TPOU3BOJCTBEHHONW IPAKTUKH
ycranaBiauBaercs [IpaBurensctBom Poccuiickoit denepanumn.

(B pen. @enepanpHbix 3akoHOB OT 25.06.2012 N 93-®3, or 22.10.2014 N 313-®3, ot 22.12.2014 N
429-03)

2. IlpousBoxacTBo JsekapcTBEHHBIX cpelacTtB B Poccuiickoit ®enepauuu  oCyliecTBIsSETCS
IIPOU3BOIUTEIISIMU JIEKAPCTBEHHBIX CPE/ICTB, UMEIOIIMMU JIUIEH3UI0 Ha MPOM3BOJICTBO JIEKAPCTBEHHBIX
cpenctB. [loaTBepxaeHHE COOTBETCTBUS JIMLIEH3MATa IIpaBUJaM HaJJIeKalled [pOU3BOJICTBEHHOM
IIPAKTUKU OCYILECTBIIAETCS B paMKax JIMLEH3MOHHOI'O KOHTPOJSI B COOTBETCTBHM C 3aKOHO/ATEIILCTBOM
Poccuiickoii @enepanuu ¢ y4eToM 0COOCHHOCTEH, YKa3aHHBIX B YaCTH | HACTOSIIEH CTaThH.

(B pen. PenepanbHbix 3aKk0HOB 0T 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

2.1. JIns ueneil JUIEH3UPOBAaHUS MPOU3BOJACTBA JIEKAPCTBEHHBIX CPEACTB JII MEAMIIMHCKOTO
IPUMEHEHHUsS. U HMHCIEKTUPOBaHMS CYyOBEKTOB OOpAIlleHUs JIEKAPCTBEHHBIX CPEJICTB HAa COOTBETCTBUE
TpeOOBaHUSAM IIPaBWJI HaJUIeXkKalllel MPOU3BOJICTBEHHOM NMPAaKTUKU (eiepalibHbIN OpraH NCIOJHUTEIbHOM
BJIACTH, OCYILECTBISIOIUN TOCYAAPCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX IPENaparoB  JUIs
MEAUIMHCKOTO TPUMEHEHMs], MpeaocTaBisieT (eaepaJbHOMY OpraHy HCIOJIHUTEIbHOW BIACTH,
OCYLIECTBISIONIEMY (efepabHblii T'OCYyJapCTBEHHbIN JIMIEH3UOHHBIH KOHTPOJb JAEATENbHOCTU 10
IIPOM3BOJICTBY JIEKAPCTBEHHBIX CPEACTB Ui MEAMIIMHCKOIO MPHUMEHEHUS, MO €ro 3ampocy B paMKax
MEXBEJJOMCTBEHHOI'0 MH(pOPMALIMOHHOTO B3aUMOJECHCTBUS B MOPSJIKE, YCTAaHOBICHHOM (eaepaabHbIM
OpPraHOM HCIOJIHUTEJIbHOHN BJIAacTH, OCYHIECTBIISIIOIIMM JIMIEH3UPOBAHUE MTPOU3BOJICTBA JIEKAPCTBEHHBIX
CPeACTB Ml MEIUIMHCKOrO TNpUMEHEHHUs, M (¢eAepaJbHbIM OpPraHOM HCIOJIHUTENBHOM BJAcTH,
OCYILIECTBISIOUIMM TOCYJapCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX IPENapaToB s MEAUIHMHCKOIO
IIPUMEHEHHUs], CBEICHUS O JIEKAPCTBEHHBIX CPEACTBAX, YKa3aHHbIE B 4acTU 5 cTarbu |8 Hacrosmiero
denepanbHOro 3aKOHA, B TOM YHCJIE B CIIydae, €CIM TaKue CBEJICHHSI COCTaBIISIFOT KOMMEPYECKYIO TalHYy.
(uactsb 2.1 BBeneHa @enepanbHbIM 3ak0HOM OT 14.07.2022 N 311-D3)

3. TIpou3BOACTBO JIEKAPCTBEHHBIX CPEICTB OCYIIECTBISETCS C COOIOJeHHEeM TpeOOoBaHMIA
IIPOMBIIIJIEHHOTO PErVIaMEHTa, KOTOPBIM YTBEPKIAETCsl pyKOBOJUTENIEM MPOU3BOAUTENS JIEKAPCTBEHHBIX
CpPEICTB M BKIIOYaeT B ceOs TMepedeHb MCMOIb3yeMbIX (apMalleBTUYECKUX CYOCTaHIUNA U
BCIIOMOTATENbHBIX BEIIECTB C YKa3aHHMEM KOJIMYECTBA Ka)XJIOTr0 M3 HUX, JaHHbIE 00 HCIOJIb3yeMOM
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?:Eleﬁ”;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Hata coxpaenms: 03.05.2023

O60p}’Z[OBaHI/II/I, OIMMUCAHUC TCXHOJOIMYCCKOTO Iponecca M MCETOJOB KOHTPOJSI Ha BCEX IJOTalax
IIPOMU3BOJCTBA JICKAPCTBCHHBIX CPCACTB.

4. Tlpy TpOM3BOJCTBE JIEKAPCTBEHHBIX CPEJICTB HCHOJB3YIOTCS (hapMaleBTHUYECKUEe CyOCTaHIUH,
CBEICHUS O KOTOPBIX COJEPXKATCS B TOCYJApCTBEHHOM peecTpe JICKapCTBEHHBIX CpEJICTB, 3a
UCKJTIOUYEHHEM (hapMaleBTHUECKUX CyOCTaHIMi, NPOWU3BOAMMBIX JJIsI TPOBEACHUS KIMHUYECKUX
UCCIIeIoBaHMi 1 Jiis 3Kkcriopra. K mporeccy nmpou3BoicTBa (papmManeBTHUeCKOH CyOCTaHIIMA OTHOCSTCS
m00ble  CTaJuM  TEXHOJOTHMYECKOTO TPOIECcca, TO3BOJISIONIME TMOJYYUTh TOTOBBIH  MPOIYKT,
COOTBETCTBYIOLIMI TpeOOBaHUSAM (apMaKONECHHOW CTaTbd, B TOM 4YHCie (DepMeHTaIlusl, SKCTPaKIIus,
OYHCTKA, BBIICICHUE, NEPEeKPUCTAILIN3AIMS, BHICYIIIMBAHNE, U3MeNbYeHHE. B ciyyae HEOOXOIUMOCTH
WCIIOJIB30BaHUSI ATHJIOBOTO CIIMPTA, B TOM YHUCIE (DapMaleBTHYECKOW CYOCTaHIIMM CIUPTa ITHIIOBOTO
(9TaHoONa), TPU TPOM3BOJACTBE JICKAPCTBEHHBIX CPEJICTB B KadyecTBE JEHCTByromero u (WIn)
BCIIOMOTATEIILHOTO BEIIECTBA, a TAK)KE B WHBIX TEXHOJIOTMYECKUX LENAX TOJDKHA OBITh MCIIOJIb30BaHA
TOJIBKO (papManeBTUYECKast CyOCTaHIUS CIIUPTA ATUIIOBOTO (ITAHOI).

(B pen. denepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 27.12.2019 N 462-D3, ot 27.12.2019 N
481-D3)

4.1. TlepeueHb NEKAPCTBEHHBIX MpPEMapaToB A METUIIMHCKOTO MPHUMEHEHHUS, B OTHOIICHUU
KOTOPBIX YCTAHABIMBAIOTCA TpPeOOBaHMS K OOBEMY Taphl, yMAaKOBKE M KOMIUIEKTHOCTH, IEpeYeHb
JIEKapCTBEHHBIX MPENapaToB JIJIsl BETEPUHAPHOTO IPUMEHEHUSI, B OTHOILIEHUU KOTOPBIX YCTaHABINBAIOTCS
TpeOOBaHUSI K O0BEMY Taphl, a TaKkKe TpeOOBaHUS K OOBEMY Taphl, YIMAaKOBKE M KOMIUIEKTHOCTHU
JIEKapCTBEHHBIX MpEenaparoB MJii MEIUIIMHCKOTO TMpPUMEHEHHs, TpeOoBaHUs K 0OBEMYy Tapbl
JIEKapCTBEHHBIX IPENapaToB JUIsl BETEPUHAPHOTO IMPUMEHEHHS] ONPEIENISIOTCS COOTBETCTBYIOLIMMHU
YIIOJTHOMOYEHHBIMH (pe/iepalibHBIMH OpraHaMU HCIOJHUTENIbHON BJIACTU B TMOPSIKE, YCTAHOBJICHHOM
[IpaBurensctBoM Pocculickoit denepanun.

(uacts 4.1 B pen. @enepanbHoro 3akona ot 14.12.2015 N 374-03)

4.2. Opranuzanuy, OCYLIECTBISIONIME MPOU3BOJACTBO (apMalleBTUYECKOM CyOCTaHIIMM CIUpTa
STUJIOBOTO (3TaHONA) sl MPOU3BOJCTBA CHUPTOCOJEPXKAIIUX JIEKAPCTBEHHBIX IPENnapaTroB, 00s3aHbI
OCYIIECTBJISITh YUET B MOPSJIKE, YCTAHOBICHHOM cTaThsiMu 8 U 14 ®denepaibHOTO 3aKOHA OT 22 HOSIOps
1995 rona N 171-®3 "O rocyaapcTBEHHOM PETYIUPOBAaHUU POU3BOJICTBA U 000POTA ATUIIOBOTO CIIUPTA,
QJIKOTOJIBHOM U CIUPTOCOJEpKallel MpOAyKIMHM U 00 oOrpaHMYeHUM MoTpelieHust (pacnuTus)
askorosibHOM nmpoaykuuu". IlponsBoacTBo apManeBTHUECKONW CyOCTaHIIMU CIUPTA ATUIIOBOTO (3TAaHOJIA)
JIOMYCKAeTCsl TOJBKO OpraHu3alved, OCYIIECTBISIONIEH MPOU3BOJICTBO PEKTU(PUKOBAHHOTO ATUIIOBOTO
CIMpTa W3 IHILEBOTO CBHIpbS HAa OCHOBAHMM JIMLEH3UU Ha MPOU3BOACTBO ATHJIOBOIO CHHUpTA I
MIPOM3BOJICTBA (papMaleBTUYECKOW CYOCTaHIMM CHUpPTa 3TUIIOBOrO (3TaHOJIa) B COOTBETCTBUHU C
TpeboBanusmMu denepanbHoro 3akoHa oT 22 Hos0ps 1995 roma N 171-03 "O rocyaapcTBeHHOM
pEryJIMpOBaHUM TPOU3BOJCTBA M 000pPOTAa ATHIOBOTO CIHPTA, AJKOTOJBHOM M CHUPTOCOJEpIKallen
OPOAYKIIMM M 00 OrpaHMYeHMHM MOTpeOsieHus (pachuThs) AaJKOrOJIbHOM MPOAYKUMHU", METOAOM
pa3BeeHUS BOJOM OYMILEHHON TAKOTO 3THUJIOBOTO CIIMPTA, MPOU3BEACHHOIO JAHHOM OpraHu3aiuei 1o
MECTY OCYIIECTBJICHUS IPOM3BOJICTBA (papMalleBTHUECKOI CyOCTaHIIMU CIUPTA STUIIOBOTO (3TAHOJIA).
(dactp 4.2 BBeaeHa denepanbubiM 3akoHOM OT 03.07.2016 N 261-D3; B pen. denepadibHOrO 3aKOHA OT
27.12.2019 N 481-03)

4.3. HauBHayallbHbIE TPEANPUHAMATENN M FOPUIAYECKHE JMIA, OCYIIECTBIIONINE 3aKyNKy H
UCMOJIb30BaHUE (hapMalleBTUYECKON CYyOCTaHIIMM CIIUPTa STHJIOBOTO (3TaHONIA), a TaKKe MPOU3BOJCTBO,
U3rOTOBJIEHHE U (WIM) 000poT (32 HMCKIIOYEHHEM PO3HUYHOW TMPOJAXH) CIHUPTOCOAEPIKALIUX
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?:Eleﬁ”;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 03.05.2023

JIEKapCTBEHHBIX IIpENaparoB, OO0S3aHbl OCYILECTBIATH HMX Y4Y€T M JEKIapUPOBAaHUE B IOPSIKE,
YCTaHOBJICHHOM cTaThsiMu 8 u 14 ®depepanbHoro 3akoHa ot 22 Hos0ps 1995 roma N 171-d3 "O
rOCy/lapCTBEHHOM pPETYJIMPOBAaHUM IPOM3BOACTBA M 00OpOTa STWIOBOTO CHHUPTA, AJIKOTOJBHOM H
CHUPTOCOEpIKAIIECH MPOIYKIIMH U 00 OrpaHUYEeHUU TOTPeOIeHUs (PaCIUTHSI) aTKOTOJILHON MPOayKIuu'".
(uactsb 4.3 BBeieHa PenepasibHbIM 3aKk0HOM OT 29.07.2017 N 278-D3)

44. Ilpu npouW3BOACTBE JICKAPCTBEHHBIX MpPENapaToB sl BETEPUHAPHOTO IMPHUMEHEHUS
JOMyCKAETCsl MCIIOJIb30BAaHUE TPOU3BEICHHBIX Ul peaiau3aluu  (papManeBTHUECKUX CyOCTaHIIMH,
BKJIIOUYCHHBIX B TOCYJApCTBEHHBIH PEECTp JEKapCTBEHHBIX CPEICTB YIOJIHOMOUYCHHBIM (elepalbHbIM
OpPraHOM HUCIIOJIHUTEIbHOW BJIACTH, OCYILECTBISIOIMM BEAECHHE TOCYIApCTBEHHOTO peecTpa
JIEKapCTBEHHBIX CPEJICTB JJISI MEAUIIUHCKOTO IPUMEHEHHS.

(uactb 4.4 BBenena dexnepanbubiM 3akoHOM 0T 02.08.2019 N 297-D3)

5. 3anpermaercs MPOU3BOJICTBO:

1) nexapCTBEHHBIX CPEJCTB, HE BKJIIIOUEHHBIX B TOCYJapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPENICTB,
34 HCKIIOYEHMEM JIEKAPCTBEHHBIX CPEACTB, IMPOU3BOAMMBIX I IPOBEACHUS KIMHUYECKHUX
UCCIICIOBAHUM U JUIA DKCIIOPTa,

2) panbcupuIMPOBAaHHBIX JIEKAPCTBEHHBIX CPEJICTB;
3) nekapCTBEHHBIX CPEJCTB 0€3 JMILEH3UN Ha POU3BO/ICTBO JIEKAPCTBEHHBIX CPE/CTB;

4) JICKAPCTBCHHBIX CPCACTB C HAPYHICHUCM IIPABUJI OpTraHHU3allH IIPOU3BOACTBA W KOHTPOJIA
Ka4ueCTBa JICKAPCTBCHHBIX CPCACTB,

5) yrpatui cuiy. - @enepanbHbliii 3aKoH 0T 27.12.2019 N 481-D3;

6) cIUpTOCOAEPKAIINX JICKAPCTBEHHBIX INPENapaToB IO MECTY OCYIIECTBJICHUS IMPOW3BOACTBA
(bapMarieBTUUECKOH CYOCTaHIMU CINHUPTa STHIOBOTO (3TaHONa) M (WIM) MO MECTYy OCYILECTBIIEHUS
MIPOU3BOJICTBA STUIIOBOTO CIHPTA;

(n. 6 BBenneH PenepanbHbIM 3aKOHOM 0T 27.12.2019 N 481-D3)

7) ¢dapmaineBTHUECKON CYOCTaHIIMM CIHUpTa ATUIOBOro (3TaHojda) U (WJIM) CHUPTOCOJEPKAIINX
JIEKapCTBEHHBIX MPENapaToB Ha OCHOBHOM TEXHOJOTHYECKOM OOOpYyIOBaHMU JJsl TPOU3BOACTBA
ATHJIOBOTO CIMPTA, yKazaHHOM B IyHKTe 1.1 crateu 14.1 @enepanbHoro 3akoHa ot 22 Hos0ps 1995 rona
N 171-®3 "O rocynapCTBEHHOM pEryJIMpPOBAHUU MPOU3BOJICTBA M 000pOTa ATUIOBOTO CIHPTA,
QJIKOTOJIBHOM U CIUPTOCOJIEpKalllel MpOAyKIMM U 00 OrpaHMYeHUM MOTpedsieHus: (paciuTus)
AJIIKOTOJIbHOM MPOAYKITNH".

(n. 7 BBennen denepanbHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

6. Ilpu BBOJAE JEKApPCTBEHHBIX CPEACTB B TPAKIAHCKUN 00OPOT YHMOJTHOMOYEHHOE JIHIIO
MMPOU3BOJUTEIIA JICKAPCTBECHHBIX CPEACTB OCYIICCTBIIACT NOATBEPIKACHHUEC COOTBETCTBUA JICKAPCTBCHHBIX
CPEICTB TpeOOBAHMIM, YCTAHOBIEHHBIM MPU UX TOCYAAPCTBEHHOW pErucTpali, U TapaHTUPYeT, YTO
JICKApCTBCHHBIC CpEACTBa IPOU3ZBEACHBI B COOTBETCTBUU C Tpe6OBaHI/I${MI/I ImpaBuJI Ha)mex(ameﬁ
MIPOU3BOJCTBEHHOMN MPAKTUKHU.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

7. YNOTHOMOYEHHBIM JIUIIOM IPOU3BOJIUTEINS JICKAPCTBEHHBIX CPEJCTB SBISETCS €ro pabOTHUK,
aTTECTOBAaHHBIA B YCTAHOBJICHHOM YIOJHOMOYCHHBIM (eiepaibHbIM OPTaHOM HCIIOJHUTEILHOW BIacTH
MOPSJIKE ¥ UMEIONIUI CTaX pabOThl HE MEHEe YeM IISATh JIET B 00JaCTH IPOU3BOJICTBA U (UITM) KOHTPOJIS
Ka4yecTBa JICKAPCTBEHHBIX CPEJICTB, BBICIIEE 0OpA30BaHHE COOTBETCTBEHHO IO OJHOM M3 CIIEIUAIBHOCTEH
u (W) OJHOMY U3 HANPaBICHWA TIOATOTOBKH: OWOJIOTHs, OWOTEXHOJIOTHS, BETECPHHAPUS,
BETCPUHAPHO-CAHUTApHAsl OKCIIEPTU3a, KIMHHYECKAas MEIUIMHA, paaualloHHas, XUMHYECKas |
Ouosorudeckas 3amura, papmarusi, GyHIaMeHTaTIbHAS MEAUIIMHA, XUMUYECKAsT TEXHOJIOTHSI, XHMHS.

(B pen. deaepanbhbix 3akoHOB OT 22.10.2014 N 313-D3, ot 02.08.2019 N 297-D3)

8. Ilpon3BoauTENN JEKAPCTBEHHBIX CPEICTB (32 MCKIIOUEHHEM (apMaleBTUYECKON CyOCTaHLIUU
CHUPTa STUJIOBOTO (3TaHOJA) MOTYT OCYIIECTBIIATH MPOAAXy JIEKAPCTBEHHBIX CPEICTB WJIU IepeaBaTh
HX B YCTAHOBJICHHOM 3aKOHOAATENbCTBOM Poccuiickoit denepannu nopsiKe:

(B pen. @enepanbHoro 3akoHa ot 29.07.2017 N 278-D3)

1) ApyruM npou3BOIUTENSM JIEKAPCTBEHHBIX CPEJICTB AJIsi IPOU3BO/ICTBA JIEKAPCTBEHHBIX CPE/CTB;
2) opraHu3anusM ONTOBOW TOPrOBIIU JIEKAPCTBEHHBIMU CPE/ICTBAMU;

3) AllTCUHBIM OpraHu3aliusaM, BCTCPUHAPHBIM aIITCUHBIM OpraHu3alvuiaM, WHAWBUAYAJIbHBIM
OpcaAnpUuHUMATCIIAAIM, HUMCIOIIUM JIMIOCH3HUIO Ha Q)apMaueBTquCKy}o ACATCIIBHOCTh HMJIM JIHICH3HUMIO Ha
MCIUIHUHCKYIO JCATCIbHOCTD,

4) HAYYHO-UCCJIICAOBATCIIbLCKUM OpraHnU3alusaIM IJIs Hay‘lHO-HCCHeILOBaTeHLCKOﬁ pa6OTI>I;
5) MCIUIMHCKUM OpraHu3alviaM U BETCPHUHAPHBIM OPraHU3alusaM;

6) OpraHu3anusM W WHAUBHIYAIBHBIM TMPEANPUHUMATEISM, OCYIIECTBIISIONIMM pa3BeICHHE,
BEIpANIUBAaHUE W COJICP)KAHWE JKUBOTHBIX (32 MCKIIOYCHUEM TMPOJAXH UM (apMareBTUICCKUX
CyOCTaHIIMI UM UX TIepeaayn).

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

9. IlpoumsBoaurenu QapManeBTUYECKOH CyOCTaHIMU CHUpPTa ATUIOBOTO (3TaHOJa) OO0s3aHbI
OCYIIECTBISITh pean3anuio (1epeady B yCTaHOBICHHOM 3aKOHOJATelbcTBOM Poccuiickoit deneparyu
nopsiake)  (apmaneBTHUECKOM — cyOcTaHIMM — CHOUpTAa  ATUJIOBOTO  (3TaHONA)  HPOM3BOJIUTENSM
JIEKapCTBEHHBIX CPEJICTB TSI POU3BOCTBA JIEKAPCTBEHHBIX CPEACTB, IPOU3BOIUTEISM (M3TOTOBUTEIISIM)
MEIULMHCKUX U3JeNUi 1Sl MPOU3BOCTBA U M3TOTOBJICHUS MEAULIMHCKUX U3 B eMKOCTSIX 00beMOM
He Oosiee 1 nutpa u (unu) He meree 1000 1UTpoOB, a OpraHu3aIMsaM, YKa3aHHBIM B MTyHKTax 3 - 5 gacTu 8
HacTosILeH cTaThH, B Tape 00beMoM He Oosee 1 muTpa.

(vactp 9 BBenena denepanbHbIM 3akoHOM OT 29.07.2017 N 278-D3; B pen. denepanbHbIX 3aKOHOB OT

27.12.2019 N 481-®3, o1 22.12.2020 N 444-D3)

10. Peammszanusa (mepemada B YCTaHOBJICHHOM 3aKOHOJATENhCTBOM Poccuiickoit ®denepanmu
nopsiike) (apmaneBTHUYEeCKOil CyOCTaHIIMM CHMpPTa 3TUIOBOTO (STaHOJIA) OPraHU3aIUsAM OITOBOM
TOPTOBJIN JIEKAPCTBEHHBIMH CPEJCTBAMU HE JOIMYCKAETCS.

(uactp 10 BBenena denepanbHbiM 3akoHOM 0T 27.12.2019 N 481-D3)

11. IlepeBo3ku (apmaneBTHUECKON CyOCTaHIIMKM CIHMPTA STUIOBOTO (3TaHOJIA) OCYIIECTBISIOTCS C
cobmoieHeM TpeOOBaHMM, YCTAHOBJEHHBIX a03alleM 4YeTBepThIM MyHKTa 3 crathu 9 DenepaiabHOro
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

3akoHa oT 22 Hos0pa 1995 roma N 171-®@3 "O rocynapcTBEHHOM peryjIMpOBaHUM IIPOU3BOJCTBA U
000poTa 3TUJIOBOTO CHHPTA, AIKOTOJBHOM W CHUPTOCOJEpKalled NpOAYKIHH M 00 OrpaHHYeHUU
noTpedieHus (PaCUTHs) TKOTOJILHON MPOXyKIUuU' .

(dactb 11 BBenena denepanbHbIM 3aK0OHOM OT 27.12.2019 N 481-D3)

CraTtbsa 46. MapknpoBKa nekapcTBeHHbIX CpeacTB

1. JlekapcTBEeHHbIC Npenaparbl, 3a HCKIIOYCHHEM JICEKapCTBEHHBIX IPEMapaToB, MU3rOTOBJICHHBIX
AllTCUHBIMU  OpTraHHU3alUsAMH, BCTCPHUHAPHBIMHU AlTCYHBIMH  OpraHu3alluaAMHU, HWHIAUBUAYAJIbHBIMU
OpeIIPUHAMATEISIMY, WMCIOIIMMHU  JIMLICH3UI0 Ha  (apMaleBTUYECKYIO ACATECIBHOCTh, JIOJDKHBI
MOCTYIaTh B 0OpaleHue, eciu:

1) Ha WX TEPBUYHOM YIAKOBKE (32 HWCKIIOYECHUEM MEPBUYHON YIAKOBKH JICKAPCTBEHHBIX
PaCTHTENBHBIX IPEMapaToB) XOPOIIO YHTAEMBIM MIPUPTOM Ha PYCCKOM SI3BIKE YKa3aHbl HAUMCHOBAHHE
JICKQpCTBEHHOTO —TIpenaparta (MEXIYHAapOJHOE HEMAaTeHTOBAHHOE, WM TPYNIUPOBOYHOE, HIIU
XUMHYECKOE, WU TOPrOBOC HAUMEHOBAHKE), HOMEP CEPHH, JaTa BBITyCKa (IS HMMYHOOHOJIOT HUSCKUX
JICKApCTBEHHBIX IpPENapaToB), CPOK T'OJHOCTH, JO3UPOBKA WM KOHIICHTpalusi, 00beM, aKTHBHOCTH B
SIMHUIIAX JCUCTBUS WIH KOJIMYECTBO J103;

(B pen. deaepanbubix 3akoHOB OT 11.10.2010 N 271-D3, o1 22.12.2014 N 429-D3)

2) Ha WX BTOPUYHOH (HMOTPEOMTEITHCKOW) YIMAKOBKE XOPOIIO YHTAEMBIM HIPU(PTOM Ha PYCCKOM
A3bIKE€ YKa3aHbl HAMMEHOBAaHHUE JIEKAapCTBEHHOTO Ipernapara (MeXAyHapoIHOE HENaTEeHTOBaHHOE, WIIU
IPYNIUPOBOYHOE, WJIM XHMHUYECKOE W TOProBO€ HAUMEHOBAHWSA), HAWMEHOBAaHUE IPOU3BOJIUTEIS
JIEKapCTBEHHOT'0 Ipernapara, HOMep CepHH, AaTa BbIITYCKa (JUIsI UMMYHOOUOJIOTHYECKUX JIEKaPCTBEHHBIX
MpernapaTroB), HOMEpP PETUCTPAMOHHOTO YIOCTOBEPEHUS, CPOK TOIHOCTH, CIIOCO0 TPUMEHEHUS,
JI03UpPOBKAa WM KOHLIEHTpalusi, o0beM, aKTUBHOCTb B €AMHULAX ACUCTBHUS JMOO KOJIMYECTBO 103 B
yIaKOBKe, JIEKapCTBEHHas (opMa, YCIOBUS OTIIYCKA, YCIOBHS XpaHEHUs, IPEAYIPEIUTENIbHbIE HAITUCH.
(B pen. PenepanbHbix 3akoH0B 0T 11.10.2010 N 271-D3, o1 22.12.2014 N 429-D3)

2. ®apmaneBTUUYECKHEe CyOCTaHIIMU JTOJDKHBI MOCTYINaTh B OOpallleHHe, €ciad Ha UX MEepBUYHOU
YIIaKOBKE XOPOLIO YUTAEMbIM HIPU(TOM Ha PYCCKOM SI3bIKE YKa3aHbl HAMMEHOBaHHE (papMalleBTHYECKON
CY6CTaHHI/II/I (MC)KILYHapOI[HOG HCIMMAaTCHTOBAHHOC, WJIW TPYHNIIMPOBOYHOC, WIIM XUMHUUYCCKOC W TOPTOBOC
HalMEHOBaHM), HAMMEHOBAaHUE MPOU3BOAUTENS (hapMalleBTUUECKOW cyOCTaHIIMM, HOMEp CepuH M JaTa
HU3TOTOBJICHUS, KOJIMYCCTBO B YIIAKOBKEC W €AWMHUIBI U3BMCPCHUA KOJIMYCCTBA, CPOK IT'OJHOCTU U YCIOBUA
XpaHEeHHUS.

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

3. .HeKapCTBeHHBIe CpeACTBA B KaUCCTBC CBIBOPOTOK JOJI’KHBI ITOCTYIIATh B o6pa1ueHHe C YKa3aHHuEM
JKMBOTHOI'O, U3 KPOBH, IJIa3MBI KPOBH, OPTraHOB U TKaHel KOTOPOIro OHHU IOJYUCHBI.

4. Ha BTOpHuHYIO (TOTPEOUTENBCKYIO) YIAKOBKY JIEKAPCTBEHHBIX CPEJCTB, MOJIYUYEHHBIX U3 KPOBH,
MJIa3Mbl KPOBH, OPTaHOB M TKAaHEW dYeNOBEKa, JIOJDKHA HAHOCHTHCS Haamuch: "AHTHTena xk BUY-1,
BHMU-2, k Bupycy renaruta C 1 MOBEPXHOCTHBIM aHTUT€H BUpYca rernarura B orcyrcrByror”.

5. Ha  nepBuunyro YIaKOBKYy  H BTOPUYHYIO (MOTpeOUTENBCKYIO) YIIaKOBKY
panuodapmalneBTHYECKUX JIEKaPCTBEHHBIX CPEJICTB JOKEH HAHOCUTHCS 3HAK PaJIMallMOHHON OMACHOCTH.

6. Ha BTOpHuHYyIO (MOTPEOUTENHCKYIO) YIIAKOBKY FOMEONATHYECKHX JIEKAPCTBEHHBIX IPENapaToB
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

OJDKHA HAHOCUTHC HAAMUCh: "'l oMeonaruueckuii".

7. Ha BrOopmuHylO (IMOTPEOUTEIHCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX PACTHTEIIBHBIX IIPErapaToB
JIOJKHA HAHOCUTHCS HaAnuch: "IIpoaykius mpoiiia paiualiiOHHbIA KOHTPOJIb".

8. Ha mnepBuuHyr ymakoBKy (€ciy Il DTOTO CYIIECTBYET TEXHUYECKas BO3MOXKHOCTH) H
BTOPUYHYIO (NOTPEOUTENHCKYIO) YIAKOBKY JICKAPCTBEHHBIX MPEMapaTroB, NpeIHA3HAYCHHBIX IS
KIMHUYECKUX UCCIIEAOBAaHUM, JOKHA HAHOCUTHCA HAAIIKUCE: " {719 KIMHMYECKUX HCCISA0BAHUM".

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

9. VYmnaxkoBka JEKapCTBEHHBIX CpEICTB, IPEJHA3HAYCHHBIX HCKIOYUTEIBHO M OJKCIOpPTa,
MapKUpPYeTCsl B COOTBETCTBUM € TPEOOBaHUSIMH CTPaHbI-UMIIOPTEPA.

10. Ha TpaHcnopTHyio Tapy, KOTOpas HE NpeIHa3HayeHa s MOTpeduTeneii u B KOTOPYIO
MMOMEIIIEHO JICKApPCTBEHHOE CPEICTBO, JODKHA HAHOCUTHCS WH(MOpPMANHS O HAWMCHOBAaHUH, CEPHH
JIEKapCTBEHHOT'O CPEJICTBA, JaTe€ BBIIYCKA, KOJMWYECTBE BTOPHUYHBIX (MOTPEOUTENTHCKUX) YHIAKOBOK
JIEKapCTBEHHOI'O CPEACTBA, MPOU3BOAMUTENE JIEKAPCTBEHHOIO CPEJICTBA C YKAa3aHHMEM HAaUMEHOBAHUS U
MECTOHAXO0KCHHSI POU3BOAUTEIS JIGKAPCTBEHHOTO CPE/ICTBA (a/Ipec, B TOM YHCIIE CTpaHa U (KUJIM) MECTO
IIPOM3BOJICTBA JIEKAPCTBEHHOI'O CPEJACTBA), @ TAKXKE O CPOKE I'OJHOCTHU JIEKAPCTBEHHOT'O CPEJCTBA U 00
YCIOBUSIX €r0 XpaHEHUS U MEePEeBO3KU, HEOOXOIMMBIE MPEAYIPEAUTEIbHbIC HAITUCH U MAaHUITYISTOPHBIC
3HAKHU.

11. Ha nepBuuHyl0 yHakoBKY W BTOPUYHYIO (MOTPEOUTENBCKYIO) YIMAaKOBKY JIEKAPCTBEHHBIX
CPEICTB Jisi BETEPUHAPHOTO MPUMEHEHMs JODKHA HAHOCUTHCS HaAanuchk: "Jljis BeTepuHAPHOTO
NpUMeHEeHHUs".

12. Ha BropuuyHyto (IOTpeOUTENbCKYIO) YHNAKOBKY JIEKapCTBEHHOIO IIpernapaTa HaHOCUTCS
IITPUXOBOM KOJI.

nasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUNCKYIO ®EAQEPALMIO N BbIBO3 NNEKAPCTBEHHbIX CPEACTB
U3 POCCUNCKON ®EOEPALIUN
(B pea. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

CraTtba 47. Nopsaok BBO3a nekapcTBeHHbIX cpeacTB B Poccunckyro deaepauuio u
BbIBO3a NIeKapCTBEHHbIX cpeacTB n3 Poccunckon ®epepauun
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. BBo3 nexkapcTBeHHBIX cpenctB B Poccuiickyro Penepanuro OCyIIECTBISETCS B IOPSIKE,
ycraHoBieHHOM [IpaButensctBom Poccuiickoii  ®denepaunu, B COOTBETCTBUM C  TaMOXKEHHBIM
3aKOHOAATEIbCTBOM TaMoOKeHHOro coro3a B pamkax EBpA3DC (manee - TaMOKEHHBIN cO103) U (UJIN)
3aKkoHoarenbCcTBOM Pocculickoit denepanuu 0 TaMOXKEHHOM JIETIE.

(B pen. ®exnepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Koncynsrantllntoc: mpumeqanue.
Jo 31.12.2023 poccuiiCKHM NMPOU3BOJUTENSM PA3PEIICHO B YBEJOMHUTEIBHOM IOPSIKE BBO3UTH HE
BHECEHHbIE B peecTp (QapMaleBTUYeCKHe CYOCTaHIMU ISl BETEPUHAPHOTO NPUMEHEHMS IS
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

MIPOM3BOJICTBA 3apPETUCTPUPOBAHHBIX JiekapcTBeHHbIX cpeacTB (Ilocranosnenue IlpaBurenscrsa PO
or 12.03.2022 N 353).

2. BBo3umbie B Poccuiickyro @enepannio JEKApCTBEHHbIE CPEACTBA JIOHKHBI COJIEPKATHCS B
rocyJapCTBEHHOM PEecTpe JICKapCTBEHHBIX CPE/ICTB.
(B pen. deaepanbhbix 3akoHOB OT 06.12.2011 N 409-D3, o1 27.12.2019 N 462-D3)

3. Jonyckaercs BBO3 B Poccuiickyro @enepanuio KOHKPETHON MAPTHHM 3apETUCTPUPOBAHHBIX U
(UM)  HE3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, IpEJHA3HAUYEHHBIX JUISI MPOBEICHMUS
KIIMHUYCCKHUX I/ICCJIGI[OBaHI/Iﬁ JICKApCTBCHHBIX IMPEIapaToB, MPOBCACHUA ISKCICPTU3LI JICKAPCTBCHHBIX
CPEACTB Ul OCYLIECTBIEHHUS TOCYIAapCTBEHHOW PETrUMCTpalM JIEKAaPCTBEHHBIX IpenapaToB WM JJs
OKa3aHus MGI[I/IHHHCKOﬁ IMOMOIIM 110 KU3HCHHBIM IMOKA3aHUAM KOHKPCTHOI'O IMAallMCHTAa HAa OCHOBAHHU
paspelieHus, BBIAAHHOIO YIOJIHOMOYEHHBIM (efepalbHbIM OPraHOM HCIOJHUTENIBHOW BJIACTH 110
3asBJICHUSIM JIMII, YKa3aHHBIX B cTaThe 48 Hacrosimiero deaepanbHOro 3akoHa. PaccMoTpeHue Takoro
3adBJICHMS W IPUHATHE pEIHIeHUs O BblJaue pas3pellieHuss Ha BBO3 KOHKPETHOH mapTuu
3apCTUCTPUPOBAHHBIX U (I/IJII/I) HE3apCTUCTPUPOBAHHLBIX JICKAPCTBCHHBIX CPCACTB, IMPCAHA3HAYCHHDBIX JJId
IPOBEICHUS KIMHUYECKUX MCCIEIOBAaHUN JIEKAPCTBEHHBIX IpenapaToB, IPOBEIEHHUS HKCHEPTHU3bI
JIEKapCTBEHHBIX CPEACTB JJIsi OCYLIECTBJIEHUS TOCYJapCTBEHHOW PpETUCTpAallMM JIEKapCTBEHHBIX
IpernapaToB WIM A OKa3aHUs MEAMLMHCKOW MOMOILIM IO XM3HEHHBIM IOKa3aHUSAM KOHKPETHOTO
naruenTa Ju0o 00 OTKa3e B BbIJaue YKa3aHHOTO Pa3pelIeHHs MPOU3BOIATCS B CPOK, HE ITPEBBIMIAONINN
nATH pabouunx qHel. [lnaTa 3a Bel1auy yKa3aHHOTO pa3pelleHusl He B3UMaeTCsl.

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

Koncynbrantllnroc: npumeyanue.
C 01.01.2024 4. 3.1 ct. 47 yrpauuBaer cuiy (P3 ot 27.12.2019 N 475-D3).

3.1. Jomyckaercsi BBo3 B Poccuiickyro denepanuio KOHKPETHOW MapTHUH HE3apEerUCTPUPOBAHHBIX
JIEKapCTBEHHBIX MPEMApaTOB, COAEPKAIMX HAPKOTUYECKUE CPEJCTBA WJIM TMCUXOTPOITHBIE BEIIECTBA, B
nopsiike, ycraHoBieHHOM IlpaButensctBoMm Poccuiickoin @Penepauuu, g OKa3aHUS MEIULIMHCKOU
MOMOIIY MO WU3HEHHBIM MOKa3aHUSIM KOHKPETHOTO IMAIIMEHTA WM TPYMIbI MAallMEHTOB B Cllydae, €Ciiv
UMeEeTCsl pelleHHe BpaueOHOW KOMHUCCHMH METUIIMHCKOM oOpraHu3anud o Hed(PPEKTUBHOCTH WU
HEBO3MOKHOCTH TNPHUMEHEHHSI y KOHKPETHOTO MAlMEHTa WHBIX 3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX
MpernapaToB, B TOM YHCJE COAEpXKAIIUX APYrue ACUCTBYIOIIME BEIIECTBA, U O HEOOXOJMMOCTH BBO3a
ONPEACICHHOTO HE3aPErUCTPUPOBAHHOIO JIEKAPCTBEHHOTO Mpenapara ¢ yKa3aHuEM €ro MEXIYHAPOIHOTO
HEMaTeHTOBAHHOTO (WJIM XUMHYECKOTro, WJIM TPYNIHUPOBOYHOIO) HAaWUMEHOBaHHS, (OPMBI BBIIYCKa U
konudecTBa. [lepeduenn 3a00eBaHUN U COCTOSTHUM M COOTBETCTBYIOIIUX JICKAPCTBEHHBIX IMpENapaTos,
COZIEPIKAIMX HAPKOTUUYECKUE CPEICTBA U IICUXOTPOIHBIE BEIIECTBA, B LIEJISIX OCYILIECTBICHUS UX BBO3a B
COOTBETCTBHMH C TPEOOBAHUSMHU HACTOSIIEH YacTH YTBEPXKIAETCS YIOJIHOMOYEHHBIM (eaepaabHbIM
OpraHoOM HMCIIOJIHUTEIBHOM BIIACTH.

(dactp 3.1 BBegeHa denepanbHbIM 3akoHOM OT 27.12.2019 N 475-03)

3.2. lo 31 nexabps 2024 roma nomyckaroTcsi BBO3 Ha Teppurtoputo Poccuiickoit denepanuu u
obOpamenue B Poccuiickoit denepanuu ¢ y4eTOM OCOOCHHOCTEH, yCTaHOBIEHHBIX [IpaBUTETHCTBOM
Poccuiickoit ®enepanuu, 3aperdCTPUPOBAHHBIX JIEKAPCTBEHHBIX IMPENapaTroB s MEIUIIMHCKOTO
MPUMEHEHHS B YIIAKOBKaX, MPEIHA3HAYCHHBIX U OOpalleHUs B HHOCTPAHHBIX TOCYIapCcTBax, B ciiydae
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

neEeKTyphl JICKAPCTBEHHBIX MpENapaTroB WM pPHCKAa €€ BO3HUKHOBEHHS B CBS3M C BBEJICHHUEM B
otHomeHnn Poccuiickoit denepaniii OrpaHUYUTEIIBHBIX MEP SKOHOMHYECKOTO XapakTepa MpH YCIOBUU
COOTBETCTBHUSl BBO3MMBIX JICKAPCTBCHHBIX TIPEMapaToB TPEOOBAHUSM, YCTAaHOBIEHHBIM TIPH UX
pEeruCTpalny, 32 MCKIOUYEHUEM TpeOOBaHWUN K MEPBHYHON YIAKOBKE, BTOPUYHOM (MOTPEOMTEIIBCKOM )
yIaKOBKE, a TakKe IpU HAJIWYMM Ha BTOPUYHOU (IOTPEOMUTEIBCKOM) YINAKOBKE JIEKAPCTBEHHBIX
MpenapaToB, HAXOIAIIMXCS B OOpalleHWH, CaMOKJISSAIIEHCS STHUKETKH, CojaepXalieil mHdopmaimo o
JIEKApCTBEHHOM IIpernapaTe Ha pyCCKOM SI3bIKE.

(dactp 3.2 BBeneHa DeaepanbHBIM 3aKOHOM OT 26.03.2022 N 64-D3; B pen. denepalbHOrO 3aKOHA OT
19.12.2022 N 519-®3)

4. B Poccuiickyto denepaiiuto MOXHO BBO3UThH JICKAPCTBEHHBIE CPEICTBA, KAUYE€CTBO KOTOPBIX
MOATBEPKICHO  CEpTU(PUKATOM  MPOW3BOAMUTENS  JIGKAPCTBEHHBIX  CPEACTB,  YIAOCTOBEPSIOIINM
COOTBETCTBHE BBO3UMBIX JIEKAPCTBEHHBIX CPEICTB TpeOOBaHUAIM (apMaKONEHHbIX cTaTel OO B Ciyvae
WX OTCYTCTBHS HOPMATHUBHOM JOKYMEHTAIIMH WJIM HOPMATUBHOTO JOKYMEHTA.

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

5. 3anpemaercst BBo3 B Poccuiickyto @enepannio GpanbCupUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB,
HEe100pOKAaYEeCTBEHHBIX JICKAPCTBEHHBIX CPEJICTB, KOHTPA(PaKTHBIX JIEKAPCTBEHHBIX CPE/ICTB.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

6. danbcuduuupoBaHHbIE JEKAapCTBEHHbIE CPEICTBA, HEIO0OPOKAYECTBEHHBIE JIEKAPCTBEHHbBIE
CPEACTBA MOJIEKAT UIBATHIO U MOCIIEAYIOIIEMY YHUUTOKEHUIO WM BbIBO3Y M3 Poccuiickoit @enepanuu,
KOHTpagaKTHbIE JIEKAPCTBEHHBIE CPE/ICTBA - U3BATHUIO U MOCIEAYIOIIEMY YHUUYTOXKEHUIO. Y HUUTOXKEHUE
wm BbBO3 U3 Poccuiickoit ®enepanym  QanbCHPUIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJICTB,
HEI00pOKAYECTBEHHBIX  JIGKAPCTBEHHBIX  CPEACTB,  KOHTpa(aKkTHBIX  JIEKAPCTBEHHBIX  CPEICTB
OCYLIECTBJISICTCA 3a CYEeT JIMLA, OCYHIECTBHUBIIETO HMX BBO3. [IOpANOK YHHUYTOXKEHMS W3BATHIX
¢banbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, HEI0OPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB,
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX cpeACTB ycTaHaBnuBaercs [IpasurensctBom Poccuiickoit denepanun.
(B pen. PenepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

7. Jluna, ocymectBistonme BBo3 B Poccuiickyro @enepanuio  dambcupuImpOBaHHBIX
JIEKapCTBEHHBIX  CPEACTB, HEJOOPOKAUYECTBEHHBIX  JIGKAPCTBEHHBIX  CPEACTB, KOHTPa(aKTHBIX
JICKApPCTBCHHBIX CPEACTB, HCCYT OTBETCTBCHHOCTHE B COOTBETCTBUU C TAMOXCHHBIM 3daKOHOJATCIBCTBOM
TamoxeHHOro coro3a u (Unm) 3akoHoAaTeabcTBoM Poccuiickoit denepannn o TaMOKEHHOM JIENIE.

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

8. BbIBO3 JekapcTBEHHBIX cpencTB U3 Poccuiickoit denepanuu ocymecTBiaseTcss 0e3 mpuMeHeHUs
OTpaHWYCHUH, YCTAHOBJICHHBIX TaMOXXCHHBIM 3aKOHOJATEIbCTBOM TaMOXKEHHOTO coto3a ©  (WIIH)
3akoHoAatenscTBOM Poccuiickoit denepanvu 0 rocylIapCTBEHHOM PEryJIHpPOBAHUU BHEUTHETOPTOBOM
JIEATEILHOCTH.

(B pen. @enepanpubix 3akoHOB OoT 06.12.2011 N 409-®3, ot 25.11.2013 N 317-®3, ot 22.12.2014 N
429-03)

9. BBon B rpaxkIaHCKHii 00OpOT JIEKAPCTBEHHBIX MPEMapaToB A METUIIMHCKOTO MPUMEHEHUs,
BBe3eHHBIX B Poccuiickyro deneparuio, oCyecTBIsSETCS C COOMIOACHUEM TPeOOBaHUM, YCTAHOBICHHBIX
crathelt 52.1 nHacrosmero deaepalbHOrO 3aKOHA.

(dactpb 9 BBeneHa deaepanbHbpIM 3aK0HOM OT 28.11.2018 N 449-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

Koncynprantllnroc: npumeyanue.
C 01.09.2023 cr. 47 nononusiercs 4. 10 (@3 ot 02.07.2021 N 317-D3). Cm. Oyaymryro perakuio.

Cratbs 48. lOpuanyeckue nuua, KOTOpbIM pa3pelleH BBO3 NleKapCTBEHHbIX CpeacTB
B Poccuickyro Penepaumio
(B pen. @enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

JlekapcTBennsie cpenctBa B Poccuiickyro denepainio MOryT BBO3UTh:
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1 ) IMPOU3BOJUTECIIN  JICKAPCTBCHHBIX  CPCACTB  JJIA meneu COOCTBEHHOTI0 IMPpOU3BOJICTBA
JICKApCTBCHHBIX CPCIACTB;

2) WHOCTpaHHbIE pPa3pa0OTYUKU JIEKAPCTBEHHBIX CPEICTB M HMHOCTPAHHBIE MPOU3BOIUTENIN
JIEKapCTBEHHBIX CPEJCTB WIH JIPYrHe I0PUINYECKHUE JIULIA 110 TOPYUEHHUIO pa3paboTurKa JIEKapCTBEHHOTO
CpeacTBa Ui MPOBEACHHS KIMHUYECKHX MCCIEIOBAaHUMN JIEKAPCTBEHHOIO Ipernapara, OCYIIECTBICHUS
TOCYJapCTBEHHON  pEeruCTpalMy  JISKapCTBEHHOTO  Iperapara, BKIIOYCHHS (apMalieBTUIECKON
CyOCTaHIIMM B TOCYJAapCTBEHHBIA PEECTp JEKAPCTBEHHBIX CPEJICTB, KOHTPOJSI KayecTBa JIEKAPCTBEHHBIX
CPEICTB IPHU HAJIMYMM pa3pellieHusl YIOJIHOMOYEHHOIO (heepaaIbHOr0 OpraHa MCIIOJIHUTEIbHON BIACTH
Ha BBO3 KOHKPETHON MapTUU JIEKAPCTBEHHBIX CPE/ICTB;

3) opraHu3aly ONTOBON TOPTOBIIM JIEKAPCTBEHHBIMU CPEICTBAMU;

4) HaAy4YHO-HCCIIEIOBATENIbCKHE OpraHu3alud, oOpa3oBaTelbHbIE OpPraHU3allMd  BBICIIETO
o0Opa3oBaHMs, MPOW3BOJUTEIH JIEKAPCTBEHHBIX CPEICTB I Pa3pabOTKH, WCCIEAOBAHUNA, KOHTPOJIS
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) MEIUIIMHCKNE OpraHu3alliy, MHbIE YKa3aHHbIE B MyHKTaxX | - 4 HacTosIIEeNH CTaTbU OpraHU3aluu
JUIS OKa3aHWsI MEIULIMHCKON TIOMOIIM 10 )KM3HEHHBIM MTOKA3aHUSAM KOHKPETHOTO MAalUeHTa IPU HAJINIUH
paspeleHus: ynoJIHOMOYEHHOTO (eepalbHOr0 OpraHa HCIOJIHUTEIbHON BJIacTH Ha BBO3 KOHKPETHOM
NapTUU JIEKapCTBEHHOI0 IpenapaTa, BBIAAHHOTO B YCTAHOBJIEHHOM IOpsAJKe B (opMe 3JIEKTPOHHOTO
JOKYMEHTA, MOANNCAHHOTO YCUJIIEHHON KBaTU(UIMPOBAHHOM 371EKTPOHHON MOIMHUCHIO;
(B pen. @enepanbHoro 3akona ot 12.03.2014 N 33-D3)

KoncynprantlIntoc: npumedanue.
C 01.01.2024 1. 6 ct. 48 yrpauuBaer cuny (®3 ot 27.12.2019 N 475-D3).

6) TOCYy/IapCTBEHHBIC YHUTAPHBIE MPEINPUSATHS, UMYIIECTBO KOTOPBIX HAXOIUTCS B (eaepaabHOi
coOcTBeHHOCTH, ompenensemble [IpaButensctBoM Poccuiickoit @enmepanuu, B dYacTd BBO3a B
Poccuiickyro  ®@enepanto  HE3aperHCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  MPENAPATOB,  COJACPKAIIMX
HapKOTUYECKUE CPEICTBA WJIM ICHUXOTPOIHBIE BEIIECTBA, ISl OKa3aHUs MEAUIIMHCKOW MOMOIIU IO
YKW3HECHHBIM MTOKa3aHUSIM KOHKPETHOTO MalMeHTa WX TPYIIbl NallME€HTOB B COOTBETCTBUU C YacCThiO 3.1
ctathu 47 Hacrosiiero PeaepanbHOTO 3aKOHA.

(. 6 BBennen denepanbHbIM 3aKOHOM OT 27.12.2019 N 475-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

Cratba 49. [IoOKyMeHTbl, nNpeacTtaBnsieMble B TaMOXeHHble opraHbl Poccumnckom
Penepaumnm npu BBO3e NieKapCcTBEeHHbIX cpeacTB B Poccumnckyro ®enepauuto
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

1. Tlpu BBO3e JekapCcTBEHHBIX cpelncTB B Poccuiickyro denepannio B TaMOKEHHBIE OpPraHbl
Poccuiickoit  ®depeparuu  HapsAay C JOKYMEHTAMHM, NPEACTABICHHE KOTOPBIX IPEAYCMOTPEHO
TaMO>KEHHBIM 3aKOHOAATEIbCTBOM TaMOXEHHOro cor3a U (WMJIM) 3aKOHOJATeNbCTBOM Poccuiickoit
denepanyv 0 TAMOKEHHOM JIEJIe, IPEACTABIAIOTCS CIEAYIOIINE JOKYMEHTHI:

(B pen. @enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

1) ceptudukar TPOU3BOIUTENS JIEKAPCTBEHHOTO CPEACTBA, YIOCTOBEPSIONINH COOTBETCTBHE
BBO3MMOI'O JIEKAPCTBEHHOI'O cpejacTBa TpeOoBaHusM (apmakoneitHod craThu JuOO B ciydae ee
OTCYTCTBUSI HOPMATUBHOU JJOKYMEHTAIIUU UM HOPMATUBHOTO IOKYMEHTA;

2) paspelieHue YIOJIHOMOUYEHHOTO (enepanbHOro opraHa HCIOJHUTENBHONM BJIACTH Ha BBO3
KOHKPETHOW MapTHM JIEKAPCTBEHHOI'O CPEACTBAa B CllyyasX, YCTAHOBJIEHHBIX YacTblo 3 cTarbu 47
Hacrosiuiero deaepasbHOro 3aKOHa.

2. JIOKyMeHTBI, yKa3aHHbIC B NMyHKTaX | m 2 yacTu | HACTOSAMICH CTaThbH, MPEACTABISIOTCS B
TaMOXCHHbIe opraHbl Poccuiickort denepaiiuu npu NMpUOBITHH JIEKAPCTBEHHBIX CPeACTB B Poccuiickyro
denepanuio.

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

Cratba 50. BBO3 nekapcTtBeHHbIX npenapatoB B Poccumckyro ®Pepepauuio ans
FINYHOro UCMONb30BaHUA U UHbIX HEKOMMEPUYECKUX Lerien, a Takke Arnsi UICNOSb30BaHUsA
Ha TeppUTOPUM MeXAYyHapOAHOro MeaAULMHCKOro Knacrepa
(B pen. Denepanbhbix 3akoHOB 0T 06.12.2011 N 409-D3, ot 29.06.2015 N 160-D3)

1. JlexapcTBeHHbIE mpemnapaTtbl MOryT ObITh BBe3eHbl B Poccuiickyro ®enepaunio 0e3 yuera
TpeOOBaHUH, MpeTyCMOTPEHHBIX YacTsaMu | - 4 crateu 47, ctatbsimMu 48 u 49 Hacrosmero deaepaibHOro
3aKOHa, €CJIM OHM IMpeHa3HAYEHBI JJIS:

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

1) n1uyHOrO MCHOJB30BaHUS (PU3MUYECKUMH JHullaMH, NpuObBIIMMU B Poccuiickyro ®enepanuto.
IIpu srom BBO3 B Poccuitickyro dDenepanuro JIEKapCTBEHHBIX — IIPENApPATOB,  COAEPIXKALIUX
CWIBHONCUCTBYIOINE W (WJU) SJIOBUTHIE BEIIECTBA, BKIIOYEHHBIE COOTBETCTBEHHO B CIIHCOK
CUJIBHOJICHCTBYIOLMX BEIIECTB MUl LIEJEN YrOJIOBHOIO 3aKOHoJarenbeTBa Poccuiickoin denepauuu U B
CIIMCOK SIIOBUTBIX BEIIECTB Ul LEJIEW YroJIOBHOIO 3akoHojarenbcTBa Poccuiickoit Penepanuu,
yrBepxkaeHHbIe [IpaBurensctBoM Poccuiickoit denepanuu, OCyIIECTBIAETCA IPU HAIMYUU JOKYMEHTOB
(3aBepeHHBIX KOMUH JOKYMEHTOB WJIM 3aBEPEHHBIX BBIMMCOK M3 HUX), MOJATBEPKIAONINX HAa3HAUCHHUE
¢bu3nuecKkoMy JHIly YKa3aHHBIX JIGKAPCTBEHHBIX TIpErapaToB (32 HCKIIOYEHHUEM JIEKapCTBEHHBIX
MpenaparoB, 3aperucTpupoBaHHblx B Poccuiickoit @expepanuu u  OTIycKaeMbix B Poccuiickoi
Ddenepanuu 6e3 pelenTa Ha JeKapCTBEHHBIN npemnapar). [lonrBepkaaromniye JOKYMEHTHI (X 3aBEPCHHbBIE
KOIIMH WJIA 3aBEPEHHBIC BBIMUCKHA M3 HUX) JOJIKHBI COJIEPKaTh CBEJICHUSI O HANMEHOBAHUU U KOJIMYECTBE
HA3HAYEHHOTO JIEKapCTBEHHOTO TMpemnapara. B ciydae, eciu MOATBEp)KIAIONIME JOKYMEHTHI (UX
3aBEpPEHHBIC KOMWHU WM 3aBEPEHHBIC BBIMUCKU W3 HUX) COCTaBJICHBI HA WHOCTPAHHOM S3BIKE, K HUM
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

MIPUJIAraeTCs HOTAPUAIBHO 3aBEPCHHBIN TIEPEBO/I HA PYCCKUM SI3BIK;
(n. 1 B pen. @enepanbHoro 3akoHa ot 02.06.2016 N 163-D3)

2) UCHONb30BaHUS pPa0OTHUKAMH  JUIUIOMATHYECKOTO KOpIyca WM  MPEICTaBUTEIIMU
MEXKIYHApOIHBIX OpraHu3aluii, akkpeIuToBaHHbIX B Poccuiickoii denepannu;

3) Je4eHUsT MACCaAXHPOB M WICHOB SKUIAXKEW TPAaHCHOPTHBIX CPEACTB, MOE3THBIX Opuraa u
BOJUTENEH TPAHCIOPTHBIX CPEICTB, NpuObIBIINX B Poccuiickyro @enepanio;
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4) nedeHus y4aCTHUKOB MEXKIYHAPOJHBIX KYJIbTYPHBIX, CHOPTUBHBIX MEPONPUATUN M YUACTHHUKOB
MEXyHAPOAHBIX HKCIICIUIINIA;

5) edeHHs KOHKPETHBIX JKMBOTHBIX B 300MapKax, 300cajax, IHMpKax, OKeaHapuyMmax,
nenb(UHAPUAX, JICYCHUS AMKUX JKUBOTHBIX, HOCTOSHHO WJIM BPEMEHHO HACEISIOUINX TEPPUTOPHUIO
Poccuiickoit ®enepanuy, HaXOMSIIMXCA B COCTOSHUM €CTECTBEHHOW CBOOOJBI M MpUHAUIEKAIUX K
BUJaM, 3aHeceHHbIM B KpachHyro kuury Poccuiickoit ®@enepanuu U (UIM) KpacHble KHUTH CYOBEKTOB
Poccuiickoit denepannu, a Takke JKUBOTHBIX, BBO3UMBIX B Poccuiickyro @enepanuio i ydactus B
CHOPTUBHBIX U 3PETUIIHBIX MEPOIPUITUSIX;

(B pen. deaepanbubix 3akoHOB OT 06.12.2011 N 409-03, ot 02.08.2019 N 297-D3)

6) UCIIOJIH30BAaHUS HA TEPPUTOPUHU MEKTYHAPOIHOTO METUIIMHCKOTO KIacTepa.
(. 6 BBeneH DenepanbHbM 3ak0HOM OT 29.06.2015 N 160-D3)

2. B cimyyasix, mpeIyCMOTPEHHBIX 4acThio | HAcTOsIIEeH CTaThH, MOIMycKaeTcs BBO3 B Poccuiickyro
Denepanuio JIEKApCTBEHHBIX NIPENapaToB, HE 3apEerUCTpUPOBaHHBIX B Poccuiickoit denepanuu.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

3. JlekapcTBeHHbIE TpenapaThl, peHa3HaueHHbIE AJIs TYMaHUTapHOW NOMOIIH (COIeHCTBUSA) WU
IIOMOIIM IIPY 4YPE3BBIYAMHBIX CHTyalusx, BBO3sATCA B Poccuiickyto ®enepanuto B MHOpSIKE,
ycraHoBieHHOM lIpaBurensctBom Poccuiickoit ®epepanuu. 3anpemaercs BBo3 B Poccuiickyro
@enepalvio  HE3aPETHCTPUPOBAHHBIX  JICKAPCTBEHHBIX  IPENaparoB,  MPEIHA3HAYEHHBIX  JUIA
T'YMaHUTapHOM MOMOIIH (COAEHCTBYS) NN IIOMOILYU IIPU YPE3BBIYAHBIX CUTYaLMSIX.

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

Cratba 51. CotpyaHuyecTBO ¢heaepanbLHOro opraHa WCMOSIHUTENIbHOW BRAacTw,
YMNOSIHOMOYEHHOro B OONlacTM TaMOXEHHOro perna, W ApPYrux YNOoNnHOMOYEHHbIX
¢epepanbHbIX OPraHOB UCNONTHUTENBLHOWN BNacTun

1. VYnonHnoMmoueHHble (efepaibHble OpraHbl HCHOJHUTEIBHOM BIAaCTH MpPEIOCTaBISAIOT B
pacriopsbkeHue (eepaJbHOr0 OpraHa HCHOJHMUTENbHOM BIAcTH, YHOJHOMOYEHHOTO B 00JacTu
TaMO>KEHHOTO Jiefla, TOCYIapCTBEHHBIM peecTp JEKapCTBEHHBIX CPEACTB, a Takke HHGPOpPMAIUIO O
BBIAHHBIX pa3pelICHUs X Ha BBO3 KOHKPETHOW MapTHM JIEKAPCTBEHHBIX CpPEICTB B ClydasX,
YCTaHOBJIEHHBIX 4acThIO 3 cTaThu 47 HacTosmero denepanbHOro 3aKoHa.

2. ®enepanbHBIA OpraH WCIOTHUTEIHHOW BIIACTH, YMOIHOMOYEHHBIH B OOJIACTH TaMOXEHHOTO
nena, "HPOPMUPYET yKa3aHHBIE B 4acTH | HACTOSIIEH CTaThbU YIIOJTHOMOYEHHBIE (efiepaabHbIE OpTaHbI
HCIIOJIHUTENIBHOM BJIACTU O BBO3€E JIEKAPCTBEHHBIX CpeACTB B Poccuiickyro @Penepannio U BBIBO3E
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?;ipﬁ'leﬁ”;gb& 32%'(2%*; ot 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 03.05.2023

JIeKapCTBEHHBIX cpeAcTB u3 Poccuiickoii @enepanuu mo GopMe u B MOPSAKE, KOTOPHIE YCTaHOBIICHBI
[IpaBuTenscTBOM Poccuiickoi denepanuu.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Masa 10. PAPMALEBTUYECKAA OEATEJIbHOCTb
CraTtba 52. OcyuwecTBneHue ¢papmMaLeBTUYECKOU AEATENBHOCTHU

1. ®apmaneBTUYeCcKas ICATEIBHOCTh OCYIIECTBISICTCS OpraHU3allMsIMHA ONTOBOM TOPTOBIH
JIEKapCTBEHHBIMU  CPEACTBAMHM,  ANTEYHBIMU  OpPraHM3AIUSIMU,  BETEPUHAPHBIMU  ANTEUHBIMU
OpraHH3aIHsIMH, WHAUBUAYAIGHBIMH  TPEANPUHUMATEIISIMH, UMEIONIMMH  JIMIEH3UI0  Ha
(bapMaleBTUYECKYIO AESITeNbHOCTb, MEIUIIMHCKUMHU OpraHu3alusIMHi, HMEIOIUMHU JIMLEH3UI0 Ha
(dapMaleBTHYECKYIO JCSITeNbHOCTh, W WX O000COOJICHHBIMU TMOJApa3fcieHusIMU (amMOylaTopusIMu,
denpamepckuMu U QENbIIIePCKO-aKyIIEPCKUMH  MMYHKTaMU, LEHTpaMu (OTIENICHUsMHU) OOIIei
BpayeOHON (CEeMEHOM) MPaKTHUKU), PACIOJIOKEHHBIMH B CEJIILCKUX HACEJIICHHBIX IMYHKTaX, B KOTOPBIX
OTCYTCTBYIOT allTeYHbIE OpPraHM3AIMH, U BETEPUHAPHBIMH OPraHU3ALUIMHU, UMEIONIMMH JIMIEH3UI0 Ha
(hapMaIreBTHYECKYIO JICITEILHOCTD.

(B pen. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

KoncynsrantlIntoc: npumedanue.

Y. 2 cr. 52 B yacTH aKKpeOUTAIMH CIHEIHAIUCTOB C BBICIIMM WA CPEAHHM BETEpPUHAPHBIM
o0Opa3oBaHHEM, OCYIICCTBISIOMNX (apMaleBTUYCCKYIO JaesTenbHocTh, npumensercs ¢ 01.03.2026
(D3 ot 28.04.2023 N 149-D3).

Koncynpsrantlintoc: npumedanue.

Boigaua ceptudukaroB QuzaMIiaM, OCYILIECTBISIOUUM (apMaleBTUUYECKYIO JESATENbHOCTh W
MMEIOIIUM BeTepruHapHOe oOpa3oBaHue, ocymiecTBisercs mo 28.02.2026, ceprudukarsl, BeIJaHHBIE 10
3TOMW JaThl AEUCTBYIOT /10 UCTEUEHHS CPOKa, HO He Oosiee ueM 5 neT (D3 ot 28.04.2023 N 149-D3).

2. dusnueckue JHIAa MOTYT OCYHIECTBIATH (DapMaIleBTHUECKYIO0 NEATEIbHOCTh MPU HAIWYHH
BBICIIETO WJIM CpeaHero (apmareBTUUEeCKOro oOpa3oBaHus U cepTHHUKaTa cHeruaiucra Judo
MPOUJICHHON aKKpeAWTAllUU CHEIHAlNCTa, BBICIIETO0 WJIM CPEIHEro BETEpUHAPHOTO 00pa3oBaHUS H
cepru(uKara crnenuagnucra JuOo MPONIEHHOM aKKpeAMTalMU CIEHUANNCTa, a TAaKKe BBICUIETO WM
CpeIHET0 MEIUIIMHCKOTO 00pa3oBaHUs, cepTUdHKaTa CHElHalMcTa JTUO0 MPONIESHHONW aKKpeAUTalluu
CHelMaTUCTa ¥ JIONOJHUTEIBHOTO NPO(EeCCHOHATBLHOIO O0pa30BaHMS B YAaCTH PO3HUYHOW TOPrOBIIU
JIEKapCTBEeHHBIMU TpernapaTaMu JUisl MEIUIIMHCKOTO TPHUMEHEHHUS TpU YCIOBHUM UX paboThl B
000CO0JIEHHBIX MOAPA3CICHUSIX METUIIMHCKUX OPraHU3aIlii, yKa3aHHBIX B YaCTH | HACTOSIICH CTaThH.
(uactsb 2 B pen. denepanbHoro 3akoHa ot 28.04.2023 N 149-D3)

KoncynprantlIntoc: mpumevanue.

JlexkapcTBEHHBIE TIpemapaThl AJIsi MEAUIIMHCKOTO MPUMEHEHUS, BBEICHHBIE B TPaKIaHCKUN 000pOT 10
29.11.2019, nmopnexaT XpaHEHHIO, MEPEBO3KE, OTMYCKY, pealn3aluu, Mepenade, MPUMEHEHHUIO 10
ucTeueHus cpoka ux rognoctu (O3 ot 28.11.2018 N 449-D3).
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

Cratba 52.1. BBoa B rpaxaaHCcKun oOOOpPOT neKapCTBEHHbIX npenapaTtoB Ans
MeAULUHCKOro NpUMeHeHus1
(BBeneHa PenepanbHbIM 3aKk0HOM OT 28.11.2018 N 449-D3)

1. Ilepen BBOAOM B TpaskJaHCKH 000POT KaXIOH Cepuy WM KaXI0H MapTUU MPOU3BEIEHHOTO B
Poccuiickoit denepannu J€KapCTBEHHOIO Npenapara 1l MEAULIUHCKOTO IPUMEHEHHS, 3a UCKIIOYCHUEM
MMMYHOOHOJIOTHUECKUX  JICKAPCTBEHHBIX  IPEMapaTroB, MPOU3BOIUTENIb TAaKOTO JICKAPCTBEHHOTO
npernapara npejcTaBisieT B (pefepaslbHblii OpraH MCIIOJHUTEIbHON BJIACTH, OCYLIECTBISAIOIINN (QYHKINU
[0 KOHTPOJII0O U Hag30py B cdepe 3ApaBOOXpPaHEHUs, JOKYMEHT IPOU3BOJUTENS JICKAPCTBEHHOI'O
CpPEICTBa, IOATBEPXKNAIOIIMN  KAa4eCTBO  JIEKAPCTBEHHOIO  IIpernapara, MW MOATBEPKICHHE
YIIOJIJHOMOYEHHOI'0 JIMLA IIPOU3BOIAUTENS JIEKAPCTBEHHBIX CPEACTB COOTBETCTBUS JIEKAPCTBEHHOIO
npemnapara TpeOOBaHUAM, YCTAHOBJIEHHBIM IIPU €0 FOCYJapCTBEHHON perucTpanym.

2. Ilepen BBOAOM B TpakIaHCKUH OOOPOT KXKIOM CEpPUM WM KaXKJOM MapTUU BBO3UMOTO B
Poccuiickyro ®@enepanuio JIEKapCTBEHHOTO Ipenapara JUuisi MEIUMUHUHCKOTO IPUMEHEHHUs, 3a
HCKITIOYCHUEM HMMMYHOOHOJIOTUYECKUX JICKAPCTBEHHBIX IPEIapaToB, OPTaHHW3aIUs, OCYIISCTBIISIOIIAS
BBO3 JIEKapCTBEHHOIo Mpemapata B Poccuiickyto ®exnepaiuio, mpeacTaBiseT B (eaepaibHbId Oopra
WCTIOJTHUTEIGHOW BIIACTH, OCYHIECTBISIOMMKA (YHKIMH TI0O KOHTPOJIIO M Ham3opy B cdepe
3IpaBOOXpaHEHUs, CepTU(PUKAT MPOUZBOIUTENS JICKAPCTBEHHOTO CPEIACTBA,  YIOCTOBEPSIIOIIMIA
COOTBETCTBHE BBO3UMOT'O JIEKAPCTBEHHOTO TpenapaTta TpeOboBaHMsIM (apMaKoIeilHOW CTaThH, a B cliydyae
OTCYTCTBHs (hapMaKOINeWHON CcTaTbu TPeOOBaHUSM HOPMATHUBHON JOKYMEHTAIlMH, U TOATBEPXKIACHUE
MPEICTaBUTENSL OPraHU3AlMK, OCYILIECTBISIONIEH BBO3 JIEKAPCTBEHHOrO Ipenapara B Poccuiickyro
Qenepalii0o M YINOJHOMOYEHHONW HMHOCTPAHHBIM  IPOM3BOJUTEIEM  JIEKAPCTBEHHBIX  CPEICTB,
COOTBETCTBHSI BBO3MMOTO JICKQPCTBEHHOTO TIperapara TpeOOBaHUSM, YCTAHOBJICHHBIM TIPU €rO
rocyAapCTBEHHOM perucTpaLuu.

3. IopsAnok mpeacTaBiIeHUsT B COOTBETCTBUM C YacTsMHU | M 2 HacTOsIIEH CTaTbu TOKYMEHTOB U
CBEIEHMIl O JIEKapCTBEHHBIX IIpernaparax, BBOJUMBIX B TPaXJaHCKUH 000pOT, yCTaHaBJIMBAETCS
[IpaBurensctBoM Poccuiickoit denepanun.

4. B OTHOUIEHMHM TMEpPBBIX TPEX CEpUd WIM NapTUM JIEKAPCTBEHHOIO IperapaTra, BIIEpBbIE
npousBeeHHOro B Poccuiickoir @enepanuu wiav BOEpBbIE BBO3UMOTo B Poccuiickyro denepanuio, B
benepanbHBIA OPraH UCMOIHUTENBHON BIACTH, OCYIIECTBISIFONMIMKA (DYHKIIMKA IO KOHTPOIIO M HAI30py B
cdepe 31paBOOXpaHEHUS, TOMOJHUTEIFHO MPEACTABIISIETCS] TPOTOKOJ UCTIBITAHUNA O COOTBETCTBUU CEPUU
WM TApTUU JIEKapCTBEHHOIO Mpemnapara Uil MEOULIMHCKOIO IPUMEHEHHUs IT0Ka3aTesisiM KadecTBa,
MPEAYCMOTPEHHBIM HOPMATHBHOW JIOKYMEHTallel (1ajee - MPOTOKOJ HCHIBITaHUI), MPOBOJUMBIX
aKKpeJIUTOBAHHBIMHU B COOTBETCTBUU C 3aKOHOJATEeNhCTBOM Poccuiickoii denepaiinu 06 akkpeAUTallUU B
HallUOHATBHOM  CHUCTEME  aKKpeAuTaluu  (eaepalibHbIMU  TOCYIapCTBEHHBIMU  OIOJIKETHBIMHU
YUPEKICHUSIMHU,  TOJBEJOMCTBEHHBIMH  (eiepaibHOMYy  OpraHy  HCIOJHHUTEIbHOW  BIACTH,
OCYIIECTBISIFOIIEMY (DYHKIIMM 1O BBIPA0OTKE W peaju3alMi TOCYJapCTBEHHON TOJUTHKU U
HOPMAaTUBHO-TIPABOBOMY PETYJIHUPOBAaHHIO B cdepe 3apaBooXpaHeHus, H (eaepalbHOMy OpraHy
WCIIOJIHUTENIBHOM  BJIACTH, OCYIIECTBISIOMIEMY (YHKIMHM 10 KOHTPOJIIO M Haa3opy B cdepe
3npaBooxpaHeHus. [lopsiiok BeIgauM ykKa3zaHHBIMH (efepalbHBIMU TOCYAAPCTBEHHBIMH OFOIKETHBIMU
YUPEXKACHUAMHU JAHHOTO MTPOTOKOJIA U pa3Mep IUIATHI 3a €ro BblJauy ycTaHaBiIMBarOTCs [IpaBurenscTBoM
Poccuiickoit denepanuu.

5. Exxeronno He mo3aHee 1 ¢heBpasns MpOU3BOIUTENN JEKAPCTBEHHBIX CPEJICTB WJIM OpTaHU3AIHH,
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

OCYILIECTBIISIOLIME BBO3 JIEKAPCTBEHHBIX IpenapaToB B Poccuiickyro ®enepainio, NPEICTaBISIIOT B
benepanbHbI OPraH UCHOJHUTEIBHON BJIACTH, OCYIIECTBISIIOMIMM (DYHKIIMK IO KOHTPOIIO M HAaa30py B
cdepe 3apaBOOXpaHEHUS, TPOTOKOJI HCIIBITAHUA MOCTYIHMBIIETO B TEUEHUE T0Jla B TPAKIAHCKUN 000pOT
JIEKapCTBEHHOI'0 Tpernapara KOHKPETHOTO MPOM3BOAMUTENS (HA OJHY CEpUI0 KaKIOro TOProBOTO
HAaUMEHOBAHHSI C yYETOM JIEKAPCTBEHHOW (OPMBI M JO3UPOBKH), MPOBOJUMBIX AaKKPEIUTOBAHHBIMU B
COOTBETCTBUHM C 3aKoHojarenbcTBOM Poccuiickoit @enepanuu 00 akKpeIuTallMM B HaIMOHAJIbHOU
CUCTEME aKKpETUTAIH UCIIBITATeIbHBIMU 1a00paTOPUSIMU (LICHTPAMHU).

6. IlpousBoauTenu JIEKAPCTBEHHBIX CPEJICTB MM OpPraHU3alMHM, OCYLIECTBISIOLINE BBO3
JIEKapCTBEHHBIX NpenapatoB B Pocculickyro denepanuio, HE MEHEE YEM 3a OJIMH TOJ 0 IJIAHUPYEMBIX
IIPUOCTAHOBJICHUS] WJIM IPEKpAIlEHUs MPOU3BOJCTBA JIEKAPCTBEHHBIX IpenapaToB WJIM HX BBO3a B
Poccuiickyro ®enepanuio yBeIOMISIOT 00 3TOM (hefepasibHBI OpraH HCIOJHUTEIBHON BJIACTH,
OCYILIECTBISAIONIMNA (PYHKIIMU IO KOHTPOJIIO U HAA30py B chepe 3apaBooXpaHeHus U (peaepabHblil opran
WCIIOJIHUTEIBHON  BIACTH, OCYIISCTBISIONMIMNA  (QYHKIMH TIO  JIMICH3UPOBAHHUIO  IPOM3BOJCTBA
JIEKapCTBEHHBIX CPECTB.

7. BBoag B TpakJaHCKUH OOOpOT KaXKIOW CEpUU WM KaKJIOM NMapTUh MMMYHOOHOJIOIMYECKOTO
JIEKapCTBEHHOIO Ipemnapara, npousseaeHHoro B Poccuiickoii denepannuu uiam BBO3UMOro B Poccuiickyro
denepanuio, OCYIICCTBISICTCS HAa OCHOBAaHUHM pPA3peIICHUs, BBIJAHHOTO (eIepabHBIM OpraHOM
UCIOJHUTENIHON BJACTH, OCYIIECTBISIOMUM (YHKIIMM TI0 KOHTPOJK U HaA30py B cdepe
3[paBOOXpAHEHUS, Ha OCHOBAaHUHW BBIIAHHOTO (eACPATBHBIMU TOCYIAPCTBCHHBIMU OO )KETHBIMH
YUPEKACHUSAMHU, YKa3aHHBIMU B 4acTU 4 HACTOAILLEH CTaThbU, 3aKIHOYEHUS O COOTBETCTBUU CEPUHU WIH
MapTUU MMMYHOOMOJIOTUYECKOTO JIEKAPCTBEHHOTO Tpemnapara TpeOOBaHUAM, YCTAaHOBJICHHBIM IPU €rO
rocyapcTBeHHON peructpauuu. [1opsok BbIauu paspelieHusl Ha BBOJ B MPaXKAAHCKUI 000pOT cepuu
VI MTAPTHH KMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO Tpernapara, a TakKe MOPSIOK BbIaYl YKa3aHHOTO
3aKJIIOYEHUsT W pa3Mep IUIaThl 3a €ro Bblgauy ycraHaBiuBaroTcs [IpaBurensctBoM Poccuiickoi
denepanuu.

8. 3a HempeACTaBICHUE WJIM HECBOEBPEMEHHOE IMPEACTABICHUE JOKYMEHTOB U CBEJICHHIA,
MPEYCMOTPEHHBIX YacTsamu 1, 2, 4, 5 u 6 HacTosIIel CTaThH, POU3BOJIUTEIH JICKAPCTBCHHBIX CPEJCTB H
OpraHu3alyM, OCYHIECTBISIONINE BBO3 JIEKAPCTBEHHBIX IpemnapaToB B Poccuiickyto ®enepannio, HECYT
OTBETCTBEHHOCTh B COOTBETCTBHU C 3aKOHOAATENLCTBOM Poccuiickoi denepanuu.

9. IlpencraBneHue MOKYMEHTOB M CBEACHMI, MPEAYCMOTPEHHBIX udacTsMu 1, 2 U 4 Hacrosmen
CTaThbW, M TMOJY4YEHHE MPEAYCMOTPEHHOIO YACTbK) 7 HACTOALIECH CTaThbU pA3PEIICHHs Ha BBOJ
MMMYHOOHOJIOTHUECKOTO JISKapCTBEHHOI'O IpenapaTa B TpakKAaHCKUH 000poT He TpeOyroTcs B
OTHOILIEHUN JICKAPCTBEHHBIX MPENapaToB, MPEIHA3HAYCHHBIX JUIA MPOBEACHUSA  KIMHUYECKHUX
HCCIICIOBAHUM JIEKAPCTBEHHBIX IIPENApPATOB, IMPOBEACHUS DKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB s
OCYLIECTBJIEHUSI TOCYIAPCTBEHHOW PETUCTpalMy JIEKAPCTBEHHBIX IIPENapaToB, a TAKKe B OTHOLIECHUU
HE3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MpPENapaToB, MPEJHA3HAYEHHBIX I OKa3aHUs MEIULIMHCKOU
IIOMOIIM IO XWU3HEHHBIM MOKAa3aHMSIM KOHKPETHOIO IMAlMEHTa WIH TPYyNIbl MNAalUEHTOB, BBO3UMBIX B
Poccuiickyro @enepannio B cooTBeTCTBUU ¢ yacTamu 3 U 3.1 crateu 47 nHacrosmero denepanbHOro
3aKOHa.

(B pen. deaepanbHoro 3akona ot 27.12.2019 N 475-03)

10. IIpu BbIIBIEHUU B Tpa)<JIaHCKOM OOOpOTE CEpUM MWW MApTUU JIEKAPCTBEHHOI'O Iperapara,
JOKYMEHTBl U CBEICHHUS O KOTOPBIX, NMPEAyCMOTpeHHble dacTsMu 1, 2 u 4 Hacroseill craTb, He
MpeACTaBICHBl B (peepanabHbIii OpraH WMCHOJHUTEIBLHON BJIACTH, OCYIIECTBISIONIMN (YHKIUHA T10
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KOHTPOJIIO U HAJI30py B cepe 3ApaBOOXpaHECHUs, JIMOO CepuM WIM HapTUH UMMYHOOHOJIOTMYECKOro
JIEKapCTBEHHOI'0 IIpenapaTa, HE MMEIOLUX pa3pelleHuss Ha BBOJ B TPaXIaHCKUHA 000poT,
MPEJYCMOTPEHHOTO 4YacThl0 7 HACTOSIIEH CTaTbd, (elepaibHbIi OpraH HCIOJHUTEIBLHON BIACTH,
OCYLIECTBISAIONIMNA (DYHKIMM 1O KOHTPOJII M HaI30py B cdepe 3ApaBOOXPAaHEHMs, B IOPSJIKE,
ycranoBieHHOM IlIpaBurensctBoM Poccuiickont denepanuyu, NPUHUMAET PELICHHE O IIPEKPAlLECHUH
IpaXJaHCKOro 000OpoTa TakuX CEpUM WM MApTHM JIO0 MPEACTaBICHUS YyKa3aHHBIX JOKYMEHTOB U
CBEJCHUH 100 MOTYy4eHHs YKa3aHHOTO pa3peIleHHs.

Koncynbrantlltoc: mpumeyanue.
C 01.09.2023 poxyment npomosusiercss cr. 52.2 (D3 or 02.07.2021 N 317-®3). Cm. Oyayuryro
PEIaKIuIo.

Cratbsa 53. Npoaaxa, nepeaaya NekapcTBeHHbIX CPeACTB OpraHM3auMssMn onToBOWM
TOProBMY NeKapCTBeHHbIMU cpeacTBaMu

1. Opranusanuu onToBOH TOProOBJIM JEKAPCTBEHHBIMU CPEACTBAMHU MOT'YT OCYILECTBIIATh MPOJAXKY
JIEKAPCTBEHHBIX CPEICTB WM IIepelaBaTh MX B YCTAHOBJIEHHOM 3aKOHOAATENILCTBOM Poccuiickoit
denepanun mopsake (3a UCKIIOYEHUEM (papMaleBTHYECKOH CyOCTaHIIMU CITUPTa STHIIOBOTO (3TaHOMA):

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 481-03)

1) ApyrumM opraHu3aiusiM ONTOBOM TOPTOBJIM JICKAPCTBEHHBIMHU CPEICTBAMU;

2) NPOU3BOUTENSAM JICKAPCTBEHHBIX CPECTB AJIA LIeJIel TPOU3BOCTBA JICKAPCTBEHHBIX CPECTB;
3) anTe4YHbIM OPTaHU3AIUSAM U BETEPUHAPHBIM alITCYHBIM OPTraHH3aIHsIM;

4) HayYHO-UCCIIEIOBATEIHLCKUM OPTaHU3AIUSAM JJIs1 HAyYHO-HCCIIEI0BATEIhCKONU PabOTHI;

5) WHAWBUAYAJIBHBIM  MPCAINPUHUMATCIIAM, HWMCHOIIUM JIMIOCH3WIO HA (bapMaI_[eBTI/I‘{eCKYIO
ACATCIIBHOCTD WJIN JIMICH3HUIO HA MCIUINHCKYIO ACATCIbHOCTD,

6) MEAMIIMHCKUM OpPTaHU3AIMIM, B TOM YHCIIE€ CO3aHHBIM U 3apETUCTPUPOBAHHBIM B COOTBETCTBUU
C 3aKOHOJATEIbCTBOM HWHOCTPAHHOTO TocyAapcTBa - uineHa OpraHu3alud  SKOHOMHUYECKOTO
COTpYJAHMYECTBA W  Pa3BUTHS  WHOCTPAHHBIM  IOPUIWYECKHM  JIMIAM,  WHAUBUAYaJIbHBIM
MpEANPUHUMATEISIM, SBIISIOIMIMMCS YIaCTHUKAMH TTPOEKTa B cOOTBETCTBUU ¢ DenepanbHbiM 3akoHOM "O
MEXIYHAPOAHOM MEIUIMHCKOM KJIACTEPE U BHECEHWU U3MEHEHHI B OTJI€JIbHbIE 3aKOHO/IaTEIbHbIE aKThl
Poccuiickoit @enepanuu', 1 BEeTepuHAPHBIM OpPraHU3alMsIM;
(B pen. @exnepanbHOro 3akoHa ot 26.07.2019 N 240-03)

7) opranu3aivsiM W HWHIAWBUAYAJIBHBIM MNPCANIPHUHUMATEIIAM, OCYHICCTBIAIOINUM pPAa3BCACHUC,
BbIpAIlUBaHUE U COJEp)KaHHE >KUBOTHBIX (32 MCKIIOYEHHEM TMPOJaKH MM (apMalleBTUYECKUX
CyOCTaHIIMI WM UX Tepeaayn).

(m. 7 B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-D3)

2. OpFaHI/ISaHI/II/I ONTOBOH TOProBJIM JICKAPCTBCHHBIMU CPEACTBAMHU HE BIIPABE OCYHICCTBJIATH
npojaxy (mepenadyy B YCTAHOBJICHHOM 3aKOHOJATENbCTBOM Poccuiickoit ®enepanuu  mopsiake)
(hapmareBTHUeCKOl CyOCTaHITUU CIIUPTA STUIIOBOTO (3TaHOA).
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(uactsb 2 B pen. enepanbHoro 3akoHa ot 27.12.2019 N 481-D3)

Cratbs 54. lpaBuna onToBOM TOProBSIU JIeKAPCTBEHHbLIMU cpeacTBaMM

Koncynerantllntoc: mpumeyanue.
C 01.09.2023 B u. 1 cr. 54 BHOCsTcs u3menenus (@3 or 28.04.2023 N 171-®3). Cm. Oyayuryro
PEIaKIuIo.

1. OmnToBast TOPrOBiIS JICKAPCTBEHHBIMH CPEIACTBAMH  OCYIIECTBISIETCS IPOU3BOTUTEIISIMU
JICKApPCTBEHHBIX CPEACTB M OpPraHMU3AlUSMHU ONTOBOW TOPrOBIM JICKAPCTBEHHBIMH CPEICTBAMHU II0
MpaBWJIaM HAJJICKAIIEH JUCTPUOBIOTOPCKON MPAKTUKU M MIPABHUIIAM HAJUICKAIICH MPAKTHKU XPAHEHUS U
MEPEBO3KM JIGKAPCTBEHHBIX IPEMapaToB, YTBEPKICHHBIM COOTBETCTBYIOIIMMH YIIOJIHOMOYEHHBIMHU
benepanbHBIMU OPraHAMU UCTIOJTHUTEIIBHOM BJIACTH.

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

2. OpraHm3andsi ONTOBOW TOPTOBIM JICKAPCTBEHHBIMH CpEACTBAMH 00s3aHa COOIIOAATh
npeeNbHbIe CPOKH OTIPY3KH 3aTPeOOBaHHBIX allTEYHON OpraHU3aIlUeH JIGKAPCTBEHHBIX MPENapaToB JJIs
MEIWIIMHCKOTO TMPUMEHCHHSI W HE BIIPaBE OTKA3bIBATh AallTEYHOW OpraHM3alMH, C KOTOPOW y Hee
3aKIIIOYCH COOTBETCTBYIOIIMI JIOTOBOP O TOCTaBKaX JIEKAPCTBEHHBIX IMPENapaToB Ui MEIUIIMHCKOTO
MIPUMCHCHHS, B TIOCTABKE JICKAPCTBCHHBIX IMPEMApATOB ISl MEIUIIMHCKOTO NMPUMEHEHHS MPU HATUIHH
3aTpeOOBAaHHBIX JIEKAPCTBEHHBIX MPEMAPATOB JJISI MEIUIIMHCKOTO IPUMEHEHHUSI Y OpTaHU3allii ONTOBOM
TOPTOBIIM JIGKAPCTBEHHBIMU CpeAcTBamMH. [IpenenpHbIE CPOKM OTIpy3KH 3aTpeOOBaHHBIX aNTEUYHOMN
OpraHu3aiyell JICKapCTBEHHBIX IpENapaToB Ui MEIAMIIMHCKOTO TPUMEHEHUS B 3aBUCHUMOCTH OT
pacTOJIOKEHUST MeCTa OTIPY3KH JIGKAPCTBEHHBIX MPEMapaToB JUISI MEAUIMHCKOTO IMPUMCHCHHS
yCTaHABJIMBAIOTCS YIIOJTHOMOYCHHBIM (hefiepalibHbIM OPTaHOM UCIIOJTHUTEIILHOM BJIACTH.

(dactb 2 BBeneHa DeaepanbHbBIM 3aKOHOM OT 26.03.2022 N 64-D3)

CraTtba 55. MopsAaok pO3HMYHOW TOProBMyY NlIeKapCTBEHHbLIMU NpenapaTtamm

1. Po3HuuHasg TOProBisl JIEKapCTBEHHBIMU IpenaparaMd B KOJUYECTBAX, HEOOXOAMMBIX MJIs
BBITIOTHEHUST BpadeOHBIX ((enpAmIepCcKiX) Ha3HAUEHUW WM Ha3HAYEHUU CHEIHaTUCTOB B 00IacTH
BETEPUHAPUH,  OCYILECTBISETCS  ANTEUHbIMM  OpPraHMU3AlMsIMH, BETEPUHAPHBIMU  ANTEUYHBIMU
OpraHu3alMsIMH, WHJIUBUTyaJIbHBIMU NpeANpPUHUMATEAMH, MMEIOIINMHI JULEH3UIO Ha
(apMaleBTUUECKYIO JAESITENbHOCTb, MEIUIMHCKUMHU OpraHMU3alMsIMHM, HMEIOLUMMHU JIMLEH3UI0 Ha
(bapMaleBTUYECKYI0 JeSITEeIbHOCTb, M HMX 00O0COOJIEHHBIMH THOJpa3feneHusIMU (aMOyiIaTopusMuy,
¢denpamepckuMu U QENbIIIepCKO-aKyIIEepCKUMH  MTYHKTaMU, ULEeHTpaMu (OTIeNIeHUusMHU) oO1ien
BpaueOHOI (ceMeiHOI) MPaKTUKH), PACTIONOKEHHBIMU B CENbCKUX HACENEHHBIX MYHKTAaX, B KOTOPBIX
OTCYTCTBYIOT allT€YHbIE OpPraHM3alMM, U BETEPUHAPHBIMHM OPraHU3alUsSIMU, UMEIOUIUMH JIMLIEH3UI0 Ha
(bapMalieBTUYECKYI0 JIEATeNbHOCTh. Pa3pemieHa po3HWYHAs TOProBis TOJBKO JIEKAPCTBEHHBIMU
Mpenaparamu, 3aperucTpupoBaHHbIMA B Poccuiickoil denepanid WM HU3TOTOBJICHHBIMU aNTEYHBIMU
OpraHu3alMsIMH, BETEPUHAPHBIMU anTeYHbIMU OpraHu3aIUsIMu, WHMBU1yaJIbHBIMU
MpeaNpUHUMATENSIMU, HUMEIONIMMH JIMLIEH3UI0 Ha (apMaleBTHUECKYIO0 JIeATelNbHOCTh. Po3HMYHAs
TOProBisl JIEKAPCTBEHHBIMM TMpernaparaMd OCYLIECTBJISETCS IO MpaBWiIaM HaAJIekallell anTeyHou
MIPAKTUKHU, YTBEPKIAEHHBIM YIIOJTHOMOUYEHHBIM (pe/iepaibHbIM OPraHOM HUCIIOJIHUTEIbHON BIACTH.

(B pen. deaepanbHbIx 3ak0HOB OT 25.11.2013 N 317-D3, ot 22.12.2014 N 429-D3)
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1.1. Po3HMuyHas TOPromisl JEKapCTBEHHBIMU IpenaparaMy i MEAUIMHCKOrO IMPUMEHEHMs (3a
UCKJIIOYEHUEM JIEKAPCTBEHHBIX IPENAapaToB, OTIYCKAEMBIX IO PELENTY Ha JIEKapCTBEHHBIN IIperapar,
HAapKOTUYECKUX JIEKAPCTBEHHBIX IIPENAapaToOB M IICUXOTPOIHBIX JIEKAPCTBEHHBIX IIPENApaToB, a TaKkKe
CIHMPTOCOJEPKAIUX JICKAPCTBEHHBIX IpPENapaTroB ¢ OOBEMHOM J0JNel 3TUIOBOTO CHUPTa CBbIE 25
MPOIICHTOB) MOJKET OCYIIECTBIATHCSA AaNTEYHBIMH OPTaHU3ALUSAMHU JUCTAHIUOHHBIM CIIOCOOOM.
Po3HMYHYIO  TOpProBIIO  JIGKApCTBEHHBIMM  IIpemapaTamMu  JUlsl  MEOULUHCKOIO  IPUMECHEHHS
JMCTAHIIMOHHBIM CIIOCOOOM MOTYT OCYIIECTBISATH AaNTEYHbIE OPraHU3alUM, WMEIOIIME JIMLIEH3UI0 Ha
(bapMaleBTUYECKYI0  JEATENbHOCTh UM  COOTBETCTBYIOIIEE paspelieHue  (eaepajbHOro  oprasa
UCIIOJIHUTEIBHON  BJIACTH, OCYIIECTBISIOIIEr0 (YHKIMM II0 KOHTPOJIIO M Hag3opy B cdepe
3npaBooxpaHeHus. [lopsmok BblIauu  paspelleHuss Ha OCYLIECTBJIEHHE PO3HUYHOM TOPrOBIIH
JIEKapCTBEHHBIMU IIpENapaTaMM JIMCTAaHIIMOHHBIM CIIOCOOOM, TPEOOBaHUS K alT€YHbIM OpraHU3aLUsM,
KOTOpBIE MOTYT OCYIIECTBIISATh TAaKyl0 TOPIOBIIO, M IOPSINOK €€ OCYLIECTBICHHs, a TAKXKE IpaBUIIa
JOCTAaBKH JICKAPCTBEHHBIX IIPENapaToB TIpaxaaHaMm ycraHasimBaroTcsa IIpaBurensctBoM Pocculickon
®enepanun. MHpopmanus o0 ortayeHHbIX (OTHYIIEHHBIX) U MOJIYYEHHBIX JIEKAPCTBEHHBIX Ipernaparax
BHOCUTCA B CHCTEMY MOHHUTOPMHIA [BHWXEHHS JIEKAPCTBEHHBIX IIPEMAPATOB VISl MEAMIMHCKOIO
IIPUMEHEHHUS B ITOPAJIKE, IPEyCMOTPEHHOM 4acThl0 7 craTtbu 67 HacTosAmero denepaabHOro 3aKOHa.
(uactsb 1.1 BBenena @enepanbubiM 3akoHOM 0T 03.04.2020 N 105-D3)

2. Bunpel anreyHbIX oOpraHM3alMi M MpaBWia OTIYCKAa JIEKAPCTBEHHBIX IIpPenaparoB IJis
MEAUIMHCKOTO MPUMEHEHUS aNTeUYHbIMH OpraHU3alUsMU, WHIUBUAYAIbHBIMU MPEAIPUHUMATEISAMU,
MMEIOIIMMHU JIMIEH3HIO Ha (hapMalleBTUYECKYIO AESITEIbHOCTb, @ TAKXKE IPaBHJIa OTIIYCKA JIEKAPCTBEHHBIX
[IpernapaToB Uil MEAMIMHCKOTO MPUMEHEHUS MEAMIMHCKUMH OpraHU3alUsMHU, UMEIOLIUMU JIMLIEH3UIO
Ha (apMaleBTUYECKYIO AEATENbHOCTh, U HMX 000COOJIEHHBIMU THOJpasfeneHus MU (amMOyaaTopusMu,
denpamepckuMu ¥ QETBAMIEPCKO-aKYIIEPCKIMH ~ ITyHKTaMH, LEHTpaMH (OTJAENeHUsIMH) OO0Iei
BpaueOHOM (CeMeHOM) MpakTHKH), PACIIONOKEHHBIMU B CEJIbCKUX HACEIEHHBIX IMYHKTaX, B KOTOPBIX
OTCYTCTBYIOT aIllT€YHbIC OPTaHU3aIMH, YTBEPKIAIOTCS YIIOJIHOMOYEHHBIM (ellepalbHbBIM OpPTaHOM
VCIIOJIHUTEJILHOM BJIACTH.

(B pen. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

3. [IpaBuna oTmycka HApKOTHMUYECKUX CPEJCTB U MCUXOTPOIHBIX BEIECTB, 3apPEerUCTPUPOBAHHBIX B
KaueCTBC JICKAPCTBCHHBLIX IMPCIapaToB, JICKAPCTBCHHBIX IIPEIapaTroB, COACPKAINIUMX HAPKOTHYCCKUC
CpeAcTBa M TIICUXOTPOIHBIC BELIECTBA, YTBEP)KIAIOTCS YIOJIHOMOYEHHBIM (hefepaibHbIM OpPraHOM
WCTIOJTHATENIGHOW BIIACTH M0 COTJIACOBAaHHMIO C (helepasbHBIM OpraHOM HCIIOJHUTENBHOW BIACTH,
YIIOJIHOMOYEHHBIM B cpepe BHYTPEHHHX JIE.

(B pen. @enepanbHoro 3akoHa ot 03.07.2016 N 305-03)

4. JlexapcTBeHHBIE Tpenaparbl IS BETCPHHAPHOTO TNPHUMEHEHHS IOJUIeKAT  OTITYCKY
BCTCPUHAPHBIMH allITCYHBIMK OpTraHHU3alsaIMU, BCTCPHUHAPHBIMU OpraHu3alusaIMU, WHAWBUAYAJIbHBIMU
NpeANPUHUMATENSIMHA, HMEIOIIMMH  JIMIEH3UI0 Ha  (apMaleBTHYECKyl0 JesTedbHOCTh. OTIyck
JICKApCTBCHHBIX IIPCIapaToB JIA BETCPHUHAPHOTO NPUMCHCHHA OCYHICCTBIACTCA B COOTBECTCTBHU C
NpaBUWIaMH  Ha/UIeXKalleld anTeYHOW WPAKTHKH JIEKAPCTBEHHBIX IIPENapaToB IS BETEPUHAPHOTO
MIPUMEHEHHUS], YTBEPKICHHBIMH YIIOJTHOMOYEHHBIM (eiepalbHbIM OPraHOM HCIIOJIHUTEIBLHOM BIACTH.

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

5. llepeueHb MEAMIMHCKMX OpraHW3aldid, WMEIOIUX JHMIEH3UI Ha (QapMaleBTUYECKYIO
NeSaTelNbHOCTh, W WX 000COONEHHBIX  mojpasaeneHuid  (amOynmatopui,  denpamepckux u
(benpamepcKo-akyepcKux MyHKTOB, IIEHTPOB (OTAEICHHI) o0miel BpaueOHOW (CeMEHOM) PAKTUKH),
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

PACIIOJIOKCHHBIX B CCJIILCKHUX HACCJIICHHBIX ITYHKTAX, B KOTOPBIX OTCYTCTBYIOT allTCYHBLIC OpraHuU3aluu, a
TAaKXEC MEPCUCHb JICKAPCTBECHHBIX IIPEIIapaToB, MpoaaKa KOTOPBIX MOXET OCYHICCTBIIATHCA YKa3aHHBIMU
opraHu3anusaMu n ux 000C0O0ICHHBIMU noapasaAcICHUAMU, YCTaHAaBJIMBAKOTCA OopraHaMu

WCIIOTHUTENIbHON BJIacTH cyOBbekToB Poccuiickoit deneparun.
(B pen. @enepanbHbix 3akoHOB 0T 25.11.2013 N 317-®3, ot 03.04.2020 N 105-D3)

6. AnrteyHble OpraHu3allid, WHIUBUAYaJbHbIC MPEANPUHUMATENN, HMEIOUINE JMICH3UI0 Ha
(dapMaleBTHUECKYIO0  JESATEIIbHOCTh, O0S3aHBI  O0ECIeurMBaTh YTBEpXKIEHHBI [IpaBUTENHCTBOM
Poccutickoit ®enepanuu 1 GopMUPYEMBIid B YCTAHOBJICHHOM MM TOPSIIKE MUHUMAJIbHBIA aCCOPTUMEHT
JIEKapCTBEHHBIX MPENapaToB, HEOOXOIUMBIX JJIsi OKa3aHUsI MEIUIIMHCKON TIOMOIIIH.

(dactb 6 B pen. DeaepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnrteyHble OpraHu3allid, WHIUBUAYAJIbHBIC MPEANPUHUMATEIN, WMCIONINE JIUICH3UIO Ha
(bapMaIeBTHYECKYI0  JICATEIILHOCTh, HApsAy C JICKAPCTBEHHBIMU IMperaparaMd HUMEKT IIPaBo
nmpuodOperaTh W TPoAaBaTh, B TOM YHCJIE JUCTAHIIMOHHBIM CIIOCOOOM, MEIUIIMHCKHAC W3JICIHS,
NC3UHPHUIUPYIOIIAE CPEJCTBA, MPEIMEThl M CPEJICTBA JIMYHONH TUTHEHBI, MOCYIY JUISI METUIIMHCKHX
IIEJICH, TPEIMETHI M CPEACTBA, MPEIHA3HAUYCHHBIC JUTsl YX0/1a 32 OOJBHBIMH, HOBOPOXKJICHHBIMU U JICTHMH,
HE JOCTHTIIMMHU BO3pacTa TpeX JIET, OYKOBYIO ONTHUKY M CPEACTBA yXOJa 3a HEl, MUHEPAIbHbIC BOJIbI,
MPOJAYKTHl JICYEOHOTO, AETCKOTO0 W JUCTHYSCKOTO THUTAHHs, OWOJOTHYECKH AaKTHUBHBIC J00aBKH,
nap@rOMepHbIe ¥ KOCMETUYECKHUE CPEICTBA, MEIUIIMHCKUE W CAHUTAPHO-TIPOCBETUTEIbHBIC IEYaTHBIC
W3JIaHus, PeJHa3HAYCHHBIC [Tl POTIaraHabl 3J0POBOr0 00pa3a )KU3HU.

(B pen. ®enepanbHbix 3akoHOB OoT 27.07.2010 N 192-®3, ot 25.11.2013 N 317-®3, ot 03.04.2020 N
105-®3)

8. llesTenbHOCTh anTeuHbIX opranu3anuil Boopyxenneix Cun Poccuiickoit @enepanuu, Apyrux
BOWCK, BOWHCKMX (POPMHPOBAHUI M OpPraHOB, B KOTOPBIX 3aKOHOAATENbCTBOM Poccuiickoit denepanuu
MPEeIyCMOTPEHO MPOXOXKACHUE BOEHHOM CHY>KObl WM (efepalbHON TOCYTapCTBEHHON CIIyKOBbI,
CBSI3aHHOM C TPaBOOXPAHUTEIBHOW AESATEIbHOCTBIO, PErJaMEHTHUPYETCs HacTosuuM PenepaibHbIM
3aKOHOM U YTBEP)KJIEHHBIMH COOTBETCTBYIOIIMMH (eepalbHBIMU OpraHaMU HCIOIHUTENBHON BIACTH
noyioxkeHussMu. KOHTpOb 3a COOJIOJICHHEM YKa3aHHBIMH aANTEYHBIMU OPTaHU3aLUSIMH TOJIOKEHUN
HacTosmero denepanbHOrO 3aKOHA OCYIIECTBISETCS COOTBETCTBYIOIIMMH (eAepalbHBIMU OpraHaMH
HWCIIOTHUTETbHOM BIACTH.

(B pen. @enepanbHoro 3akona ot 13.07.2015 N 262-03)

9. ¥Yrparun cuny ¢ 1 suBaps 2021 roxga. - @eaepanbubiit 3akoH oT 03.04.2020 N 105-D3.

Koncynpsrantllntoc: npumedanue.
C 01.03.2026 ct. 55.1 yrpauuBaet cuiy (D@3 ot 20.10.2022 N 405-D3).

Cratba 55.1. MopsApok ocywecTBNeHUA PO3HUYHOM TOProBNU JeKapCTBEHHbIMU
npenapatamm Aana MeaMUUMHCKOro npumMeHeHusi, oOTnyCckaeMmbiMM NO peuUuenty Ha
neKkapcTBeHHbIN NpenapaTt, AUCTaHLUMOHHbIM CNOCOO60M

(BBenena denepanbHbiM 3aKk0HOM OT 20.10.2022 N 405-D3)

1. B mepuon ¢ 1 mapra 2023 roma no 1 mapra 2026 roga B ropozae ¢enepaibHOro 3HAYEHUS
Mockge, B benropoackoit 1 MOCKOBCKOM 00acTsx (anee B HACTOAIIEH cTaThe - CyObeKkThl Poccuiickoit
®denepannn) IperycMaTpUBaAEeTCs IPOBEIEHUE SKCIIEPUMEHTA 110 OCYIECTBICHUIO PO3HUYHOI TOProBIIn
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

JIEKAPCTBEHHBIMU TIpenaparamM Jisi MEIUIMHCKOrO NPUMEHEHUs, OTIYCKaeMbIMU IO pPELEnTy Ha
JIEKapCTBEHHBIN Mpernapar, JUCTAHIIMOHHBIM CIIOCOO0M (J1ajiee - IKCIIEPUMEHT).

2. B pamkax 3KCIEpHUMEHTa €ro YYaCTHHKH BIIpaBe AMCTAHIIMOHHBIM CIIOCOOOM OCYILECTBIISATH
PO3HUYHYIO TOPTOBIIIO JEKAPCTBEHHBIMU MPENapaTaMu JIJIsl MEIULUHCKOTO IPUMEHEHHUs, OTIIYCKa€MbIMU
[0 pelenTy Ha JEeKapCTBEHHBIN mpemapar (B TOM dYucie cGopMUpOBaHHOMY B (opMe DIEKTPOHHOTO
JOKYMEHTa B JIMYHOM KaOMHETe TpaxJaHuHa B ¢eaepanibHON TOCYJapCTBEHHON HH(POPMAIIMOHHOM
cucreme "EauHbBIA TOpTan TOCYZapCTBEHHBIX W MYHHLIMOAIBHBIX ycuayr (pyHkiumil)' u (wim) Ha
PETHOHAIBHBIX MOPTajiaX TOCYAApCTBEHHBIX M MYHUIUMNANbHBIX YCIYT) M BKIIOYECHHBIMU B IEpEeYeHb
JICKapCTBEHHBIX IMpernapatoB M (apMakOTepaneBTHUYECKUX TPYII JIEKAPCTBEHHBIX IpEnapaTos,
pa3pelleHHbIX K peaan3alid B paMKax dKCIEPUMEHTa, YTBEP KICHHBIM YIOJIHOMOYEHHBIM (heiepanbHbIM
OpPraHOM MHCIIOJIHUTEIBHOW BJIACTU (3a HCKIIOUYEHHEM JIEKAPCTBEHHBIX IIPENApaToB, COJAEPIKAIIMX
HapKOTUYECKHUE CPEJICTBA, ICUXOTPOMHBIE BEUIECTBA M HX IPEKYPCOPHBI, JEKAPCTBEHHBIX IPENaparosB,
COZIep KalINX CHIIBHOJCHCTBYIOIINE BEIIECTBa, pagno(apMaieBTHIECKUX JIEKAPCTBEHHBIX IPEIaparos,
MMMYHOOHOJIOTHYECKMX JIEKAPCTBEHHBIX IIPErapaTtoB, a TakKe JIEKAPCTBEHHBIX MpEnaparoB, IS
KOTOPBIX B COOTBETCTBHUM C HMHCTPYKLIHMEHW 0 IIPUMEHEHHUIO JIEKAPCTBEHHOI'O Iperapara yCTaHOBJICH
TEMIIEpAaTypHbI pexXUM XpaHeHUs Huxke 15 rpagyco llenbcus, cnupToconepkamux JeKapCTBEHHbIX
IIpenapaToB ¢ 00BEMHON J10JIEH STHIIOBOTO CIIUPTA CBbIIIE 25 MPOLEHTOB U JIEKApPCTBEHHBIX MIPENapaTos,
M3TOTOBJICHHBIX AaNTEYHBIMU OpraHu3anusamu). Kpurepuu BKIIOUYEHHS JEKAPCTBEHHBIX IPENapaToB U
(bapMakoTeparneBTHIeCKUX TPYII JIEKaPCTBEHHBIX MPENapaToB B YKa3aHHBIN MIepeueHb YCTaHABIMBAIOTCS
[IpaBuTensctBoM Poccuiickoit @eaeparuu. [looxkeHnus HacToAlIed CTaTbU HE PacCIpOCTPaHSAIOTCA Ha
JIEKapCTBEHHbIE IIPENapaThl, OTIYCKAaeMble OECIIJIATHO WJIM CO CKUJKOM Ipa)kJaHaM, UMEIOLIUM IIpaBo Ha
o0OecrieueHre JIEKapCTBEHHBIMU TpernaparaMd 3a CYeT CpEACTB OMOKETHBIX aCCUTHOBAaHUU
denepanbHOTO OFOKETa U OO KETOB CyOBeKTOB Poccuiickoit deneparium.

3. VYyacTHMKaMHM  3KCIEpUMEHTa  SABJISIOTCS  YINOJHOMOYEHHBIH  (enepanbHblii  oprax
WCIIOJIHUTEJIbHON BJIACTH, YIOJHOMOYEHHBIE OpPraHbl MCIOJHUTENIBHON BiacTU cyObekToB Poccuiickoit
denepanuy, MEIULIUHCKIE OPraHU3ALMU U aNTeyHble OpraHu3ally, COOTBETCTBYIOLIUE TPeOOBAHUSM,
YCTaHOBJIEHHBIM B COOTBETCTBHMHM C YaCThIO 4 HACTOSIIECH CTATHU.

4. TlonoxeHne O MOpPsIIKE MPOBEACHUS SKCIEPUMEHTa, B TOM 4Hcie TpeOOBaHUS K METUIIMHCKUM
OpraHM3alysiM M aNTeYHbIM OpraHu3alMsM, SBISIONIMMCS YYaCTHUKAMU SKCIIEPUMEHTA, IOPSJIOK
OCYILIECTBIIEHUS PO3HUYHOMN TOPrOBJIM JIEKAPCTBEHHBIMU IIpenapaTaMu JUIsl MEAULIMHCKOTO IPUMEHEHNS,
OTIIyCKAa€MBbIMU IO pELEenTy Ha JIEKapCTBEHHBIN Mperapar, JUCTAHLMOHHBIM CIOCOOOM, TpeOOBaHUS K
JOCTaBKE TaKMX JIEKAPCTBEHHBIX IIPENaparoB TIpaxkJaHaM, I[paBuja BbIJAaud pPa3pelIcHUs Ha
OCYULIECTBJIEHUE PO3ZHUYHOM TOPTOBIIN JICKAPCTBEHHBIMU IIperapaTamMy JUIsl MEAUIIMHCKOIO IPUMEHEHUS,
OTIYCKaeMBIMU MO pElEeNnTy Ha JIEKapCTBEHHBIN INpenapar, AUCTAHIIMOHHBIM CIOCOOOM, YTBEpPXKAAeTcs
[IpaButensctBoM Poccuiickoit ®denepanuu. TpeboBaHus K anTeUHbIM OpraHU3ALUSAM, SBISIOIIMMCS
YYaCTHUKAMHU SKCIEPUMEHTa, HE MOTyT OBITh HH)XKE TpeOOBaHMH, YCTAaHOBJEHHBIX K AaNTE€YHbIM
OpraHu3alMsaM B COOTBETCTBUU C 4acThiO 1.1 cTaTeu 55 Hacrosuiero @enepasbHOTO 3aKOHA.

5. YronHoMO4eHHBIH (enepaiabHbIil OpraH HCIOIHUTEIBHOM BIACcTH:

1) ocyuecTBIs€T METOANYECKOE CONPOBOXKICHUE HKCIEPUMEHTA, BKIIOYAs METOAMUYECKOE
COIIPOBOXAECHUE ACITEIbHOCTH MEAMIIMHCKUX OpPraHMU3alMi M alTeYHbIX OpraHu3alui, y4acTBYIOUIUX B
SKCIIEPUMEHTE, 10 0(OPMIICHHIO, UCIIOJIb30BAHNIO U XPAHEHUIO PELIETITOB Ha JIEKAPCTBEHHBIN Mpemnapar,
B TOM 4HcCIIe COPMHUPOBAHHBIX B OPME AIIEKTPOHHBIX JOKYMEHTOB;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

2) mnpencrasinser B IlpaButenbctBo Poccuiickoit ®depepauuu mpeaBapuUTeNbHbIA (B TEPHOJ
MIPOBEJICHUSI HKCIIEPUMEHTa, HO HE TO3/IHEe YeM 3a J[Ba Mecflla 0 HCTEUEHUS CPOKa MPOBEACHUS
SKCIIEPUMEHTA) U UTOTOBBIN (IO OKOHYAHUHU SKCIEPUMEHTA, HO HE TIO3HEE YeM Yepe3 JBa Mecslla 1oclie
UCTEUEHHUsI CPOKa MPOBEICHHS IKCIEPUMEHTA) JOKIAIbl O pe3yiabTaTaxX MPOBEIEHUS SKCIEPUMEHTa U
MIPEIJIOKEHUST O BHECEHUHU U3MEHEHHH B 3aKOHOJATEIILCTBO 00 0OpaIlCHUH JICKAPCTBEHHBIX CPEJICTB.

6. YIIOJTHOMOYEHHBIH OpPTraH UCIIOTHUTEIBHOU BlIacTH cyObekTa Poccuiickoit deneparuu:
1) BIIpaBe yCTaHOBHTH OCOOECHHOCTH MPOBEACHHS SKCIICPUMEHTA,

2) yTBEepXkIaeT MOPSIOK OTOOpa MEIMIIMHCKUX OpraHW3allMii W alTeYHBIX OpTaHM3aIlud IS
y4acTusi B DKCIIEPHUMEHTE, a TaKXKe MPOBOJIUT TaKOW OTOOpP W YTBEP)KIACT IMEPEUYCHb MEIUITMHCKUX
OpraHU3alMi U NePEUYCHb alTCUHBIX OpraHU3aINi, COOTBETCTBYIONIUX TPEOOBAHMUSAM, YCTAHOBJICHHBIM B
COOTBETCTBHUH C YaCThIO 4 HACTOSIIEH CTaThH, U SBJISIONINXCS yYaCTHUKAMU YKCIIEPUMEHTA;

3) ocCylIecTBIsI€T MOHUTOPHHI IMPOBEICHUS DKCIEPUMEHTa U MPEACTaBISET €ro pe3yibTaThl B
YIOJIHOMOYEHHBIN (peiepanbHbIi OpraH UCTIOTHUTEIBHOM BIIACTH,

4) obecneunBaeT HH(POPMALMOHHO-TEXHUUYECKOE OOECIeUYeHue TMPOBEICHUs OSKCIEpUMEHTa
MOCPEACTBOM UCIOJIB30BAaHUS TOCYIApCTBEHHON MH(DOPMAIIMOHHONW CUCTEMBI B chepe 3apaBOOXpaHCHHUS
cyobekta Poccuiickoit @enepanu ¥ (UIM) MEIUIUHCKAX HHQPOPMAIMOHHBIX CHUCTEM MEIUIUHCKUX
OpraHu3aluii, SBIAIONIMXCS YyYaCTHUKAMHU OSKCIEPUMEHTa, W HX B3aUMOJCHUCTBUS C €IUHOU
rocy/1apcTBeHHON MH(GOPMAIMOHHON CUCTEMOH B cepe 3paBOOXpaHEHUSI.

7. Me[[I/ILII/IHCKI/IC opranu3alvii MW anTCYHbIC OpraHru3alliyd BIpPAaBC OTKA3aTbCd OT Y4YaCTHUSA B
OKCIEPUMEHTE, T0JaB B YIOJHOMOYEHHBI OpraH HCIOJHUTEIbHONH BIACTH CyObekTa Poccuiickoi
denepanuu COOTBETCTBYIOIICE OOpalleHne B TUChbMEHHOU (hopMme.

8. AmnTeuyHble OpTraHU3AlMH, SBJSIONIMECS yYACTHUKAMHU JKCIepUMEHTa, 00s3aHbl MPU MPOAAKe
JTUCTAHIIMOHHBIM CITOCOOOM JICKAPCTBEHHOTO Mperapara il MEAUIIMHCKOTO IPUMEHEHHS, OTITYCKaeMOTO
M0 PeIenTy Ha JIKApCTBEHHBIN MpemnapaT, 00ecreYnTh MPpHU OCYIIECTBICHUHU TOCTAaBKU HJICHTU(DUKAIIUIO
JUYHOCTH TpaXKJaHWHA, ITOJYYAOIIEr0 TaKOH JICKApCTBEHHBIM Ipenapar, B IEISIX YCTaHOBJICHHS
COOTBETCTBHUSI €ro JMYHOCTH U IIMIA, YKA3aHHOTO B pelenTe Ha JIeKapCTBEHHBIM mpemnapar (ero
3aKOHHOTO TIPEACTaBUTENs), JIMOO JIMIA, YIIOJHOMOYEHHOTO JIMIIOM, YKa3aHHBIM B pelente Ha
JIEKapCTBEHHBIN Mpemnapar (ero 3aKOHHBIM MPEICTaBUTENIEM), Ha TIONyYeHUE JIEKapCTBEHHOTO Mpernapara
(mayee B HACTOSIIEH CTaThe - MO, YKa3aHHOE B PElENTe (3aKOHHBINA MPEICTABUTENb, YIOTHOMOYEHHOE
JUII0).

9. Jlumo, ocyuecTBisioNlee JOCTaBKY JIEKQpCTBEHHOrO TIpenapara i MEAUIMHCKOIO
IPUMEHEHMs, OTIYCKaeMOro IO pelenTy Ha JIeKapCTBEHHBIM Ipenapar, 00sd3aHO MOTpeboBaTh y
rpa)<JaHKHa, MOJIy4aloUIero TaKoil JIeKapCTBEHHBIN Mpenapar, NpeIbsiBUTh JOKYMEHT, Y0CTOBEPSIIOIIHNMA
€ro JUYHOCTh, /U1 MAEHTHU(PHUKAIMU JIMYHOCTH 3TOTO I'PakJaHHMHA M YCTAHOBJIEHUS COOTBETCTBHUS €ro
JUYHOCTH M JIMIlA, YKA3aHHOTO B pelenTe (3aKOHHOTO MpPE/CTaBUTElNs, YINOJIHOMOUYEHHOro juna). B
Cllydae BBISBJICHUS HECOBIAACHMS JMYHOCTH IpakJaHWHA, MOJIY4arollero JEKapCTBEHHBIN Ipenapar, U
JUIa, YKa3aHHOTO B pelenTe (3aKOHHOTO MPEeICTaBUTEINsI, YIOJHOMOYEHHOIO JIMIA), a TaKXKe B cilIydae
OTKa3a TpaXJaHWHA, I[OJYYAIOLIEr0  JIEKAPCTBEHHBIM  IIpernapar, MNpeIbsBUTb  JIOKYMEHT,
YIOCTOBEPAIONIMN €ro JUYHOCTh, JHII0, OCYIIECTBISIONIEE JOCTABKY JIEKAPCTBEHHOrO Mpernapara Jyist
MEIULMHCKOTO MPUMEHEHHs, OTITYCKaeMOTI'o IO PElenTy Ha JeKapCTBEHHBII IpenapaT, 00s13aHO BEPHYTh
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"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 03.05.2023

TaKOM JIEKAPCTBEHHBIN IIpenapar B alTEYHYIO0 OPraHU3aLUIO.

10. TloaTrBepkaenueMm (axkTa Tmepeiayd JIGKQpCTBEHHOrO Mpenapara s MEAUIIMHCKOTO
IIPUMEHEHHUS, OTIIYCKAaeMOIro I0 pEeLeNnTy Ha JIEKapCTBEHHBIN Ipenapar, JIMIY, YKa3aHHOMY B peELenTe
(3aKOHHOMY TMPEACTABUTENIO, YIOJIHOMOUYEHHOMY JIMILY), SIBJISIFOTCS KAacCOBBIM UY€K U MOAINKUCH JIMIIA,
MIOJIYYMBILIET0 TaKOW JIEKAapCTBEHHBIN IpenapaT, Ha JOKYMEHTE O IOJIYYEHHU TaKOI'O JIEKapCTBEHHOTO
npernapata 1no ¢opme, YTBEPXKIAaeMOW YHNOJTHOMOYEHHBIM (eepalbHbIM OpPraHOM HCIOJIHUTEIbHOM
Binactu. llocne mepenaum JexkapcTBEHHOIO Ipemnapara JuLy, YKa3aHHOMY B peLente (3aKOHHOMY
MIPEJICTABUTENI0, YIOJIHOMOYEHHOMY JIMILY), 3TOT JOKYMEHT HEepeNacTcsl JHUIOM, OCYIIECTBUBIIUM
JIOCTaBKy TaKOI'0 JIEKapCTBEHHOI'O IIpernapaTa, B aNTEUHYH0 OpPraHM3alMI0, OCYILIECTBUBIIYIO OTILYCK
JIEKapCTBEHHOI0 Tpernapara. B ciyuae BbIABIEHUS NpU IMepefaue JMIy, yKa3aHHOMY B pelentTe
(3aKOHHOMY TIPEACTAaBUTENIO, YINOJHOMOUYEHHOMY JIMIly), JIEKAPCTBEHHOTO TMpemnapara (haKkToB
MEXaHMYECKOTO TMOBPEKICHHUS €ro WM €ro YMNaKOBKM TaKOM JeKapCTBEHHBIM Ipernapar JIULOM,
YKa3aHHbIM B pelenTe (3aKOHHBIM IPEICTaBUTENEM, YINOJHOMOYEHHBIM JIMIIOM), HE NPUHUMAETCS U
BO3Bparmiaercs 0e3 ero oriarbkl JUIy, OCYIIECTBUBLIEMY JOCTaBKY JIEKapCTBEHHOIO Mpernapara Hu
00ecTIeYnBaOIIEMy €r0 BO3BpAT B aITEUHYIO OPTaHU3AIHIO.

11. 3a napymenus 3akoHogarenbcTBa Poccuiickoin denepanuu, COBEpIICHHbIE NPU MPOBEACHUU
SKCIEPUMEHTa, €ro YYaCTHUKH HECYT OTBETCTBEHHOCTb, YCTAHOBJIEHHYIO 3aKOHOAATEIbCTBOM
Poccuiickoit deneparuu.

12. KoHTponp 3a HCHOJHEHHWEM TpeOOBaHUM, CBS3aHHBIX C MPOBEACHUEM OSKCIEPUMEHTA,
ocyiecTBisieTcs: (eaepaabHbIM OPraHOM HUCHOJHUTENBHON BIACTH, OCYLIECTBISIONIMM (YHKIUU IO
KOHTPOJIIO ¥ HA30py B chepe 31paBOOXpaHEHUs, B TOPSIKE, yCTaHOBIEHHOM DeepanbHbIM 3aKOHOM OT
31 urons 2020 roga N 248-03 "O rocynapcTBEHHOM KOHTpOJIE (HAA30pe) U MYHUIIUIAIBHOM KOHTPOJIE B
Poccuiickoit deneparun'.

Cratbs 56. N3roTtoBneHue n OTNYCK NekKapCTBEeHHbIX npenapartoB

Koncynerantllntoc: mpumeuanue.
C 01.03.2025 B u. 1 ct. 56 BHOCsTCs M3mMeHeHus (D3 ot 30.12.2021 N 463-D3).

KoncynsrantlIntoc: npumedanue.
C 01.09.2023 B u. 1 cr. 56 BHOCcsATCS M3MeHeHus (D3 ot 05.12.2022 N 502-D3). Cm. Oyaymiyro
pElaKLHIO.

1. W3roroBneHue JEKAPCTBEHHBIX NPENapaToB alTEYHbIMU OpraHU3ALMSIMHU, BETEPUHAPHBIMU
anTeYHBIMH OpraHU3alMsIMU, WHIWBUAYAIBHBIMU MPEANPUHUMATENSIMHA, HMEIOIMMMU JIMIECH3UIO Ha
(hapMalleBTUUECKYIO ACSTENbHOCTh, OCYIIECTBISETCS MO pelenTaM Ha JIeKapCTBEHHBIE Mpenaparhl, Mo
TpeOOBaHUSIM MEAUITUHCKUX OpPraHU3alllid, BETEPUHAPHBIX OPTaHHU3AIlM B COOTBETCTBUM C MPABHIIAMH
W3TOTOBJIIEHUS M OTIIyCKa JIEKaPCTBEHHBIX IPENApaToOB, YTBEPKIACHHBIMU  YIIOJHOMOYEHHBIM
(dhenepalbHBIM OPTraHOM UCIIOJIHUTEILHON BIACTH.

Koncynprantlintoc: npumedanue.
C 01.09.2023 4. 2 ct. 56 n3naraercs B HoBoM peaakiuu (D3 ot 05.12.2022 N 502-D3). Cm. Oyaymryro
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?:Ele‘?:;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Hata coxpaenms: 03.05.2023

PCAAKIHIO.

2. HpI/I HU3TOTOBJICHUHN JICKAPCTBCHHLIX MPCIApPAaTOB allTCYHBIMH OpraHu3aliusIMH, BCTCPUHAPHBIMU
anTEeYHbIMM OPraHU3ALUAMM, HHIMBUAYAJIbHBIMU IPEANPUHUMATEISIMHE, HMEIOIUMH JIMIEH3UI0 Ha
(hapMaIleBTHYECKYIO JCSATEIHOCTh, HCIOJIB3YIOTCS (papMaleBTUUYECKHEe CYOCTAaHIIMM, BKIOUYCHHBIC
COOTBETCTBEHHO B I'OCYAAPCTBEHHBIN peecTp JEKapCTBEHHBIX CPEJICTB sl MEJUIIMHCKOTO IIPUMEHEHUS U
FOCyHapCTBeHHLIﬁ peecTp JICKAPCTBCHHLIX CPCACTB AJId BCTCPHUHAPHOI'O MPUMCHCHHUA B YCTAHOBJICHHOM
nopsiake. He nomyckaercss M3roTOBJICHHME alTEUYHbIMH OpPIraHU3aLUsIMM, BETEPUHAPHBIMU alTEUHBIMU
opraHnu3anusimu, HHIWBUAYAJIbHBIMHA npCaAIpPUHUMATCIISAIMU, UMCIOIIIUMHA JIUICH3UIO Ha
(bapMaleBTUYECKYIO JESATEIbHOCTh, JEKApCTBEHHBIX IPENapaToB, 3aperucTpUpoBaHHbIX B Poccuiickoit
denepanuu.

Koncynerantlltoc: npumeyanue.
C 01.09.2023 B 4. 3 cr. 56 BHOCsTCs m3MeHeHust (D3 ot 05.12.2022 N 502-®3). Cum. Oyayuryro
PEIaKIuIO.

3. MapkupoBka JEeKapCTBEHHbIX IIPENapaToB, H3TOTOBJIEHHBIX alTEUYHbIMU OpraHU3ALMAMM,
BETEPUHAPHBIMU ANTEYHBIMU OpPraHU3ALMSIMH, WUHIUBUIYAJIbHBIMU IPEANPUHUMATENSIMU, UMEIOLIUMU
JUIEH3UI0 Ha (apMalleBTUUECKYIO JEATEIbHOCTh, M O(QOPMIIEHHE TaKUX IIPENapaTroB JIOJKHBI
COOTBETCTBOBATH MPABUJIaM, YKAa3aHHBIM B 4acTH 1 HACTOSIIEH CTaThU.

Koncynerantlltoc: npumeyanue.
C 01.09.2023 B 4. 4 cr. 56 BHOCsiTcss m3MeHeHust (P3 ot 05.12.2022 N 502-®3). Cum. Oyayuryro
PEIaKIuIO.

4. AnTeuHple OpraHu3allM¥, BETEPUHAPHBIE AaNTEYHbIC OpraHU3aluU, WHAUBUIYaTIbHbIE
MpeaNpPUHIMATENH, UMEIOIINE JTUICH3UIO Ha (hapMalleBTHUECKYIO NeSTeIbHOCTh, HECYT OTBETCTBEHHOCTD
3a HECOOIOJIEHNE TIPaBUJI HM3TOTOBJIEHUS W OTIYCKa JIGKAPCTBEHHBIX MPENapaTtoB B COOTBETCTBUU C
3akoHogarenbeTBOM Pocceniickont denepanmu.

Cratba 57. 3anpeweHue npogaxu danbCcUPMUMPOBaAHHbLIX NEeKapCTBEHHbIX
cpeAacTs, HeJoOOpOKaYeCTBEHHbIX  JIEKAPCTBEHHbIX  CPeAcTB, KOHTpadaKTHbIX
neKkapcTBEHHbIX CpeaAcTB

[Tponaxa danbcubUIIUPOBaHHBIX JEKAPCTBEHHBIX CPENICTB, HETOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX
CpeNCTB, KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CPEJICTB 3aMPEIaeTCsl.

CraTtbsa 58. XpaHeHue nekapcTBEeHHbIX CpeacTB

1. XpaHeHI/IC JICKAPCTBCHHBIX CPCACTB OCYIICCTBIIACTCA TMPOUIBOAUTCIAMU JICKAPCTBCHHBIX
CpeacTB, opraHusanvusIMu OIITOBOM TOProBJIN JICKApCTBCHHBIMU cpeacTBaMu, aIllITCYHBbIMHA
opraHu3anusimu, BCTCPUHAPHBIMU alITCYHBbIMU OpraHu3alusiIMu, WHAWBUIYAJIbHBIMHA
npeaANpUHUMATCIAMA, UMCIOIIIMUMHU JIMIICH3UIO Ha q)apMaueBTquCKy}o JACATCIIbHOCTh WJIM JIMICH3UIO Ha
MCIUIHUHCKYHO HOCATCIBHOCTb, MCIWIHWHCKUMU OPraHu3aluidMH, BCTCPUHAPHBIMU OpTaHU3AlUAMHU H
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

WHBIMH OPraHU3allUsIMU, OCYIICCTBISIONMMU OOpalleHue JIeKapCTBEHHBIX CPEJICTB. XpaHCHHE
JICKApPCTBEHHBIX CPEJCTB JUISI BETEPUHAPHOTO TNPUMCHEHUS OpraHW3alMsIMd W WHIUBUAYATbHBIMU
NPEANPUHUMATETISIMA B CIIydasx, €CJIM OHH WCHOJB3YIOTCS WCKIIOYHUTEIHRHO TIPH pa3BeICHUH,
BBIpAIIMBaHUH, COJICPYKAHUH U JICYCHUU KUBOTHBIX, MOXKET OCYIIECTBISIThCSA 0€3 TOJTYYCHUs JINIECH3UU
Ha (apMaleBTUYECKYIO IeATEeIHHOCTb.

(B pen. @enepanpHoro 3akoHa ot 22.10.2014 N 313-D3)

2. IlpaBmwia  XpaHEHMs]  JIEKAPCTBEHHBIX  CPEJICTB  YTBEPXKAAIOTCA  COOTBETCTBYIOIIUM
YIOJIHOMOYEHHBIM (heiepaibHbIM OPTaHOM UCIIOJIHUTENIHON BIACTH.

3. XpaHeHHEe HAPKOTUYECKUX JICKAPCTBEHHBIX CPEJICTB, MCUXOTPOIHBIX JIEKAPCTBEHHBIX CPEJICTB,
paanodapMalleBTUUECKUX  JIGKAPCTBEHHBIX  CPEACTB  OCYLIECTBISAETCA B COOTBETCTBUU  C
3akoHo arenbcTBOM Poccuniickoit denepanum.

Cratba 58.1. lpeAMeTHO-KONMUYECTBEHHbIA Y4YeT JleKapCTBEHHbIX CpeacTB Ans
MeAULIMHCKOro NpMMeHeHuns
(BBeneHa PenepanbHbIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. [IlepedyeHb JEKapCTBEHHBIX CPEIACTB [UJII MEIUIMHCKOTO NPUMEHEHUs, MOJICKAIINX
MPEIMETHO-KOJIMYECTBEHHOMY ~ YUeTy, YTBEP)KIAeTCs YINOJHOMOYEHHBIM (heepaibHbiM OpraHOM
HUCIIOJIHUTEILHON BJIACTH.

2. Ilopsimok BKJIIOUEHHMS JICKAPCTBEHHBIX CPEICTB JUIS MEIMIMHCKOrO NMPUMEHEHHS B NEpEUeHb
JICKApPCTBCHHBIX CPEACTB IS MCAUIUHCKOI'O MPUMCHCHH, MOMICKAIUX MPEAMCTHO-KOJINYCCTBCHHOMY
ydeTy, YCTaHaBJIMBAeTCS YIOJHOMOYEHHBIM (QeIepallbHbIM OPraHOM HCIOJHUTEIBHOW BIACTH 10
COTJIACOBAaHUIO C (enepalbHbIM OpraHOM HCIONHHUTEIBHON BJACTH, YIOJIHOMOYEHHBIM B cdepe
BHYTPEHHHX JIEII.

(B pen. @enepanbHoro 3akoHa ot 03.07.2016 N 305-03)

3. Hpe,Z[MeTHO'KOJ'II/ILICCTBeHHHﬁ YU€T JICKAPCTBCHHBIX CPCACTB AJII MCAUIIMHCKOI'O IMPUMCHCHUA
BCAYT IMPOU3BOAUTCIIM JICKAPCTBCHHBLIX CPCACTB, OpraHHU3allnun OIITOBOM TOProBJIM JICKAPCTBCHHBIMU
CpeACTBaMH, AlITCUHBIC OpraHU3allui, MHAUBUAYAJIBHBIC MNPECANPUHUMATCIIN, WUMCIOIUC JIMIOCH3UIO Ha
q)apMaIIGBTI/I‘IGCKYIO ACATCIBHOCTE WM JIMIOCH3WIO Ha MCAWULNUHCKYIO ACATCIBHOCTb, U MCAWIUHCKHEC
opraHu3anuvu, OCYIICCTBIISIOIINC 06pameHI/Ie JICKApPCTBCHHBIX CPCACTB I MECAUIIUHCKOTO NPUMCHCHU,
IMyTeM pErucTpanmuu JIFOOBIX CBS3aHHBIX C UX O6paHI€HI/I€M onepaunﬁ, IPpU KOTOPBIX HU3MCHACTCA HUX
KOJIMYCCTBO U (I/IJ'II/I) COCTOSAAHUC, B CIICHUAJIBHBIX JKXYpPHAJIaX y4dCTa onepaunﬁ, CBA3aHHBIX C O6paH_IeHI/ICM
JICKApPCTBCHHBIX CPCACTB I MCAUTTUHCKOI'O MPUMCHCHUA (z[aﬂee - CIICHUAJIbHBIC )KypHaJ'IBI).

4. TlpaBuna perucTpanuy OIepaluil, CBA3aHHBIX C OOpaIleHHEM JIEKapCTBEHHBIX CPEACTB IS
MEIULUHCKOTO NMPHUMEHEHMS, BKIIOUYCHHBIX B IEPEUYEHb JIEKAPCTBEHHBIX CPEACTB UISI MEIMIIMHCKOTO
IIPUMEHEHHUs], TTOJIEKAIIUX TPEAMETHO-KOJINYECTBEHHOMY YUETY, B CIELUAIbHBIX KXypHalaxX U IpaBuia
BEJICHUS M XPAaHEHHUS CHEIHAIbHBIX >KYPHAJIOB YTBEP)KIAIOTCSA YIOJIHOMOUYEHHBIM (herepanbHbIM
OpPraHOM MCIIOJHUTEIbHON BIIACTH.

5. KouTtposmb 3a coOmro/ieHHEeM TMpaBUJl PETUCTPAIMHM OMNEparuii, CBSI3aHHBIX C OOpaIIeHuEM
JIEKAPCTBEHHBIX CPEACTB JUJISi MEIUIIMHCKOTO NPUMEHEHHMs], BKIIOUEHHBIX B NEPEUYEHb JIEKAPCTBEHHBIX
Cp€ACTB OJId MCEAULOMWHCKOTO TMPHUMCHCHHA, IMMOJICKAINNX MNPEIAMECTHO-KOJIUYCCTBECHHOMY YUCTY, B
CHEIHMANbHBIX JKypHaJlax, a TakKXe 3a COONIIOJIEHWEM TMpaBWI BEACHHS W XPaHEHUS CIEIUATbHBIX
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

’KYPHAJIOB BO3JIaraeTcsi Ha yIOJTHOMOUYEHHBIE (peliepaibHble OpraHbl HCIIOJTHUTEIBHON BIACTH U OPraHbl
UCIOJIHUTENIbHON BiacT cyObekToB Poccuiickoit ®enepanuu, OCYIIECTBISIONINE JUIEH3UPOBAHUE
MPOU3BOJICTBA  JICKAPCTBEHHBIX CPEACTB, (apMalleBTUYECKOH  JEATENTPHOCTH W MEIUIMHCKON
NEeSITeIbHOCTH, U OCYILIECTBIISIETCS B paMKaXx JIMLIEH3HOHHOTO KOHTPOJISL.

Maea 11. YHUMTOXEHUE NEKAPCTBEHHbLIX CPEOCTB
CrtaTtba 59. OCHOBaHMA U NOPAAOK YHUUTOXEHUSI NeKapCTBEHHbIX CPeAcTB

1. HenoOpokauecTBeHHbIE JIEKAPCTBEHHBIE CPENCTBA, (anbcu(PUIMPOBAHHBIC JIEKAPCTBEHHBIC
CpeAcTBa TMOJUIEKAT W3BIATUI0O W3 OOpalleHUs W YHUYTOXKEHUIO B TOPSJIKE, YCTAaHOBICHHOM
[IpaBuTensctBoM Poccuiickoit denepanuu. OCHOBAaHUEM JJIi YHUUYTOXKEHHUS JICKAPCTBEHHBIX CPEJICTB
ABJIAETCS ~ pElICHHWE  BJIAJENIblla  JIGKAPCTBEHHBIX  CPEJICTB,  PEIIEHUE  COOTBETCTBYIOLIETO
YIIOJTHOMOYEHHOTO (peIepaIbHOrO OpraHa UCHOIHUTEIBHOM BIACTH WK PELICHUE CyAa.

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

2. KontpadakTHble TeKkapCTBEHHBIE CPEACTBA MOANEKAT U3BATUIO U3 OOPAIEHUS U YHUUTOKEHUIO
1o pemeHuto cyaa. [lopsanok yHU4TOX)eHNs KOHTpadaKTHBIX JEKAPCTBEHHBIX CPEJCTB YCTAHABIMBACTCS
[IpaButensctBOM Poccuiickoint @enepanuu.
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

3. Pacxompl, CBs3aHHBIE C YHUYTOXKEHHEM KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEICTB,
HET0OPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPENCTB, (anbCU(UIIMPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB,
BO3MEILIAKOTCSA UX BIAJCIBLEM.

4. Bragener JIEKapCTBEHHBIX CPEICTB JOJDKCH TPEACTABUTh B YIIOJIHOMOYEHHBINH (eepanbHbIi
OpraH KCIIOJHUTEIbHOW BIIACTU JOKYMEHT WIM 3aBEPCHHYIO B YCTAHOBJICHHOM IIOPSJKE €ro KOIIUIO,
MOATBEPKIA0IIUE (PaKT YHUUTOKEHHS JIEKAPCTBEHHBIX CPECTB.

5. CoOTBeTCTBYIOIIMH yIOJIHOMOYEHHBIH (hefepabHbIi  OpraH HCIHOJIHUTENBHOM  BIIACTH,
NPUHSABIIMKA pelieHne 00 YHMUYTOKEHUHU JIEKapCTBEHHBIX CPEJACTB, OCYIIECTBISET KOHTPOJIb 3a HX
YHUUYTOXKEHUEM.

6. VYHUYTOXEHHE JIEKaPCTBEHHBIX CPEJICTB TMPOMU3BOIAUTCS OPraHU3ALUSIMH, HMEIOIIUMHI
COOTBETCTBYIOIIYIO JIMIICH3HIO, HAa CIIEIIHAIIBHO 000PYIOBAaHHBIX TJIOIIAIKAX, TOJIUTOHAX U B CIICIIUATBHO
00OpYy/IOBaHHBIX MOMEIIEHUSAX C COONI0/IeHHEM TpeOOBaHUI B 00JACTH OXPaHbI OKPYXKAIOIIEH Cpelbl B
COOTBETCTBHUHU C 3aKOHOJATENbCTBOM Poccuiickon denepannu.

7. HapkoTuyeckue JE€KapCTBEHHbIE CpEACTBA, IICUXOTPOIHBIE JIEKApPCTBEHHBIE CpPEJNICTBA,
panuodapmaneBTHUECKUE  JIGKAPCTBEHHBbIE  CPEACTBA  YHUYTOXKAIOTCS B COOTBETCTBUM  C
3aKkoHo1arenscTBOM Poccutickont denepanu.

nasa 12. TOCYOAPCTBEHHOE PEIYJIMPOBAHUE LIEH
HA JIEKAPCTBEHHbBIE NMPENAPATbLI A1 MEAULUUHCKOIO NPUMEHEHUA

Cratba 60. Nl'ocynapcTBeHHOe perynupoBaHue LieH Ha NeKapCTBeHHble npenaparbl
ANnsA MeauLMHCKOro NnpuMeHeHus
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

1. TocynapcTBeHHOE pErylIMpOBaHUE IIEH Ha JIEKAPCTBEHHBIE NpenapaThl A MEIUIITHCKOTO
PUMEHEHHS OCYLIECTBIIETCS OCPEACTBOM:
(B pen. @exnepanbHoro 3akoHa ot 26.03.2020 N 67-D3)

1) yrBepxknenus I[IpaBurensctBoM Poccuiickoii denepainuu nepevyHs KU3HEHHO HEOOXOIUMBIX U
BOXHEUIINX JICKAPCTBEHHBIX IPENapaToB, KOTOPHIA (OPMHUPYETCS M HE peke OAHOr0 paza B TOJ
[IEpECMaTPUBAETC B YCTAHOBJIEHHOM MM IOpPSJIKE HA OCHOBE KOMILUIEKCHOW OLICHKH JIEKAPCTBEHHBIX
IpernaparoB, BKJIOYas aHaIM3 CBEACHUH O CPABHUTENBHOM KIMHUYECKOH S((EKTUBHOCTH U
0€30MacCHOCTH  JIEKAPCTBEHHOTO CPEJICTBA, OLEHKY JKOHOMHUYECKUX MOCIHEACTBUM IpPUMEHEHUs
JIEKapCTBEHHOI'O CpEACTBAa M M3Y4YEHHUE JOIOJHUTEIbHBIX IOCIEACTBUM NPUMEHEHUS JIEKAPCTBEHHOTO
CPENCTBa;

(B pen. deaepasibHbIx 3aKk0HOB OT 22.12.2014 N 429-03, ot 13.07.2020 N 206-D3)

2) yTBEpXKICHHS METOAMKH pacyera MpPeIeNIbHbIX OTIYCKHBIX IICH TPOU3BOJMTENCH Ha
JICKapCTBCHHBIC TIpENaparhl, BKJIIOYECHHBIC B IMEPCUYCHb >KMU3HEHHO HEOOXOMUMBIX H BaKHEHIIHMX
JICKApCTBEHHBIX IPEIapaToB, a TAK)KE BHEAPCHHS MEXaHH3MOB (DOPMHUPOBaHMs CHCTEMBI peepeHTHBIX
LICH;

(B pen. deaepanbhbix 3aKk0HOB OT 22.12.2014 N 429-03, ot 06.06.2019 N 134-D3)

3) TrocygapCTBEHHOW pETUCTpallMd TPEICIBbHBIX OTIYCKHBIX IIGH TPOU3BOJUTENCH Ha
JICKQpCTBCHHBIC TMpPENapaTrhl, BKJIIOUEHHBIC B TEPEYCHb J>KU3HEHHO HEOOXOMUMBIX M BaXKHEUIIHX
JICKapCTBCHHBIX MPENapaToB;

(B pen. @enepanbHoro 3akona ot 06.06.2019 N 134-03)

4) BeleHUWsS TOCYNApCTBCHHOTO peecTpa MpPEACIbHBIX OTIMYCKHBIX IIEH IPOM3BOIAMTEIICH Ha
JIEKapCTBEHHbIE MPEnaparhbl, BKIIOUEHHbIC B IEPEYEHb JKU3HEHHO HEOOXOJUMBIX M BaXKHEHUIIMX
JIEKAPCTBEHHBIX IIPENApaTOB;

5) yTBepKIEeHHS METOJMKH YCTAHOBJICHHMsS OpraHaMHM MCIIOJHUTEIbHONH BJIACTH CYOBEKTOB
Poccuiickoit ®enepanyu NpeaeNbHBIX pPa3MEPOB ONTOBBIX HAA0AaBOK M MpPEAETIbHBIX pa3MepoB
PO3HMYHBIX Hal0aBOK K (DaKTHUECKUM OTIYCKHBIM II€HaM, YCTAHOBJIEHHBIM IPOU3BOJUTEISIMU
JIEKAPCTBEHHBIX IPENaparoB, Ha JIEKAPCTBEHHBbIE IIPENaparbl, BKIIOYEHHBbIE B IEPEUYCHb KU3HEHHO
HEOO0XOAMMBIX U BaXKHEHIINX JIEKapCTBEHHBIX MIPENapaTos;

6) ycTaHOBIJIEHUS MPEACIBbHBIX Pa3MEPOB ONTOBBIX HAJA0AaBOK M MPEACIbHBIX Pa3MEPOB PO3HUIHBIX
Ha70aBOK K (DaKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJIEHHBIM MPOU3BOJUTENSIMU JIEKAPCTBEHHBIX
MpenapaTroB, Ha JIEKAPCTBEHHBIC MpPEMapaTrhl, BKIIOYEHHBIE B TEPEUCHb KU3HEHHO HEOOXOJUMBIX H
BAKHENIIMX JIEKAPCTBEHHBIX MPENapaToB;

7) yTBEpKIEeHMsI TOpSAJKA BBIJIAYM TPEANHUCAHUN OpraHamM HCIOJHUTEIBLHON BJIACTH CyOBEKTOB
Poccuitckoit denepanuu o0 NpUBEAECHUN B COOTBETCTBUE C 3aKOHOJATENbCTBOM Poccuiickon Penepauuu
pereHuit 00 YCTaHOBJIICHHM TIPEACIbHBIX Pa3MEpPOB OINTOBBIX HAA0ABOK M TPEAEITbHBIX Pa3MEpOB
PO3HUYHBIX HaA0aBOK K (DaKTHUECKUM OTIYCKHBIM II€HaM, YCTAaHOBJIEHHBIM IPOU3BOJUTEISIMH
JICKapCTBEHHBIX MpEenapaToB, Ha JIEKAPCTBEHHbIC NpenapaThbl, BKIIOUYCHHBIE B IME€PEYEHb KU3HEHHO
HEOOXOMUMBIX M BAXHEWIIUX JIEKAPCTBEHHBIX TMpENapaTroB, €CIM OHU TPUHATHI C HapYIICHHEM
3akoHojarenbeTBa Poccuiickoit @enepanuu, B nopsijake, ycraHoBiaeHHOM [IpaBurensctBoM Poccuiickoit
Oenepanny;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

8) HampaBlieHUS YIOJIHOMOYEHHBIM (helepaibHbIM OPraHOM HCIOJTHUTEIBHOW BJIACTH OpraHam
WCIIOTHUTEIIPHOW BJIACTU CYOBeKTOB Poccuiickoit denepanuu mNpeAnucaHuil O TPHUBEICHUHU B
COOTBETCTBHE C  3aKkOHojarenbCcTBOM  Poccuiickoii ®enepauuy NPUHATBIX C  HapyLICHUEM
3akoHoMarenbcTBa Poccuiickoit denepanuu pemeHnii 00 yCTaHOBJICHHH MPEISIbHBIX Pa3MEPOB ONTOBBIX
Ha7A0aBOK M TPEACTbHBIX Pa3MEPOB PO3HHYHBIX HAJA0AaBOK K IIEHAM Ha JICKAPCTBEHHBIC Mpenapathl,
BKJIFOUCHHBIC B MIEPEUCHB KU3HECHHO HEOOXOAMMBIX U BKHEHIITNX JIEKAPCTBEHHBIX MPEIApaTOB;

9) ocymecTBieHus (heaepantbHOro rocy1apcTBEHHOTO Ha/130pa B cepe oOpalieHns JeKapCTBEHHbBIX
CPEACTB M PETMOHAIBHOIO TIOCYJApPCTBEHHOI'O KOHTPOJS 3a HPUMEHEHHEM LI€H Ha JIEKapCTBEHHBIE
IpernapaTbl COOTBETCTBEHHO YINOJHOMOYEHHBIMH (e/lepalbHBIMI OpraHaMH HMCIIOJHUTEIHHON BIACTH U
OpraHaMM HCIOJHUTEJIbHOW BiacTH cyObekToB Poccuiickoit denepanuy coriacHO MX KOMIIETEHLUU B
nopsike, ycranosiueHHoM IIpaBurensctBom Poccuiickoit @enepanny;

(n. 9 B pen. @enepanbHoro 3akoHa ot 25.06.2012 N 93-D3)

10) npumeHeHHs TPESYCMOTPEHHBIX 3aKoHojaTesnbcTBOM — Poccuiickoit  @expepanuu  Mep
OTBETCTBEHHOCTU 3a HapylleHHe TMOpsAKa IeHOOOpa30BaHUs Ha JIEKapCTBEHHbIE Ipernaparsbl,
BKJIIOYCHHBIE B IIEPEYCHb )KU3HEHHO HEOOXOAMMBIX M BKHEUIIINX JICKAPCTBEHHBIX MPETIapaToB.

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

2. B ycioBusix 4ype3BblYaiiHON cUTyalMu M (WIKM) IpU BO3HUKHOBEHUHU YIPO3bl PAaCIpOCTPaHEHUS
3a00JeBaHus, MPEJCTABIAIOLIETO0 OMACHOCTh Ui OKPYXKAIOIIUX, a TAaKKe B Cilydae, €Clid B TEUEHHUE
TPUALATH KaJeHAAPHBIX JHEH mocie npuHsatus [IpaBurensctBom Poccuiickon denepanuu pemeHus o
IIPOBEJICHUY MOHUTOPHUHIA PO3HUYHBIX LIEH HA JIECKAPCTBEHHBIE NPENapaThbl, HE BKIIOUEHHBIE B IIEPEYCHb
KU3HEHHO HEOOXOIMMBIX M BAYKHEHMIIMX JIEKAPCTBEHHBIX IPEIapaToB, HA TEPPUTOPHSIX CYOBEKTOB
Poccuiickoit ®enepanny BbIABIEH POCT PO3HUYHBIX LIEH HA YKA3aHHBIE JIEKApCTBEHHBIE Ipenaparbl Ha
TPUILATH IPOLIEHTOB U Ooiee, [IpaBuTenscTBO Poccuiickoit deepanyiv BpaBe yCTAHOBUTH MPEIEIbHbIC
OTIIYCKHBIE LICHBI ITPOU3BOJUTENICH HAa YKa3aHHbIE JIEKAPCTBEHHBIE IIPENaparhbl, IIPElIeIbHbIE pa3Mepbl
OINTOBBIX HAaJ0ABOK U Ipe/eibHbIE pa3Mepbl PO3HUYHBIX HA/l0aBOK K (PaKTUUECKUM OTIYCKHBIM II€HaM
IIPOU3BOJUTENIEH HA yKa3aHHBIC JIEKAPCTBEHHbIE Ipenaparsl. [Iepeyens IeKapCTBEHHBIX NIPENnaparoB, HE
BKJIFOUEHHBIX B IE€PEUYEHb >KM3HEHHO HEOOXOAMMBIX M Ba)KHEWIIUX JIEKapCTBEHHBIX MpEnaparoB, U
nopsiiok ero popmupoBanus onpenenstorcs [IpasurenscrBom Poccuiickoit deneparyu.

(dactb 2 BBeneHa deaepanbHbIM 3aK0HOM OT 26.03.2020 N 67-D3)

3. B Teuenue aeBsiHOCTa KaJleHIOApHBIX JHEN co IHA yrBepkaeHus IIpaButensctBom Poccuiickoit
denepannuy NepedHsi, yKa3aHHOTO B YaCTH 2 HACTOSIIEW CTAaTbU, HE JOIYCKAIOTCS pealn3alus U OTIIYCK
BKJIFOYEHHBIX B HETO JIEKAPCTBEHHBIX IIPENApaToB IO LIEHAM, IIPEBBIIIAIOIIUM IIPEACIIbHBIE OTIIYCKHbIE
LIEHbl MPOW3BOJUTEIEH HAa YKa3aHHbIE JICKAPCTBEHHBIC IIPENaparthl, MPEAEIbHBIE pa3Mepbl ONTOBBIX
Ha/J0aBOK M TMpe/eibHble pa3Mepbl PO3HUYHBIX HaJ0aBOK K (aKTHUECKUM OTHYCKHBIM I[eHaM
IIPOU3BOAUTENICHl Ha YKa3aHHbIE JIEKApCTBEHHBbIE IIpenaparbl € Y4YeTOM Hajora Ha J00aBJIEHHYIO
CTOUMOCTb.

(uactb 3 BBenena denepanbHbiM 3aKk0HOM 0T 26.03.2020 N 67-D3)

Koncynsrantlntoc: mpumevanue.
3apeructpupoBanasie g0 07.06.2019 mpenenbHble OTIYCKHBIC IIEHBI TMOJJIEKAT 005S3aTeIbHOMN
nepepeructpanuu B 2019 - 2020 rogax B cootBeTcTBUH €O CT. 2 @3 0T 06.06.2019 N 134-D3.

Cratbsa 61. Focy,qapCTBeHHaﬂ pernctpauma " nepeperucTpauna npegeribHbIX
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

OTNYCKHbIX LEeH Mpou3BoAUTENieN Ha reKapCTBeHHble mnpenapaTtbl, BKMIOYEHHble B
nepeyeHb XXU3HEHHO HEOOXOAUMbIX U BaXXHEMLLUX NeKapCTBEeHHbIX NpenapaToB
(B pen. @enepanbHoro 3akoHa ot 06.06.2019 N 134-03)

1. IlpenenbHast OTIYCKHAs 1I€HAa MPOU3BOIUTENSI HA JIEKAPCTBEHHBIN MpernapaT, BKIIOUCHHBIA B
NepeyeHb KU3HEHHO HEOOXOAMMBIX W  BaXKHEHIIMX JIEKAPCTBEHHBIX IMPErapaToB, MOAJEKUT
rOCyJIapCTBEHHOW PErMCTpaluM B MOpsJKE, ycraHoBiIeHHOM [IpaButensctBom Poccuiickoit denepannu,
Ha OCHOBAHHMH IPEICTABICHHOIO B YIMOJHOMOYEHHBIH (efepanbHbli OpraH UCHOJHUTENILHON BIacTH
3asBJICHUS JEpKaTels WIM BIAAEIblla PETMCTPALMOHHOTO YIOCTOBEPEHMS JIEKAPCTBEHHOIO IIpernapara
(YTIOJTHOMOYEHHOTO UM JIMIIA).

2. 3aperucTpupoBaHHas IpeAeibHAs OTHYCKHas L€HAa MPOU3BOAMTENSl Ha JIEKApCTBEHHBIN
mpernapaTr, BKIIOYEHHBIH B TIE€pPEUYEHb JKU3HEHHO HEOOXOAMMBIX M BaXXHEHIIHUX JIEKapPCTBEHHBIX
[IPenapaToB, MOKET OBITh NEPEPErMCTPUPOBAHA B CTOPOHY YBEJIMYEHMS OJUH pa3 B KaJICHJAPHOM TOAY
HA OCHOBaHUH MPECTABICHHOTO B YIOJTHOMOYEHHBIN (efiepanbHbIii OpraH UCIIOTHUTENBHO BiacTu 10 1
OKTSOps KaXJOro rojia 3asBJIEHUS JeprKaTesid WM BIAJENbla PEruCTPALMOHHOTO YIOCTOBEPEHHUS
JIEKapCTBEHHOTO Ipernapara (yrnoJHOMOYEHHOTO UM JIUIIA).

3. 3apeructpupoBaHHas IpejaeibHAas OTIYCKHas LE€HAa IPOU3BOAUTENSI Ha JIEKAPCTBEHHBIN
mpernapaTr, BKIIOUEHHBIH B IEpeUYeHb JKU3HEHHO HEOOXOJMMBIX M BaXKHEHIIMX JIEKAPCTBEHHBIX
IIPenapaToB, MOXKET ObITh IIEPEPETUCTPUPOBAHA B CTOPOHY CHUIKEHMSI HA OCHOBAHUM IIPEJICTaBICHHOTO B
YIIOJTHOMOYEHHBIN (pe/iepanbHblii OpraH UCIOIHUTENBHON BIACTH 3asBICHUS JIepKaTeNsl UIN BIaJelblia
PErUCTPALIMOHHOIO YI0CTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara (yroJHOMOUYEHHOT0 UM JIUIIA).

4. Jlepxatenb WIM BJajeJell PErHCTPAIMOHHOTO YIOCTOBEPEHHS JICKApCTBEHHOIO Iperapara
(YNOTHOMOYEHHOE WM JIMI0) O0s3aH MPEJACTaBUTh B YIIOJIHOMOYEHHBIH (enepanbHblid  opraH
UCTIOJIHUTEIBHON BJIACTH 3asBJICHUE O MEPEPErucTpaluyl 3aperucCTPUPOBAHHON MPENeTbHON OTITYyCKHOM
IIEHBI TPOU3BOIUTEIS HA JICKAPCTBEHHBIN MpenapaT, BKIOYEHHBIA B TIepeUYeHb KU3HEHHO HEOOXOIUMBIX
Y BaXKHEHIINX JeKapCTBEHHBIX MpenapaToB, B CTOPOHY CHUIKEHUS B CIEAYIOIINX CIydasx:

1) cHMXKeHHe 1IeHbl B MTHOCTPAHHOM BaJIIOTE Ha JIEKAPCTBEHHBIHN MpernapaT B CTpaHe MPOU3BOIUTENS
U (UaM) B CTpaHax, B KOTOPBIX JIEKApPCTBEHHBIN INpernapaTr 3aperucTpupoBaH M (WJIM) B KOTOpbIE
MIOCTAaBJISETCS] IPOU3BOAUTETIEM;

2) CHMXEHHE 1IeH Ha pedepeHTHbIE JICKapCTBEHHBIE IMpernapaTthl B COOTBETCTBUM C IYHKTOM |
HacTodAled dYacTh ()1 COOTBETCTBYIOLIMX BOCIPOU3BEACHHBIX, OMOaHAIOroBbIX (OMOMOJOOHBIX)
JIEKapCTBEHHBIX MPENapaToB);

3) mpeBbllIEHUE TpeNeIbHOW OTIIYCKHOM IIEHBl Ha NEPBbI BOCHPOU3BEACHHBIN, OMOAHATIOTOBBIN
(Omormomo0HBINH) JIEKapCTBEHHBIH MpernapaT MHOCTPAHHOI'O MPOM3BOJCTBA HAJ MpeAeIbHON OTIHYCKHOM
[IEHOM MTPOM3BOIUTEINSI HA BTOPOM BOCTIPOU3BEICHHBIN, OMOaHAIOTOBBIN (OMOTI01I00HBIN) JIEKAPCTBEHHBIN
rpenapar, paCCUuTaHHON B COOTBETCTBUU C METOAMKOM, yrBepkAcHHOU lIpaBurenscrBom Poccuiickoit
denepanuu;

4) mpeBbIllIEHUE TPEAeTbHON OTIMYCKHOW IIEHBl Ha TEPBBIA BOCIPOU3BEICHHBIN, OMOaHATOTOBBIMA
(6bromogOOHBIN) JIEKAPCTBEHHBIM Tpernapar MPOU3BOAUTENST TocydapcTBa - uieHa EBpaswuiickoro
SKOHOMHYECKOTO  COK03a HAJ MPEAEIbHOM  OTIYCKHOM II€HOM MPOM3BOJAUTENISI HAa  BTOPOM
BOCIPOU3BE/ICHHBIN, OHOaHaIoroBbll (OMOMONOOHBIN) JIEKAPCTBEHHBIM MpenapaT MPOU3BOIUTEINS
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

rocygapcTBa - uieHa EBpa3suMiCKOro 3KOHOMHYECKOTO CO033, PACCUMTAHHOM B COOTBETCTBUH C
METOJIUKOH, yTBepkaeHHoM [IpaBuTenscTBoM Poccuiickoin denepanum.

5. [lopsiaok nmepeperucTpalnnu 3aperucTpuPOBaHHBIX MPEACIbHBIX OTIYCKHBIX 1IEH MPOU3BOIUTENCH
Ha JIEKapCTBEHHbIC Mpenaparbl, BKIIOUYEHHBIE B MEPEUYCHb XU3HEHHO HEOOXOIUMBIX MU BaKHEHUIIUX
JIEKAPCTBEHHBIX MIPENapaTroB, B Ciy4yasX, MPEIyCMOTPEHHBIX YacTsIMu 2 - 4 HacTosled CTaThH,
yctanaBiuBaercs [IpaButensctBoMm Poccuiickoit @enepanuu.

6. DKOHOMUYECKUH aHalIu3 IpPENeIbHOW OTIYCKHOW LIEHbI IPOM3BOJUTENS Ha JIEKAPCTBEHHBIN
npemnapaTr, BKIIOUEHHBIH B IE€pEUYeHb JKU3HEHHO HEOOXOJMMBIX M BaXXHEHIIMX JIEKapCTBEHHBIX
IpernapaTroB, MNpU €€ TOCYJAapCTBEHHOW pErHCTpaldy WM TEePEPerucTpallii  OCYILECTBIISAETCS
dbenepanbHbIM OpPraHOM HCIOJHUTEIBLHOM BIIACTH, OCYIIECTBISIONMM (YHKIUU MO MPUHSATHUIO
HOPMATHBHBIX IIPABOBBIX AaKTOB W KOHTPOJIIO 3a COONIOJIEHHMEM 3aKOHOAATENbCcTBA B  cdepe
rOCy/IapCTBEHHOI'O PEryIUpoBaHusl 1ieH (TapuoB) Ha TOBApHI (YCIyTH).

7. Pacder mpenenbHBIX OTHYCKHBIX II€H, YKa3aHHBIX B YacTsX | M 2 HACTOSIIEH CTaTbu, MPH UX
roCylapCTBEHHON PErucTpaly WIN NEPEPErucTpaluy OCYIIECTBISAETCS B COOTBETCTBUHM C METOJUKOM,
yrBepxkaeHHou [IpasurensctBoM Pocceniickoit denepanuy U yYUTHIBAIOLIEH B TOM YHUCIIE:

1) cobnronenue OanaHca MHTEPECOB MOTPEOUTENEH JIEKAPCTBEHHBIX IMPEMapaToB, BKIIOUYEHHBIX B
MEepPEUYCHb KM3HEHHO HEOOXOIUMBIX M BaXHEHIIMX JIEKAPCTBEHHBIX IPENapaTroB, U MPOU3BOAUTENCH
JIEKapCTBEHHBIX TIPENapaToB, BKIIOUEHHBIX B IEPEUYCHb >KU3HEHHO HEOOXOIUMBIX U BaKHEHIIHMX
JIEKApCTBEHHBIX IIPEMapaToB;

2) pakTHUecKylO OTHYCKHYIO LIEHY Ha JIeKapCTBEHHBIE npenapatsl B Poccuiickoii denepanuu, 1eHy
BBO3a JIEKAPCTBEHHBIX MpenaparoB B Poccuiickyro depepanuio, a TakKe LEHbI HAa aHAJOTHYHbIC
JIeKapCTBEHHbIE TMpernaparthl, Haxoaslecs B oopamiennn B Poccuiickoit denepanuu;

3) 3arpaThl TPOW3BOMUTENSI JIEKAPCTBEHHOTO TIperapara Ha MPOU3BOJICTBO U  pPealTU3allHI0
JICKApCTBEHHOTO Mperapara;

4) neHy Ha JIeKapCTBEHHBIN Ipenapar, ero LeHy B CTpaHe MIPOU3BOJUTEINS U B CTPaHaxX, B KOTOPBIX
JIeKapCTBEHHBIH Mpenapar 3aperucTpUpOBaH U (UJIM) B KOTOPbIE OCTABIISETCS POU3BOJUTEIIEM.

8. He momyckarotcs peanusanusi U OTIIYCK JIEKaPCTBEHHBIX MPENapaToB, BKIIOUEHHBIX B MEPEYECHb
KHM3HEHHO HEOOXOJMMBIX M Ba)KHEHIINX JIEKapCTBEHHBIX IMPENaparoB, HA KOTOpPbIE MPOU3BOAUTEISIMU
JIEKAPCTBEHHBIX IPEMApaTOB HE 3aperHCTpUpOBaHA INpeAeibHas OTIYCKHAs I1€HA, peaau3anus
MIPOU3BOJUTENSAMH JICKAPCTBEHHBIX IPENapaToB IO LIEHAM, MPEBBIIAIOIINUM 3apETUCTPUPOBAHHBIE UIIU
IIEPEPETUCTPUPOBAHHBIEC TIPEIEIBHBIE OTIYCKHBIE IIEHBI HAa JIEKAPCTBEHHBIE MPENapaThl ¢ Y4ETOM Hajora
Ha JI00aBJIEHHYIO CTOUMOCTb.

9. Oco0EeHHOCTH TOCYIaPCTBEHHOTO PETYJIUPOBAHUS MPEACITBbHBIX OTITYCKHBIX IIEH IMPOU3BOIUTEIICH
Ha JIEKapCTBEHHBIC Mpenaparhbl, BKIIOUYEHHBIE B TMEPEUYCHb KU3HEHHO HEOOXOMUMBIX M BaXKHEHIIHUX
JIEKApPCTBEHHBIX TPEMapaToB, B 3aBUCHMOCTH OT SKOHOMHUYECKHX W (WJIH) COIMAJIBHBIX KPUTEPHUEB
(M3MeHEeHMe YCIOBH, MOPSAIKAa U CTOMMOCTH MPOU3BOJICTBA JIEKAPCTBEHHBIX MPENapaToB, UCIOJIb30BAaHUE
HOBBIX (OpPM, METOJOB M CIOCOOOB TOCYIApCTBEHHOTO PETYJWPOBAaHMUS II€H Ha JIEKAPCTBEHHBIE
mpermapaTsl, B TOM YHCIIE Ha OCHOBE MeXaHH3Ma pedepeHTHOTro IIeHO0Opa30BaHusl, H3MEHEHHH MOpsIKa
OKa3aHWsl MEJWIIMHCKOW TIOMOIIM, M3MEHEHHE Kypca HMHOCTPAaHHOW BaIOTBI W WHBIE W3MEHEHUS)
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?:Ele‘?:;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 03.05.2023

ycranasinuBarotcs [IpasurensctBom Poccuiickont @enepanum.
(B pen. denepanpHoro 3akoHa ot 08.03.2022 N 46-D3)

Cratba 62. [ocymapCTBeHHbIU peecTp npeaeribHbIX  OTNYCKHbIX  LeH
npousBoauTeNien Ha NeKapCcTBEHHble Nnpenapartbl, BKIIOYEHHbIe B NepevyeHb XU3HEHHO
Heo6GXoAUMbBIX U BaXXHEULLMX NleKapCTBEeHHbIX NpenapaToB

1. 3aperucrtpupoBaHHBIE WM II€PEPETHCTPUPOBAHHBIC  IPEJCIbHBIE  OTITYCKHBIC  IICHBI
HpOHSBOI[HTGJIGfI Ha JICKApCTBCHHBIC NpCapaThl, BKIKOUYCHHBIC B IICPCUCHL KU3HCHHO HeO6XOZ[I/IMBIX u
BOKHEHINNX JIEKAPCTBEHHBIX IPENapaToB, IO/UIEKAT BKIIOYCHUIO B TOCYIApCTBEHHBIH peecTp
MMpCAC/IbHBIX OTIYCKHBIX LICH HpOI/ISBOI[I/ITCJIef/'I Ha JICKApCTBCHHLIC MPCIIapaThl, BKIIFOYCHHBIC B IICPCYCHDb
’KM3HEHHO HEOOXOIMMBIX M BKHEHIINX JICKAPCTBEHHBIX IPETIapaToB.

(B pen. @enepanbHoro 3akoHa ot 06.06.2019 N 134-03)

2. T'ocynapCTBEHHBIM peecTp MPEeIbHBIX OTIYCKHBIX LIEH MPOU3BOJIUTENICH HA JIEKAPCTBEHHBIC
mpemapaTsl, BKIIOYCHHBIE B IEPEYCHb J>KMU3HECHHO HEOOXOIUMBIX M BaXKHEUINIUX JICKAPCTBCHHBIX
MIpernapaToB, COJIEPKUT B ceOe CIenyIoNy0 HH(OPMALIHIO:

1) HauMeHOBaHUE JIepXKATENs WM BIIAJIEIbIIa PETUCTPAIIMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO
npernapara, HaMMEHOBaHWE MPOHM3BOAMTENS JIEKAPCTBEHHOTO IIperapaTta, CBEACHHUS O PEerUCTpaluu
JeprKaTeNsl WIN BIIaJeNblla PErUCTPALIMOHHOTO YIOCTOBEPEHHUS JICKApPCTBEHHOTO IIPEnapaTa, CBEACHUS O
perucTpaniy MPOU3BOJUTEINS JIEKAPCTBEHHOTO Tperapara JJsl MEJUIMHCKOTO MPUMEHEHHS B KauecTBE
HAJIOTOIUIATENbIIMKA B  CTpaHe  perucrpanmuu (Ui POCCHMCKUX  IOPHIMYECKUX  JIMI[ -
UIeHTH(OUKAIIMOHHBI HOoMep Hanorormiarensimuka (MHH), mis uHOCTpaHHBIX IOPHIMYECKHX JIHI| -
CTpaHa pErucTpaluy, HANMEHOBAHWE PETUCTPUPYIOMIETO OpraHa, pPEruCTPAlMOHHBIA HOMEp, KOX
HaJIOTOIUIATENbIMKA B CTPAaHE PErHCTpaluy (MHKOPHIOPALUH) WM €ro aHajor), MECTO HaXOKICHUS
IPOM3BOACTBEHHBIX IUIONIAIOK, YUACTBYIOIIMX B IPOIEcCe MPOM3BOCTBA JEKAPCTBEHHOTO Tpernapara, ¢
yKa3aHHeM CTaJ1H Mpolecca MPOU3BOICTBA;

(n. 1 B pea. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HaMMEHOBaHHE JIEKAPCTBEHHOTO TMpemapara (MeXAyHapoAHOE HEMaTeHTOBAaHHOE, WU
TPYIIIUPOBOYHOE, WJIM XUMHUYECKOE U TOPIrOBOE€ HAUMEHOBAHMS );
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3) HOMep PEerHCTPALMOHHOTO YIOCTOBEPEHNUS JICKapCTBEHHOTO Iperapara;

4) nexapcTBeHHas ¢opMa ¢ yKa3aHHEM JIO3UPOBKH JIEKAPCTBEHHOTO Mperapara U ero KOJIWYecTBa
BO BTOPUYHOM (TTOTPEOUTENHCKOI) YITAKOBKE, a TAKKE KOMIIJIEKTHOCTH;
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

5) 3apeructpupoBaHHasl IpeieNibHask OTITYCKHAs IIeHa Ha JIEKapCTBEHHBIN Npenapar B pyossx;
(B pen. denepanbHoro 3akona ot 27.12.2019 N 475-03)

6) mata ¥ HOMEp IpHKa3a YIOJIHOMOYEHHOTO (heAepabHOTO OpraHa WCIIOJHHUTENBHOW BIIACTH O
rOCYJapCTBEHHOM perucTpauyl UK nepeperucTpaniy npeenbHON OTIYCKHON IIEHBI Ha JIEKapCTBEHHBIN
mpernapar, BKIIOYEHHBI B TIEpEUYEHb IKU3HEHHO HEOOXOMUMBIX M BAXKHEHIINX JIEKAPCTBEHHBIX
[IPernaparos;

(B pen. DenepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3, ot 06.06.2019 N 134-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

6.1) mara BCTYyIJICHUS B CHITY MPHUKAa3a YIOJTHOMOYEHHOTO (eIepaIbHOTO OpraHa MCIIOJTHUTEIHHON
BJACTH O TOCYIAapPCTBEHHOW PpErHCTPallid WIH TePEPEerucTpaluy MPeaesIbHOW OTIYCKHOW IIEHBI
MPOU3BOIUTENSL HA JICKAPCTBEHHBIN IpenapaT, BKIIOYEHHBIH B MEPEUYEHb JKU3HEHHO HEOOXOAMMBIX U
Ba)XHEUIIINX JICKAPCTBEHHBIX MTPEIApaTOB;

(m. 6.1 BBenen denepanbHbiM 3aK0HOM 0T 06.06.2019 N 134-03)

7) WTPUXOBOW KOJ, HAHECCHHBI HAa BTOPUYHYIO (IIOTPEOUTEIILCKYIO) YIAKOBKY JICKAPCTBEHHOTO
npernapara;
(. 7 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8) Koja NEeKapCTBEHHOrO IMpemnapara M0 aHAaTOMO-TEPANEeBTHUYECKO-XUMUYECKON KIIACCU(PUKAIINH,
pEeKOMEHI0BaHHOW BcemMupHo# opranu3anueit 3[paBooXpaHeHusl.
(. 8 BBeeH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

3. TocymapcTBeHHasi perucrpamnus WM TMepeperucTpanus MpeneiabHbIX OTIYCKHBIX IIeH Ha
JICKapCTBEHHBIE MpPENapaThl, BKIIOUYEHHBIE B TNEPEYCHb J>KU3HEHHO HEOOXOMUMBIX M BaXKHEUIIHX
JIEKapCTBEHHBIX MPENapaTroB, BEACHHE TOCYAapCTBEHHOTO peecTpa IMpeAeibHBIX OTIYCKHBIX I€H
MIPOU3BOIUTEINICH Ha JIEKapCTBEHHBIE IpenapaThl, BKIIOYCHHBIC B MEPEYCHb )KU3HEHHO HEOOXOANMBIX U
BOXHEHIIUX  JIEKAPCTBEHHBIX  MpENapaToB, OCYIIECTBISAIOTCS B  MOPSAAKE, YCTAaHOBIECHHOM
[IpaBurenscTBoM Poccuiickoit denepanun.

(B pen. @enepanbHoro 3akona ot 06.06.2019 N 134-03)

Cratba 63. YcrtaHOBneHue opraHaMm WCNONHUTENILHOW BNacTu CyObLEeKTOB
Poccuiickon ®Pepepaumm npeaenbHbIX pasmMepoB ONTOBbIX HaabaBOK M npenenbHbIX
pa3mMepoB PO3HMYHbIX HaAb6aBOK K (haKTUHYECKUM OTMYCKHbIM LieHaM, YCTaHOBJIEHHbIM
Npou3BOAUTENAMM JeKapCTBEeHHbIX nMpenapaTtoB, Ha JeKapCTBeHHble npenaparbl,
BK/TIOYEHHbIE B MNepeYeHb >XW3HEHHO HeoOXOAUMbIX U BaXHeMWMUX NeKapCTBEHHbIX
npenapaToB
(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

1. Opranbl HCIOJHUTEIBHOM BiacTu cyObekToB Poccuiickoit @Penepanuu ycTaHaBIMBAIOT
IpeiebHbIE Pa3MEPbI ONTOBBIX HAa/10aBOK U MPEENIbHbIE pa3Mephbl PO3HUUHBIX Ha/10aBOK K (PAKTHUECKUM
OTITYCKHBIM IIeHaM (0e3 yueTra Hajlora Ha J100aBJI€HHYIO CTOUMOCTh), YCTaHOBJIEHHBIM IIPOM3BOIUTEISIMU
JIEKAPCTBEHHBIX IIPENapaTroB, Ha JIEKAPCTBEHHBIE IIpEnaparbl, BKIKOYEHHBIE B IIEPEYEHb >KMU3HEHHO
HEOOXOMMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX IPENapaToB, B COOTBETCTBUM C YTBEPXKIEHHON B MOPSJIKE,
ycraHoBieHHOM [IpaButensctBom Poccuiickoit ®Penepanuu, METOJMKOW YCTaHOBJIEHMS OpraHaMu
UCTIOJHUTENIbHOM BiacTu cyobekToB Poccuiickoit denepannu npeaenbHbIX pa3MepoB ONTOBBIX HaA0aBOK
U TpelebHbIX Pa3MEPOB PO3HUUYHBIX HAA0aBOK K (PaKTUUYECKUM OTIYCKHBIM II€HaM, YCTaHOBJIEHHBIM
MIPOU3BOJUTENSAMU  JICKAPCTBEHHBIX IIPENApaToOB, Ha JIEKAPCTBEHHBIC IIpENaparbl, BKIIOUYCHHBIE B
NepeyeHb >KM3HEHHO HEOOXOOUMBIX M BaKHEHIIMX JIEKapCTBEHHBIX MpenapaTtoB. [IpoekTsl perieHuit
OpPraHOB HCIOJHHUTENbHON BiacTH cyObekToB Poccuiickoit ®enepanuu 00 YCTaHOBIEHUM U (MJIN)
M3MEHEHHUH TPeIeTIbHBIX Pa3MEPOB ONTOBBIX HA/I0aBOK U MPENEIbHBIX Pa3MEPOB POSHUYHBIX Ha/0aBOK K
(aKkTHYECKUM OTIYCKHBIM II€HaM, YCTaHOBJIEHHBIM MPOU3BOAUTENISMHU JIEKAPCTBEHHBIX INpernapaTroB, Ha
JIEKapCTBEHHbIE TMpenaparhl, BKIIOUYEHHbIE B IMEpPEYeHb JKU3HEHHO HEOOXOAMMBIX U Ba)KHEMIIUX
JICKapCTBEHHBIX MPENapaToB, MOJUIEkKAT COTIACOBAHUIO C YIMOJHOMOUYEHHBIM (heiepalibHbIM OpPraHoOM
WCIIOJIHUTENIBHOM BIJIACTH, OCYUIECTBIIAIOMUM (YHKLIUHU 1O IPUHATHIO HOPMATUBHBIX MPABOBBIX aKTOB U
KOHTPOJIIO 3a COOJIIOJICHMEM 3aKOHOJATeNbCTBA B c(epe TrocylapCTBEHHOIO pPEryaHpOBaHUs LEH
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?:Ele‘?:;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Hata coxpaenms: 03.05.2023

(tapudoB) Ha TOBapkI (YCIyrH), B Mopsaake, ycranoBieHHOM [IpaButensctBoM Poccuiickoit @enepanuu.
(B pen. deaepanbubix 3akoHOB OT 13.07.2015 N 241-03, o1 27.12.2019 N 475-D3)

2. OpraHuzauuu OINTOBOW TOPIOBIM JIEKAPCTBEHHBIMU CPEACTBAMHU, AalTEUHbIE OpraHMU3alMM,
WHIUBUAYAJIbHbIE MPEANPUHUMATENN, HMEIOIIME JUIEH3UI0 Ha (QapManeBTUUYECKYIO0 AesITeNbHOCTD,
MEIMIMHCKHE OpPraHM3ali, HMEIOIIMEe JHUICH3UI0 Ha (DapMaleBTUUECKYIO JesTEeIbHOCTh, U HX
o0ocobseHHbIe ToApaszaeneHus (amOymnaTopuu, Qenpamepckue U (eabaIIepCcKo-aKyImepCcKUue MyHKTHI,
HEHTpbl (OoTHeneHus) oOmiei BpaueOHOW (CeMEWHOH) NPAaKTHKH), PACIOJIOKCHHBIE B CEIBCKUX
HACEJICHHBIX MYHKTaX, B KOTOPHIX OTCYTCTBYIOT allT€YHbIE OpPraHU3AlMH, OCYIIECTBISIOT pealli3alluio
JICKQpCTBEHHBIX IPENaparoB, BKIIOYCHHBIX B IE€PEUCHb >KU3HEHHO HEOOXOAMMBIX M BaKHEHIINX
JIEKapCTBEHHBIX IIPENapaToB, IO II€HaM, KOTOpble (OPMUPYIOTCS B COOTBETCTBHHM C IOPSAKOM,
ycraHoBieHHbIM [IpaButensctBoM Poccuiickoit @enepanyiu, 1 ypoBeHb KOTOpbIX (0€3 ydyeTa Hajora Ha
N00aBJICHHYIO CTOMMOCTb) HE JIOJDKEH IMpEeBBIIaTh CyMMY (DakTHUEeCKOW OTHYCKHOM IIEHBI,
YCTAaHOBJICHHOW MPOM3BOJUTENEM JIEKAPCTBEHHOTO IpernapaTta, He MPEBbILIAIOIIEH 3aperucTpUpPOBaHHON
WIN TEPeperucTpUPOBAHHON TMpeNeIbHOW OTHYCKHOM LIEHBl MPOW3BOAUTENA (Ha [aTy peanu3aliu
JIEKApCTBEHHOT'0 TIpernapara NPOU3BOAMTENIEM), U pa3Mepa ONTOBOM HaAOaBku u (WiM) pa3mepa
PO3HUYHOI HaA0aBKHU, HE MPEBBIMIAIOIIMX COOTBETCTBEHHO pa3Mepa IpeleibHON ONTOBOW HAaI0aBKU U
(umm) pa3mepa MpeesbHOM POSHUYHOM Ha0aBKH, YCTAaHOBJICHHBIX B cyObekTe Poccuiickoit denepanmu.
(uacts 2 B pen. denepanbroro 3akoHa ot 27.12.2019 N 475-D3)

3. Oprasbl HCIOJHUTEIBHOW BiacTu cyObekToB Poccuiickoir denepauuu pasmemiaroT B CETU
"NuTtepHer" uHPOPMAIMIO O 3apErUCTPUPOBAHHBIX MPEENIbHBIX OTIIYCKHBIX II€HAX MPOU3BOJIUTENICH Ha
JIEKApCTBEHHBIC TIpenaparbl, BKIIOYCHHBIE B TEPEUEHb IKU3HEHHO HEOOXOJUMBIX U BAKHEUIINX
JIEKapCTBEHHBIX TIpernapaTroB, 00 YCTaHOBIEHHBIX B cyObekTe Poccuiickoit depepanuu mpeneinbHBIX
pa3Mepax ONTOBBIX HAI0ABOK M (WJIM) MPEAEIbHBIX pa3Mepax PO3HUYHBIX HAI0ABOK K YCTaHOBJICHHBIM
MIPOU3BOJIUTENSMH JIEKAPCTBEHHBIX MpernaparoB (aKTUYECKUM OTIYCKHBIM I[€HAM Ha JIEKapCTBEHHBIE
npenaparbl, BKIIOYEHHBIE B TIEPEUYCHb JKU3HEHHO HEOOXOIUWMBIX M BAKHEWUIIUX JIEKAPCTBEHHBIX
MpenaparoB, a TAKXXE O CyMMeE 3apeTrUCTPUPOBAHHBIX MPEAEIbHBIX OTIYCKHBIX II€H MPOU3BOAMUTENEH Ha
JIEKAapCTBEHHBIC TIpenaparhl, BKIIOYEHHBIE B TMEpPEYCHb KU3HEHHO HEOOXOAMMBIX U Ba)KHEUIIHX
JIEKapCTBEHHBIX IMpPENapaToB, YCTaHOBJIEHHBIX B cyObekTe Poccuiickoit ®enepanuu mnpeaenbHBIX
pa3MepoB ONTOBBIX HA/I0ABOK M MPEIETbHBIX pa3MEPOB PO3HUYHBIX HA/I0ABOK M HaJOTra Ha JOOABJICHHYIO
CTOUMOCTh. MH(opmarus, mnpeaycMOTpeHHass HACTOSIIEH 4YacThio, JO/DKHA HaXOJUThCS TakKkKe B
anTEYHBIX OPraHU3aIUsAX B IOCTYIMHOW JIJISl BCEX 3aMHTEPECOBAHHBIX JIUIL (POopME U OOHOBIISATHLCS 1O Mepe
€e pa3MelleHHs OpraHaMu HCIOJHUTENbHOW BiacTH cyOnekToB Poccuiickoii ®Denepanuui B CeTH
"UnTepuer".

(uactsb 3 B pen. denepanbHoro 3akoHa oT 27.12.2019 N 475-D3)

4. Yrparun cuiy ¢ 1 mapta 2020 roaga. - @enepanbHblit 3akoH oT 27.12.2019 N 475-D3.

Mnasa 13. MOHUTOPUHI 9PPEKTUBHOCTU U BE3OINMACHOCTHU
NEKAPCTBEHHbIX MPEMNAPATOB, HAXOAALWUXCA B OBPALLEHUA
B POCCUACKOMN ®EOEPALIMA
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

CraTtba 64. PapmakoHagsop
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

1. JlekapcTBeHHBIC TIpETIapaThl, HaxosIIecs B oOpamenuu B Poccuiickoit depeparuu, moaiexar
MOHHUTOPUHTY 3(P(GEKTUBHOCTH U 0€30MacCHOCTM B IENAX BBIABICHUS BO3MOXHBIX HEraTHBHBIX
MOCJEACTBUM UX NPUMEHEHUS, WHIUBUAYAIBHON HENMEPEHOCHUMOCTH, MPEAYNPEKICHUS MEIULIMHCKHX
pabOTHUKOB, CHELMATUCTOB B 00JIACTU BETEPUHAPHH, IMMALIMEHTOB WM BJAJEbIEB XHUBOTHBIX U HUX
3alIUThI OT IPUMEHEHHUS TAKUX JIEKAPCTBEHHBIX MPENAPATOB.

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

2. ®apMakoHAI30p OCYLIECTBISAETCS COOTBETCTBYIOUIMM YIIOJHOMOYEHHBIM (herepasbHbIM
OpPraHOM MCIIOJIHUTEIbHOM BJIACTH B YCTAHOBJIEHHOM UM IOpSAKE IyTEM aHajlu3a IMpeloCTaBiIsieMOil
CyObeKTaMH OOpalleHHs JICKapCTBEHHBIX CPEICTB MHPOpPMAUM O TMOOOYHBIX  JICHCTBHIIX,
HEXKEJIATENbHbIX PEAKIMAX, CEPhE3HBIX HEXKEJATENIbHBIX PEAaKLUAX, HENPEIBUAECHHBIX HEKENIaTeIbHbIX
peaKknusIxX Npyd MPUMEHEHHWH JIeKapCTBEHHBIX MpPEraparoB, 00 HMHIMBHIYaIbHOH HETMEPEHOCHMOCTH,
OTCYTCTBUH 3()(PEKTUBHOCTHU JEKAPCTBEHHBIX IIPENAPATOB, a TAKXKe 00 UHBIX (aKTax U OOCTOSATENbCTBAX,
NPEJCTABISAIONINX YIpo3y JKU3HM WM 3J0POBBIO YEIOBEKa JHOO >KMBOTHOTO IIPH TPUMEHEHUH
JIEKapCTBEHHBIX IPENapaToB U BBIABJICHHBIX Ha BCEX 3Tamax oOpallleHus JIGKApCTBEHHBIX MpenapaTroB B
Poccuiickoit denepanuu u Apyrux rocyaapcrBax.

3. CyObexTbl 0OpalleHus JIEKapCTBEHHBIX CPEJICTB B MOPSAJIKE, YCTAHOBIEHHOM YIMOJIHOMOYEHHBIM
denepanbHBIM  OPTaHOM  HCHOJHHUTENBHOM  BIACTH, OO0SA3aHBI COOOWMATh B  YHOJIHOMOYECHHBIH
benepanbHbIl OpraH MCHOJHUTENIBHOM BIACTH O MOOOYHBIX JEHCTBUAX, HEXKEIATEIbHBIX PpEeaKIUsiX,
CEPbE3HBIX HEKEIATENbHBIX PEAKLUAX, HENPEABUICHHBIX HEKEIATECIbHBIX PEAKLUAX IPU IPUMEHEHUU
JIEKapCTBEHHBIX IpenapaTtoB, 00 WHAMBUAYaJbHOW HENEPEHOCUMOCTH, OTCYTCTBMU 3()()EKTHUBHOCTU
JICKApCTBEHHBIX TpPENapaToB, a Takke 00 MHBIX (pakTax M 0OCTOATENbCTBAX, MPEICTABIISIONINX YTPO3Y
KHU3HU WIM 3[0POBBIO YEJOBEKA JMOO XKMBOTHOI'O NPU NPUMEHEHUM JIEKApCTBEHHBIX IpenapaToB U
BBISIBJIEHHBIX Ha BCEX 3Tanax oOpallleHMs JEeKapCTBEHHBbIX mpemnaparoB B Poccuiickoit ®denepanuu u
IPYTHUX TOCYJapCTBax.

4. Jepxatenu WIM BIAACNbIBI PETUCTPAIIMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX MPENapaToB,
FOpUJINYECKHE JINLIA, HA UMSI KOTOPBIX BBbIIAHbI pa3pelieHus Ha MPOBEACHUE KIMHUUECKUX UCCIEIOBaHUMN
B Poccuiickoit ®enepanuu, OO0 YIOTHOMOYEHHBIE WMH JpPyTrU€ IOPUIAYECKHE JIMIa B paMKax
obecrniedeHns 6€30MacCHOCTH JIEKAPCTBEHHBIX MPENapaToB B MOPSJIKE, YCTAHOBIEHHOM COOTBETCTBYIOIIUM
YIOJIHOMOYEHHBIM (he/IepalIbHbIM OpPraHOM HCIIOJIHUTEIIBHOW BJIACTH, 00s3aHBI OCYIIECTBISTH TPUEM,
y4eT, o0paboTKy, aHalW3 M XpaHEHUE TMOCTYMAIIUX B HX aApec OT CYOBEKTOB OOpaIieHus
JIEKApPCTBEHHBIX CPEJICTB M OPraHOB TOCYAAPCTBEHHOM BJIACTH COOOIICHHH O MOOOYHBIX JIEUCTBUSIX,
HEXEJaTelIbHbIX PEaKlUsAX, CEPhE3HBIX HEXKEIATEeIbHBIX U HENPEABUACHHBIX HEXKEIATeIbHBIX PEaKLUIX
MpU TPUMEHEHUHU JICKAPCTBEHHBIX TPENapaToB, 00 OCOOEHHOCTSX HMX B3aWMOJCHCTBUA C JIPYTUMHU
JIEKapCTBEHHBIMU TpenapaTaMy, WHINBUAYAIbHONH HENEePeHOCHMOCTH, a Takxke 00 HMHbBIX (akTax u
00CTOSITEILCTBAX, MPEACTABISIONINX YIpO3y JKW3HU WM 3JI0POBBIO0 YEIOBEKa JMOO >KUBOTHOTO WIIU
BIMAIONIMX HAa M3MEHEHHE OTHOLICHUS OXUAAEMOW TMOJb3bl K BO3MOXXHOMY PHUCKY HPUMEHEHUs
JIEKapCTBEHHBIX MTPEMapaToB.

5. HpI/I BBISABJICHUU I/IH(I)OpMaI_II/II/I O CCPBLE3HBIX HECKCIIATCIBbHBIX PCAKIUAX W HEMPCABUACHHBLIX
HCXKCIATCIbHBIX PCAKOUAX IIPpH TPHUMEHCHUN JICKAPCTBCHHBIX MIPCrapaTos, 00 O0COOEHHOCTIX HX
BSaHMOHCﬁCTBHﬂ C JApyruMu JICKapCTBCHHBIMU IIpCIlapaTaMu, I/IH,Z[I/IBPII[yaJlLHOﬁ HCIICPCHOCUMOCTH, a
TaKkke 00 MHBIX (i)aKTaX n O6CTO$[TGJ'IBCTB&X, BJIMAKOINUX HAa UBMECHCHHUC OTHOIICHUA O)KHJIaeMOfI ITIOJIB3bI K
BO3MOXHOMY PpHCKY HTPHUMCHCHHA JICKAPCTBCHHBLIX MpEHapaTroB, MACPKATCINW MWW  BJIAACIIbIBL
PEruCTpaiuOHHBIX YJIOCTOBepeHI/Iﬁ JICKApCTBCHHLBIX IPCIapaTroB, IOPUIUYCCKHUE JTWIa, HA UM KOTOPBIX
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

BBIJIaHBl pa3pellieHrs Ha NPOBEACHHE KIMHUYECKUX HuccienoBanuii B Poccuiickoit deneparym, au6o
YIIOJIHOMOYEHHbIE UMM Jpyrue HOpUAMYECKHe JHIa o0O0sf3aHbl HPUHATH MEpbl, HAIpPaBICHHbIE Ha
yYCTpaHEHHWE  HETaTHBHBIX  IOCIEACTBUN  NPUMEHEHHMS  TaKUX  JIEKAPCTBEHHBIX  IIpEnaparos,
IpeNynpeXxaeHue PUUNHEHNs Bpesla )KU3HU WM 3[J0POBBIO YesloBeKa JHO0O0 KUBOTHOIO, 3aLIUTY UX OT
MPUMEHEHHS TaKUX JIEKAPCTBEHHBIX MPENapaToB, HA JONOJHUTEIbHBIN cOOp AaHHBIX 00 3()(EeKTUBHOCTH
1 0€30I1aCHOCTH TAKHX JIEKAPCTBEHHBIX MPENapaToB.

6. 3a HEcOoOOIIeHNE WIIN COKPBITHE UH(OPMAIIHH, TPETyCMOTPEHHOM YacThi0 3 HACTOAIICH CTAaThH,
JepKaTeJd WIM  BIaJeNblbl PErHCTPALMOHHBIX  YAOCTOBEPEHUH JIEKapCTBEHHBIX Ipenaparos,
IOpUANYECKHE JINIA, HA UMsI KOTOPBIX BBIJAHbl pa3pellieHUs] Ha IPOBEICHUE KIMHUYECKUX UCCIIEIOBaHUM
B Poccuiickoii ®enepauuu, MO0 YHNOJHOMOYEHHbIE HMMHU JApPYrHe€ HOPUAMYECKHE JIMIA, a TakkKe
JOJDKHOCTHBIC JTUIA, KOTOPHIM 3Ta HMH(OpPMALUs CTajla HM3BECTHA MO POy HX HpodecCHOHATHHON
NesITeIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOIaTeNIbCcTBOM Poccuiickoit denepanuu.

7. Ilpu mosiydeHUHU YIOJIHOMOYEHHBIM (pe/iepaJbHbIM OpraHOM HCIOJHUTENBHOMN BJIACTH B paMKax
OCYyILIECTBICHUsI UM (hapMakoHaA30pa J10Ka3aTeIbCTB O HECOOTBETCTBMM JICKAPCTBEHHOI'O Ipenapara
YCTQHOBJICHHBIM TpPEOOBAaHUSAM WM TpPH TOJy4YeHHH HH(POpPMAUMu O HECOOTBETCTBUH JAHHBIX 00
3G GEKTUBHOCTH M 0 0€30IaCHOCTU JIEKApCTBEHHOI'O Ipernapara JaHHbIM O JIEKAPCTBEHHOM IIperapare,
COJIEp KaIlIMMCsl B MHCTPYKLUU 110 €r0 MPUMEHEHUIO (B TOM UYHMCJE BBISBICHHBIX B XOJ€ OCYIIECTBIICHUS
(bapMakoHaa30pa KOHTPOJIbHO-HAJ30pPHBIMU OpraHaMM HWHOCTPAHHBIX TOCYAApCTB), YHOJHOMOYEHHBIN
(benepanbHBI OpraH MCIOJHUTEIHHON BIACTH B YCTAaHOBJICHHOM MM IOPSIAKE PACCMAaTPUBAET BOIIPOC O
IIPUOCTAHOBJICHUH IIPUMEHEHHUs TAKOI'0 JIEKAPCTBEHHOTO IIpenapara.

CraTtbsa 65. NMpuoctaHoBNeHue NpuMeHeHUs NeKapCcTBeHHOro npenapara
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. HpI/I MOJIYYCHHU U I/IH(l)OpMaHI/II/I 0 HEKCIATCIbHBIX PCAKIHUAX IMPU NPUMCHCHUU JICKAPCTBCHHOT'O
IpernapaTa, HE YKa3aHHBIX B MHCTPYKLUHU IO TPHUMEHEHUIO JIEKaPCTBEHHOI'O IIpernapaTa, CEphe3HbIX
HEXXEeNIaTeJIbHBIX peaklusiX, 00 OCOOEHHOCTAX €ro B3aUMOJEWUCTBUS C JAPYTUMHU JIEKApCTBEHHBIMU
npernapaTamMmu, KOTOpbIE MOTYT MPEJICTABIATh YIPO3y KHU3HU WU 370pPOBbIO YeI0BeKa JIM00 KUBOTHOTO, a
TaK’kK€ O HECOOTBETCTBUU JaHHBIX 00 3P(PEKTUBHOCTH U O O€30MAaCHOCTU JIEKApCTBEHHOI'O Iperapara
JAHHBIM O JIEKAPCTBEHHOM IIpernapare, CoAep KallluMcsl B MHCTPYKIIMHM 110 €ro IPUMEHEHHIO, B TOM YUCIIE
OT YINOJIHOMOYEHHBIX OPraHOB HMHOCTPAHHBIX TOCYIapCcTB, OOMEH KOTOpPOM OCYIIECTBISETCS B
COOTBETCTBUM C COIJIAIICHUSAMHM MEXIY YINOJHOMOUYEHHBIM (pe/iepalibHbIM OPraHOM HCHOIHUTEIbHOM
BJIACTH U YIOJHOMOYEHHBIMH OpPraHaMU HMHOCTPAaHHBIX TOCYAApCTB, YHOJHOMOYEHHBIN (enepalbHbIi
OpraH UCIOJHUTENILHONW BJIACTU PacCcMaTpUBAaeT BOIPOC O BO3MOKHOCTH NMPUOCTAHOBICHUS OOpalleHHs
TAaKOro JIEKapCTBEHHOTO Ipenapara B MOPSAJKE, YCTAHOBJIEHHOM YIOJHOMOYEHHBIM (enepabHbIM
OpPraHOM HMCIOJIHUTEIbHON BIACTH.

2. llpy HEWUCNIONIHEHUWU WM HEHAJJIeXallleM HCIOJIHEHUU Jep)KaTelssMU WIA BIaJeNbliaMu
PETUCTPALIMOHHBIX YAOCTOBEPEHUIN JIEKAPCTBEHHBIX IPENaparoB, MOPUAMYECKHMHU JIMLAMHU, Ha WM
KOTOPBIX BBIIAHBI Pa3pEeIICHUs] HA TPOBEJACHNUE KIMHUYECKUX HccienoBanui B Poccuiickoit denepanmu,
WIH YIIOJTHOMOYEHHBIMU UMHU APYTUMH IOPUINYECKUMU JIMIIAMH 00s3aHHOCTEH, YCTAaHOBJICHHBIX YacTSAMU
3 u 4 cratbu 64 HacTosero PenepabHOTO 3aKOHA, JIUOO0 B CIydasiX NMPeACTaBIECHUS! COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HCIIOJHUTENBHOM BIACTU 3aKJIIOYEHHUS O HEIOCTOBEPHOCTH
Pe3yIbTaTOB KIIMHUYECKOTIO MCCIEN0BAHUS JEKAPCTBEHHOTO IIpenapara Jisi MEAUIUHCKOrO MPUMEHEHMS,
KOTOpOE€ OCHOBAaHO Ha pe3yJjbTaTaxX MPOBEPKH MEAMIMHCKOW OpraHM3alliy, NMPOBOJUBLIEN yKa3aHHOE
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

KJIIMHUYECKOE MCCIIEIOBAHUE C HAPYIICHUEM ITPaBUJI HA/JIeXkKaIIeH KIMHUYECKON MPAKTUKU, U TIPUBEJIO K
MOJIYYEHUIO HEJAOCTOBEPHBIX DPE3YyJIbTATOB, JIMOO B CiIy4ae HEBBIMOJIHEHHs MPEANUCAHUS, BBIJAHHOTO
YIIOJTHOMOYEHHBIM (pelepalibHBIM  OpraHOM HCIOJHUTEILHOW BIACTH IO HWTOTaM OCYIIECTBICHHS
BBIOOPOYHOI'O KOHTPOJIS KauecTBa JICKaPCTBEHHOI'O IMpernapara, yIoJIHOMOUYEHHBIH (eepalbHblil opran
WCIIOJTHUTEJIbHOM BJIACTU B YCTAHOBJIIGHHOM UM TIOPSAJIKE paccMaTpUBAET BOMPOC O MPUOCTAHOBIICHUU
MIPUMEHEHUS TAaKOT'0 JIEKAPCTBEHHOTO Mpernapara.

3. YHoiaHOMOYEHHBIH (eaepanbHblii OpraH HCIOJHUTEIFHOW BIACTU MPHU TPEICTABICHUH €My
CBEICHMI O HECOOTBETCTBMM IPOM3BOJAUTEINS JIEKAPCTBEHHBIX CPEACTB TPEeOOBAHUSAM  IPABMI
Ha/JIeKaIIel TPOU3BOICTBEHHOM MPAKTHKH U (WIK) O HAPYIICHUH JUIIEH3NOHHBIX TPeOOBaHHM, KOTOPbIE
ObUIN BBISABJIEHBI B XOJ€ IPOBEIEHUS MHCIEKTHUPOBAHUS MPOU3BOAMUTENS JEKAPCTBEHHBIX CPEACTB WU
OCYIIECTBICHHS JTUIICH3HOHHOTO KOHTPOJIsS B cpepe MpPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB U MPUBEIH
UM MOTYT IIPUBECTH K IPOM3BOJCTBY JICKAPCTBEHHBIX IPENApAaTOB I MEIULIMHCKOIO IPUMEHEHHs,
MPUYMHUBIINX WM CIIOCOOHBIX MTPUYMHHUTE BPE] )KU3HU WM 37I0POBBIO TPAXK/IaH, pACCMaTPUBAET BOIIPOC
O IPHUOCTAHOBJICHUU IPUMEHEHHUs JIEKaPCTBEHHBIX IIPENapaToB I MEAMIUHCKOIO INPUMEHEHHS B
YCTaHOBJICHHOM MM IOPSIJIKE B CICAYIOIIUX CIydasX:

1) coctaB W (WIM) TEXHOJIOTHSI MPOM3BOICTBA JIEKAPCTBEHHOI'O IMperapara Il METUIIMHCKOTO
MPUMEHEHHUs (C ONMHMCAHMEM CTaJWil MPOU3BOACTBA) OTIWYAIOTCS OT 3asBJIICHHBIX B PETHUCTPALIMOHHOM
JIOChE;

2) NeKapCTBEHHBIN Mpenapar A MEIUIIMHCKOTO MPUMEHEHUs MMPOU3BE/IEH Ha MPOU3BOACTBEHHOM
IJIOIIAJIKE, HE YKAa3aHHOM B PErUCTPALMOHHOM JIOChHE;

3) y nOpou3BOAMTENS JEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, IOATBEPXKAAIOIINE
COOTBETCTBUE KAaueCTBa JICKAPCTBEHHOI'O IIpenapara Jii MEAULUHCKOrO IPUMEHEHUS, BBOIHMMOIO B
IpaXxIaHCKUI 000pOT, TPeOOBAHUAM, YCTAaHOBJIEHHBIM IIPU €r0 TOCYAapCTBEHHOM perucrpaimy;

4) TpoOM3BOAMTENEM JIEKApPCTBEHHBIX CPEACTB B  COTJIACOBAHHBIH C  COOTBETCTBYIOIIMM
YIOJIHOMOYCHHBIM q)ejlepaﬂI)HI)IM OopraHom HCIOJIHUTEILHON BJIACTU CpPOK HC YCTpaHCHBbI HApPYHICHHA
TpeOOBaHUI MpaBUI HAJIEKAIICH MPOU3BOJICTBEHHOM MPAKTHKU M (WJIM) JTUIEH3UOHHBIX TpeOOBaHUM,
KOTOPLIC OBUIH BBIABJIIEHBI B X04€ MPOBCACHUA HHCICKTUPOBAHHA TIPOU3IBOJUTCIIA JICKAPCTBCHHBIX
CPEICTB WJIM OCYIIECTBICHHUS JIIIEH3MOHHOTO KOHTPOJIS B chepe MPOU3BOACTBA JIEKAPCTBEHHBIX CPEICTB
U NPUBCIW WKW MOTYT HNPHUBECTU K MNPOU3ZBOACTBY JICKAPCTBCHHBIX MNPCHapaTtoB A MCEAUIIMHCKOIO
MPUMEHEHUS, TPUUNHUBIINX WA CIOCOOHBIX MPUYUHUTE BPEJl KU3HU WM 3J0POBBIO TPaXkK/IaH.

(dactb 3 BBeneHa PenepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

4. YonHOMOYEHHbIH (eaepabHbli OpraH UCTIOJHUTENBHON BIACTH MPH HAIMYMU Y HETO CBEJICHUN
O HECOOTBETCTBUU IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEeOOBaHUSAM MpaBWII HaJylexalen
MIPOU3BOJICTBEHHON MpaKTUKKM U (MIM) O HapyLIEHUM JHMLEH3MOHHBIX TpeOOBaHUM, KOTOpbIe OBLIH
BBISIBJIEHBl B XOJI€ IPOBEJCHHUS HWHCIEKTUPOBAHUS IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB WU
OCYILECTBICHHSI JTUIIEH3MOHHOTO KOHTPOJIsS B cpepe MPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB U MPUBEIH
WIM MOTYT IPUBECTU K MPOU3BOJCTBY JIEKAPCTBEHHBIX MPENaparoB AJii BETEPUHAPHOTO NMPUMEHEHMS,
NPUYMHUBIINX WJIM CIIOCOOHBIX NPUYMHUTH BpPEZ KU3HU MIIM 3/I0pPOBBIO JKUBOTHBIX, pacCMaTPHUBAET
BOIIPOC O TIPUOCTAHOBJICHUM pealu3allud M TNPUMEHEHHs] JIEKapCTBEHHBIX IpernapaToB JUIs
BETEPUHAPHOT'O IPUMEHEHNS B YCTAHOBJIEHHOM UM MOPSJKE B CIEIYIOIIUX CIIydasX:

1) coctaB u (WIM) TEXHOJOTHS MPOU3BOJCTBA JIEKAPCTBEHHOrO IpernapaTa sl BETEPUHAPHOTO
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

MpUMEHEHHUs (C OMMCAHMEM CTaJWil MPOU3BOACTBA) OTJIMWYAIOTCS OT 3asBJICHHBIX B PErHUCTPALIMOHHOM
JIOChE;

2) JeKapCTBEHHBIN Ipenapar s BETEpUHAPHOT0 IPUMEHEHUS IPOU3BE/IEH Ha IIPOU3BOICTBEHHON
IUIOLIA/IKE, HE YKa3aHHOW B PETUCTPALIMOHHOM JIOChE;

3) y HOpou3BOAMTENS JEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTBI, MOATBEPKAAIOIINE
COOTBETCTBUE KayeCTBA JIEKAPCTBEHHOI'O IIpernapara Ui BETEPUHAPHOIO NPUMEHEHMs, BBOAUMOIO B
rpakxIaHCKH 000poT, TpeOOBAHHSIM, YCTAHOBJICHHBIM IIPH €r0 TOCYIapCTBEHHON PErHCTPALNY;

4) TpOW3BOAMTENIEM JICKAPCTBEHHBIX CPEICTB B  COIJIACOBAaHHBIH C  COOTBETCTBYIOLIMM
YIIOJTHOMOYEHHBIM (heZiepaTbHbIM OPraHOM HMCIOJTHHUTEIHLHOW BJIACTH CPOK HE YCTPAHEHBI HAPYIICHHS
TpeOOBAaHUI MpaBUJI HAUICKANICH TMPOU3BOJICTBEHHON MPAKTUKA M (WJIM) JIMIICH3UOHHBIX TPeOOBaHUH,
KOTOpbIC OBUTM BBHISBICHBI B XOJIE¢ TPOBEICHUS WHCICKTUPOBAHUS IPOU3BOIUTEIS JICKAPCTBEHHBIX
CPE/ICTB WJIM OCYIICCTBJICHUS JUIICH3UOHHOTO KOHTPOJIS B chepe MpOoU3BOACTBA JICKAPCTBECHHBIX CPEICTB
W TPHUBEIW WIA MOTYT NPUBECTH K MPOU3BOJCTBY JICKAPCTBCHHBIX IPETMApaTOB Il BETCPUHAPHOTO
MPUMEHCHHS, IPUYMHUBIIUX MM CIIOCOOHBIX PUYUHUTH BPEJI dKU3HH WM 3J0POBBIO KUBOTHBIX.

(dactb 4 BBeneHa OenepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

Koncynprantlimtoc: mpumevanue.
C 01.01.2026 ct. 65 nomonusercs 4. 5, 6 (O3 ot 27.12.2019 N 475-D3).

KoncynsrantlIntoc: npumedanue.
C 01.09.2023 cr. 65 nononasiercs 4. 7 (O3 ot 02.07.2021 N 317-03). Cm. Oyaymiyro peaakiiuio.

CraTtbsa 66. UHcpopmauma o pesynbtaTax hapmakoHagsopa
(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

YHoaHOMOYEHHBIM  QeiepaibHbIl  OpraH  UCHOJHUTENBHOW  BJIACTH,  OCYILECTBIISIOLIMI
(dhapmakoHaa30p, MO €ro pe3yiabTaTaM pa3MellaeT Ha cBoeM oduimanbHOM 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
MPUMCEHCHUM JICKAPCTBCHHOI'O IPLCIiapara, B TOM YHCJIC BIMAOIINX HAa OTHOIICHHUC O)KHI[aCMOﬁ ITOJIB3bI K
BO3MOXHOMY PHUCKY ITPUMCHCHU NAHHOTO JICKapCTBCHHOI'O IIpEIiapara;

2) IPUHATHIX PELICHUSX O BHECEHUH MU3MEHEHUN B MHCTPYKIMIO 110 MPUMEHEHHIO JIEKAPCTBEHHOIO
npernapara, 0 IPUOCTAaHOBICHUM NMPUMEHEHUS JIEKapCTBEHHOTO Mperapara, 00 M3bATUU U3 OOpalleHus
JIEKapCTBEHHOT'0 Npenapara Wik 0 BO300HOBIEHUH IPUMEHEHHUs JIEKAPCTBEHHOTO MTpenapara.

nasa 14. U(HPOPMALUA O NIEKAPCTBEHHbLIX MPEMNAPATAX. CACTEMA
MOHUTOPUHIA OBUXXEHUA NEKAPCTBEHHbIX MPEMAPATOB
ansda MEAUUUHCKOIo NPUMEHEHUA
(B pen. denepanbHOro 3akoHa ot 28.12.2017 N 425-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

Cratba 67. UHdopmauma o nekapcTBeHHbIX npenapatax. CucremMa MOHUTOpPUHra
ABUXEHUN NeKapCcTBEHHbIX NpenapaToB ANA MeAULMHCKOro NPpUMeHeHUs
(B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

1. MadopMmanust 0 JEKapCTBEHHBIX IpermapaTax, OTIYCKAaeMbIX IO PElenTy Ha JIEKapCTBEHHBIN
npernapar, JOJDKHA COJIEPXKAThCs TOJBKO B CICIUAIM3UPOBAHHBIX M3IAHUX, MpPEAHA3HAYCHHBIX IS
MEIUIIMHCKUX, (DapMaIleBTHIEeCKUX PAOOTHHUKOB, CIICIIUAIMCTOB B 001acTu BerepuHapuu. Mapopmarus o
JICKApCTBEHHBIX IperapaTax sl CICUAIMCTOB B 00JIACTH OOpalleHusl JICKAPCTBEHHBIX CPEICTB MOKET
CoZiep’KaTbCsi B MOHOrpadusix, CHpaBOYHHMKAX, HAYYHBIX CTaThsX, B JOKJIaJaXx Ha KOHIpeccax,
KOH(EpEeHIMsIX, CHUMIIO3UyMaxX, HAayYHBIX COBETaX, a TaKkKe B HWHCTPYKIUSAX 1O TNPUMECHEHUIO
JIEKapCTBEHHBIX MPETapaToB.

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

2. Nudopmanus o JeKapCTBEHHBIX Ipemaparax, OTIYCKaeMbIX 0Oe3 pelenTta Ha JeKapCTBEHHBIN
mpemnapaTr, MOXKET COAEpKaTbCcs B IMYONUKALUAX M OOBSABICHUAX CPEICTB MaccoBOM HH(opMaIu,
CHEIUATU3UPOBAHHBIX M OOIIMX IMEYATHBIX HU3AAHHUSIX, UHCTPYKIHUAX MO MPUMEHEHHUIO JIEKAPCTBEHHBIX
MpernapaToB, MHBIX U3AAHUSIX CYOBEKTOB 0OpallleHUs JIEKApCTBEHHBIX CPEACTB. PexiiaMHble MaTepuaibl O
JIEKApCTBEHHOM TIperapare, OTIyckaeMoM 0e3 pelenta Ha JIEKapCTBEHHBIM mpenapar, IOJDKHBI
COOTBETCTBOBAaTh MHCTPYKIMHU IO IPUMEHEHHUIO JIEKAPCTBEHHOT'O IIpernapara.

3. Jlomyckaercsi HCIIONB30BaHHE JIIOOBIX MaTEpUAIbHBIX HOCHUTENEW, IO3BOJSIONIMX XPaHUTb,
nepeaaBaTh U UCIOJb30BaTh HH(GOPMALIKIO O JIEKApCTBEHHBIX IpenapaTax 0e3 ee HCKaKeHHsL.

4. Jlna ueneil MACHTUPHUKALMU YIAKOBOK JIEKAPCTBEHHBIX MPENapaTroB JUIsi MEAULIMHCKOTO
IIPUMEHEHHs] NTPOU3BOIUTENN JIEKAPCTBEHHBIX CPEICTB B IOPAJKE, ycTaHOBIEHHOM lIpaBurenscTBOM
Poccuiickoit @enepanny, HAHOCAT HA MEPBUYHYIO YIAKOBKY (B OTHOIIEHHUHU JIEKAPCTBEHHBIX MPENapaToB
IUI. METULIMHCKOTO NMIPUMEHEHHMsI, A1l KOTOPBIX HE MpelyCcMOTPeHa BTOPUYHAS YIIAKOBKA) U BTOPUYHYIO
(MOTpeOUTENbCKYI0) YIAKOBKY JIEKAPCTBEHHBIX MPENapaTroB s MEIUIMHCKOTO NMPUMEHEHHs CpelCTBa
UACHTUDUKAIIMY, 32 HCKIIOUEHHEM JIEKapCTBEHHBIX IPENaparoB i MEJUIIMHCKOIO HMPUMEHEHMS,
MIPOU3BOJUMBIX JUIsl NPOBEACHUS KIMHUYECKMX HCCIEIOBAHMM, JKCIOPTA, JIEKAPCTBEHHBIX IIPENAapaToB
JUIS MEIMIMHCKOTO IPUMEHEHUs, YKa3aHHBIX B 4acTAX 5 M 8 crateu 13 Hacrosmero denepanpHOro
3aKOHa, paauodapMaleBTUUYECKUX JIEKApPCTBEHHBIX IIpenapaTroB, MHSIBOK MEIUIMHCKUX W Ta30B
MEIULUHCKUX.

(dactb 4 BBeneHa OenepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3 (pen. 27.12.2019))

5. XapaKkTepuCTUKU CPeJICTBA UACHTU(DUKAIINH, TIOPSIIOK €ro HaHECeHUs U TPeOOBaHUS K CTPYKType
u ¢dopmary wuHbOpMaLUK, KOTOPYIO COAEPKUT CPEICTBO HAECHTU(UKALUH, ONPEIEINIIIOTCS
[IpaBurenscTBOoM Poccuiickon denepanuu.
(dactb 5 BBeneHa DenepanbHBIM 3aKOHOM OT 28.12.2017 N 425-D3)

6. Ilopsimox co3naHusi, pa3BUTHs, BBOJA B OKCIUTyaTallMio, HKCIUIyaTallkd M BBIBOJA U3
JKCIUTyaTallud CHCTEMbl MOHMTOpPMHIA JBHKEHUS JIEKAPCTBEHHBIX NPENapaTroB I MEAUIMHCKOIO
NPUMEHEHHs, TOPSIOK TPEeAOoCTaBIeHUs WH(POpPMAlUK, COAEpKallelcss B CHCTEME MOHMTOpPUHTA
JBWKEHHUS JIEKAPCTBEHHBIX MPENapaToB Il MEIUIMHCKOTO NMPUMEHEHHUs, U TMOPSIOK B3aHMMOJEHCTBUS
yKa3aHHOM  CHUCTeMBl C  HMHBIMH  TOCYJapCTBEHHBIMM  HMH()OPMAIMOHHBIMH  CHUCTEMaMH U
MH(OPMALMOHHBIMU CUCTEMAMHU IOPUINYECKHX JIUI U MHAUBUAYAJIbHBIX MIPeANpUHUMATENEH, YKa3aHHbBIX
B yacTsax 7 u 10 Hactosmed cratbu, ycranaBinuBaroTcs [IpaBurensctBom Poccuiickoit deneparyu.
OneparopaMu CcHCTEMbl MOHUTOPHHIA JIBUKEHUS JIEKAPCTBEHHBIX IPENapaToB Jii MEAUIMHCKOIO
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

MPUMEHECHHS SIBJIIOTCS  (eepalibHbIl  OpraH WCHOJHUTEIBHON BiIacTd W (WIKM) OpraHHU3aIus,
ynoiaHomoueHHbIe [IpaButenscTBoM Poccuiickoit @eaepanuu.
(dactb 6 BBeneHa DenepanibHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

7. FOpuanueckue JIMla U UHAUBUAYaJIbHbIE NPEANPUHUMATENHN, OCYLIECTBISIONINE TPOU3BOICTBO,
xpaHeHue, BBO3 B Poccuiickyro ®exaepanuro, OTHOYCK, pealM3alMI0, NEpeaady, NPUMEHEHUE U
YHHUTOKEHHUE JIEKApPCTBEHHBIX MPENnapaToB UIsi METUIIUHCKOTO MPUMEHEHHS, 00eCTIeYUBAIOT B MOPSIJIKE U
B COCTaBe, KOTOpble YycraHOBJieHbl IIpaBurensctBoM Poccuiickoin Penepauuu ¢ yd4eToM BHUAA
OCYILIECTBIISIEMOM HUMHU JEATEIbHOCTH, BHeCEeHHMEe HWH(GOpMalUKd O JIEKAPCTBEHHBIX IIpernapaTax s
MEIUIUHCKOTO TPUMEHEHUSI B CHCTEMY MOHUTOPHHIA JIBJKEHUS JIEKQPCTBEHHBIX IpPENapaTroB st
MEIULHUHCKOrO NPUMEHEHMUS.

(uactb 7 BBeneHa DenepanibHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

7.1. JlekapcTBeHHbIE Mpemaparbl JUisi MEIWLHUHCKOTO TPUMEHEHHMs, IpeJAHa3HAYEHHbIE I
obecrniedeHust UM, OOJBHBIX TeMO(MUINEH, MYKOBHCIHI030M, TUNO(H3apPHBEIM HAHU3MOM, OOJIC3HBIO
l'ome, 37m0KaueCTBEHHBIMH HOBOOOpPA30BaHUSAMHU JMM(OUAHON, KPOBETBOPHOH U POACTBEHHBIX UM
TKaHEH, pacCesTHHBIM CKJIEPO30M, JIUII MOCIe TPAHCIUIAHTAI[MU OPTraHoB U (WJIM) TKaHEH, MPOU3BEACHHBIC
1o 31 nekabps 2019 roga, a TakKe MHBIC JIEKAPCTBEHHBIC MPEnapaThl JUIsl MEIUIIMHCKOTO MPUMEHEHUS,
npousBeneHHble 10 1 wurong 2020 roma, moanexar XpaHEHMIO, MEPEBO3KE, OTIYCKY, pealu3alu,
nepenave, MpUMEHEHUIO 0e3 HaHECEHUs CPENCTB MIACHTU(DHUKAIMK 0 HUCTEYEHHUS CPOKa UX TOJHOCTH.
[TpaButenscTBo Poccuiickoii ®Depepanuu BIpaBe YCTAaHOBHTH OCOOCHHOCTH BBOJAa B TPa)JTaHCKHMA
00OpOT NIEKapCTBEHHBIX MPENaparoB A MEAUIIMHCKOTO MPUMEHEHUSs, MPOU3BEACHHBIX B mMepuol ¢ 1
utonst 2020 roma mo 1 oxtsi6pst 2020 roma. B memsix BBoja B Tpa)kIaHCKUN 00OpPOT JIEKapCTBEHHBIE
npenaparbl Uil MEIWLMHCKOTO IPUMEHEHHUs, 32 HCKIIOYEHUEM JIEKAPCTBEHHBIX IPENaparos,
MpeTHA3HAYCHHBIX TSI 00ecreveHus JHIl, OONBHBIX TeMo(miInel, MyKOBUCIIHIO030M, THIO(U3aPHBIM
HaHU3MOM, Oone3Hbto ['olne, 3M0KaueCTBEHHBIME HOBOOOPA30BaHUAMHU JUM(OUTHONU, KPOBETBOPHOU U
POJICTBEHHBIX UM TKaHEH, pacCEeHHBIM CKJIEPO30M, JIUII ITOCJE TPAHCIIAHTAIIMK OPTAaHOB U (WJIN) TKaHEH,
MIPOM3BEICHHBIE 3a TpeaenaMu Tepputopuu Poccuiickoit @enepamuu 1o 1 oxtsaops 2020 roma, Moryt
ObITh BBe3eHBl B Poccuiickyto ®enepanuio a0 1 suBaps 2021 roma B moOpsiiKe, yCTaHOBICHHOM
[TpaButenscTBOM Poccuiickoit denepannu, 6e3 HaHECEHUS CPEICTB UACHTU(DUKAIIIH.

(B pen. enepanbHbIX 3aK0oHOB 0T 27.12.2019 N 462-D3, ot 13.07.2020 N 206-D3)

8. Opranuzanus HUHOOPMALMOHHOTO B3aUMOJICUCTBUS CHUCTEMbl MOHUTOPUHTA JIBIXKEHUS
JIEKApCTBEHHBIX TMPEMapaToB I MEIUIMUHCKOTO TPUMEHEHHS C WHBIMH TOCYAapCTBEHHBIMU
WH(OPMALIMOHHBIMU CHCTEMaMH OOEeCHeuYnBaeTcs B TOM YHCJIE TIOCPEACTBOM HH(PACTPYKTYpHI,
oOecrieunBaroniel MHGHOPMAITMOHHO-TEXHOJIOTHUECKOE B3aUMOJICHCTBHE HMH(POPMAIIMOHHBIX CHCTEM,
WCIONB3YEMBIX JUISI MPEJOCTABICHHUS] TOCYIapCTBEHHBIX M MYHUUMUIAIBHBIX YCIYI WU HCIOJIHEHUS
roCyJAapCTBEHHBIX U MYHUITUTIATBHBIX (DYHKIINI B 2JIEKTPOHHOU dopme.

(uacth 8 BBeneHa denepanbHbiM 3aK0HOM OT 28.12.2017 N 425-03)

9. OOmenoctynHas uWHPOpPMANMs, COAEpKAMIAsACI B CHUCTEME MOHUTOPHWHTA JBHKCHUS
JIEKapCTBEHHBIX IIpernapaToB JUIS MEIUIMHCKOTO IIPUMEHEHUS], pasmMeniaercs B
MH(}OPMALIMOHHO-TEIEKOMMYHUKAITMOHHOM ceT "MHTepHeT" (B TOM uuncie B (OpMe OTKPBITHIX JTaHHBIX)
B IIOpsiKe, ycTaHOBIeHHOM [IpaBurensctBoM Pocculickon denepanum.

(uacTb 9 BBeneHa denepanbHbiM 3aKk0HOM OT 28.12.2017 N 425-03)

10. HpOI/I3BOIlI/ITCJ'II/I JICKAPCTBCHHBIX CPCIACTB IMOJIYHAOT COACPIKAIIYIOCA B CUCTCMC MOHUTOPUHIA
ABMXKCHUSA JICKAPCTBCHHBLIX IIPEIapaToB I MCAUIHMHCKOIO IPHUMCHCHUSA I/IH(bOpMaIII/HO 0 Cepuiax Hu
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

MapTHUSIX JICKAPCTBEHHBIX MPEMapaToB, MPOU3BOJIUMBIX UMHU U HAXOMSIIUXCS B TPAKIAHCKOM 000pOTE B
Poccutickoit deneparuu, 6€3B03ME3THO.
(uactpb 10 BBenena denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-03)

11. 3a mpoM3BOICTBO MJIM MPOJIAXYy JIEKAPCTBEHHBIX IPENapaToB Il MEAUIIMHCKOTO PUMEHEHUS
0e3 HaHECeHHs CPEACTB HJICHTU(UKAIMU, C HAPYIICHUEM YCTAHOBJICHHOTO MOPSJIKA MX HAHECCHHS, a
TaKKe 3a HECBOCBPEMCHHOE BHECCHHME JAHHBIX B CHCTEMY MOHHMTOPHHTA JIBM)KCHHS JICKaPCTBEHHBIX
npenaparoB i MEIUIMHCKOTO TPUMEHEHHS WM BHECEHHE B HEE HEIOCTOBEPHBIX JIAHHBIX
IOpUJIMYECKHE JIUIA U WHIUBUyAJbHBIC MPEINPUHAMATENN, YKa3aHHbIE B 4YacTAX 4 W [ HACTOSIICH
CTaTbH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHM C 3aKOHOAATENBLCTBOM Poccuiickoit @enepanuu.
(dactb 11 BBenena denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

12. TIIpaBurensctBo Poccuiickoit @Denepanuu BIpaBe YCTAaHOBUTh OCOOCHHOCTH BHEAPEHHS
CUCTEMbl MOHHUTOpPMHIA JBUKEHUS JIEKAPCTBEHHBIX IPENaparoB g MEAUIMHCKOTO MPUMEHEHHS,
BKJIIOYAsi CpPOKM €€ BHEAPEHUs, B OTHOIICHWU JIEKAPCTBEHHBIX IPENapaToB i MEAUIMHCKOIO
MPUMEHEHHS, BKIIOYEHHBIX B IE€PEUCHb >KU3HEHHO HEOOXOAMMBIX W BaXKHEUIINUX JIEKAPCTBEHHBIX
[IpernapaToB, JEKAapCTBEHHbIX I[IpernapaToB, IpeJHA3HAYEHHBIX JUIsl OOecleueHus Jull, OOJbHBIX
remMouaueii, MyKOBUCIUAO30M, TUMOGU3apHBIM HAHU3MOM, OoJyie3HbIO [ 'olle, 37T0Ka4eCTBEHHBIMU
HOBOOOPa30BaHUSAMHU JIMM(POUTHON, KPOBETBOPHON M POJCTBEHHBIX UM TKAHEH, PACCESTHHBIM CKIIEPO30M,
JUI] TIOCNie TPaHCIUIAHTAIlMM OPraHoOB M (WJM) TKaHEH, WHBIX JICKApCTBEHHBIX IMpernapaToB s
MEIUIIMHCKOTO IPUMEHEHHUSL.

(uacth 12 BBegena PenepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

Mnasa 14.1. O PAHUYEHUA, HANTATAEMbBIE
HA OPTAHU3ALUWW, OCYLLECTBINAKOLWUE OAEATENIBHOCTb
MO OBPALLEHUIO NNEKAPCTBEHHbLIX CPEOCTB
(BBeneHa @enepanbHbIM 3aKOHOM OT 25.11.2013 N 317-D3)

Ctatba 67.1. OrpaHuyeHusi, Hanaraembie MNPU OCYLIECTBNEHUU [OeATeNIbHOCTU B
cthepe obpalleHUs NeKapCTBEHHbIX CPeacTB

1. Opranuzanuu, 3aHUMaroUIMecs pa3pabOTKOH, NPOM3BOJACTBOM U (WIM) peanu3anuen
JIEKapCTBEHHBIX MPENapaToB A MEAUIMHCKOIO MPUMEHEHUs], OpraHu3aluy, o0IaJaroliie npaBaMy Ha
UCI0JIb30BaHNE TOPrOBOI0 HAMMEHOBAHUS JIEKAPCTBEHHOI'O Mpenapara il MEAULUHCKOTO IPUMEHEHMS,
OpraHM3ali ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMU CPEICTBAMH, aNTeUHble oOpraHu3auuu (MX
NPEJCTaBUTENIN, UHbIE (U3NYECKHUE U IOPUIMYECKHE JIMIA, OCYILECTBIISIONIME CBOIO JESATEIBHOCTH OT
MMEHU 3TUX OpraHu3aluii) B OTHOUIEHHMM MEIUIMHCKUX PAaOOTHUKOB U PYKOBOAUTEIEH MEIUIIMHCKUX
OpraHu3aIyii He BIpaBe:

1) BpyuyaTh MOJapKH, BBHIILUIAYMBATH JCHEKHBIE CPEICTBA (32 MCKIIOYEHHEM BO3HArpa)kICHHH 1O
JIOTOBOpaM TP NPOBEACHMM KIMHUYECKMX HCCIEJOBAHMM JIEKAPCTBEHHBIX IIPEMApaToB  JUIs
MEAUIIMHCKOTO TPUMEHEHUS, BO3HArpaXkJIe€HUH, CBA3AHHBIX C OCYILECTBICHHEM MEIULUHCKUM
paOOTHHUKOM IEAaroruuecKoi u (WiM) HaydHOW AEATENbHOCTH), B TOM YHCIIE OIJIauMBaTh Pa3BICUCHMUS,
OTIBIX, ITPOE3]T K MECTY OTIbIXa, a TAaKXKe MPUBJIEKATh K y4acCTHIO B Pa3BJIEKATEIbHBIX MEPOIPHUATHSIX,
IIPOBOAMMBIX 3@ CUET CBOUX CPE/CTB;

2) 3aKJII04YaTh COTJIAICHUA O HASHA4YCHUW WKW PEKOMCHIAAIIWMKU ITallUCHTaAM JICKapCTBCHHBIX
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?:Ele‘?:;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Hata coxpaenms: 03.05.2023

npemnaparoB AJjid MCIUIUHCKOIO NPpUMCHCHUS (3a HUCKIIIOYCHUEM OOT'OBOPOB O IMPOBCACHUN KIIMHUYCCKUX
I/ICCJ'ICIIOBaHI/Iﬁ JICKAPCTBCHHBIX IMpC€IIapaToB 11 MCIUITUHCKOI'O HpI/IMeHeHI/IH);

3) npenocTaBisATh 00pa3Lbl JEKAPCTBEHHBIX MPEnapaToB JJsl MEAUIMHCKOTO MPUMEHEHHUS B LIEJSIX
BpyYeHHs TaIMeHTaM (3a MCKIIOYEHHEM CIIy4aeB, CBSA3aHHBIX C IIPOBEICHUEM KIMHHYECKUX
MCCIIEIOBAaHHH JIEKAPCTBEHHBIX MPenapaToB A1 MEIUIIMHCKOTO IIPUMEHEHUS);

4) npeoCTaBIATh HEJOCTOBEPHYIO U (WJIK) HEMOJIHYI0 HHPOPMAIIUIO O JIEKAPCTBEHHBIX MpernapaTax
JUTSI MEIMITTHCKOTO TPUMEHEHUS;

5) mocemare ux B pabouee BpeMs Ha pabOuYMX MeCTax, 3a UCKIIOUEHHEM CIy4yaeB, CBSI3aHHBIX C
MIPOBEACHUEM  KIMHUYECKUX MCCICIOBAHMM  JIEKAPCTBEHHBIX IIPENAaparoB JUIsl  MEAUIMHCKOIO
IIPUMEHEHHUS, C Y4aCTHUEM B IOPAJKE, YCTAHOBJICHHOM PYKOBOJUTENIEM MEAMLMHCKONW OpraHu3aliu, B
COOpaHMsIX MEIUIIMHCKUX paOOTHUKOB M HMHBIX MEPOIPHATHSAX, HANPABICHHBIX Ha MOBBIIMICHUE HX
Ipo(eCCHOHATBLHOIO YPOBHSA WJIM Ha NPEeAOCTaBIeHHE HH(GOpPMAlUU, CBSI3aHHOH C OCYIIECTBICHUEM
MOHHUTOPHUHTA 0€30MaCHOCTH JIEKaPCTBEHHBIX MTPETIApaToB;

6) no0yX/1aTh K BBIIMCHIBAHUIO JIEKAPCTBEHHBIX IpPENapaToB JUIsl MEJUIIMHCKOIO MPUMEHEHUs Ha
OnaHKax, copepKalmux MH(GOPMALUIO PEKJIAMHOTO XapaKTepa, a TaKKe Ha PEelEeNTypHBIX OJaHKax, Ha
KOTOpbIX 3apaHee HareyaTaHO HauMEHOBaHWE JIEKapCTBEHHOIO IpenapaTta Ul MEJUIIMHCKOTO
IIPUMEHEHHUSL.

2. Opranu3zanuy, yka3aHHble B a03alie nepBoM yacTu | HacTosel cTaTby, U UX MPEACTaBUTENHU B
OTHOIIECHUU (hapMaIeBTHYECKIX PAOOTHHKOB U PYKOBOAMTENIEH alTEeYHBIX OPTaHU3aINi HE BIIPaBE:

1) Bpy4daThb IIOAApKH, BbIIUIAYUBATH NCHCKHBIC CPCACTBA, B TOM YUCIIC OIJIAYMBATH PA3BJICHUCHU,
OTAbIX, MPOC3a K MECTY OTAbIXa, W IIPHUBJICKATb K YYACTHIO B Pa3BJICKATCIbHBIX MCPONPUATUAX,
MMPOBOAUMEBIX 3a CHCT CBOUX CPCACTB;

2) mpeaocTaBiIsSATh O0pa3llbl JEKAPCTBEHHBIX IPENapaToB s MEIUIMHCKOTO MPUMEHEHUS IJis
BpY4YEHMs HACEIICHUIO;

3) 3aKJII04YaTh COrJIall€HUA O MNPCAIIOKCHHUN HACCICHUIO OHNPCACICHHBIX JICKAPCTBCHHBIX
npenapaTroB AJist MCAUIIUHCKOT'O IPUMCEHCHUS

4) npeoCcTaBISATh HEJOCTOBEPHYIO U (WJIN) HEMOJIHYI0 HHQOPMAIIUIO O JIEKaPCTBEHHBIX MpernapaTax
JUIS  MEOUIMHCKOTO TPUMEHEHUs, B TOM 4YHCIE MMEIOIMX OJMHAKOBOE  MEKIYHApOJHOE
HENaTEeHTOBaHHOE HaMEHOBAaHHUE.

Cratba 67.2. TpeboBaHMA K opraHu3aumMm U NPOBEeAEHUID HayYHbIX MEpPONpPUATUMN,
MHbIX MEpPONpPUATUNA, HamnpaBfieHHbIX Ha NOBbIWEHWe NnpPo¢eCcCUOHANBLHOIO YPOBHS
MeAULIMHCKMX paboOTHUKOB WU Ha npeapocTaBrieHWe UWH¢gopmauum, CBA3aHHOU C
ocyLiecTBNeHUeM MOHUMTOPUHra 6e3onacHOCTM NieKapCTBEeHHbIX NpenapaTos

1. Ilpu npoBeneHNN HayYHBIX MEPONPUATUHN, UHBIX MEPOIPHUATHI, HAIIPABICHHBIX Ha MOBBIIICHNE
npodeccHoHabHOTO YPOBHSI MEIULMHCKUX pPAOOTHUKOB MM Ha TPEJOCTaBICHHE CBS3aHHON C
OCYILIECTBIICHUEM  MOHUTOpPUHra  O€30IacHOCTHM  JIGKAPCTBEHHBIX  IpenapaToB  HHGOpMalUH,
OpraHM3yeMbIX OpraHM3alMsIMH, yKa3aHHbIMM B ab3ane nepBoMm yactu | crateu 67.1 Hacrosiero
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

@enepanbHOTO 3aKOHA, WX NPEACTaBUTENSIMH W (WiM) (UHAHCUPYEMBIX 3a CYET CpPEICTB ITUX
OpraHM3alMii ¥ WX [PEICTaBUTENICH, 3alpeliaeTcs MPensTCTBOBaTh Y4YacTHUI0 B yKa3aHHBIX
MEPOINPHUATHUAX HMHBIX OPraHu3alUil, KOTOPbIE IIPOU3BOLAT WIHM PEAINU3YIOT JIEKAPCTBEHHBIC IIPEnapaThl
U1l MEIULMHCKOTO IPUMEHEHHUS CO CXOKUM MEXaHU3MOM (PapMaKoJOTHYECKOro AEHCTBHS, OO
CO37aBaTh JMCKPUMHUHALMOHHBIE YCIOBUSA JUI1 OJHHUX YYAaCTHUKOB II0 CPaBHEHUIO C JPYIMMH
Y4aCTHUKAMHM, & UMEHHO:

1) mpenocTaBiIsATh pa3IMuHOE KOJIMUYECTBO BPEMEHM I BBICTYIUIEHUN YYaCTHUKOB, pa3jIMYHbIE 110
pasMepy 3aHUMaeMOH IUIOIIAAX MecTa sl JEMOHCTpaluu 0o0pa3lioB JIEKApCTBEHHBIX IpenapaToB A
MEIULHUHCKOIO IPUMEHEHUS WIM pEKJIAaMHBIX MaTepHallOB O JIEKAPCTBEHHBIX IIpenaparax Juist
MEIULHUHCKOrO NPUMEHEHHS HA DKCIO3ULUAX, CTEHAX, 34 UCKIIOYEHUEM CIIy4YaeB, €CJIM TaKUe YCIOBUS
3aKpeIUIeHbl B COTJIALICHUSAX JTUX OPraHM3alui, X NpeAcTaBuUTeNel O (PMHAHCUPOBAHUM YKa3aHHBIX
MEPONPUATHIA U 00YCIIOBJIEHBI PA3JIMYHBIMU 3aTPATaMH YYaCTHUKOB Ha UX OpraHU3aluIo;

2) ycTaHaBJIMBaTh pa3Mep B3HOCA JJI1 YYaCTHUKOB MEpOIPUATUH, yYKa3aHHBIX B a03alle MepBOM
HACTOALLEH Y4acTH, PEBBIIAIONMN CYMMY 3aTpaT Ha OPraHU3alMI0 YKa3aHHBIX MEPONPUATUN U BEAYIIUN
K HEOOOCHOBAaHHOMY OTPAHMYEHHUIO YUCIIA UX YYACTHUKOB.

2. Opranuzanuu, ykasaHHble B a03ane nepBoM dactu 1 ctarbu 67.1 Hactosmero denepanbHOro
3aKOHA, WX IMPEICTABUTEIH, OCYIICCTBIISIONINE OPraHU3ai0 U (Wiu) (UHAHCUPOBAHUE MEPOIPHUITHH,
yKa3aHHBIX B 4acTu | HacTosIIel cTaThH, 00s13aHbI 0OecIeYnBaTh 1OCTYI K HH(OpMALIUU O JaTe, MEeCTE U
BPEMEHU TIPOBEICHMS YKa3aHHBIX MEPONPUATHM, IUTaHAX, MPOrpaMMax MPOBEICHUS YKa3aHHBIX
MEPOMPHUATHIA U TeMaX, IUIAHUPYEMBIX ISl pACCMOTPEHUS, COCTaBE MX YYACTHUKOB MyTeM pa3MELICHH
COOTBETCTBYIOILIEH MH(pOpMalMU Ha CBOMX OPUIMAIBHBIX caiiTax B ceTu "MHTepHeT" HE mo3nHee ABYX
MecCSIEB 0 Havaja MPOBEACHUS YKA3aHHBIX MEPOIPHUITHIA.

3. Undopmanus o mpoBeIeHUH MEPOIPHUITHH, YKa3aHHBIX B YacTH | HACTOSIIEH CTaTbd, B CPOK,
YCTAaHOBJICHHBIM 4acTbi0 2 HACTOSALIEW CTaThbu, JOJDKHA OBITh HampaBieHa B (eaepalbHbI OpraH
UCTIOJIHUTEIBHON  BJIACTH, OCYIISCTBISIONIMH (YHKIIMM 1O KOHTPOJII M Ham3opy B cdepe
3/IpaBOOXPAHEHMs], JJIs MOCIEAYIOIIEro pa3MelleHnss ee Ha OQHUIMaIbHOM CaliTe 3TOro opraHa B CETH
"NuTepuer".

Mnasa 15. OTBETCTBEHHOCTb 3A HAPYWWEHUE 3AKOHOOATEJNIbCTBA
POCCUNCKON ®EQEPALIUN NPU OGPALLEHUU NEKAPCTBEHHbIX CPE[CTB
N BO3MELLEHUWE BPEOA, NTPUYMUHEHHOIO 300POBbLIO NPAXKAOAH
BCINEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX NMPEMNAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapyleHue 3akoHogatenbcTBa Poccunckon
deaepaumm npm odpaLieHnn NneKapcTBeHHbIX CPeacTB

1. Hapymenue 3akoHomatenbcTtBa Poccuiickoit ®enepanuu npu oOpalleHUH JIEKapCTBEHHBIX
CpeACTB BjeuYeT 3a c000il OTBETCTBEHHOCTh B COOTBETCTBHHM C 3aKOHOJATEIbCTBOM Poccuiickoit
denepanuu.

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

2. 3a Hempe/CTaBJICHHE WM HECBOEBPEMEHHOE MpeCTaBlieHne HHPOopMauu U (WIK) TOKYMEHTOB
mu00 TpeACTaBICHWE HEAOCTOBEPHBIX HHGpopManmMu H (WIM) JOKYMEHTOB, HPEIyCMOTPEHHBIX
HactosiuM ~ DeepaabHBIM  3aKOHOM, CYOBEKTBI OOpalleHus JIEKApCTBEHHBIX CPEICTB  HECYT
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

OTBETCTBEHHOCTh B COOTBETCTBHUU C 3aKOHOAATENLCTBOM Poccuiickoit denepannm.
(dactp 2 BBeneHa DenepaibHbIM 3aK0HOM OT 22.12.2014 N 429-03; B pen. deaepaabHOTO 3aKOHA OT
04.06.2018 N 140-®3)

Cratbsa 69. BoameweHne Bpepa, NpUYMHEHHOro 340POBbLIO rpaxaaH BcneacTBue
NPUMEHEeHUA NeKapCcTBEeHHbIX NpenapaToB

1. Ilpon3BoauTesh JEKAPCTBEHHOTO Mpenapara 00s3aH BOZMECTUTh Bpel, MPUUHMHEHHBIN 3/I0pPOBBIO
rpaX<JaH BCJIEICTBUE NPUMEHEHHUS JIEKaPCTBEHHOT'O Mpernapara, €ciid J0Ka3aHo, 4To:

1) nexkapcTBeHHBIH Mpenapar MPUMEHSUICS MO Ha3HAYEHWIO B COOTBETCTBHM C HMHCTPYKLHUEH IO
IIPUMEHEHUIO JIEKAPCTBEHHOI'O IIpernapaTa M MPUYMHOM Bpena SIBUJICS BBOJ B TIPaXKIAHCKUI 000pOT
HEZ00POKaYECTBEHHOTO JIEKaPCTBEHHOT'O IIperapara;

2) Bpea 3I0pOBbIO MPUUMHEH BCJICACTBHE HEIOCTOBEpHOM WH(MOpPMAIUU, COACpIKalleiics B
WHCTPYKILUHU 10 MPUMEHEHUIO JIKAPCTBEHHOTO MpernapaTa, U3JaHHOW MPOU3BOAUTENIEM JIEKAPCTBEHHOTO
npemnapara.

2. B ciyuae, eciu Bpel 310pOBbIO TPaKIaH MPUYUHEH BCIIEJICTBUE MPUMEHEHHUS JIEKAPCTBEHHOIO
npernapara, MPUIIEANIET0 B HETOJHOCTh B pE3yJIbTaTe HAPYIICHUS MPaBUJI XPAHEHUS JIEKAPCTBEHHBIX
CPEICTB, MPaBWJI ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMH IperapaTamu, MPaBHJI OTIYyCKa JEKAPCTBEHHBIX
MpernaparoB, IPaBHJ M3TOTOBICHHUS W OTIyCKAa JICKAPCTBEHHBIX IIPENapaTroB, BO3MEIICHHE Bpeaa
OCYILIECTBIISIETCSI COOTBETCTBEHHO OpraHu3alliedl ONTOBOM TOPTOBIU JIEKAPCTBEHHBIMH CpEACTBAMH,
anTeYHOW  OpraHwW3aluei, WHAUBHIYAIbHBIM MPEANPUHUMATEICM, HWMCIONIMMH JIMICH3WIO HA
(bapMalleBTUUECKYIO JESATENbHOCTh WM JHUICH3UI0 Ha MEIUIMHCKYIO JAEATeIbHOCTh, MEAMIIMHCKON
OpraHM3alyci, HWMCIOIIEH JHUICH3UI0 Ha (PapMaleBTUYECKYI0 JIEATeIbHOCTh (€€ 000COOJICHHBIM
nojpaszenenueM (amOynatopuei, denpamepckuM U (hempAmepcko-akyepckuM MyHKTaMH, IEHTPOM
(otnenenuem) oOuiell BpauyeOHOM (CeMeNHOM) MpPaKTHKHU), PAclONOKEHHBIM B CEIbCKOM HACEIEHHOM
MIyHKTE, B KOTOPOM OTCYTCTBYET anTeyHasi OpraHu3alus), JTOMYCTUBIINMH MPOAAXy WIH OTITYCK TaKOTO
JIEKapCTBEHHOTO Tperapara.

(B pen. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

3. Bo3Mmemenue Bpeaa, NPUYUHEHHOTO 3JI0POBBIO  Tpa)JaH BCJIEICTBUE MPHUMEHEHUs
JIEKapCTBEHHBIX IPENapaToB MM COBEPILEHHUs MPOTUBONPABHBIX ACUCTBUM CyOBeKTamMHM OOpalieHus
JIEKAPCTBEHHBIX CPEJICTB, OCYIIECTBISIETCS B COOTBETCTBUM C 3aKOHOJATENbCTBOM Poccuiickon
denepanuu.

Mnasa 16. 3AKITFOMUTEJIbHBIE NMOJIOXXEHUA

Cratba 70. O npu3HaHMKU YTPaTUBLLUMM CUNY OTAESIbHbIX 3aKOHOAATEeNIbHbIX aKTOB
(nonoxeHun 3akoHoaaTeNnbHbIX akToB) Poccunckon depepaumm

IIpu3HaTh yTpaTUBIIMMU CUILY:

1) ®enepanbubiii 3akoH ot 22 uroHA 1998 roma N 86-®3 "O nexapcTBEHHBIX cpenacTBax”
(Cobpanue 3akonomarenscTBa Poccuiickoit @eneparuu, 1998, N 26, ct. 3006);

2) ®enepanbHblil 3akoH OT 2 stHBaps 2000 roga N 5-@3 "O BHeCEHMH U3MEHEHUS U JOTOJHEHUN B
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

@enepanbubiii 3akoH "O jekapcTBeHHbIX cpenctBax" (CoOpanme 3akoHOAarenbcTBa Poccuiickoit
®denepanun, 2000, N 2, cT. 126);

3) cratpio 40 denepanbroro 3akona ot 10 stuBaps 2003 roga N 15-D3 "O BHeCCHUM U3MEHEHHH U
JIOTIOJIHEHUH B HEKOTOpbIE 3aKoHOoJaTelbHbIe akThl Poccuiickoii denepanuu B CBSI3U C MPUHATHEM
@enepanbHoro 3akoHa "O  JMIEH3UPOBAHMM  OTACIBHBIX BUAOB JesrensHocTH"  (CoOpanHue
3akoHoarenbcTBa Poccuiickoit deneparuu, 2003, N 2, cr. 167);

4) cratpio 31 denepanbHoro 3akoHa ot 30 uronsg 2003 roga N 86-D3 "O BHeCeHHH U3MEHCHUN W
JIOTIOJIHEHUH B HEKOTOpBIE 3aKOHOJAaTeIbHbIe akThl Poccuiickoit denepanuu, Npu3HaAHUUA YTPATUBIIMMHU
CUIIy OTJACIBHBIX 3aKOHOJATENbHBIX aKTOB Poccuiickon @exepanuu, NPENOCTABICHUM OTIEIbHBIX
rapaHTUil COTPyIHUKAM OPraHOB BHYTPEHHUX JIEJI, OPTaHOB MO KOHTPOJIIO 32 000pPOTOM HAPKOTUYECKUX
CPEACTB M TICUXOTPOIHBIX BEIIECTB M YIpPa3AHAEMBIX (eAepalbHbIX OPTaHOB HAJOTOBOM MOJHIMU B
CBSI3M C OCYIIECTBICHHEM MeEp IO COBEpIICHCTBOBAHUIO TrocynapcTBeHHoOro ympasienus" (Cobpanue
3akoHonarenbcTBa Poccuiickoit denepanuu, 2003, N 27, ct. 2700);

5) cratpio 101 denepanbHoro 3akona ot 22 aBrycta 2004 roga N 122-®3 "O BHeCeHUH U3MEHEHU
B 3aKoHozarelbHble akThl Poccuiickoi denepanuu W NPU3HAHMM YTPATUBLIIMMHU CUJIy HEKOTOPBIX
3aKOHOJIaTeNIbHBIX aKTOB Poccuiickoit denepanuu B CBs3U ¢ npuHATHEM DenepanbHbIX 3akoHOB "O
BHECEHUU HM3MEHEHUIl M JomnonHeHuid B PenepaiibHblil 3akoH "OO 00LIMX NpUHIMIAX OpPraHU3alUU
3aKOHOAATENbHBIX (MPEICTABUTENbHBIX) U HCIOJIHUTEIbHBIX OpPraHOB TOCYJAapCTBEHHOM BIAcTH
cyobektoB  Poccuiickoit  ®enepauun" wu  "OO oOmMX OpPUHLMIAX OPraHU3alldd  MECTHOIO
camoynpasnenusi B Poccuiickoit @enepanun" (Cobpanue 3akoHoaarenbctBa Poccuiickoit denepanuu,
2004, N 35, ct. 3607);

6) crarero 28 denepanbHoro 3akona ot 18 mexadbps 2006 roga N 231-D3 "O BBeacHHH B JICHCTBHE
yacTu 4eTBepToi ['paxmanckoro koxaekca Poccuiickoit ®epepanun" (CoOpaHue 3aKOHOAATEIIbCTBA
Poccuiickoit @eneparuu, 2006, N 52, ct. 5497).

CraTtba 71. BctynneHue B cuny HacTtosuwero PegepanbHOro 3akoHa

1. Hacrosiuit denepanbHblit 3aK0H BeTynaet B cuily ¢ 1 centa6ps 2010 rona.

2. JlekapcTBeHHBIE CpEICTBA, 3apETUCTPUPOBAHHBIE 1O JHS BCTYIJICHUS B CHJIy HACTOSIIETO
denepanbHOro 3aKOHA, MOMJIECKAT BKIKOYEHUIO B FOCYIAPCTBEHHBIE PEECTPHI JIEKAPCTBEHHBIX CPEACTB C
BHECCHHEM YyKa3aHHBIX B 4actu | crartbu 33 Hactosimero denepalibHOrO 3aKOHA CBEACHHN 00 ATHX
JIEKapCTBEHHBIX CpeACTBaX 0e3 MPOXO0XKACHHS BHOBb NPOLEAYPHl TOCYAAPCTBEHHOW perucTpaiuu
JIEKapCTBEHHBIX MPEMAPATOB.

3. T'ocynapcTBeHHas perucTpalys JEKapCTBEHHBIX MPENapaToB, 32 UCKIOYEHUEM JIEKaPCTBEHHBIX
npemnaparoB i MCAUIHUHCKOIO INPUMCHCHHA, MPCACTABJICHHBIX Ha YKAa3aHHYIO PCTUCTPALMIO OO OHA
BCTYIUIEHUS B CHJIy HacTosero denepaabHOTO 3aKOHA, OCYIIECTBIISIETCSI B COOTBETCTBUU C HACTOSLIUM
(DejlepaJ'II)HI)IM 3aKOHOM Ha OCHOBAaHHMU NOKYMCHTOB W JAHHBIX, IPCACTABJICHHBIX A0 JHA BCTYILJICHUSA B
cuiy Hacrosiniero deaepanbHOro 3aKoHa.

(B pen. @enepanpuoro 3akoHa ot 11.10.2010 N 271-D3)

3.1.T OCyAapCTBCHHAA PErucCTpanusd JICKAapCTBCHHBIX MPLCIapaToB ST MCAUIUHCKOT'O ITPUMCHCHUA,
MNpEACTABJICHHBIX Ha TOCYJApCTBCHHYIO PCErUCTpaiuio A0 AdHA BCTYIUICHUA B CHIIY HACTOSAIICTO
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

@denepalbHOTO  3aKOHa, M TOCYJAapCTBEHHAas pErucTpauus JEKapCTBEHHBIX IpernaparoB s
MEIULHUHCKOrO NPUMEHEHMS, MPEICTAaBICHHBIX Ha OJKCIEPTU3Y JIEKAPCTBEHHBIX CPEACTB A0 JHS
BCTYyIUIEHUSI B cuily Hactosmero ®denepaibHOro 3aKoHa B LEISAX HMX IOCIEAYIOLIEH rocyaapCTBEHHOM
pErucTpanum, OCYLIECTBISIOTCS HAa OCHOBAHMM JOKYMEHTOB W JAHHBIX, IPEIACTaBICHHBIX 0 JHA
BCTYIUICHUSI B CUIy Hactosuero @enepajbHOrO 3aKOHA, a TAaKXKE 3asBJIEHUS O TOCYAapCTBEHHOU
pErucTpalMy JIEKapCTBEHHOI'O Mpernapara, MpeACTaBICHHOIO IPOU3BOJIUTEIEM  JIEKAPCTBEHHBIX
IIPENapaToB WM YIIOJTHOMOYEHHBIM UM JIMLIOM B COOTBETCTBUU € HacTosuM PDenepanbHbIM 3aKOHOM B
YIIOJITHOMOYECHHBIN (eiepaabHblil OpraH UCIOJHUTEIbHOM BiacTu 10 1 mapta 2011 roxa, 6e3 TpeboBaHus
yIUIaThl TOCYIapCTBEHHOM MMOLUIMHBI, IIPEYCMOTPEHHON 3aKkoHOAaTenbcTBOM Poccuiickon denepanuu o
Hajorax u coopax.

(uactsb 3.1 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.2. lloarBepkieHue TroCyJapCTBEHHOM pErucTpaluyd JIEKapCTBEHHBIX IpernaparoB s
MEAUIMHCKOTO NPUMEHEHMS, IPEACTABICHHBIX JJIS MOATBEPKIECHUS FOCY/IapCTBEHHON PEruCTpaluu J10
IHS BCTYIUIGHHS B CHIIy Hacrtosimero @enepanbHOro 3aKOHA, U MOJITBEPKICHHE TOCYAapCTBEHHOM
perucTpalyy JIEKApCTBEHHBIX IPENapaToB JUIsl MEAULMHCKOIO IPUMEHEHMsI, IPEACTaBICHHBIX Ha
AKCIIEPTHU3Y JIEKAPCTBEHHBIX CPEJCTB A0 THS BCTYIUIEHUS B cuily Hacrosiiero denepaabHOro 3aKoHa B
LEeISIX TIOCIENYIOIIET0 IMOATBEPXKAECHUS HMX TOCYJAapCTBEHHOH pEerucTpalnyy, OCYILECTBISIOTCS Ha
OCHOBAaHUU JOKYMEHTOB M JIaHHBIX, MPEJICTaBICHHBIX JO JAHS BCTYIUICHHS B CHJIy HACTOAIIETO
@denepallbHOTO 3aKOHA, a TaKXe 3asBJIEHUS O NOJATBEP)KIECHUU TOCYJApPCTBEHHOM pPETUCTpaLUU
JIEKapCTBEHHOTO IpernapaTra, MPEeJCTaBICHHOTO IPOU3BOJUTENIEM JIEKAPCTBEHHBIX MPENnapaTroB WIH
YIOJHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUM ¢ HacTosiiiuM DenepanbHbIM — 3aKOHOM B
YIIOJTHOMOYEHHBIN (eiepalibHbII OpraH UCIIONHUTENbHOM BiaacTu 10 1 mapta 2011 rona, 6e3 TpeboBaHus
yIUIaThl TOCYIapCTBEHHOM MMOLUUIMHBI, IPEyCMOTPEHHOMN 3aKOHOAaTenbcTBOM Poccniickoit @enepannn o
Hajorax u coopax.

(uactsb 3.2 B pea. @enepanbHoro 3akona ot 29.11.2010 N 313-03)

3.3. IlpuHsATnMe pemeHUss O BHECEHMM M3MEHEHMH B JOKYMEHTBI, COJEp)Kalluecs B
PETUCTPAllMOHHOM JIOCh€ Ha 3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipemnapar i MEIUIMHCKOTO
IIPUMEHEHHS U TPEACTABIEHHBIE 0 IHSA BCTYIUIEHMS B CWIy Hacrosiero denepajbHOro 3aKOHA, U
MIPUHSATHE PEIICHUS O BHECEHUH U3MEHEHUH B JOKYMEHTHI, COJIeprKalleecs] B PETUCTPALlMOHHOM JIOChE Ha
3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN NpenapaT il MEIULIUHCKOTO IPUMEHEHHUS U IPEJCTABICHHbIE HA
AKCIIEPTU3Y JIEKAPCTBEHHBIX CPEJICTB JO JHS BCTYIUIEHHMS B CHIIy HacTosiero denepaibHOro 3aKOoHa,
OCYILIECTBISIOTCS Ha OCHOBAaHUM JOKYMEHTOB M JAHHBIX, NPEACTABICHHBIX O JHS BCTYIUIEHHUS B CHILY
HacTtosamero denepanbHOr0 3aKOHA, a TakKXKe 3asABJICHHUS O BHECEHWHM H3MEHEHUH B JOKYMEHTHI,
coJiepiKalecs B PETUCTPALIMOHHOM JIOChE Ha 3aperMCTPUPOBAHHBIM JIEKAPCTBEHHBIN Ipemnapar uisd
MEAUIMHCKOTO MPUMEHEHHUs, NPEICTaBICHHOIO INPOU3BOANUTEIEM JIEKAPCTBEHHBIX IPENapaToB WM
YIOJTHOMOYEHHBIM MM JIMIIOM B COOTBETCTBMM C HacToAmuM @DenepalbHbIM  3aKOHOM B
YIOJIHOMOYECHHBIN (peiepaabHbIil OpraH UCIOJHUTENbHOM BiacTu 10 1 mapta 2011 roga, 6e3 TpeboBanus
yILIaThl TOCYAApCTBEHHOM MOLUIMHBI, IPETyCMOTPEHHON 3aKOHOAATENLCTBOM Pocculickont @enepanuu o
Hajorax u coopax.

(vactsb 3.3 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.4. Bpimaua pazpenieHuid Ha TPOBEACHHE KIMHHUYECKUX HCCIIEIOBAHUN JIEKAPCTBEHHBIX
MpenaparoB Uil MEAUIUHCKOrO NMPUMEHEHHUS 1O 3asBICHUSM, MOJIAHHBIM J0 JHS BCTYIUICHHS B CHUILY
Hacrosiero denepanbHOTO 3aKOHA, a TAK)KE IO 3asBIICHUSIM, TTOJAHHBIM TTOCJIE JHS BCTYIUICHUS B CUITY
Hacrosiniero denepanbHOro 3aK0HAa HA OCHOBAHMM JKCIEPTU3, TPOBEACHHBIX 10 JHS BCTYIUICHUS B CHILY
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?:Ele‘?:;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 03.05.2023

Hacrosuiero denepaJbHOrO 3aKOHA, OCYLIECTBISAETCS B COOTBETCTBUM C HacrosmuMm dDenepalbHbIM
3aKOHOM Ha OCHOBaHHUM JOKYMEHTOB M JAHHBIX, IPEICTABICHHBIX WU ITOJIyYEHHBIX A0 IHS BCTYIUICHMS
B cuily Hacrosmero denepanbHoro 3aK0Ha, a TAKKE Ha OCHOBAHUM KOIMU IIPEABAPUTENBHOIO JOr0OBOPa
00513aTENIbHOTO ~ CTPAXOBAaHUS  KM3HM, 3/0pOBbSl IAIlMEHTOB, YYacTBYIOUIMX B  KIMHUYECKOM
HCCIIEA0BAHUM JIEKAPCTBEHHOIO IIpernapara i MEIULIMHCKOTO IPUMEHEHMUS, WIM KOIHUU JOroBOpa
00513aTENIBHOTO ~ CTPAXOBAaHUS  KM3HHM, 3/0pOBbSl IAllMEHTOB, YYacTBYIOUIMX B  KIMHUYECKOM
WCCIICIOBAaHUH JICKAPCTBEHHOTO Mpernapara s MEIUIIMHCKOTO MPUMEHEHHs, JHOO0 IMpelCTaBICHHON
KOIIMM J0roBOpa 0053aTeIbHOI0 CTPAXOBAHUS, 3AKJIIOUEHHOTO B COOTBETCTBUU C TUIIOBBIMM IIPAaBUIAMU
00513aTeNIbHOTO CTPaxXxOBaHUsS, C YKa3aHHEM NpeAeTIbHON YHCICHHOCTH IAlMEHTOB, YYacCTBYIOIIUX B
KJIMHUYECKOM HCCIIEZIOBAaHUM JIEKAPCTBEHHOI'O IIpernapara i MEIULUHCKOro IpUMEHEeHMs, O0e3
TpeOOBaHUS YIUIATHl TOCYNAPCTBEHHON IOILIMHBI, MPEAYCMOTPEHHON 3aKOHOAATENLCTBOM Poccuiickoit
®enepanuu o Hanorax u coopax.

(uactb 3.4 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.5. 3apeructpupoBaHHbIE B HHOCTPAHHOW BAJIIOTE 10 AHS BCTYIUIEHHS B CHJIY HAacCTOSLIErO
®denepanbHOTO 3aKOHA MPEIETbHBIE OTITYCKHBIC IIEHBl MHOCTPAHHBIX TPOU3BOAMUTEIICH HA JIEKAPCTBEHHbBIC
npemnapaThl, BKJIIOYCHHBIE B IE€PEUYCHb KU3HEHHO HEOOXOAUMBIX M BaXKHEMIIUX JEKapCTBEHHBIX
IpenaparoB, MOJIeKAT nepecuery B pyonu no kypey LlenTpansaoro 6anka Poccuiickoit @enepannu Ha
naty, ycraHoBieHHylo [IpaButenbctBoM Poccuiickoit @eneparuu, 0e3 NpeacTaBICHUs 3asSBICHHUS O
repecyeTe eHbl ¢ BHECEHUEM COOTBETCTBYIOIIMX M3MEHEHUN B rOCYIApPCTBEHHBIN PEECTpP MPEeaesIbHBIX
OTIIYCKHBIX IIEH IPOU3BOAMTENECH Ha JIEKApCTBEHHBIC MpEnaparhbl, BKIOUYEHHbIC B MEpPEUYeHb JKU3HEHHO
HEOOXOIMMBIX ¥ BOKHEHUIIIHX JICKAPCTBEHHBIX TIPEIIapaToB.

(uacts 3.5 BBeneHa @enepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.6. 3aperucTpupoBaHHbIE JO JHS BCTYIUIEHUST B cuily Hactosmero ®denepaibHOro 3akoHa
npeleibHble OTIYCKHBIE II€Hbl POCCHMCKMX MPOU3BOAUTENICH Ha JIGKAPCTBEHHBIC IpENapaThl,
BKJIFOUCHHBIC B TIEPEUCHb JKU3HEHHO HEOOXOIMMBIX W BaXHEHINNUX JICKAPCTBEHHBIX IPENapaToB,
noanexxar wuHaekcauu c¢ 1 HosOps 2010 roma wmcxods W3 MPOTHO3UPYEMOTO YPOBHS WHQISAINH,
ycTaHoBjieHHOro deepanbHbIM 3ak0HOM OT 2 nekadbps 2009 romxa N 308-D3 "O denepanpHoM OroKETE
Ha 2010 rox u Ha nnanoBsli nepuo 2011 u 2012 ronos" Ha 2011 rox.

(dactp 3.6 BBeneHa denepanbubiM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. Illocne 1 mapta 2011 roga He nomyckaroTCs IPOU3BOJACTBO U BBO3 B Poccuiickyro Denepanuo
JIEKapCTBEHHBIX MPENapaToB B YIIAKOBKaX ¢ MApKUPOBKOM, KOTOpast Obljla HAHECEHA J0 JIHS BCTYIJICHUS B
cwiy Hactosawmero PenepanbHoro 3akoHa. 110 McredeHMM yka3aHHOTO CpOKa JaHHBIE JIEKAPCTBEHHBIE
npenapaTbl MOTYT OTIYCKaThbCsl, PEaIn30BBIBATHCS, MEpEeAaBaTbCsl M NPUMEHATHCS A0 HCTEUYEHUS HUX
CpOKa rOJJHOCTH.

(B pen. DenepanbHbix 3akoHOB 0T 29.11.2010 N 313-®3, ot 06.12.2011 N 409-D3)

4. Co nHa BCTyIuleHMsI B cuily Hactosawmero PenepanbHoro 3akoHa U no 30 ampens 2011 ronpa
BKJIIOUMTENBHO JIOMYCKAaeTCs IMPOBEIEHUE OSKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB  SKCIEPTaMHU
DKCIIEPTHOTO  YUPEXKACHHS [0 TMPOXOXKIAEHWS MMM aTTeCTallud B TOPSAAKE, YCTAaHOBIEHHOM
YIOJTHOMOYEHHBIM (e/IepalbHbIM OPTaHOM HCTIOTHUTEIbHON BIACTH.

5. Co gus BeTyruleHus: B cuiy Hacrosuiero ®enepanbHoro 3akoHa u no 31 gexadbps 2013 rona
BKJIFOUHTEIBHO OCYLIECTBISIETCS MEPeXo/l K MPOU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU C
IIpaBWJIaMH OpPTaHU3alMi MPOU3BOACTBA U KOHTPOJISI KA4ECTBA JIEKAPCTBEHHBIX CPENCTB, YKa3aHHBIMU B
gacti 1 cratebum 45 Hacrosmero @denepaqbHOrO 3aKoHa, B TOJHOM oObeMe. Cpoku mepexonaa
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 03.05.2023

MPOU3BOJACTBA JIEKAPCTBEHHBIX CPEACTB K UX IPOU3BOACTBY B COOTBETCTBUM C KOHKPETHBIMHU
TpeOOBaHUSMU [JAaHHBIX MpPaBWJI, BKJIIOYAs CPOKU AaTTECTAllMM YIOJIHOMOYEHHBIX JIHUI], yYKa3aHHBIX B
gacTsix 6 u 7 cratbu 45 Hacrosimero deneparbHOrO 3aKoHa, ycTaHaBiuBaroTcs [IpaBuTenbcTBOM
Poccuiickoit @eneparuu.

6. JluueH3uu Ha TPOU3BOJACTBO JIEKAPCTBEHHBIX CPEACTB, BblAaHHble 10 1 sHBaps 2014 ropa,
nercTByroT nocie 1 staBapst 2014 roga A0 MCTEUEHUS] CpOKa MX JAEHUCTBHUS IMPU YCIOBHM COOTBETCTBUS
JUIEH3MaTa TpaBUjaM OpraHu3alMy MPOU3BOJICTBA M KOHTPOJISI KAauecTBa JICKAPCTBEHHBIX CPEJICTB,
yKa3aHHbBIM B yacTu | ctaThu 45 Hacrosero denepanbHOro 3aKOHa.

7. ®dopmupoBaHHE TOCYAAPCTBEHHOTO 3aJlaHUs Ha IPOBEACHHE JKCIEPTU3bl JICKAPCTBEHHBIX
cpencTB (deaepaabHOMY TOCYAAPCTBEHHOMY OIOKETHOMY YUPEKACHHUIO MO MPOBEACHUIO IKCIEPTU3BI
JIEKaPCTBEHHBIX CPEJICTB M (PMHAHCOBOE OOCCIICUCHUE BBITIOJHEHUSI 3TOTO 3aJIaHUSl OCYIIECTBIISIFOTCS B
nopsiike, ycraHoBiieHHOM PDenepanbHbIM 3ak0HOM OT 12 siuBaps 1996 rona N 7-@3 "O HekoMMepUecKux
opraHuzanusx".

(uacts 7 BBeneHna denepanbubiM 3aKkoHOM 0T 29.11.2010 N 313-D3)

[Ipe3naent
Poccniickoit ®enepanuun
JA.MEJIBEJIEB
Mocksa, Kpemiib
12 anpens 2010 roga
N 61-®3
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