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12 anpens 2010 roga N 61-P3

POCCUUCKAA ®EOEPALMA
®EOEPAIbHbIA 3AKOH
Ob OBPALLEHWUN NNEKAPCTBEHHbIX CPEACTB

[Ipunst
l'ocynapctBennoi Jlymoit
24 mapta 2010 rona

Onobpen
Coserom Penepanuu
31 mapra 2010 rona

CHHCOK M3MEHSIOLINX 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,
o1 27.12.2019 N 475-®3, ot 27.12.2019 N 478-®3, ot 27.12.2019 N 481-D3,

ot 26.03.2020 N 67-®3, ot 01.04.2020 N 98-®3, ot 03.04.2020 N 105-D3,
ot 13.07.2020 N 206-®3, ot 08.12.2020 N 429-®3, ot 22.12.2020 N 444-D3,
or 11.06.2021 N 170-®3)

Masa 1. OBLWUE NOJIOXKEHUA
CraTtbsa 1. MpeameT perynupoBaHus HacTosilero PeaepanbHOro 3akoHa

I. Hacrosmmit ®enepanbHblii 3aKOH pEryjaupyeT OTHOILIEHHs, BO3HHMKAKOIIAE B CBA3U C
oOparieHueM - pa3paboTKOH, MOKIMHUYECKMMHU MCCIEOBAHUSAMH, KIMHMUYECKUMM HCCIIEeIOBaHUAMH,
JKCIEPTHU30M, TOCYAAPCTBEHHOM PpErucTpanueil, co CTaHAapTh3aluMed M C KOHTPOJEM KayecTsa,
MIPOU3BOJCTBOM, M3IOTOBICEHUEM, XPAaHCHHUEM, IEPEeBO3KOM, BBO30M B Poccuiickyro denepanuto,
BbIBO30M U3 Poccuiickoit denepannu, pekiamoi, OTIIYCKOM, peain3aliel, nepeaadyeii, NpuMeHEHHEM,
YHUUYTOXKEHUEM JIEKAPCTBEHHBIX CPEICTB.
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

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

2. Hacrosmmii @enepanbHblil 3aKOH yCTaHABINBACT IPHOPUTET TOCYAAPCTBEHHOTO PETYINPOBAHHUS
0e30macHOCTH, KauecTBa U 3(P(HEKTUBHOCTH JIEKAPCTBEHHBIX CPEACTB PU UX OOpPAICHUH.
(B pen. @enepanpHoro 3akoHa ot 25.06.2012 N 93-03)

CraTtba 2. Ccepa npumeHeHUsA HacTosiwero ®PenepanbHOro 3akoHa

Hacrosmuit denepanbHblil 3aKOH INPUMEHSIETCS K OTHOIIEHUSM, BO3HHUKAIOIIMM MpPH OOpaleHUH
JIEKApCTBEHHBIX CPEICTB Ha Tepputopuu Poccuiickon Penepanuu.

CraTtba 3. 3akoHOAaTeNnbLCTBO 06 OOpaLLeHNn NeKapCcTBEeHHbIX CpeacTB

1. 3akoHOmaTenbCTBO 00 OOpaIieHUH JIEKAPCTBEHHBIX CPEACTB COCTOUT M3 HACTOSIIETO
@denepallbHOTO 3aKOHA, APYruX ¢eAepanbHbIX 3aKOHOB M HMHBIX HOPMATHUBHBIX TPAaBOBBIX aKTOB
Poccuiickoit denepanumn.

1.1. 3akoHOIATENBCTBO 00 OOpAIIEHUH JIEKAPCTBEHHBIX CPEJCTB B OTHOIICHUH FOPUINYECKUX JIUIL U
UHIUBUAYAIBbHBIX  IpEIIPUHUMATENCH,  OCYIIECTBISAIOIIUMX  JEATEJIBHOCTH  HAa  TEPPUTOPHUH
MEXIYHApOJAHOTO MEIUIIMHCKOTO KjacTepa, MPUMEHSETCS C y4eTOM OCOOEHHOCTEW, YCTaHOBJICHHBIX
®enepanbHbiM 3aKOHOM "O MEXIYHApOJAHOM MEIUIIMHCKOM KJIAaCTepe M BHECEHHWU W3MEHEHUU B
OTJeNbHbIE 3aKOHOaTeNbHbIe akThl Poccuiickoit denepanmu.

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

2. [leiictBue Hacrosuiero denepanbHOro 3aKOHa PAcpoOCTpaHsIeTCs Ha O0palieHne HApKOTHYECKIX
JIEKAPCTBEHHBIX CPEJICTB M TCUXOTPOIHBIX JIEKAPCTBEHHBIX CPEJACTB C Y4YE€TOM OCOOCHHOCTEH,
YCTAHOBJICHHBIX  3aKkOoHOAATeNbCTBOM  Poccuiickoni ®denepauuu 0 HAPKOTUYECKUX  CPEICTBAX,
TICUXOTPOIHBIX BEIIECTBAX U 00 UX MPEKypCOpax.

3. Jei#ictBue Hacrosimero @DenepanrbHOrO 3aKOHAa  pacHpocTpaHseTcs Ha  oOpalieHue
paguodapMaleBTUYECKUX JIEKAPCTBEHHBIX CPEACTB C YUYE€TOM OCOOEHHOCTEH, YCTaHOBJIEHHBIX
3akoHoaarenscTBOM Poccuiickoit denepainu B o01actu oOecreueHns paaualioOHHON 6€30MacCHOCTH.

4. Ecnu mexayHapoaHeIM foroBopoM Poccuiickoit denepanny yCTaHOBJIEHBI MHBIE MIpaBWiIa, YEM
T€, KOTOpBIE NPEAyCMOTpeHbl HacroAmuM DenepanbHbIM  3aKOHOM, IIPUMEHSIOTCS IIpaBUia
MEXIYHapOAHOIO JOTrOBOpA.

4.1. PemeHuss MeEXroCcylapCTBEHHBIX OpPraHOB, NPHUHATHIE Ha OCHOBAaHWU  IIOJIOKEHUI
MEXIYHAPOAHBIX J0roBopoB Poccuiickonn ®enepauum B HMX HCTOJKOBAaHWUH, INPOTHBOPEYAIIEM
Konctutynun Poccuiickont @enepanuu, He nomyexar ucnoiaHenuto B Poccuiickont @enepanuu. Takoe
IIPOTUBOPEYNE MOXKET OBITH YCTAHOBJIEHO B TOPSAKE, ONpPENEICHHOM (eepalbHbIM KOHCTUTYLIMOHHBIM
3aKOHOM.

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

5. B Poccuiickoii @enepani B COOTBETCTBUU C MEXKIYHAapOAHBIMU Jorosopamu Poccuiickon
@enepau M (WIM) Ha OCHOBE NPHUHIIMIA B3aUMHOCTH TPU3HAIOTCA PE3YIbTAaThl KIMHUYECKHX
UCCIEAOBAHUMN JIEKAPCTBEHHBIX IIPENApaToB Ul MEIULHMHCKOTO IPUMEHEHMs, IIPOBEICHHBIX 3a
npeaenamMu treppuropun Poccuiickonn @enepanyu.
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?:,iie?:ﬂbgé 32%'(205 ot 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"06 obpalleHnn nekapcTBEHHbIX cpeacTs” Aata coxpanerua: 11.01.2022

CrtaTtbsA 4. OCHOBHbIE NOHATUA, UCNONb3yeMble B HacTosiweM PeagepanbHOM 3aKOHe

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

1) nekapCTBEHHBIC CpEICTBA - BEIIECTBA WM HMX KOMOWHAIIMW, BCTYMAIOIIME B KOHTAKT C
OpPraHM3MOM YEJIOBEKa WJIM JKMBOTHOI'O, NPOHUKAIOIIME B OPraHbl, TKAHH OpraHU3Ma YeJOBEeKa WIIN
KUBOTHOTO, TPUMEHSEMbIC JUIsI MPOQPUIAKTHKH, TUATHOCTUKU (32 WCKIIOYCHHEM BEIISCTB WU UX
KOMOHMHAIIMIA, HE KOHTAaKTUPYIOIIMX C OPraHU3MOM 4YeJIOBEKa WIIM KMBOTHOTO), JICUCHHS 3a00JICBaHUS,
peabunuTanyu, sl COXpaHEHUs, IPEIOTBPALICHUS WIH MPEPhIBaHUs OEPEMEHHOCTH W TIOJYYCHHBIC W3
KpPOBH, IUIa3Mbl KPOBH, U3 OPraHOB, TKAHEH OpraHW3Ma 4ejOBeKa WM )KHBOTHOTO, PACTCHUH, MHHEPAJIOB
METOJIaMU CHHTE3a WM C MPUMEHEHHEM OHMOJOTHMYECKHUX TEXHOJOrmi. K JeKkapcTBEHHBIM CpelcTBaM
OTHOCSTCS (papMaleBTHICCKUE CYOCTAHIIMU U JIEKAPCTBECHHBIC TIPETIaparhl;

2) ¢apmareBTHUECKasi CyOCTaHIUS - JIEKAPCTBEHHOE CPEICTBO B BHJE OJHOTO WIJIM HECKOJIBKUX
obnaiaromux GapMakoIOru4ecKoi aKTUBHOCTBIO JACHCTBYIOIIMX BEIIECTB BHE 3aBUCUMOCTH OT IPUPOJIBI
MPOUCXOXKACHUS, KOTOpPOE IMpeJHa3HAuYeHO JJIsi IPOU3BOJCTBA, W3TOTOBJICHHS JIEKAPCTBEHHBIX
IpenaparoB U onpeaeisieT ux 3PGeKTUBHOCTD;

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

3) BCIIOMOTI'aTCIBHBIC BCIICCTBA - BCIICCTBA HCOPraHn4CcCKoro HnIn OpPraHu4cCKoro
MPOUCXOKACHUA, UCITOJIB3YEMBIC B ITPOLECCE IMPOU3BOACTBA, U3TOTOBJICHUA JICKAPCTBCHHBIX IIPCIIAPaTOB
IJI1 IpUuJAaHusa UM HCO6XOI[I/IMLIX (1)I/I3I/IKO-XI/IMI/I‘IGCKI/IX CBOfICTB;

4) nexapcTBEHHBIE Mperaparsl - JIEKAPCTBEHHBIE CPEICTBA B BHUAE JIEKAPCTBEHHBIX (HOpM,
IpUMEHsieMble JJI1  NMPO(UIAKTUKM, JUArHOCTUKHU, JI€YeHHs 3aboieBaHUs, peaOMIUTaLuu, MAJs
COXpPaHEHHUs, IPEIOTBPALLCHHSI WU PEpbIBaHUs OEPEMEHHOCTH;

5) nekapcTBeHHas (popma - COCTOsSIHHE JIEKAPCTBEHHOTO MperapaTa, COOTBETCTBYIOIEE Crioco0am
€ro BBEJICHUS M IPUMEHEHHS U 00ECIIeYMBaIOIIee TOCTIKEHIE HE00X0IMMOTO JieueOHoro A dexra;

5.1) mo3upoBKa - cofepKaHue OJJHOTO MU HECKOIBKHUX NEHCTBYIONIUX BEIIECTB B KOINYECTBEHHOM
BBIDOKCHUHM Ha EIWHUIYy JO03bl, WIM EIUHUIy 00beMa, WIM EIUHHUIy MacChl B COOTBETCTBUHU C
JmeKapcTBeHHOM Qopmoit nubO I  HEKOTOPBIX BHUIOB JIEKAPCTBEHHBIX (POPM  KOJIMYECTBO
BBICBOOOKITAEMOTO U3 JIEKAPCTBEHHOU (DOPMBI IEHCTBYIONIETO BEIIECTBA 32 €UHUILY BPEMEHH;

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

6) epevyeHb JKU3HEHHO HEOOXOAMMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB - YTBEPK1aeMbIii
[TpaButenscTBoM Poccuiickoit ®@enepanny mepedeHb JIEKapCTBEHHBIX TMPENapaToB ISl MEAMIIUHCKOTO
MPUMCHCHUA, O6CCHC‘~H/IBaIOHII/IX MPHUOPUTCTHEBIC HOTp€6HOCTI/I 3ApPaBOOXPAHCHUS B LCIIAX HpO(i)I/IJ'IaKTI/IKI/I
U JedeHus: 3a00JeBaHUl, B TOM 4YHMCIIe Mpeolragaonx B CTPYKType 3abosieBaeMocTH B Poccuiickoit
denepanuu;

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

6.1) opdanHble JeKapCTBEHHbIE Ipenaparhl - JEKapCTBEHHbIE Ipernaparhl, IpelHa3HaueHHbIE
UCKJIIOUUTENILHO JJIs1 JUAarHOCTHUKM WIM TaTOT€HETHYECKOro JieueHHs (JIeYeHUus, HalpaBJI€HHOTO Ha
MEXaHHU3M pa3BUTHsI 3a00s1eBaHUs) peaKUX (OppaHHbIX) 3a00JI€BaHUA;

(m. 6.1 BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

6.2) Oumonoruyeckue IEKapCTBEHHBIC TMpernaparbl - JEKapCTBEHHBIC MpeNaparhbl, IEHCTBYOIICE
BEIIECTBO KOTOPBIX MPOU3BEJCHO HIIM BBIJICICHO M3 OMOJOTHYECKOTO0 MCTOYHHWKA M JUIS OINPEICIICHUS
CBOWCTB M KauecTBa KOTOPBIX HEOOXOJAMMa KOMOHWHAIWS OWOIIOTUYECKUX H (DU3HKO-XUMUYESCKUX
MeTofoB. K OHoIOTMYecKMM JICKQpCTBEHHBIM IperapaTtaM OTHOCATCS HMMMYHOOHOJIOTHYECKUE
JIEKapCTBCHHBIC TIperapaThl, JICKAPCTBEHHBIC IpEnaparhl, IMOJYYCHHBIE W3 KPOBH, IUJIa3Mbl KPOBHU
YeJOBeKa M JKUBOTHBIX (32 MCKIIFOUYCHHEM IEIbHOW KpPOBH), OMOTEXHOJOTMYECKHE JICKApPCTBEHHBIE
IpernapaTsl, TCHOTEPANIEBTUICCKIE JIEKAPCTBCHHBIE TPENapaThl;

(. 6.2 BBeaeH DenepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

7) WMMYHOOHMOJOTMYECKHE JICKAPCTBEHHBIE TMpenaparbl - JICKAPCTBEHHBIC  IpEnaparsl,
npelHa3HauYeHHble A (GOPMUPOBAHUSA AKTUBHOTO WJIM MACCHUBHOIO MMMYHHUTETa JUOO JMAarHOCTUKU
HaJIn4us HUMMYHUTCTA 501041 JUArHOCTUKHN CHCI_[I/I(bI/I‘-IeCKOI‘O HpI/IOGpeTeHHOFO HU3MCHCHUA
MMMYHOJIOTMYECKOTO  OTBETa Ha  ajuleprusupyronie BemiectBa. K UMMyHOOMONIOTHYECKUM
JICKAapCTBCHHBIM npemnaparamMm OTHOCSATCSA BaKIIMHBI, AHAaTOKCHUHBI, TOKCHUHBI, CBIBOPOTKH,
MMMYHOTJIOOYJIMHBI U aJUIEPTeHBI;

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

7.1) GMOTEXHOJIOTUYECKHE JIEKAPCTBEHHBIE TPEeraparhl - JIEKApCTBEHHbBIE MTPernapaTsl, IPOU3BOACTBO
KOTOPBIX OCYIIECTBISETCS C UCIOJIb30BAaHUEM OMOTEXHOJIOTHYECKUX MPOILIECCOB M METOJIOB (B TOM UHCIIE
JIHK-pekoMOMHAHTHON TEXHOJOTHH, TEXHOJIOTUU KOHTPOJIUPYEMON SKCIPECCHH T'€HOB, KOJIUPYIOLINX
OMOJIOTMYECKH aKTHBHBIC OCJKW B MPOKAPHOTaX MW DJYKApHOTaX, BKIIOYas W3MEHEHHBIC KIICTKU
MJIEKOTMTAOIINX ), THOPUIOMHOTO METO/1a M METOZa MOHOKJIOHAIbHBIX aHTUTEIL;

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

7.2) TreHOTepaleBTHYECKHE JIEKAPCTBEHHBbIE Ipemaparbl -  JIEKAPCTBEHHbIE  IPEnaparsl,
dapmarieBTHYecKass CyOCTaHIMA KOTOPBIX SIBISETCS PEKOMOWHAHTHON HYKJIEWHOBOH KHCIIOTOM WM
BKJIIOYaeT B ce0s pPEKOMOMHAHTHYIO HYKJIEMHOBYIO KHUCJIOTY, IO3BOJISIOUIYI0 OCYLIECTBISATh
peryianupoBaHue, penapalmio, 3aMeHy, 100aBIeHUEe WIN yAAJICeHHE TeHETHYECKON MOCIeI0BATENbHOCTH;
(m. 7.2 BBeneH denepanbHbpIM 3aK0HOM 0T 22.12.2014 N 429-03)

8) HaApKOTHUYECKHE JICKAPCTBEHHBIE CPEJCTBA - JICKAPCTBEHHBIE MpenapaThl U (papMareBTUUECKUE
CyOCTaHIIMM, COJepKallhue HApKOTHYECKHE CPeICTBAa M BKIIOUYEHHBbIE B [lepedyeHb HApKOTUYECKUX
CPEACTB, IICUXOTPOIHBIX BEIIECTB W HX MPEKYpCOPOB, MOJIEKAIMX KOHTpoiI B Poccuiickoi
@denepanyy, B COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccuiickoir denepaunu, MeEXIYHAPOIHBIMU
norosopamu Poccuiickoit @enepannn, B ToM yuciae ENMHON KOHBEHIMENH O HAPKOTHYECKHUX CPEICTBAX
1961 rona;

9) MCUXOTPOIHBIE JIEKAPCTBEHHBIE CPENICTBA - JICKAPCTBEHHBIC MperapaThl U (hapMaleBTHUECKUE
CyOCTaHIIMH, COJeprKallhe TMCUXOTPOMHBIE BellecTBa W BKIIOUEHHble B [lepedeHb HApPKOTUYECKUX
CPEACTB, ICUXOTPOIHBIX BEIIECTB W HX MPEKYpCOPOB, MOJIEKAIMX KOHTpoI B Poccuiickoi
@denepanyy, B COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccuiickoir denepaunu, MeEXIYHAPOIHBIMU
noroBopamu Poccuiickoit denepannu, B ToM yucie KoHBEHIMEN O MCUXOTPOINHBIX BemiectBax 1971
roja;

10) paanodapmanieBTHUECKHE JIEKapCTBEHHbIE CPEACTBA - JIEKAPCTBEHHbIE CPEACTBA, KOTOpHIE
COJZIep>KaT B TOTOBOM JUIsI MCIIOJIb30BaHUS (hOpME OJTUH PAAMOHYKIIHMA WIH HECKOJBKO PaJIUOHYKIUIOB
(pamnoaKTUBHBIX U30TOTIOB);
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

10.1) opurvHanpHBIM JEKApCTBEHHBIM IHpenapar - JIEKapCTBEHHBI Ipernapar ¢ HOBBIM
JEHCTBYIOIIMM BEIIECTBOM, KOTOPBIA IMEpPBBIM 3apeructpupoBaH B Poccuiickoii denepanuu uiau B
MHOCTPAHHBIX TOCYJapCTBAaX HA OCHOBAHUU PE3YJIbTATOB JTOKIMHUUECKUX MCCIEA0BAHNUN JIEKAPCTBEHHBIX
CPEICTB U KIMHUYECKHX HCCIIEIOBAaHUI JIEKApCTBEHHBIX IMPENapaToB, MOATBEPKAAIOIINX €ro KauyecTBo,
3¢ (HeKTHBHOCTL U 0€30MaCHOCTH;

(. 10.1 BBenen denepanbHbiM 3ak0HOM OT 27.12.2019 N 475-D3)

11) pedepeHTHBIH JeKapCTBEHHBIN Mpenapar - JIEKapCTBEHHBIN MpenapaT, KOTOPBIH HCIIONb3YeTCs
JUIS OLICHKU OMOSKBHUBAJIEHTHOCTH WJIM T€PAIeBTHUECKOI SKBUBAJICHTHOCTH, KauecTBa, 3 (HEeKTUBHOCTH U
0€30MacCHOCTH BOCIIPOM3BEJCHHOTO JICKAPCTBEHHOTO TpernapaTra Wid OMO0aHaJoroBoro (6Momogjo0HOro)
JIEKapCTBEHHOT O mpenapara (6uoanasnora). B xadyectBe pedepeHTHOro JeKapCTBEHHOrO IperapaTa Jyis
MEIUIMHCKOTO TPUMEHEHUS HCIOIb3YeTCs OpPUTHHAIBHBIM JIeKapCTBEHHBIM mpenapar aubo, eciu
OpPUTHHAJIIbHBINA JIGKAPCTBEHHBIM Mpernapar He 3aperucTpupoBaH WM HE HAXOAWTCS B o0opoTe B
Poccuiickoit ®enepanyy 1 He HAXOIUTCS B 000pOTE€ B MHOCTPAHHBIX TOCYAApPCTBAX, BOCIIPOU3BEICHHBIH
JIEKapCTBEHHBIN MperapaT Wi 0MoaHaIOroBbIi (OMOITOA00HBIN) JIEKapCTBEHHBIN Mpenapat (OrnoaHasor),
KOTOPBIA TEPBBIM 3aperucTpUpPOBAH W3 4MCIa Haxondmuxcsi B obopore B Poccuiickoit denepanuu,
OMOPKBUBAJIGHTHOCTh WJIM  TEpaleBTUYECKas JKBHUBAJIEHTHOCTh, KadecTBO, J(OPEeKTUBHOCTH U
0€30MacHOCTh KOTOPOTO OI[CHUBAJIKCH 110 OTHOIICHHUIO K OPUTHHAIBLHOMY JIEKapCTBEHHOMY Iperapary, a
Takke KadecTBO, dS(QPeKTUBHOCTH U 0O€30MaCHOCTh KOTOPOTO MOATBEPXKIAIOTCA pe3yIbTaTaMU
(dapMakoHaa30pa U MPOBEPOK COOTBETCTBUSA JIEKAPCTBEHHBIX CPEACTB, HAXOMAAIIMXCS B TPaXIaHCKOM
000poTe, YyCTAaHOBIIEHHBIM TpeOOBaHMIM K UX KadecTBy. B kadecTBe pedepeHTHOro JIeKapCTBEHHOTO
mpenapara JUis  BETEPHHAPHOTO IMPHUMEHEHHsS HCIONb3YeTCs JIEKAapCTBEHHBIM —Ipemapar s
BETEPUHAPHOTO TPUMEHEHUs, 3apeructpupoBaHHbli B Poccuiickoii ®enepanuu Ha OCHOBaHHUH
pe3yIabTaTOB AOKIMHHYECKHX MCCIEIOBAHUI JIEKAPCTBEHHBIX CPEICTB U KIMHUYECKUX HCCIIEIOBaHHUN
JIEKapCTBEHHBIX MPENapaToB, MOATBEPKAAIONINX €0 KauecTBO, 3((HEKTUBHOCTH U 0€30MaCHOCTb;
(m. 11 B pen. denepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

12) Bocipou3BeICHHBII JIEKAPCTBEHHBIN Mpemnapar - JeKapCTBEHHBIN MpenapaT sl MEAUIIHHCKOTO
MPUMEHEHHUsI, KOTOPBIH HMMEET JKBUBAJIEHTHBIM pedepeHTHOMY JIEKapCTBEHHOMY Ipemnapary
KaueCTBEHHBIM COCTaB M KOJMYECTBEHHBIM COCTAaB JACHCTBYIOLIMX BEIIECTB B HKBUBAJICHTHOU
JIeKapCTBeHHOU (opme, OO JIEKapCTBEHHBIN Mpenapar sl BETEPUHAPHOTO MPUMEHEHHUsS, KOTOPBIMA
UMEeT TaKue JKe, 4YTO M pedepeHTHBI IJeKapCTBEHHBIH Mpernapar, KauyeCTBEHHBIH COCTaB U
KOJIMYECTBEHHBI  COCTaB  JEHCTBYIOIIMX BEIIECTB B TaKOWM Ke JIEKapCTBEHHOW  (opwme,
OMODKBHBAJIEHTHOCTh  WJIM  TepaleBTUYEeCcKas HOKBUBAJIEHTHOCTh KOTOPBIX  COOTBETCTBYIOIIEMY
pedepeHTHOMY JIEKapCTBEHHOMY TIpernapary MoATBEPIKIEHA COOTBETCTBYIOIIMMH HCCIICIOBAHUSIMH;

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

121) TEPANICBTUYCCKAA SKBUBAJICHTHOCTD JICKAPCTBCHHBIX IMPEIApPaTOB - JOCTUIKCHNUE KIIMHUYCCKU
COINIOCTAaBUMBIX TepaneBTUYecKoro s¢dexra M mnokaszareneid 3¢p(EeKTUBHOCTH M 0€30IacHOCTH MpHU
MNPUMCHCHUN JICKAPCTBCHHBIX IMpPCaparoB A MEAULOUHCKOIO NPHUMECHCHHA, MMCIOINIUX OJHO
MEXJIyHApOJAHOE HEMAaTeHTOBaHHOEe (WM XHMMHUYECKOe, WM TPYNNHPOBOYHOE) HAMMEHOBaHUE, B
OKBHUBAJICHTHBIX AJO3HWPOBKax I10 OJHUM M TEM XKC IMOKAa3aHUAM K NPUMCHCHHIO W IIPpU OJUHAKOBOM
crioco0e BBEJICHHS Y OIHOM U TOH k€ TPYIIBI OOJIbHBIX;

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

12.2) 6uoananoroBbiii (6MONMOO00HBIN) JEKapCTBEHHBIN Mpenapar (0noaHayor) - OMOJIOTHYECKUMA
JICKApCTBEHHBIN TIperapar, CXOXKHH 10 IMapaMeTpaM KadecTBa, (P(EKTUBHOCTH M OE30MACHOCTH C
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

pedepeHTHBIM OMOIOTUYECKUM JIEKAPCTBEHHBIM IIpenapaToM B TaKOil ke JeKapCTBEHHOH (opme u
MMEIOIIUI UJICHTUYHbIN c110cOO BBEACHNUS;
(m. 12.2 BBeneH PenepasibHbIM 3aK0HOM OT 22.12.2014 N 429-03)

12.3) B3ammo3aMeHsAEMBbIN JICKAPCTBEHHBIM Tpemnapar - JEKapCTBEHHBIN IMperapaT ¢ JI0Ka3aHHOMN
TEPareBTHUECKOW HKBUBAICHTHOCTHIO WM OMOIKBHUBAJICHTHOCTHIO B OTHOIICHUH pePEepeHTHOTO
JIEKapCTBEHHOT'O IpernapaTa, UMEIOINNA SKBUBAJIEHTHBIE €My Ka4€CTBEHHBIN COCTaB U KOJIHYECTBEHHBIH
COCTaB JCUCTBYIOIIMX BELIECTB, COCTAB BCIIOMOTATEIbHBIX BEIIECTB, JEKAPCTBEHHYIO (hOpMYy M CIOCOO
BBEJICHUS;

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

12.4) OWODKBUBAJIECHTHOCTh JIGKAPCTBEHHBIX MpENapaToB - JOCTH)KEHHE COIMOCTaBHUMBIX
MOKa3aTeJie CKOPOCTU BCACHIBAHUS, CTEIICHH MOCTYIICHUS K MECTY JIEMCTBUS U CKOPOCTU BBIBEACHUS
OJTHOTO WJIM HECKOJBKHUX OO0Magaronnx (HhapMakoIOTHYeCKON aKTUBHOCTBHIO JACHCTBYIOUIUX BELIECTB MPHU
MPUMEHEHUU JIEKAPCTBEHHBIX IMpENapaToB JUIsi MEIUIMHCKOrO TPUMEHEHHUS, HMEIOIINX OIHO
MEXAYHApOJAHOE HEMaTeHTOBaHHOE (MM XHMMHUYECKOE, WU TPYNINUPOBOYHOE) HAUMEHOBAHHE, B
SKBUBAJICHTHBIX JJO3UPOBKAX U MPU OJMHAKOBOM CIIOCOOE BBEIICHNUS,

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

13) nekapcTBEHHOE PACTUTEIBHOE CHIPHE - CBEKHE HJIM BBICYIICHHBIC PACTeHHs JIMOO MX YacCTH,
UCTIOJIb3yeMbIC JUIS TPOU3BOJICTBA JICKAPCTBEHHBIX CPEJICTB OpraHW3alMsIMU - IPOU3BOJAUTEIISIMU
JICKaPCTBCHHBIX CPEJICTB WJIM U3TOTOBJICHHS JICKAPCTBEHHBIX IPEMapaToB alTCUHBIMH OpPTaHHU3AIUsSMHU,
BETCPUHAPHBIMU aNTCYHBIMH OpPTaHHU3ALUSAMHU, MHIUBUIYAJIbHBIMH TMPEANPHUHAMATEISIME, UMEIOIIUMU
JMIICH3MIO HA (papMareBTUYECKYIO IeATEIbHOCTS;

14) nekapCTBEHHBIM pPACTUTENBHBIN Mpenapar - JEKapCTBEHHBIN Mperapar, MPOU3BEICHHBINH WM
M3TOTOBJICHHBINA U3 OAHOIO BUJA JIEKAPCTBEHHOT'O PACTUTEIBHOTO ChIPbs WM HECKOJBKHUX BHI0B TaKOTO
CBIPbS U pean3yeMblii B pacacoBaHHOM BHJI€ BO BTOPUYHOM (OTPEOUTENBCKOM) YITaKOBKE;

15) romeonaruyeckuil JeKapCTBEHHBIN Mpenapar - JeKapCTBEHHbIN Mpenapar, NPOU3BEACHHbIN WIH
M3TOTOBJIEHHBI W3  (apMaleBTHUECKOM CcyOcTaHIMM WM  (apMaleBTHUECKUX CyOcTaHIMHi B
COOTBETCTBUM C TpeOOBaHUSAMHU OOIIMX (apMaKONEWHBIX CTaTe K rOMEONaTHYECKUM JIEKapCTBEHHBIM
mpernapataM WIM B COOTBETCTBMM C TpeOOBaHMAMM (apMakoNeu CTpaHbl IMPOU3BOAUTENS TaKOTo
JIEKApCTBEHHOTO IIperapara;

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

16) MexIyHApOIHOE HETTATEHTOBAHHOE HAMMEHOBAHUE JICKAPCTBEHHOTO CPEJICTBA - HAUMEHOBaHUE
JCHCTBYIOIIETO  BellecTBa  (papMalleBTUYECKOW  CyOCTaHIMHM, pPEeKOMEHJOBaHHOe BcemupHoii
OpraHu3aIyei 3JpaBoOXpaHECHHUS;

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

17) TOproBoe HaWMMEHOBaHWE JICKAPCTBEHHOTO CpPEJICTBA - HAWMEHOBAHHE JIEKAPCTBEHHOTO
CpeICTBa, NPHUCBOEGHHOE €ro pa3padOTYMKOM, JAepkKaTreleM WIH BIAAENbIEM PEeruCTPAlMOHHOTO
YIOCTOBEPEHUS JICKAPCTBEHHOTO Mpernapara;

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

17.1) rpynmupoBOYHOE HAaMMEHOBAaHME JIEKAPCTBEHHOIO  Ipernapara - HaWMEHOBaHHE
JIEKAPCTBEHHOI'O IIperapaTra, HE UMEIOLIEro MEKIyHapOJHOIO HENAaTeHTOBAHHOI'O HAaWMEHOBAHMS, WIH
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

KOMOWHAIIMK JICKAPCTBEHHBIX MPENapaToB, WCIOJb3yeMO€ B LENAX OOBEIUHEHUS WX B TPYIIY IOA
€IMHBIM HAaMMEHOBAHUEM UCXOs U3 OJIMHAKOBOI'O COCTABA JAEHCTBYIOIIUX BEIIECTB;
(m. 17.1 BBeneH PenepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

18) obmias apmakoneiiHas cTaThs - JOKYMEHT, YTBEPKIACHHBINH YITOJIHOMOUYEHHBIM (he/iepaabHbIM
OpPraHOM HCIIOJHUTEIHHOW BIACTH M COJCPKAIIU TMepevyeHb MoKazareei KadecTBa W (MJIM) METOJIOB
KOHTPOJISI KavyecTBa KOHKPETHOW JICKApCTBEHHOW (OPMBI, JIEKAPCTBEHHOTO PACTUTEIBLHOTO CHIPbS,
OMMHCaHUsI OMOJIOTHYECKUX, OMOXUMUIECKUX, MUKPOOMOIOTHIECKIX, PU3NKO-XUMHUYECKUX, (PU3HUECKUX,
XUMHYECKHX W JPYTMX METOJIOB aHaju3a JICKQpCTBEHHOTO CpPEJCTBA, a TaKXKe TpeOOBaHHS K
UCIONIb3YEMBIM B LEJISAX TPOBEIACHHS JAHHOTO aHajiW3a pEaKkTUBaM, TUTPOBAHHBIM pPaCcTBOpPaM,
HHMKATOpaM;

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

19) ¢dapmakoneiiHas craTbs - JOKYMEHT, YTBEPXKICHHBIH YIIOJIHOMOYEHHBIM (herepaabHbIM
OopraHom HUCIIOTHUTEIBHOM BIACTH U coaepmamnﬁ MEpCUCHDb noKaszarTeJieil KauecTBa 1 MCTOAOB KOHTPOJIA
Ka4yecTBa JICKAPCTBEHHOTO CPE/ICTBA;

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

19.1) crangapTHble 00pa3lbl - BEIIECTBA, MOCPEACTBOM CPAaBHEHHS C KOTOPBIMH OCYLIECTBISETCS
KOHTPOJIb Ka4eCcTBAa HCCIEAYeMbBIX JIEKapCTBEHHBIX CPEACTB C IMOMOIIBI0 (PH3UKO-XUMHUYECKHX U
OMOJIOTMYECKUX METOOB B LIEIAX MOATBEP)KICHHUS COOTBETCTBHS JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUAM
HOPMAaTUBHOM JIOKyMEHTAallU{, YCTAHOBJIEHHBIM IPU OCYIIECTBICHUH I'OCYJapCTBEHHOMN perucrpanuu, u
KOTOpbIE HPUMEHSIOTCS AJIs KaJUOpPOBKM CTaHJAPTHBIX OOPA3lOB MPOU3BOAMTENS JIEKAPCTBEHHBIX
CPEICTB, HCIOJIb3YEMBIX JJISi KOHTPOJS KaueCcTBa M HHBIX LieJed Mpu OOpalleHUH JIEKapCTBEHHBIX
CPEACTB;

(m. 19.1 BBenen PenepasibHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

19.2) dapmakonelHplii cTaHIApTHBIA o0Opa3en - CTaHAAPTHBIM oOpasel, NpOU3BEIECHHBIH B
COOTBETCTBHHM C (papMaKoNeitHON CTaThel;
(n. 19.2 BBenen denepanbHbiM 3aKk0HOM 0T 22.12.2014 N 429-D3)

20) HOpMaTHBHas JOKyMEHTalUs - JOKYMEHT, COJEpXallluii MepeyeHb OINpeAeNsieMbIX II0
pe3yabTaTaM COOTBETCTBYIOIIMX OJKCIIEPTU3 IIOKAa3aTeJIel KayecTBa JIEKAPCTBEHHOI'O CpeAcTBa s
MEJIUILIMHCKOTO IPUMEHEHUS, METOJIOB KOHTPOJIS €ro Ka4eCTBa U YCTAaHOBJIEHHBIN €r0 IPOU3BOJIUTEIIEM;

21) HOPMaTUBHBIN TOKYMEHT - TOKYMEHT, CO/IEPKaIMNA MepeueHb ONnpeAessieMbIX M0 pe3yiabTaTaM
COOTBETCTBYIOIIMX OJKCHEPTHU3 TMOKa3aTeleld KayecTBa M (WJIM) METOJOB KOHTPOJIS KadecTBa
JeKapCcTBEHHON  (opMbl, omucaHus OHONOTUYECKUX, OHOXMMHUYECKHX, MHUKPOOHMOJIOTHUECKUX,
(GU3UKO-XMMHYECKUX, (PU3NUECKUX, XUMUYECKUX U JPYTUX METOJIOB aHalM3a JIEKapCTBEHHBIX CPEJCTB
JUIs. BETEPUHAPHOTO NMPUMEHEHHsI, TpeOOBaHMs K UCIOJIb3YEMbIM B LIENAX MPOBEIACHUS JaHHOTO aHaIu3a
peakThBaM, TATPOBAHHBIM PACTBOPAM, MHJINKATOPaM U YCTAHOBIIEHHBIN €r0 IPOU3BOIUTEIIEM;

21.1) oOmmii TEXHUYECKUH JTOKYMEHT - KOMIUIEKT JOKYMEHTOB M MAaTepUaloB, COCTOSIIMN M3
HECKOJIbKUX  pa3/ieioB -  JOKYMEHTallMd  aJMHUHHCTPATUBHOTO  XapakTepa,  XHUMHYECKOM,
¢dapmarieBTHUeCKOH M OMOJIOTMUECKOW JTOKyMEHTaluH, (apMaKoJIOTHYeCKOH, TOKCHKOJIOTHYECKOM
JOKYMEHTAIlMH, KIMHUYECKON IOKYMEHTAllMM M NPEJCTaBISEMbIl OJHOBPEMEHHO C 3asBIIEHUEM O
rOCYJJapCTBEHHOI perucTpanuy JeKapCTBEHHOI0 penapara i MeIMIIMHCKOr0 IpUMEHeHus B opmare,
YCTaHOBJIEHHOM YTIOJTHOMOUYEHHBIM (pe/iepaibHbIM OPraHOM HUCIIOJIHUTEIbHON BIIACTH;
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

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

22) Ka4ecTBO JIEKAPCTBEHHOI'O CPE/CTBA - COOTBETCTBUE JICKAPCTBEHHOI'O CPEIACTBA TPEOOBaHMSIM
(bapMakonelHoi cTaThy MO0 B CIIy4ae €e OTCYTCTBUSI HOPMATUBHOM TOKYMEHTALUU WA HOPMAaTHBHOTO
JNOKYMEHTA,

23) 0e30macHOCTh JIEKAPCTBEHHOI'O CPEJACTBA - XapaKTEPUCTHKA JIEKAPCTBEHHOI'O CpECTBa,
OCHOBaHHAsl HA CPAaBHUTEIILHOM aHalIn3e ero 3()(HEeKTHBHOCTH U PUCKA IPUIMHEHHUS BPEa 310POBBIO;

24) >(p¢eKTUBHOCTh JEKAPCTBEHHOTO Mpernapara - XapaKTepPUCTUKA CTENEHHM IOJO0XKHUTEIbHOTO
BIMSIHUSA JIEKAPCTBEHHOI'O IIpernapara Ha TE4YeHHE, MPOAOIDKUTEIbHOCTh 3a00JI€BaHUs MM €ro
NpeJOTBpallCHHE, peabnINTaIUI0, Ha COXpAaHEHUE, TPEeIOTBPAIlleHIE WM IPEephIBaHIE OEPEMEHHOCTH;

25) CepuA JICKAPCTBCHHOI'O CPCACTBA - KOJIHUYCCTBO JICKAPCTBCHHOI'O CpCACTBA, IIPOU3BCIACHHOC B
PE3YIBTATC OAHOTO TEXHOJOTUYCCKOr'o HUKJIa €Tro NPOU3BOAUTECIICM,

26) perucTpaloHHOE yIOCTOBEPEHHE JICKAPCTBEHHOTO MpernapaTa - JOKYMEHT, MOATBEP>KIAt0IIHi
(axT rocyapcTBEeHHOW PErHCTPALINH JIEKAPCTBEHHOTO TIpenapaTra;

26.1) nep>kaTenb WM BIIAJENEL] PErHCTPAIMOHHOTO yIOCTOBEPEHHS JICKApCTBEHHOTO Iperapara -
pa3pabdoOTYMK JIEKAPCTBEHHOTO CPEJCTBA, IPOWU3BOAMTENb JICKAPCTBEHHBIX CPEICTB MM HHOE
IOPUMYECKOe JIUIO, OOJajaroliee MpaBOM BIAJICHHUS PETHUCTPAMOHHBIM YIOCTOBEPEHHEM, KOTOPBIC
HECYT OTBETCTBEHHOCTb 32 KaueCcTBO, 3()(hEeKTUBHOCTh M OE30MaCHOCTH JIEKAPCTBEHHOTO MpEMnapara;

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

27) perucTpanMoHHBII HOMEp - KOJOBOE 0003HAYCHHE, TPUCBOCHHOE JICKAPCTBCHHOMY IpernapaTy
IIPH €T0 TOCYIapCTBEHHON PETUCTPALIUU;

28) oOpamieHne JEKApCTBEHHBIX CPEACTB - pa3paboTKa, TOKIWHUYECKHUE HCCIEIOBAHUSA,
KIIMHUYECKHE MCCIEI0BaHMUs, IKCIEPTH3a, TOCYIapCTBEHHAs] pEruCTpalys, CTaHAapTU3alMs U KOHTPOIIb
Ka4yecTBa, MPOU3BOJICTBO, U3TOTOBJIICHUE, XPAHEHHE, MTIEPEBO3Ka, BBO3 B Poccuiickyro denepannio, BEIBO3
u3 Poccuiickoii denepanuu, pekiaama, OTIYCK, peanu3anus, mepefada, MPUMEHEHHE, YHUUYTOKEHUE
JICKapCTBCHHBIX CPEJICTB;

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

29) cyObekTbl O0OpalleHHsl JEKapCTBEHHBIX CpPEACTB - (U3WYECKHE JUIa, B TOM YHUCIE
UHIVBUAYAJIBHBIE TNPEAIPUHAMATENN, W IOPUAWYECKUE JIMLA, OCYILECTBISIOIIUE AEATEIbHOCTb IIPH
oOpallleHuH JIEKapCTBEHHBIX CPEJICTB;

30) pa3paboTUuK JIEKApCTBEHHOTO CPEJICTBA - OpraHu3alys, o0Jasaomas npaBaMyu Ha Pe3yabTaThl
JOKINMHHUYCCKUX I/ICCJ'IGI[OBEIHI/If/'I JICKApPCTBCHHOT'O CpeacTna, KIIMHUYCCKHUX I/ICCHGI[OBaHI/Iﬁ
JIEKapCTBEHHOTO Tpemnaparta U (MJii) Ha TEXHOJIOTHIO IPOM3BOCTBA JIEKAPCTBEHHOTO CPEICTBA;

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

31) IMPOU3BOACTBO JICKAPCTBCHHBIX CPCACTB - HACATCIBHOCTH IO IPOU3BOACTBY JICKAPCTBCHHBIX
Cp€ACTB OpraHU3alUsAMU - MPOU3BOJUTCIIAMU JICKAPCTBCHHBIX CPCIACTB Ha OI[HOI\/’I CcTaaun, HECKOJBKUX
HJIM BCCX CTAAUAX TCXHOJIOTHYCCKOI'O IPOLCCCAa, a TAKIKC MO XPAaHCHUIO U pCain3allui IMPOU3BCICHHBIX
JICKApCTBCHHBIX CPCICTB;

www.consultant.ru CrpaHuua 9 n3 142
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=342016&date=11.01.2022&dst=100041&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=342016&date=11.01.2022&dst=100043&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=286532&date=11.01.2022&dst=100820&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=342016&date=11.01.2022&dst=100045&field=134

®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

31.1) mpou3BOACTBEHHAs IUIOMIA/IKA - TEPPUTOPUATBHO 000COOICHHBI KOMIUIEKC MPOU3BOIAUTEIS
JIEKapCTBEHHBIX CPEJACTB, IPEAHA3HAUYEHHBIM JUIi BBIIOJHEHUS BCEro IIpolecca IPOU3BOJACTBA
JIEKapCTBEHHBIX CPEJCTB WIIM €r0 ONPEICTICHHOMN CTanu;

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

32) nmpou3BOAUTENb JEKAPCTBEHHBIX CPEACTB - OpraHu3alus, OCYIIECTBIAIONIAs MPOU3BOJCTBO
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU C TpeOoBaHUsAMU HacTosero denepaabHOro 3aKoHa;

33) ¢apmaneBTHYeCKas AEATEIBHOCT - JIEATENBHOCTh, BKIIOYAONIAasi B c€0sl ONTOBYIO TOPTOBIIO
JIEKapCTBEHHBIMU  CPEICTBaMH, HX XpaHEHHE, TIepeBO3Ky H (WIM) PO3HUYHYIO  TOPTOBIIIO
JICKApCTBCHHBIMU IpcriapaTramMy, B TOM YHUCIC IAUCTAHIHWMOHHBIM CHOC06OM, HUX OTIYCK, XpaHCHHUC,
MePEBO3KY, N3TOTOBJIEHHUE JIEKAPCTBEHHBIX MIPETIApaTOB;

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

34) opraHuzamUs  ONTOBOM TOPrOBJIM  JIGKAPCTBEHHBIMU CpPEACTBAMH -  OpTaHU3aIlus,
OCYIIECTBJISIIONIAs OINTOBYIO TOPTOBIIIO JIEKAPCTBEHHBIMH CPEACTBAMH, WX XpaHEHHUE, IMEPEBO3KY B
COOTBETCTBHUH ¢ TpeOoBaHUSIMU HacTosero deaepaabHOro 3aK0HA;

35) anTeyHas opraHu3zanus - OpraHW3alus, CTPYKTYPHOE TMOIPA3JCICHUE MEIUIIMHCKON
OpraHu3aluK, OCYLIECTBISIONINE PO3HHYHYIO TOPIOBIIO JICKAPCTBEHHBIMH MperapaTaMu, B TOM YHUCIC
JHMCTAaHIIMOHHBIM CIIOCOOOM, XpaHEHHE, TIEPEBO3KY, U3TOTOBJICHUE U OTITYCK JICKAPCTBEHHBIX MPENapaToB
JJIsI METUIIMHCKOTO TIPUMEHEHHUS B COOTBETCTBUH € TpeOOBaHUSIMU HacTosiiero depepalibHOro 3aKoHa;
(B pen. enepanbHbix 3aKkoHOB 0T 25.11.2013 N 317-®3, ot 03.04.2020 N 105-D3)

36) BeTepuHapHas anTedHas OpraHM3alys - OpraHu3alys, CTPYKTypHOE IIOApa3/ielieHHe
BETEpUHAPHOW OpPTaHU3aIMH, OCYIIECTBISIONINE PO3HUYHYIO TOPTOBIIO JIGKAPCTBEHHBIMU TIpENapaTaMu,
B TOM YHCJIE JUCTAaHIMOHHBIM CIOCOOOM, XpaHEHHE, M3TOTOBJICHHE MU OTIYCK JIEKAPCTBEHHBIX
npemnaparoB [Jjid BCETCPUHAPHOI'O MNPHUMCHCHUA B COOTBCTCTBHUU C Tpe6OBaHI/I$IMI/I HaCTOAIIECTO
denepanbHOro 3aKOHA;

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

37) dbanscuduIpoBaHHOE JIEKAPCTBEHHOE CPEJCTBO - JEKAPCTBEHHOE CPEICTBO, COMPOBOKIAEMOE
JIO’KHOU MH(OpMaIUel 0 ero cocTaBe U (UITH) TIPOU3BOIUTEIE;

38) HemoOpOoKayecTBEHHOE JIEKApCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE CPEACTBO, HE
COOTBETCTBYIOIIIEE TpeOOBaHUSAM (apMaKONEeHHON CTaThu JIMOO B Cliydyae €€ OTCYTCTBUS TpPeOOBaHUSIM
HOPMAaTUBHOM JTOKYMEHTAllUH UM HOPMATUBHOTO JIOKYMEHTA;

39) koHTpadakTHOE JEKAPCTBEHHOE CPEJCTBO - JICKAPCTBEHHOE CPEICTBO, HAXOAIIEECs B 000poTe
C HapyIIEHUEM TPaKJaHCKOTO 3aKOHO/1aTeIbCTBA,

40)  [OKIMHMYECKOE  HCCIEeOBaHME  JIEKAPCTBEHHOI'O  CpeACTBA -  OMOJIOTMYECKHe,
MUKpPOOUOIOTHYECKHE, UMMYHOJIIOTHUECKHE, TOKCHKOIOTUYECKHE, (apMakoJorudeckue, (usmdeckue,
XUMHUYECKUE U APYTHE UCCIEIOBAHUS JEKAPCTBEHHOTO CPEACTBA MyTEM NMPUMEHEHHsI HAyYHBIX METOJIOB
OILICHOK B IIEJISX MOTYy4YeHHS JOKa3aTeNbCTB 0€30MacHOCTH, KauecTBa M AP(EKTUBHOCTH JIEKAPCTBEHHOTO
CpEICTBa;

41) KIIMHUYCCKOC HUCCICAOBAHUC JICKAPCTBCHHOI'O IIpf€riapara - HN3YUCHUC OUATHOCTUYCCKUX,
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

7eueOHbIX, MPOPUIAKTUIECKUX, (APMAKOIOTHYECKUX CBOWMCTB JICKAPCTBEHHOI'O Ipernapara B MpoIecce
ero TPUMEHEHHS Yy 4YeJIOBEeKa, JXMBOTHOTO, B TOM WYHCJIE MPOLECCOB BCACBHIBAHMS, paclpeaeicHus,
HU3MCHCHUA W BBIBCACHUA, IIYTCM I[PUMCHCHUA HAYUYHBIX MCETOAOB OLCHOK B MHOCIAX IIOJYYCHHA
J0Ka3aTeIbCcTB O€30MacHOCTH, KadecTBa M 3()(EKTUBHOCTH JICKAPCTBEHHOTO IIperapara, JaHHBIX O
HCKCJIIATCIIbHBIX PCAKIUAX OpraHu3dMa 4YCJIOBCKA, JKWUBOTHOIO Ha MPHUMCHCHUC JICKAPCTBCHHOI'O
npenapara u 00 3ddekre ero B3auMOAEHCTBHSA C APYTMMH JIEKaPCTBEHHBIMHU IperapaTaMu U (W)
[UILIEBLIMU IPOAYKTaMH, KOPMaMHU;

42) MHOTI'OLICHTPOBOC KIIMHUYCCKOC HCCICAOBAHUE JICKAPCTBCHHOI'O IIpe€riapaTta ajd MCAUIIMHCKOI'O
MNPpUMCHCHUA - KIIMHHUYCCKOC HCCIICAOBAHUC JICKAPCTBCHHOI'O Ipfcliapara Mjd MCAUIUHCKOIO
IIPUMEHCHUSA, ITPOBOANMOC pa3pa60T‘lI/IKOM JICKAPCTBCHHOI'O IIpfliapara B ABYX U OoJee MCEIUIMHCKUX
opraHu3anusax 1Mo CAMHOMY IMPOTOKOJIY KIIMHUYCCKOTO UCCICAOBAHUS JICKAPCTBCHHOTI'O IIpCIiapara,

43) MCKAYHAPOAHOC MHOI'OLICHTPOBOC KIIMHHUYCCKOC HCCICIOBAHHUC JICKAPCTBCHHOI'O IIpCIlapara
g MECAUIUHCKOTO IMPUMCHCHHA - KIMHUYCCKOC MCCICAOBAHUC JICKAPCTBCHHOI'O IIpfriapara JId
MCAUIHUHCKOI'O IIPUMCHCHUA, ITPOBOJHUMOC pa3pa6OT‘II/IKOM JICKAPCTBCHHOI'O IIpfliapara B pPa3JIMYHBbIX
CTpaHax Mo €AMHOMY IIPOTOKOJIY KIIMHUYCCKOI'0 UCCIICAOBAHMA JICKAPCTBCHHOI'O MpLIiapara,

44) MOCTperucTpalMoOHHOE KIMHUYECKOE HCCIIEeIOBAaHUE JIEKapCTBEHHOIO IMpemapara JJis
MEIUIIMHCKOTO TPUMEHEHHUS - KIMHUYECKOE HCCIIeIOBAHUE JICKAPCTBEHHOIO Ipemapara s
MEAHUIIMHCKOTO MPUMEHEHUS, TPOBOJAUMOE MPOU3BOJUTENIEM JICKAPCTBEHHOI'O Ipernapara, Ipak1aHCKUN
000pOT KOTOPOTO OCYIIECTBIISIETCS TOCIIE TOCYAAPCTBEHHOW PETUCTPAIMU, B LEJSAX JONOJHUTEIHHOTO
cbopa IaHHBIX 0 ero 6e30macHOCTH U YPGEKTUBHOCTH, PACIIUPEHHS TOKa3aHUI K MPUMEHEHHIO JaHHOTO
JIEKApCTBEHHOTO MperapaTa, a Tak)Ke BBISIBICHHUS HEXKEJIaTeIbHBIX PEaKIIMi MallMeHTOB Ha €T0 JICUCTBHUE;

45) wuccnenoBaHue OHMOIKBHBAJICHTHOCTH JICKAPCTBEHHOTO TIIperapara - BUJI KIMHUYECKOTO
UCCIIEJOBAaHMS JIEKAPCTBEHHOTO IIpenapara, MPOBeAeHHE KOTOPOTO OCYLIECTBIISETCS AJIS OIpEIEIeHUs
CKOPOCTH BCAaChIBaHMsI U BBIBEJICHHMS OJHOIO WJIM HECKOJIBKMX OONajaromux (apMakoJIOorHuecKou
aKTUBHOCTBHIO JICHCTBYIOIIMX BEUIECTB, KOJWYECTBA JICKAPCTBEHHOTO TMperapara, JIOCTHTAIOIIEro
CHCTEMHOI'0 KpPOBOTOKA, W Pe3yJibTaThl KOTOPOTO IMO3BOJIAIOT CIENaTh BBIBOA O OMO’KBUBAIEHTHOCTH
BOCIIPOM3BEICHHOTO JIEKAPCTBEHHOTO MperapaTa B ONPeIeNIEHHbBIX JIEKapCTBEHHOH (opme U TO3UPOBKE,
COOTBETCTBYIOLINX (hOpME U T03UPOBKE pe(hepeHTHOIO JIEKAPCTBEHHOTO MPEenapara;

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

46) wuccienoBaHHWE TepaneBTUYECKOHM HKBUBAJIEHTHOCTH JIEKAPCTBEHHBIX MPENapaToB - BHJ
KJIMHAYECKOTO MCCIIEOBAHNUs JIEKAPCTBEHHBIX MPENapaToB, MPOBEACHNE KOTOPOr0 OCYIIECTBIACTCS IS
BBISIBIICHUS] OJTUHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX MpENapaToB ONpeAeIeHHOMN JIeKapCTBEHHOU (OpMBI, a
TaKK€ HaJIWuds OJMHAKOBBIX TIOKa3aTened Oe30macHOCTH U A3(PQPEKTUBHOCTH JIEKAPCTBEHHBIX
IPEernapaToB, OJJUHAKOBBIX KIMHUYECKUX 3(D(PEKTOB NMpH UX MPUMEHEHHH;

47) npOoTOKOJN KJIMHUYECKOTO MCCIIEJOBAHMSI JIEKapCTBEHHOT'O IMpenapara - JOKYMEHT, B KOTOPOM
OTIpeNIeNIAIOTCS 11eH, (POPMBI OpraHU3alMi U METOJOJIOTUS MPOBEACHUS KIMHUYECKOTO MCCIIEeOBAHUS,
CTaTHUCTUYECKUE METO/bl 00pabOTKM pe3ylbTaTOB TAaKOI'O HCCIEAOBAHHUA M Mepbl MO OOECIEeYeHHIO
06e30macHOCTH (U3MYECKUX JIMIl, YYaCTBYIOIIMX B KJIMHUYECKOM HCCIIEOBAaHUHM JIEKApCTBEHHOTO
Ipernapara;

48) 6pomlopa HCCICO0BATCIIA - CBOAHOC U3JIOKCHHUC PC3YJIbTATOB JOKIIMHUYCCKOI0 UCCIICAOBAHUSA
JICKAPCTBEHHOTO  CpCACTBA U  KIMHHUYCCKOI0 HCCICAOBaHMA JICKAPCTBCHHOI'O IIpfriapara JJid
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

MCIUITUHCKOI'O IPUMCHCHU

49) uHpopMaMOHHBIN JTMCTOK MAIUEHTa - JOKYMEHT, B KOTOPOM COZepKarcs B JOCTYMHOU Gopme
CBEJICHUsI, KacalolllMecs MPOBOJUMOIO KIMHUYECKOTO HCCIEAOBAHMS JIEKAPCTBEHHOTO Ipemnapara, U B
MUCbMEHHOW (opme 100pOBOJIBHOE cOTjIacHe MalMeHTa Ha y4acTHe B KIMHMYECKOM HCCIIEIOBAHUU
JIEKapCTBEHHOI'O IIpernapaTa I10CJI€ O3HAKOMJIEHHMSI C OCOOEHHOCTSMHU KIMHUYECKOTO HCCIEI0BaHUS,
MMEIOLIUMU 3HAYCHUE JJIs BBIPAKEHUS TAKOTO COTJIACHS;

50) mnoOouHoe [neHCTBHME - pEaKkIus OpraHW3Ma, BO3HHUKIIAS B CBS3M C IPUMCHEHHEM
JICKapCTBCHHOI'O TMpernapara B J03aX, PEKOMCHAYEMBIX B HHCTPYKIMH I10 €ro NPUMEHCHHIO, JUIS
npoUIAKTUKH, AMATHOCTUKH, JICUCHUS 3a00JICBAHUS WU I PeaOuINTaINN;

50.1) HexenarenpHas peaklUMsl - HENpeJHAMEepeHHas HeOIarompusiTHas peakius OpraHu3Mma,
KOTOpasi MOKET OBITh CBSI3aHA C MPUMEHEHHUEM JIEKAPCTBEHHOTO MperaparTa;
(m. 50.1 BBenen @enepasibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

51) cepre3Has HexenareiabHas pPEAKIUs - HEKeJaTelbHas peaklus OpraHu3Ma, CBsI3aHHAas C
MIPUMEHEHHEM JIEKApCTBEHHOTO IMpernapara, MpHUBEAlIas K CMEPTH, BPOXKACHHBIM aHOMAIUSM WIH
MOpPOKaM Pa3BHUTHUS JIMOO MPEICTABISIONIAs COOOW Yrpo3y JKWM3HH, TpeOyromas TOCHUTAIH3AINHA I
MpUBEAIIAs K CTOUKON yTpaTe TPYJA0CIOCOOHOCTH U (WJIM) UHBAIUHOCTH;

52) HCMIPCABUACHHAA HECKCIATCIIbHAA PCAKIUA - HEXKEIATCIbHAsA PCAKLKUA OpraHu3Ma, KOTOpad
CBsi3aHA C TPUMCHCHHEM JICKApPCTBEHHOI'O Ipernapara B J103aX, PEKOMEHIYEMBIX B IPOTOKOJE €ro
KIMHAYECKOTO HCCIIEOBAaHMs, OpOIIIope HCCIeIoBareis, Wi C T[PUMEHEHHEM JIEKapCTBEHHOTO
mpernapara B J103aX, PEKOMECHIYEMBIX B HMHCTPYKIMH [0 €ro MPUMEHCHHIO JUIS NPOQUIAKTHKH,
JUArdHOCTHUKH, JICUCHUA 3a00JIeBaHUs MU MCHHHHHCKOﬁ p€a6I/IJII/ITaIII/II/I IManueHTa, U CYIHOCTDb, TAXKCECTb
WIH KUCXOJ KOTOPOW HE COOTBETCTBYET MH(OPMAIMU O JICKAPCTBCHHOM IIperapare, CoJepiKalleics B
MPOTOKOJIE €ro KIMHWYECKOTO WCCIIEeOBaHUs, OpOIIIOpE HWCCIEAOBATENsl WJIM B HHCTPYKIHH 10
MPUMEHEHUIO JIEKAPCTBEHHOT'O MIperapara;

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

52.1) dapmakoHan30p - BUA JEATEIBHOCTH MO MOHUTOPUHTY 3(PPEKTUBHOCTH W OE30MaCHOCTU
JIEKApCTBEHHBIX ~ TPEMapaToB, HAaNpaBJICHHBIM Ha BBIABICHHE, OIEHKY ¢  TMPEIOTBpaIICHUE
HEeXeNaTelIbHbIX MOCIEACTBUI TPUMEHEHUS JIEKAPCTBEHHBIX MPENapaToB;

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

52.2) mnaH ynpaBleHUS PUCKaMHU - TOAPOOHOE OMHCaHHME MEPONPHUATHI 1o (papMakoHAA30DY,
HaIpaBJICHHBIX Ha BBISBIICHHE, OIEHKY W TPEIOTBpAICHUE WM MHUHUMHU3AINIO PUCKOB, CBSI3aHHBIX C
JIEKapCTBEHHBIMU TperapaTaMu, BKIt04Yas OleHKY 3 (PEeKTUBHOCTHU JaHHBIX MEPOIPUSITUIA;

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

Koncynprantlimtoc: npumedanue.
C 01.03.2023 B 1. 53 cr. 4 BHOCsTCs m3MeHennst (D3 ot 30.12.2021 N 463-D3).

53) penent Ha JEKapCTBEHHBIM Npemapar - MEIUIMHCKANA JOKYMEHT YCTaHOBJIEHHOW (OpMBI,
coJiepKalllMii Ha3Ha4YeHHE JIEKapCTBEHHOTO Ipernapara JUisi MEJUIMHCKOTrO MPUMEHEHHUs, BbIJAHHBIN
MEIUIUHCKUM pabOTHHKOM B LEJSIX OTIYCKa JIGKAPCTBEHHOTO Mperapara WM €ro M3rOTOBJICHUS U
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

OTIyCKa Ha OyMa)KHOM HOCHTEJIE HJIU C COIJIacHsl MAaIeHTa WK €ro 3aKOHHOTO IIPeACTaBUTelNs B (hopme
ANIEKTPOHHOTO JIOKYMEHTa, HOANUCAHHOTO C HCIIOJIB30BAaHUEM YCHIICHHOH KBaIM(UIIMPOBAHHOM
AJIEKTPOHHOW MOJINUCH MEIMIMHCKOTO pabOTHHKA, JUOO JOKYMEHT YCTAHOBJICHHOH (OpMBI,
CoZlepyKalllii Ha3HAUCHHME JIEKAPCTBEHHOTO Ipenapara Jjisl BETEPUHAPHOTO NPUMEHEHHS, BBIIAHHBIN
CIELUAINCTOM B OOJAaCTH BETEPUHAPHM B LENIAX OTIYCKa JIEKAPCTBEHHOTO IIpernapara WU €ro
M3TOTOBJICHHS U OTITyCKa Ha OyMa)KHOM HOCHUTEJIE;

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

KoncynpsranTlLitoc: nmpumedanue.
C 01.03.2023 1. 54 ct. 4 uznaraercst B HoBoM penakiuu (O3 ot 30.12.2021 N 463-D3).

54) TpeOoBaHMe MEAMIMHCKOW OpraHu3allid, BETEPUHAPHON OpraHu3almuu - JIOKYMEHT
YCTaHOBJICHHOW ()OPMBI, KOTOPBI BBITUCAH MEIUIIMHCKAM PAOOTHHUKOM HJIHM CIIEHUAIMCTOM B 00JacTh
BETEPUHAPUHU, HMMEIOLIMMH Ha 5TO MPaBO, U COJCPKUT B MUCHbMEHHOW (QopMme yKazaHUE anTedHOU
OpTaHU3aIK WM BETEPUHAPHOW alTeYHON OpraHU3aliy 00 OTITYCKE JIEKAPCTBEHHOIO Mperapara uii o
€ro M3rOTOBJICHUU U 00 OTIYCKE Juis oOecriedeHus 1eueOHOro mnpoiecca B MEIUIUHCKON OpraHu3allli,
BETEPUHAPHOMN OpraHU3alLlny;

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

55) KOMIUIEKCHas OLEHKa JIEKapCTBEHHOIO IIpenapara - OLIEHKAa 3aperuCTPUPOBAHHOIO
JIEKapCTBEHHOT'O Ipernapara, BKIOYamomas B ce0s aHaiau3 nH(GOpMaIUK O CPaBHUTEIbHON KIMHUYECKON
3 PEeKTUBHOCTH 1 6E30IIACHOCTH JIEKAPCTBEHHOTO NpernapaTa, OLEHKY SKOHOMUYIECKUX MTOCIEICTBUI €To
IPUMEHEHMs], M3Y4YECHUE [OIOJIHUTENIbHBIX IOCIEICTBUNA NPUMEHEHUs JICKapCTBEHHOI'O Ipernapara B
LEeISIX HPUHATHSA PELIEHUH O BO3MOMKHOCTH BKJIIOUEHHUS JIEKAPCTBEHHOI'O Ipenapara B IIEpEyYEHb
KHU3HEHHO HEOOXOJMMBIX W Ba)XHEHIIMX JIEKAPCTBEHHBIX MPENapaToB, HOPMAaTHUBHbIE MPABOBLIC aKThl U
UHBIE JOKYMEHTBI, OIIPEAEISAIONINE MOPAI0K OKa3aHUsI MEIUIIMHCKOM IMOMOIIY, WM UCKIIOUEHUS €ro U3
yKa3aHHBIX [IEPEYHS, AKTOB U JJOKYMEHTOB;

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

56) cuWcremMa MOHHUTOpWHra JBH)KEHHs JIEKAPCTBCHHBIX MPEMapaToB /ISl  MEIAUIUHCKOTO
npuMeHeHust - ¢ejepaibHas TocydapcTBeHHass WH(GOpPMAIMOHHAS CHCTEeMa MOHUTOPHHTA JIBUKCHUS
JIEKApCTBEHHBIX IMpPENnapaToB ISl MEIULMHCKOTO IPUMEHEHUsS OT NPOU3BOAUTENS JO0 KOHEYHOTO
MOTpeOUTENsT C KCIOJB30BAaHUEM B OTHOIIEHUU JIEKAPCTBEHHBIX TMPEMapaTtoB s MEIUIIMHCKOTO
MIPUMEHEHUS CPEJICTB UACHTU(DUKAIINH.

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

naea 2. NOJIHOMO4UA PEANEPAJIbHbIX OPTAHOB I/ICI'IOHHMTEHbI-jOIZ 5
BINNACTWU, OPFAHOB UCIMNOJIHUTENNIbHOU BJTACTU CYBBEKTOB POCCUUCKOU
S®EOEPALINU NMPU OBPALLEHUU NIEKAPCTBEHHbBIX CPEACTB

Cratba 5. MonHomMmouus ceapepanbHbIX OPraHOB WCNOMHUTENbLHOM BRacTU npu
obpalleHnmn nekapcTBeHHbIX CPeacTB

K momaomounsam (I)C,ZlepaHLHLIX OpraHoB HCIIOJIHUTEILHOM BJIACTH npu OGp&H.ICHI/II/I JICKApCTBCHHBIX
Cp€ACTB OTHOCATCA:
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

1) npoeaenne B Poccwmiickoit Denepanuui €AMHOW TOCYJAPCTBEHHOW TOJUTHKH B OOJACTH
o0ecrnieueHus JeKapCTBEHHBIMU Mpenapatamu rpaxiaan B Poccuiickoit @enepanuu;
(B pen. denepanbhoro 3akona ot 22.12.2014 N 429-03)

2) yTBepkAeHHE OOmmMX QapMakonerWHbIX craTed, (apMaKONEeWHBIX CTaTe, W3JaHue
rOCyJapCTBEHHOH (papmaxorien, co31anue 1 BeeHne peectpa (papMaKkoneiHbIX CTaHIapTHBIX 00pa3IioB;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3) ocymecTBieHHe (eAepaTBbHOTO TOCYIApPCTBEHHOTO KOHTPOJs (Ham3opa) B chepe obOpamieHus
JICKApCTBEHHBIX CPE/ICTB;
(B pen. @enepanbHbix 3aKkoHOB 0T 25.06.2012 N 93-D3, ot 11.06.2021 N 170-D3)

4) JUIEH3WpPOBAHUE TIPOU3BOJACTBA JIEKAPCTBEHHBIX CPEACTB, B TOM uucie QeaepaabHbIi
rOCyAapCTBEHHBIN JIMIICH3UOHHBIM KOHTPOJIb IEATEILHOCTH MO MPOU3BOJICTBY JEKAPCTBEHHBIX CPEJICTB,
MEePUOJINYECKOE MOJATBEPKIACHUE COOTBETCTBUS JIMIIEH3MATa, MMEIOUIETO JIMIEH3UI0 Ha IPOU3BOJICTBO
JIEKapCTBCHHBIX CPEACTB, M (hapMalEeBTHUECKON JEITEILHOCTH B COOTBETCTBHH C 3aKOHOJATEIIHCTBOM
Poccuiickoit denepaiuu;

(B pen. @enepanbHoro 3akoHa ot 11.06.2021 N 170-03)

5) opraHuzanus 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB, ATHUYECKONW HKCHEPTU3bl BO3MOKHOCTH
MPOBCACHUA KIIMHUYCCKOI'0 UCCICAOBAHUSA JICKAPCTBCHHOT'O IIp€riapaTta JJIis1 MCAULUHCKOTI'O IIPUMCHCHUS,
SKCHEPTU3bl  JIOKYMEHTOB, MPEJCTABICHHBIX [UId ONpPEIENCHUs BO3MOXKHOCTH paccMaTpUBaTh
JIEKAPCTBEHHBIM IIpenapaTr il MEIWLIMHCKOTO IIPUMEHEHHs IpU TOCYAApPCTBEHHOM pErucTpanuu B
KayecTBe Op(paHHOTI0 JIEKaPCTBEHHOI'O IIpenapara;

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

5.1) opraHu3auusi HpPOBEAEHUS KOMIUIEKCHOW OIIEHKHM JIEKapCTBEHHOI'O IIpernapara B IeJsiX
MPUHATHST PEIIEHUH O BO3MOXKHOCTH BKJIIOUEHMs JIEKAPCTBEHHOI'O Ipernapara B IEepeyeHb >KU3HEHHO
HEOOXOJMMBIX W BaXKHEWIIMX JICKApCTBEHHBIX IpENapaToB, HOPMATHBHbBIE MPABOBBIE AKThl M HHBIE
JIOKYMEHTBI, ONPEIENAIOINe MOPAJIOK OKa3aHUs MEIUIIMHCKOW IOMOIIM WJIM HCKIIOUEHUS €ro u3
YKa3aHHBIX [IEPEYHS, AKTOB U JJOKYMEHTOB;

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

6) BbI1a4ya pa3pelieHuil Ha MPOBeACHNE KIIMHMUECKUX MCCIIeI0OBaHUN JIEKapCTBEHHBIX IpenapaTos,
BEJICHUE pEeecTpa BbIJIAHHBIX pa3pellieHUi Ha MPOBeIeHNE KIMHUYECKUX HCCIEA0BaHUN JeKapCTBEHHBIX
[pernaparos;

7) TOocymapCcTBEHHasi pPETUCTpaIus JIEKapCTBEHHBIX IpPENapaToB, BEJACHHE TOCYIapCTBEHHOTO
peecTpa JeKapCTBEHHBIX CPECTB;

8) opranuzanus 1 (WIin) NpoOBEACHNE UHCIIEKTUPOBAHUS CyObEKTOB 0OpaIlleHHsI IEKAPCTBEHHBIX CPE/ICTB
Ha COOTBETCTBHE MpaBUIIaM HaJyIexalel 1abopaTopHON MPaKTUKH, TpaBUiiaM HaJJIexKalei
KJIIMHUYECKOW MPAaKTHKH, PaBUjIaM HaJyIeKalled MPaKTUKU XpaHEHUs U ePEeBO3KU JeKapCTBEHHBIX
IpernapaToB, MpaBUIaM HaaJekalel TuCTpUObIOTOPCKOM MPaKTHKH, TPaBUIaM Ha/AJIeKaIlel anTeqHoH
MIPAKTUKH;

(m. 8 B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-D3)

8.1) opranm3anus u (W) MPOBEACHUE WHCIIEKTHPOBAHUS CYOBEKTOB OOpAIEHUS JIEKAPCTBEHHBIX
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

CPEICTB Ha COOTBETCTBHE TPEOOBAHUSM TPABHI HAJUICKAIICH MPOU3BOIACTBCHHON MPAKTUKH, BbITa4a
3aKIIOYCHUH O COOTBETCTBHM IIPOM3BOJIUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAaHHUSAM  IPABHI
HaJJIeXKAaIel TPOU3BOJCTBEHHON MIPAKTHKHY;

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

8.2) yCTaHOBJEHHE MOpsAKa BEACHHUS M BEACHHUE TOCYJApCTBEHHOIO pEecTpa 3aKIIOYEHUH O
COOTBETCTBUM  IPOU3BOAMTENS  JICKAPCTBEHHBIX CPEIACTB TpeOOBaHMAM  IpaBWJI  HajJexKalueil
IIPOU3BOJCTBEHHO! IIPAKTUKH;

(. 8.2 BBeaeH denepanbHbIM 3akOHOM OT 22.12.2014 N 429-D3)

9) TOCymapcTBEHHas pETUCTpalHs MPEACTbHBIX OTIYCKHBIX IICH TPOHW3BOJUTENCH Ha
JICKApCTBEHHBIC TMPENapaThl, BKJIIOUEHHBIE B IEPEYCHb J>KM3HCHHO HEOOXOJMMBIX W BaKHEHIINX
JIEKapCTBCHHBIX TIPENapaToB, M BEIACHHE TOCYJAPCTBEHHOTO pEecTpa MPEICNbHBIX OTHYCKHBIX IICH
MIPOU3BOIUTEIICH HA JIEKAPCTBEHHBIC TpenapaThl, BKIOYCHHBIC B MEPEUCHb JKU3HEHHO HEOOXOJUMBIX U
BOKHEHIIINX JICKAPCTBEHHBIX MPENapaToB;

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

9.1) cornacoBanue MPOEKTOB PEIICHUI OPraHOB MCIOJHUTEIHLHON BIAcTH CyObekTOoB Poccuiickoi
Oenepanii 00 yCTaHOBJICHMHM M (WJIM) U3MEHEHUU IMpelelbHBIX Pa3MEpOB OMNTOBBIX HAA0aBOK U
MpPeeIbHBIX Pa3MEPOB PO3HUYHBIX HAN0aBOK K (DAaKTHUYECKUM OTHYCKHBIM IICHAM, YCTaHOBIICHHBIM
MPOU3BOJUTENIAMUA JIEKAPCTBEHHBIX TMpENapaToB, Ha JIEKAPCTBEHHBIC IIperapaThl, BKIIOYCHHBIC B
MepeyueHb )KU3HEHHO HEOOXOJUMBIX H BOKHEHIIINX JICKAPCTBEHHBIX TIPEMapaToB;

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

10) Bblmaya, YCTAHOBJIEHHWE MOpPsAKAa BbIIAYM pPa3pelieHUs Ha BBO3 KOHKPETHOW MapTHH
JIeKapCTBEHHOTO cpeacTBa B Poccuiickyro @enepanio;
(. 10 B pen. ®enepansHoro 3akoHa ot 02.08.2019 N 297-D3)

10.1) BeIa4a, ycTaHOBIEHHE MOPSIIKA BhIAAYU U (POPMBI JOKYMEHTA, KOTOPbIM MOATBEPKIAET, UTO
MIPOM3BOJICTBO JIEKAPCTBEHHOIO Ipenapara sl MEIUIUHCKOTO IPUMEHEHMs] OCYIIECTBIEHO B
COOTBETCTBMHM C TpeOOBAHUSAMHU TNPABWJI HAAJEXKalled MPOU3BOJACTBEHHOM TNPAKTUKU WIM YTO
JIEKApCTBEHHBINA TIpenapar Jjisi BETEpUHAPHOTO NMPUMEHEHHS JONYIIeH K oOpamieHuio B Poccuiickoii
denepanyy, U MOAJESKUT NPEACTABICHUIO IO TPeOOBAHHIO YMOJHOMOUYEHHOIO OpraHa CTpPaHbl, B
KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIN IIpemnapar;

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

10.2) BpImaya, yCTaHOBJICHHE MOPsIKA BbIAAUYM U (OPMBI JOKYMEHTA, COJEPKAIIer0 CBEIEHUS O
CTaaUsIX TEXHOJIOTWYECKOTO IpoIlecca MPOU3BOACTBA JIEKAPCTBEHHOTO CPENCTBA IS MEIHIIMHCKOTO
MIPUMEHEHHUSI, OCYIIECTBIISIEMBIX Ha TeppUTOpun EBpa3suiickoro 3KOHOMHUYECKOTO COI03a;

(m. 10.2 BBenen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03, B pen. denepaibHOrO 3aKOHA OT
13.07.2015 N 241-®3)

11) co3ganue COBETOB IO BOMIPOCaM, CBSI3aHHBIM C OOpaIeHHEM JICKAPCTBEHHBIX CPEJICTB;
12) arrecTamus u cepTU(UKAIUS CICIIHATUCTOB;

13) yrpatun cuny ¢ 1 centsbps 2013 rona. - @enepanbhbiii 3akoH ot 02.07.2013 N 185-D3;
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14) ocymecTBienue hapMaKoHaI30pa;
(n. 14 B pen. ®enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

15) yuactue B MEXIyHApOJHOM COTPYIHUYECTBE;

16) nosryueHue 1o 3anpocam yrnoJHOMOUYEHHOIO (eepabHOrO OpraHa UCIIOJIHUTEIIbHON BJIACTH OT
OpPraHOB HCIIOJIHUTENFHONW BiacTu cyowekToB Poccuiickoit ®epepanuu, a Takke OT CyOBEKTOB
oOpallleHus1 JIEKAPCTBEHHBIX CPEACTB A MEIUIMHCKOIO NPUMEHEHUs HH(pOpPMaluu 10 BOIpOCaM
YCTaHOBIICHHSI ¥ IPUMEHEHUS 1IeH Ha JICKApCTBEHHBIE MTPenapaThl U Hal0aBOK K HUM;

17) npuMeHeHne Mep OTBETCTBCHHOCTH 3a HapyIlIeHUE 3aKOHOAaTeIbcTBa Poccuiickoi deneparium;

18) yTBepkAeHUME TpaBWJ HaJJIeKalled J1abopaTOpHOW TPAKTUKH, MPaBHI  HaJJIeXKallen
KJIMHUYECKOW TPaKTHKH, NpPaBUI HaJAJekalled NpPOU3BOACTBEHHON MNPaKTHKH, MpPaBUJ HajaJekallen
IIPAaKTUKA  XpaHEHUs M  [EpPeBO3KM  JICKAPCTBEHHBIX  IpenapaToB, MpaBWi  HaJUIeKallen
IUCTPUOBIOTOPCKON TMPAKTUKH, MpPaBUI HAJJIEXKalled anTeyHol MpakTUKM, NpaBWl HaJuIexallei
MPaKTUKU (papMaKOHA[30pa JEKAPCTBEHHBIX MIPENapaToB ISl MEIULMHCKOTO IPUMEHEHUS;

(m. 18 BBenen denepanbHbiM 3aKk0HOM OT 22.12.2014 N 429-03)

19) ycraHnoBneHue nopsiaka GopMUpPOBaHUS PETHCTPALIMIOHHOTO J1I0ChE Ha JIEKAPCTBEHHBIHN Ipenapar
U TpeOOBaHMM K JOKYMEHTaM B €r0 COCTABE;
(. 19 BBenen @enepanbHbM 3aK0HOM OT 22.12.2014 N 429-03)

20) yTBepKIeHHE MTPABUII PAlIHOHAIBHOTO BEIOOpPA HAUMEHOBAHUH JIEKAPCTBEHHBIX MPENapaToB JIs
MEJIUIIMHCKOTO MPUMEHEHHS;
(m. 20 BBeneH denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

21) yTBepkeHHUE NepeyHs] HAUMEHOBAaHUH JIEKAPCTBEHHBIX (OPM;
(m. 21 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

22) yrpatuna cuiy ¢ 1 mapta 2020 rona. - @enepanbHblii 3akoH oT 27.12.2019 N 475-03;

23) yTBepxkaeHHE TPeOOBAHUU K WHCTPYKIUHU MO MEIUIIMHCKOMY MPHUMEHEHHIO JEeKapCTBEHHBIX
MpenapaToB U K MHCTPYKIIMH 110 BETEPUHAPHOMY IPUMEHEHHUIO JICKAPCTBEHHBIX MTPENapaTos;
(m. 23 BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

24) npuHATHE PEIICHUH, SBJISIOUIMXCS OCHOBAHMSIMM JJISi BKJIFOUEHHUS JOMEHHBIX MUMEH U (WIJIH)
yKaszaTejei CTpaHul caiiToB B MH(pOPMAalMOHHO-TEJIEKOMMYHUKAMOHHOW ceTn "VHTepHeT", a Takxke
CETEBBIX aJpPECOB B EAMHYID aBTOMATU3UPOBAHHYIO HH(OpMalMOHHYIO cucTeMy "Enunbplii peecTp
JOMEHHBIX HMEH, yKa3aTelell CTpaHul] CalTOB B HH(OPMAIMOHHO-TEIEKOMMYHHKAIIMOHHON CETH
"NuTepuer” u CETEBBIX aapecoB, ITO3BOJISIOIINX UACHTU(PUIIUPOBATD CalThI B
MH(POPMALlMOHHO-TEIEKOMMYHUKAaIMOHHOW ~ cetn  "HHTepHer",  coxaepkamue  MH(OpMAIHIO,
pacmpocTpanenue Kotopod B Poccuiickoit ®enepanmu 3ampemieHo", B OTHOIICHUH HWH(POPMAIINUH,
coJieprKalle INpEeAIoKEHNE O PO3HUYHON TOProBiI€ JIEKAPCTBEHHBIMHM IIpenaparaMy, B TOM 4YHCIIE
JUCTAHIIMOHHBIM ~CIIOCOOOM, pPO3HMYHAs TOProBJi KOTOPHIMH OFpaHWYeHa WJIM 3alpelleHa B
COOTBETCTBHH C HacTosiuM DeaepanbHbIM 3aKOHOM, U (MJIH) HH(GOpMAIMU, CoJiepKalleil mpeioKeHe
O PO3HMYHOM TOProBiie JIEKaPCTBEHHBIMHU IpenaparaMy, B TOM 4YHCIIE AWCTAHIMOHHBIM CIIOCOOOM,
JUIAMHM, HE HMMEIOIIMMU JIMIIEH3UMM U Pa3pelleHHs] Ha OCYILECTBICHHE TaKON JEATENbHOCTH, €CIH
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MOJyYeHWE JIMICH3UH W  pa3pelleHus TNPEAyCMOTPEHO 3aKOHOAATENbCTBOM 00  oOparieHuu
JIEKapCTBEHHBIX CPEJCTB;
(. 24 B pen. enepanpHoro 3akoHa ot 03.04.2020 N 105-D3)

25) BBIaua pa3peuicHuid Ha BBOJ| B IPAXKIAHCKUN 000pOT MMMYHOOHOJIOTUYECKHUX JICKAPCTBEHHBIX
IperapaTosB.
(. 25 BBeneH PenepanbHbM 3ak0HOM OT 28.11.2018 N 449-D3)

Koncynprantlntoc: npumeyanue.

Cr. 5.1 pacnpocTpaHsercss Ha MOJHOMOYHS, KOTOpbIE HE MepelaHbl JJisi OCYHIECTBICHUS OpraHaM
rOCyJapCTBEHHOH BiacTu cyObekToB PD 1 opranam MECTHOTO CaMOYIPaBJIEHUS! COOTBETCTBYIOIIUMU
benepansabiMu 3akoHaMu (O3 ot 13.07.2015 N 233-D3).

Cratba 5.1. [llepemaya ocyuwecTBneHUss nosiIHoMouun eaepanbHbIX OpPraHoB
MUCMNOSIHUTENIbHOW BRNacTUM nNpu obOpalleHMU JeKapCTBEHHbIX CpeACTB opraHam
UCNONHUTENbHOW BnacTn cyobekToB Poccunckon Pepgepaumm

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

[TonmHOMOuUMS (enepanbHbIX OPraHOB MCIIOJHHUTENBHON BIIACTH HpU OOpALIEHUU JIEKapCTBEHHBIX
CPEICTB, MpPEeAYyCMOTpeHHble HacTosuM DenepalbHbIM  3aKOHOM, MOTYT IIepelaBaTbCs JIs
OCYLIECTBJICHUsI ~ OpraHaM  HUCIOJHUTENbHOW  Biaactu  cyObekToB  Poccuiickoit ~ denepanuu
noctanosieHussMu [IpaBurenscrBa Poccniickoit denepanuu B Mopsake, yCTaHOBICHHOM DenepabHbIM
3aKOHOM OT 6 OKkTsI0pss 1999 roga N 184-®3 "OO oOmmx MpUHIUMIIAX OpraHU3aIMU 3aKOHOIATEIbHBIX
(mpeacTaBUTENbHBIX) U HCHOJHUTENIBHBIX OPraHOB I'OCYJAapCTBEHHOW BiacTH cyObeKkToB Poccuiickoit
denepanuu".

Cratba 6. NNonHOMO4YMA OpraHOB MCMOJIHUTENBLHOW BnacTu cyobekta Poccunckomn
deaepaumm npm odpaLleHnn NneKapCcTBEHHbIX CPeaAcTB

K mnonHomMoOuMsIM OpraHoB HCIOJHUTEIbHOW BiacTu cyObekTa Poccuiickoit ®denepauuu npu
OOpallleHNH JIEKAPCTBEHHBIX CPEJICTB OTHOCSTCS:

1) pa3paboTka U peanu3anysi pernoOHaIbHBIX MPOrpaMM 00eCIeYeHHs] HaCeJIeHUs JIEKapCTBEHHBIMU
npernaparamu;

2) yCcTaHOBJIEHHE NPEJEIbHBIX Pa3MEPOB ONTOBBIX Ha/J0aBOK M MPEAEIbHBIX pa3MEPOB PO3HUYHBIX
Ha/10aBOK K (aKTHUECKUM OTIYCKHBIM II€HaM, YCTaHOBJEHHBIM IPOU3BOAUTENISIMU JIEKAPCTBEHHBIX
[IpernapaToB, Ha JIEKApPCTBEHHbIE Iperaparbl, BKIIOUYEHHbIE B IE€PEUYEHb >KU3HEHHO HEOOXOIMMBIX H
BAOKHEUIIINX JICKAPCTBEHHBIX IIPEApaToB;

3) OCYILECTBJIEHHE PETHOHAIBHOIO TOCYAapCTBEHHOIO KOHTPOJIsS 3a NPUMEHEHHEM LIEeH Ha
JIeKapCTBEHHbIE MpEenapaTrhl, BKIIOUEHHBIE B TMEPEUYEHb JKU3HEHHO HEOOXOJUMBIX M BaXKHEUIIMX
JIEKapCTBEHHBIX IPENapaToB, OPraHU3alUsIMHU OINTOBOM TOPTOBIM JIEKAPCTBEHHBIMH CpPEICTBaMHU,
anTeYHbIMM OpraHU3alUsAMHU, WHIWBHUIYaJbHBIMU IPEANPUHUMATEISAMH, HMMEIOIIMMHU JIMLEH3UIO Ha
(bapMalleBTUUECKYIO JAESTeNbHOCTb, MEIUIMHCKUMHU OpTraHM3alUsIMHM, HWMEIOUMMH JIMLIEH3UI0 Ha
(bapMaIeBTUYECKYI0 JesITeIbHOCTb, M HMX O00O0COOJIEHHBIMH TOJpa3feNeHUsIMU (aMOyIaTopusMu,
denpamepckuMu U QeNbIIIepCKO-aKyIIepCKUMH  MYHKTaMu, ULeHTpaMu (OTHesIeHusMU) oOmien
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[aTta coxpaHerus: 11.01.2022

BpayeOHOU (CEeMEHOM) MPaKTUKU), PACHOJIOKEHHBIMU B CEJIbCKUX HACEJIEHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT allT€UHbIe OpraHU3alluu;
(B pen. @enepanbHbix 3aKoHOB 0T 25.06.2012 N 93-D3, ot 27.12.2019 N 475-D3)

4) mpuHsATHE pEIIeHHsS 00 HMCIOJIb30BaHWUM Ha TeppuTopuHu cyObekTta Poccuiickoit deneparum
HapsAIy C pelenTaMy Ha JIEKapCTBEHHBIE IpenapaThl, 0(OpMIEHHBIMU Ha OYMa)>KHOM HOCHUTEJIE, PEIETITOB
Ha JIEKapCTBEHHBIE MpernapaTsl, CPOPMUPOBAHHBIX B (HOpPME JIEKTPOHHBIX JOKYMEHTOB.

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

Mnasa 3. TOCYAJAPCTBEHHASA ®APMAKOIEA

Cratbsa 7. Paspabotka v uM3gaHuMe rocypapcTtBeHHou chpapmakonewn, pasmellieHue
AaHHbIX O Hen

1. Ilox rocymapcTBeHHOM (hapmakorieeil MOHMMAETCSI CBOJ OOIMMX (hapMakONEeHHBIX cTaTed U
(hapMaKoIeWHBIX CTaTCH.

2. Pa3zpaborka oOmMX ¢apMakomeWHbIXx cTareli W (apMakOINCHHBIX CTaTed, B TOM 4YHCIE
(dapmakoneWHbIX crared Ha (QapMakolelHbIe CTaHJApTHBIE OOpa3lbl, W BKIOYCHHE UX B
rOCYJapCTBCHHYIO ()apMaKOICK OCYIIECTBISIOTCS B TOPSJIKE, YCTAHOBJICHHOM YIOJHOMOYCHHBIM
denepanbHBIM OPraHOM UCTIOTHUTEILHOMW BIIACTH.

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

3. Pa3zpabotka papmakoneiiHol cTaTbu Ha peEepEeHTHBIN JIEKapCTBEHHBIN Ipenapar U BKIIOUEHUE
ee B TOCYIapCTBEHHYIO (PapMaKoIel0 B TEYCHHE CPOKa JICHCTBUS 3aIUTHl UCKIIOYHTEIHLHOTO IpaBa,
YIIOCTOBEPEHHOT'O MAaTEHTOM Ha pedepeHTHBIN JIEKapCTBEHHBIN MpenapaT, OCYHIECTBISIFOTCS C COTJIACHUs
ero pazpadoT4uKa.

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

4. TocynmapctBeHHas (¢apmakornes U3JaeTCsl YINOJTHOMOUYEHHBIM  (efepaibHbIM  OpPraHoOM
WCTIOJTHATEIIBHOW BJIACTH 3a CYET CPE/ICTB (pemepantbHOTO OOKETa M TIOUISKHT TEPEH3IaHsIM HE Pexe
4eM OJIMH pa3 B MATh JIeT, B MEPUOJA MEXIY KOTOPHIMU H3MAIOTCS MPUIOKEHHS K TOCYAapCTBEHHOM
dapmakoriee, coxaepxame oOmme ¢apmakornelHple cTaThu W (Win) (apMakolelHbIe CTaThH,
yTBEPKJICHHBIE MTOCIIE U3/IaHUs WIH TIepen3aHus TOCyIapCTBEHHON (hapMaKOTeH.

5. YnonHomoueHHBIH (enepanbHBIi OpraH HWCIOTHUTEIBHOW BJIACTH pa3MeniaeT JaHHBIE O
rocy/1apcTBeHHOH (hapmakoree U MPHIOKEHHUIX K Hell Ha cBoeM ouIlManbHOM caiite B cetu "MHTepHEeT"
B YCTAHOBJIEHHOM UM MOPSJIKE.

nasa 4. IMLUEH3UPOBAHUE NMPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB
U ®APMALIEEBTUYECKON OEATENbHOCTU, FTOCYOAPCTBEHHbIA KOHTPOJb
(HAO30P) B COEPE OBPALLUEHUA NEKAPCTBEHHbLIX CPEACTB
(B pen. denepanpHoro 3akona ot 11.06.2021 N 170-03)

Cratba 8. JluueH3MpoBaHMe nMNPOM3BOACTBA JIEKAPCTBEHHbIX CpPeAcTB W
c¢hapmaueBTUHECKON AEATENTBHOCTU

1. JIunensupoBaHue MPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB U (apMaleBTUYECKOW AeSITeIbHOCTU
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

OCYILIECTBJISIETCS B COOTBETCTBUU € 3aKOHO1aTesIbcTBOM Poccuiickoit denepanumu.

2. O6s13aTeNbHBIM YCIOBUEM MPEIOCTABICHHUS JIMIEH3UN Ha IPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB
SIBIIICTCSL TIPUJIOKEHUE K 3asiBICHUIO COWCKATENs JIMIICH3WH IEPEeUHs JIGKAPCTBEHHBIX (GopM H (HIIH)
BUJOB (hapMalleBTUUECKUX CYOCTAHIIMH, KOTOpBIE MPOU3BOAUTENb JIEKAPCTBEHHBIX CPEICTB HaMEpPEH
MIPOU3BOAUTD.

KoncynbrantlLitoc: mpumeuaHue.
C 01.03.2022 B 4. 3 cr. 8 BHOcsATca u3MmeHeHus: (@3 ot 11.06.2021 N 170-®3). Cm. Oyayuryro
pEIaKIuIo.

3. B cnyuae HEOOXOAMMOCTH PACHIMPEHUS MTPOU3BOJICTBA JICKAPCTBEHHBIX CPEJICTB 32 CYET HOBBIX
JICKapCTBEHHBIX (opM W BUAOB (DapManeBTHUECKUX CYOCTaHIUN MPOU3BOJIUTENH JIEKAPCTBEHHBIX
CpPEeACTB AOJDKEH MepeoOPMHUTD JIHUILIEH3UIO Ha TPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB.

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

4. JIuueH3us Ha MPOU3BOJACTBO JICKAPCTBEHHBIX CPEACTB ((hapMaleBTHUECKOW CyOCTaHIIMU CIIUPTa
STUJIOBOTO (3TaHOJIA) BBIIAETCS NPU YCIOBUM HAJIMYUSA Yy OpraHu3alMM Ha IpaBe COOCTBEHHOCTH,
XO3SICTBEHHOTO BEJICHUSI MJIM OTIEPATUBHOTO YIPABICHHUS OCHOBHOTO TEXHOJOTHYECKOTO 000PYAOBaHUS
IUI1 TIPOU3BOJACTBA STHJIOBOIO CHHUPTA, 3apPETMCTPUPOBAHHOTO B COOTBETCTBUU CO cTaTthed 14.1
@enepanbHOro 3akoHa OoT 22 HOosiOpst 1995 roma N 171-®3 "O rocymapCcTBEHHOM pETYIHPOBAHUHU
IIPOM3BOJICTBA U 00OpPOTa ITHIOBOIO CIHUPTA, AJIKOTOJIBHOM M CHMPTOCOJEpIKalled MPOoAyKUUU U 00
OTpaHUYEHUH MOTPeOIeHUS (PACTIMTHS) aJTKOTOIBHON MPOITYKIHA".

(uacTb 4 BBenena denepanbubiM 3aKk0HOM 0T 27.12.2019 N 481-03)

Cratba 8.1. OCOOGEHHOCTM NUUEeH3NPOBaHUSA NPOU3BOACTBA NEKapCTBEHHbIX
cpeacTB (hapmaueBTUHECKOM CyOGCTaHLMM cnMpTa 3TUNOBOro (3TaHona)
(BBenena denepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

1. JleiicTBue MUIEH3MM Ha MPOU3BOJACTBO JIEKAPCTBEHHBIX CPEICTB ((apMarieBTHUECKON
CyOCTaHIIMM CHUPTa ATHUIOBOrO (PTaHOJA) MPUOCTAHABIMBAETCS B YACTH IpaBa Ha MPOU3BOJICTBO
(bapMarieBTHUECKONH CyOCTaHLMU CHMPTa STHUIIOBOrO (3TAHOJA) JUIEH3UPYIOIIUM OPraHOM B CIydasXx,
onpeneneHHbIXx ctatheil 20 denepanpHoro 3akoHa ot 4 mas 2011 roga N 99-03 "O nuneH3upoBaHUU
OTJENbHBIX BHUJOB JEATENbHOCTH", a TaKKe€ Ha CPOK IPUOCTAHOBJIECHUS MACUCTBUS JUICH3UHM Ha
MIPOM3BOJICTBO STHIJIOBOTO CIHPTA JJIsl IPOU3BOACTBA (DapManeBTUUECKOH CyOCTaHIIMH CITUPTA ATHIIOBOTO
(aTaHoONa), BBIITAHHOM B COOTBETCTBUM ¢ DesiepaabHbIM 3aKOHOM OT 22 Hos0ps 1995 roga N 171-03 "O
TOCYJapCTBEHHOM PETYJIMPOBaHUHM TPOU3BOJACTBA M 00OpPOTa OJTHUIIOBOTO CIIUPTA, ATKOTOJBHOW U
CIHUPTOCOEpXKAILIEH MPOAYKIUU U 00 OrpaHUYEHUH NMOTPeOIeHHs (PaCIUTHS) AJTKOTOJBHON MPOIYKIMH".

2. JlelicTBUe JMIIEH3MM Ha NPOU3BOJCTBO JIEKAPCTBEHHBIX CpPeACTB ((hapmareBTHUECKON
CyOCTaHIIMM CIIUpTa STWIOBOro (3TaHONA) B 4YacTH IpaBa Ha MPOU3BOJCTBO (hapMaleBTHUECKOM
CyOCTaHIIMM CHUPTA JTWIOBOTO (dTAaHOJIA) TPEKPalIaeTCs JUIECH3UPYIOIMIMM OpPraHOM B CIIydasX,
onpeaeneHHbIx cratheil 20 denepanbHoro 3akoHa ot 4 mas 2011 roma N 99-03 "O nuuenznpoBaHuu
OTJENbHBIX BHJIOB JEATEIbHOCTU", a TaKXke C JaThl NPEKpalleHHs WU aHHYJIMpPOBAHUS JEWCTBUS
JMIIEH3UM Ha TPOM3BOJCTBO ATUJIOBOTO CIHPTa Ul MPOM3BOACTBA (hapMaleBTHUECKOW CyOCTaHLIUU
CIUpTa 3TUJIOBOTO (3TaHOJA), BEIJAHHON B cOOTBEeTCTBHM ¢ DenmepanbHbIM 3aKOHOM OT 22 HosiOpst 1995
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

roga N 171-®3 "O rocynapcTBEHHOM PETYIMPOBAHWH MPOU3BOJCTBA U 00OpPOTa 3THUIIOBOTO CIHPTA,
QJIKOTOJIFHOM W CIUPTOCOJEpKallel MPOAYKIMH U 00 OrpaHuueHuH MoTpediaeHust (pacrmuTus)
QIKOTOJIBLHOM MPOAYKIUK".

Cratba 9. [locymapcTBeHHbIn KOHTponb (Hap3op) B cdepe obGpaleHus
neKkapcTBeHHbIX CPeaAcTB
(B pen. @enepanbHoro 3akoHa ot 11.06.2021 N 170-D3)

1. TocymapcTBeHHBIH KOHTpOJb (Haa30p) B cdepe oOpalleHus JIEKAapCTBEHHBIX CPEACTB
OCYILLIECTBIISICTCA IOCPEACTBOM (heiepanbHOr0 TOCYJapCTBEHHOTO KOHTpoJs (Haa3opa) B cdepe
oOpaleHusl JIEKApCTBEHHBIX CPEACTB U (elepajbHOr0 TOCYAAPCTBEHHOTO JHMIIEH3MOHHOTO KOHTPOJIS
JESTEeNbHOCTH 110 MPOU3BOJACTBY JIEKAPCTBEHHBIX CPEJICTB, OCYLIECTBISEMbIX (DefepalbHbIMU OpraHaMH
HCIIOJIHUTEJIBHON BJIACTH, YIIOITHOMOYEHHbIMU [IpaBurensctBoM Poccuiickon Penepanuu.

2. IlpenmeroMm QenepanbHOrO TOCYJAPCTBEHHOTO KOHTPOJsS (Haa3opa) B cdepe oOparieHus
JIEKAPCTBEHHBIX CPEJICTB SABJISIFOTCS:

1) cobGmronenne o0s3aTeNIbHBIX TpeOoBaHUi B cepe oOpalleHus JIEKapCTBEHHBIX CPEJICTB, B TOM
qHcie:

a) Tpe60BaHPII>i K JOKIMHHUYCCKUM HCCICOIOBAHUAM JICKAPCTBCHHBIX CPCIACTB, KIMHUYCCKHUM
HCCIICAOBAaHUAM JICKAPCTBCHHBLIX IMPCIapaToB, HW3rOTOBJIICHUIO, XPAHCHHUIO, IICPEBO3KEC, BBO3Y B
POCCHﬁCKym (Denepaumo, OTIIYCKY, pe€ajln3alnuu, Iepeaade, MNpoAaxKe JICKAPCTBCHHLIX CPCACTB,
MNPUMCHCHUIO JICKAPCTBCHHBLIX IIPCIapaTOB, YHHUYTOXCHUIO JICKAPCTBCHHBLIX CPCACTB, YCTAHOBJICHHIO
IMPOU3BOJUTCIIIMA JICKAPCTBCHHBIX IIPCIIAPATOB ILICH Ha JICKAPCTBCHHLIC IIPCIIapaThbl, BKIIOYCHHBIC B
MEPCUCHDb JKU3HCHHO HCO6XO[[I/IMI)IX 1 BaXKHCHIIINX JICKAPCTBCHHBIX IPCIIapaToOB;

0) TpeOoBaHUII K COOTBETCTBHIO JIEKAPCTBEHHBIX CPEJCTB, HAXOAAIIMXCS B OOpalleHUH,
MOKa3aTeNsiM KauecTBa, 3 (HEKTUBHOCTH U O€30ITaCHOCTH, YCTAHOBJIICHHBIM B COOTBETCTBUU C HACTOSIITUM
®denepanbHbIM 3aKOHOM,;

B) TpeOOBaHMI K COONIOACHMIO CYObEKTaMHM OOpaIEHHS JIEKApCTBEHHBIX CPEJICTB, YKa3aHHBIX B
yactu | crateu 67.1 Hactosmero denepaabHOro 3aKOHA, OTPAaHUYEHUM, HanaraeMblx craThsiMu 67.1 u
67.2 nacrosmero ®enepanbHOTO 3aKOHA;

2) CO6J'IIOI[CHI/IC JIMICH3MOHHBIX Tpe60BaHPII>i K OCYHICCTBJICHUIO q)apMaL[eBTI/I‘{CCKOﬁ JACATCIIBHOCTHU,

3) coOmtonenre TpeOoOBaHUM K MPEAOCTABICHUIO CYObEKTaMU OOpaIeHHs JIEKAPCTBEHHBIX CPEJICTB
nH(pOpMalUd O JIEKaPCTBEHHBIX CpeACTBaX W (WIJIM) JIGKAPCTBEHHBIX Mperaparax, MpeayCMOTPEHHOM
crarbsivu 9.1, 52.1 u 64 Hactosmero MeaepanbHOrO 3aKOHA.

3. Ilpu ocymectBieHun (¢eaepaabHOro TrocyJapCcTBEHHOrO KOHTpois (Hag3opa) B cdepe
oOpallleHusi JIEKApCTBEHHBIX CPEACTB MPOBOAATCS CIEIYIOINIME BUIbl KOHTPOJIBHBIX (HAJI30PHBIX)
MEpPOIPUATHN:

1) noxymeHTapHasi MPOBEPKa;

2) Bble3HAsI IPOBEPKA;
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[JokymeHT npepoctasneH KoHcynbTaHTI0C
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3) BEIOOPOUYHBIN KOHTPOJIb KAUueCTBa;
4) KOHTpOJIbHAS 3aKYIKa;
5) UHCTIEKITMOHHBIN BHU3UT;

6) HaOmoacHHE 3a COOMIOJCHUEM O0s3aTeNbHBIX TpeOOBaHWK (MOHMTOPHUHI OE€30MAaCHOCTH)
(papmakonanzop).

4. Opranu3zauus 1 ocyiiecTBieHue GpeaeparbHOro rocyJapcTBEHHOTO KOHTPOJIs (Haazopa) B chepe
oOparlieHust JTEeKapCTBEHHBIX CPEACTB perynmupyrorcs DenepanbHbiM 3akoHOM 0T 31 mrons 2020 roma N
248-®3 "O rocymapcTBEHHOM KOHTpoJe (HAaA30pe) W MYHHUIMIIAILHOM KOHTpoje B Poccuiickoi
Oenepanun".

5. BHemnaHoBBI BBIOOPOUYHBIM KOHTPOJIb KadyecTBa IPOBOJUTCS B TOM 4YHCJIE HAa OCHOBAHUHU
IIPOrpaMMBbI IIPOBEPOK.

6. [11aHoBBI BHIOOPOYHBINM KOHTPOJIb Ka4eCTBA HE MPOBOIUTCSI.

7. Ilo pe3ynpTaTaM BBIOOPOYHOTO KOHTPOJIA KayecTBa HAPSAAY C PEUICHUSIMH, IIPEAYCMOTPEHHBIMU
@OenepanbubiM 3aKk0oHOM OT 31 utons 2020 roma N 248-03 "O rocyaapcTBeHHOM KOHTpoJe (Haa30pe)
MYHUIIUNIATIBHOM KoHTposie B Poccmiickoit Dexepanun, ¢enepaabHbIMU OpraHaMu HCIIOTHUTEIHHON
BJIACTH, YIOJHOMOYEHHBIMH Ha OCYIIECTBIEHHE BBHIOOPOYHOTO KOHTPOJSI KauyecTBa, MPUHUMAIOTCS
CJIEYIOILINE PELIECHUS:

1) (6] HaHBHeﬁmeM rpaxxaaHCKOM 06op0Te CCpUH, NMAapTHUU COOTBETCTBYIOUICTO JICKAPCTBEHHOI'O
CpCACTBA B ClIy4ac MNOATBCPKACHUA IO PE3yJibTaTaM IPOBCACHHBIX HCIIBITAaHUI COOTBETCTBHS KadeCTBa
JICKApCTBCHHOT'O CpCACTBA YCTAHOBJICHHBIM Tpe6OBaHI/I$IM;

2) 00 U3BATHM U3 TPaXJAHCKOrO0 00OpOTa CEpUM, MAPTUU COOTBETCTBYIOUIETO JIEKAPCTBEHHOIO
CPEICTBa B CIyyae BBIABICHHUS IO PE3yJbTaTaM IPOBEIEHHBIX HCIBITAHUN HECOOTBETCTBUS KauecTBa
JIEKapCTBEHHOI'O CPEJICTBA YCTAHOBJIEHHBIM TPEOOBAaHUSIM;

3) o mepeBojJie JIEKAPCTBEHHOTO CPEACTBA Ha MOCEPUHHBIA BHIOOPOYHBIH KOHTPOJb KauecTBa
JICKaPCTBCHHBIX CPEJICTB B Cydae MOBTOPHOTO BBISBICHUS HECOOTBETCTBUS KadeCTBA JICKAPCTBEHHOTO
CpeICTBa YCTaHOBIEHHBIM TpeOOBaHMSIM U (NP HEOOXOAMMOCTH) O TPOBEpKE CyOBeKTa oOpaiieHus
JICKaPCTBCHHBIX CPEJCTB. PacXo/pl, CBsI3aHHBIC ¢ MIPOBEJACHUEM OCEPHUIHOTO BBIOOPOYHOTO KOHTPOJIS,
OIJIAYMBAIOTCS TPOU3BOAMUTENIEM JIEKAPCTBEHHOTO CpEACTBa IMOO JepiKaTelieM WM BiaJelbleM
PETUCTPAIIMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO MTperapara.

8. denepanbHbIl TOCYIAPCTBEHHBINA JHUIIEH3UOHHBIA KOHTPOJIb JEATEIbHOCTH IO IMPOU3BOACTBY
JICKaPCTBEHHBIX CPEACTB OCYIIECTBISETCS B COOTBETCTBHMM C 3aKOHOJATEIbCTBOM Poccuiickoit
denepanuu.

Cratbs 9.1. NMporpamma npoBepok
(BBeneHa @enepanbHbIM 3akoHOM OT 11.06.2021 N 170-D3)

1. B nensix opranu3anuy BHIOOPOYHOIO KOHTPOJISL KaueCTBa JIEKaPCTBEHHBIX CPEACTB (hopMUpYETCS
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IIporpaMMa IpoBEPOK.

2. lnsg uened peanu3alvd MPOTpaMMBbl IPOBEPOK MPOU3BOJUTENN JIEKAPCTBEHHBIX CPEICTB M
OpraHM3aliyi, OCYUIECTBISIIOIINE BBO3 JIEKAPCTBEHHBIX cpeactB B Poccuiickyro denepanuro,
MPEAOCTABIIAIOT B OTHOLUIEHUM JIEKAPCTBEHHBIX CPEACTB JUII MEIMUIMHCKOTO IPUMEHEHUS B
YIIOJTHOMOYEHHBIN (he/lepadbHblii OpPraH HCIOJHUTEIHHONW BIIACTH, OCYIISCTBISIONINN (YHKIUU IO
KOHTPOJIO W Haa30py B cdepe 3apaBOOXpaHEHHs, B OTHOLICHUHM JIEKAPCTBEHHBIX CPEACTB MJIs
BETEPUHAPHOTO TPUMEHEHHUS B YIIOJTHOMOYCHHBIN (elIepalbHBI OpraH HCIOJHUTEIBHONW BIACTH,
OCYILECTBISIONINI (DYHKIIUHU 110 KOHTPOJIIO U Haa30py B cepe oOpaleHusl JIeKapCTBEHHBIX CPEACTB AJIs
BETEPUHAPHOTO MIPUMEHEHUS, CBEICHUS O CEPUSX, MAPTUSIX JIEKAPCTBEHHBIX CPEACTB, NOCTYMNAIOIIUX B
rpaxaanckuii o6opotr B Poccuiickoit ®exnepanuu, B MOpsAIKe, cOCTaBe U 00BbEME, YCTAHOBJICHHBIX
YKa3aHHBIMH (heqiepaabHbIMA OpraHaMH UCTIOJHUTENLHOM BJIACTH B OTHOIIICHUH JICKAPCTBEHHBIX CPE/ICTB
JUIsT MEIULMHCKOIO MPUMEHEHHs W B OTHOLUEHUHU JIEKAPCTBEHHBIX CPEACTB [UJIsl BETEPUHAPHOIO
MPUMEHEHHUSI COOTBETCTBEHHO.

3. Ilporpamma mpoBepok QopmupyeTcs Ha KajdeHAapHbIA roj B cpok a0 30 nekalOps rona,
MIPEILIECTBYIOLIEr0 TOAY POBEAEHUS BBIOOPOUHOTO KOHTPOJIS.

nomn

4. B cmyuyae HacTyIUleHHMsI COOBITHI, yKa3aHHBIX B moAmyHkTax "0" um "B" myHkTa 2 4actu 6
HACTOSIIEH CTaTbd, (hefepasbHBIM OPraHOM HCIIOJHUTEIBHONW BIIACTH, OCYIICCTBIISIOMUM (YHKIUU IO
KOHTPOJIIO M HaJI30py B cdepe 3apaBoOoXpaHeHUs, (erepalbHbIM OpPraHOM HCIIOJHUTEIbHOM BIAacTH,
OCYIIECTBIIAIOIINM (YHKIIUH 110 KOHTPOJIIO M HAA30py B chepe 0OpaleHus JIeKapCTBEHHBIX CPEJCTB IS
BETEPUHAPHOTO IPUMEHEHHs, IpU HEOOXOAMMOCTH BHOCATCS COOTBETCTBYIOLIME W3MEHEHUS B
[IPOrpaMMy MPOBEPOK.

5. B mporpammy poBEpOK MOT'YT BKIIFOYAThCS MEPOIPUATHS C YU€TOM HAPYILICHUN, BbIABICHHBIX B
pamMKax KOHTPOJIBHBIX (HaJ30PHBIX) MEPOIIPUITUN 3a MPEAbIAYIINNA KaJleHAAPHBINA IO,

6. IIporpamma poBEpOK CONEPIKUT:

1) nepedeHpb JEKapCTBEHHBIX CPEACTB, 0TOOP 00Pa3OB KOTOPBIX OyJET OCYHIECTBIATHCS B paMKax
BBIOOPOYHOT'O KOHTPOJISI, (POPMHUPYEMBIN C yU€TOM PE3yJbTaTOB T'OCYAAPCTBEHHOTO KOHTPOJIS (HaA30pa)
B c(hepe o0OpaleHus JIEKapCTBEHHBIX CPEJCTB 3a KaJIeHAAPHBINA IoJl, IPEIIeCTBYIOIINNA ro/ly MPOBEAECHUS
BBIOOPOYHOI'O KOHTPOJIS;

2) yka3zaHWe Ha COOBITHE, HACTYIUJIEHHE KOTOPOTO SIBJISIETCS OCHOBAaHUEM [IJISi OCYIIECTBIICHUS
BBIOOPOYHOTO KOHTPOJIS:

a) MOJy4YeHHE CBEJICHUM, MPEJCTABIIEMbIX B COCTaBe U O00OBbEME, YCTAaHOBJIEHHBIX (elepaabHbIM
OpPraHOM HCHOJHMUTENBbHOM BIACTH, OCYLIECTBISIONIMM (YHKIIMM IO KOHTPOJIIO M HaI30py B chepe
3/paBOOXpaHEHUs], (eepalbHBIM OPraHOM HCIHOJHUTENbHOM BJIACTH, OCYILECTBISIOUUM (YHKLIHU 10
KOHTPOJIIO U HaJa30py B chepe oOpaleHus JIeKapcTBEHHBIX CPECTB AJISl BETEPUHAPHOTO MPUMEHEHHUs, O
CepHsiX, MApTUSX JIEKAPCTBEHHBIX CPEACTB, MOCTYMAIOIMX B TpakAaHCKui o0opoT B Poccuiickoi
@enepany, yKa3aHHbIX B IIyHKTE 1 HacTosAUIEM 4YacTH, OpPraHU3alUsAMHU, OCYLIECTBIISIIOIIMMHU
MIPOU3BOJICTBO JIEKAPCTBEHHBIX cpeAcTB B Poccuiickoit denepanuy M BBO3 JIEKAPCTBEHHBIX CPEACTB B
Poccuiickyro ®@enepanuio;

0) moJydeHue MOCTyMNaromeld B MOpsIKe, YCTAHOBICHHOM cTaThell 64 HacTosimero denepaibHOTO
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3aKoHa, MH(OPMAIMK O OOOYHBIX JEHCTBUAX, HEXKEIATEIbHBIX PEAKIUIX, CEPhE3HBIX HEXKEJIATEIBHBIX
peakusaX, HEMPEABUICHHBIX HEKEIATENbHbIX PEAKUUAX IIPU IPUMEHEHUH JICKAPCTBEHHBIX NPENapaTos,
00 MHIMBHIyaTbHON HENEPEHOCUMOCTH, OTCYTCTBHHM Y(PQPEKTHBHOCTH JIEKAPCTBEHHBIX IPENapaToB, a
Takke 00 MHBIX (haKTax U 0OCTOSTENBCTBAX, MPEACTABISIONIMX YIPO3Yy KU3HU WM 3JI0POBBIO UeIOBEKa
n100 JKMBOTHOTO TPU TNPUMEHEHUH JIEKAPCTBEHHBIX INPENapaToB M BBIIBIEHHBIX HAa BCEX HTamax
oOpallieHus JIeKapCTBEHHBIX IpenapaTtoB B Poccuiickoit deaepanuu u Ipyrux rocy1apcrpax;

B) noiydyeHue B coorBercTBuu ¢ denepanbHpiM 3akoHOM oT 31 urons 2020 roma N 248-03 "O
rocyJapCcTBEHHOM KOHTposie (Haa3ope) W MYyHHIMNAIbHOM KOHTposie B Poccuiickoit ®enepammn"
CBEICHUI O MPUYMHEHUH Bpeda Wium o0 yrpo3e MPUYMHEHUS Bpela >KU3HH, 30POBBIO TPAKIAH WIIH
KUBOTHBIX.

Cratba 9.2. NocypapCTBeHHbIM KOHTposnb (Hap3op) 3a peanusauuen opraHamu
MUCNONMHUTENbHON BnacTn cyobektoB Poccunckom dPepepauum nosiHomouun B ccpepe
obpalyeHMA NneKapCTBEHHbIX CPeACTB ANA MeAULUHCKOro NpuMeHeHus

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

1. T'ocynapcTBeHHBIM KOHTPOJL (HAA30p) 3a peaju3alueil OpraHamMu HCIOJTHHUTEIIBHOW BJIACTH
cyobekToB Poccuiickoil denepanuu noaHoMounii B chepe oOpalieHusi JeKapCTBEHHBIX CPEACTB JUIS
MEIULHUHCKOTO IPUMEHEHHsT OCYUIECTBISETCA YNOIHOMOYeHHbIM [IpaBurensctBoM Pocculickoi
®denepanuy OpraHoOM UCIIOJHUTEIBHOMN BJIACTH.

2. IlpenmeTom rocyaapCcTBEHHOTO KOHTPOJIS (HAA30pa) 3a peaanu3aineil opranaMu UCIIOJTHUTEIbHON
BJacTu cyobekToB Poccuiickoit Denepanuu MoaHOMOYHA B cepe 0OpalieHus JIeKapCTBECHHBIX CPEIICTB
AJI MCAUITUHCKOI'O MPUMCHCHUSA ABJIACTCA CO6JIIOI[CHI/IC YIIOJITHOMOYCHHBIMHA OpraHaMu HCIOJIHUTENbHOU
BJacTu cyObekTOB Poccuiickoit denepaniuu METOMKH YCTAHOBIICHHS TPEACIbHBIX Pa3MEPOB ONTOBBIX
HaZI6aBOK U OpPCACIbHBIX PasMCPOB PO3HHUYHBIX HaII6aBOK K q)aKTI/ItIGCKI/IM OTITYCKHBIM IICHAaM,
YCTaHOBJICHHBIM TPOU3BOAUTENSIMU JIEKAPCTBEHHBIX IMpEmapaToB, Ha JIEKAPCTBEHHBIC IMpenapaThl,
BKJIFOYCHHBIC B IICPCUYCHD )KU3HCHHO HGO6XOI[I/IMBIX U BaXXHEHUIIINX JICKAPCTBCHHLBIX MPCIIapaToB.

3. Ilpu oOCyIIeCTBIEHUH TOCYJapCTBEHHOIO KOHTposd (Haa3opa) 3a peanu3anueil opraHaMu
UCIIOJIHUTENbHON BiacTu cyObekToB Poccuiickoit ®enepanuu mnoJHOMOYMM B cdepe oOparieHus
JIEKAPCTBEHHBIX CPEICTB Il MEAUIIUHCKOTO IIPUMEHEHHUS IIPOBOAATCS CIEAYIOLINE BUIBI MEPOIIPUATUML:

1) noKyMeHTapHbIe IPOBEPKH;
2) BbI€3THBIE IPOBEPKHU.

4. OpraHuzanusi U OCYIIECTBIEHHE TOCYIapCTBEHHOTO KOHTpOJiA (HaaA30pa) 3a peanu3arueit
OpraHamMM HCIHOJHMTENbHOM BiacTu cyObekToB Poccuiickoit @enepanuu MNOJTHOMOYMA B cdepe
oOpallleHusl JIEKApCTBEHHBIX CPEACTB JUIsl MEIUIIMHCKOTO NMPUMEHEHMs perynupyrorcs denepanbHbIM
3aKOHOM OT 6 OKTAOpsa 1999 roma N 184-®3 "OO6 o0mMX NPUHIMIAX OPTaHU3AIMH 3aKOHOAATEIBHBIX
(mpeacTaBUTENbHBIX) U HCIOJHUTENIBHBIX OPraHOB TOCYJapCTBEHHOW BiacTu cyObeKkToB Poccuiickoit
Denepauun”.

5. [TlomokeHme O TOCYJapCTBEHHOM KOHTpoje (Haa3ope) 3a peanu3aluedl opraHamu
UCTIOJHUTENIBHOW BiacTu cyObekToB Poccuiickoit ®enepanuu monHoMouuidt B cdepe obOpaleHus
JIEKAPCTBEHHBIX CPEJCTB JJIsI MEIULMHCKOrO NMpUMEHEeHMs yTBepkaaercs [IpaBurensctBoM Poccuiickoin
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denepanuu.

CraTtbsa 9.3. PermoHanbHbIN rocyaapCcTBEHHbIA KOHTPOSb (HaA30p) 3a NPUMEHEHUEM
LeH Ha nekapcTBeHHble npenaparthbl, BKIIIOYEHHbIEe B NepevyeHb XXU3HEHHO Heo6XoAUMbIX
M BaXXHEMULLUUX JleKapCTBEHHbIX NpenapaToB

(BBenena dexnepanbHbiM 3aKk0HOM OT 11.06.2021 N 170-D3)

1. PernonanpHBIN rocy1apCcTBEHHBIH KOHTPOJIb (HAI30pP) 3a MPUMEHEHHEM IIeH Ha JICKapCTBEHHBIC
mpemapaTsl, BKIIOYCHHBIE B IIEPEYCHb KU3HEHHO HEOOXOMUMBIX M BaXXHEHININUX JIEKAPCTBCHHBIX
MpenapaToB, OCYIIECTBISIETCS OPraHOM HCIIOJTHUTEIBHOW BilacTH cyObekTa Poccuiickoit denepanuw,
YIOJTHOMOYEHHBIM BBICIITUM HCIIOJHUTEIBHBIM OPTaHOM TOCYJIapCTBEHHOH BiacTu cyobekTa Poccuiickoit
denepanuu.

2. IlpeaMeToM PErHOHAIBHOTO TOCYJApCTBEHHOTO KOHTpOJA (Haa30pa) 3a MPUMEHEHHWEM IIeH Ha
JIEKapCTBEHHBIE TMpEenaparbl, BKIIOUYEHHBIE B TMEPEYCHb JKU3HEHHO HEOOXOAMMBIX W Ba)KHEHMIIUX
JICKapCTBEHHBIX  IPEMapaTtoB, SBISAETCS  COONIOJEHWE  OpTraHU3alMsIMH  ONTOBOM  TOPrOBIH
JIEKapCTBEHHBIMHU CPEICTBAMHU, ATE€YHBIMUA OPTaHU3AIUSAMHU, WHAUBUAYAIBHBIMHU MPEANPUHUMATESIMH,
UMEIOIMMHU  JIMICH3UI0 Ha (apMaleBTUYECKYIO0 JAEATENbHOCTh, MEIUIIMHCKUMHU OpraHH3alysIMHU,
UMEIOLIUMH JTUIEH3UI0 Ha (hapMalleBTHUECKYIO AESITeNbHOCTh, U UX 000COOJICHHBIMU MOAPA3/ICICHUSIMU
(amOymnaropusimu,  (enpaIEpCKUMH W (ENbAMIEPCKO-aKyIIEPCKUMH  ITYHKTaMH,  LEHTpaMHu
(otmeneHussMu) oOIIeH BpaueOHON (CEeMEWHOMN) MPAKTHKH), PACIOJOKCHHBIMH B CEJIbCKUX HACEICHHBIX
MyHKTaX, B KOTOPBIX OTCYTCTBYIOT aNTEYHbIE OpraHW3allii, TpPU peaTu3aliy JIEKAPCTBEHHBIX
MpernapaToB TpeOOBaHUN K MPUMEHEHHUIO II€H, YPOBEHb KOTOPBIX HE OJIKEH IPEBBIINIATE CyMMY
(aKTHYECKOW OTIYCKHON LEHBI, YCTAaHOBJICHHON IPOMU3BOAMTENIEM JIEKaPCTBEHHBIX NPENapaToB, H
KOTOpbI€ HE MPEBBIIIAIOT 3apErUCTPUPOBAHHBIX MPEIEIbHBIX OTHYCKHBIX II€H, U Pa3MEpoOB OMNTOBBIX
Ha70aBOK M (WIM) pa3MEPOB PO3HUYHBIX HAA0AaBOK, HE NPEBBILIAIOIIMX COOTBETCTBEHHO pPa3MEpOB
Mpe/ieIbHBIX ONTOBBIX Ha/I0aBOK U (HMJIM) pa3MepoOB MPEIEIbHBIX POSHUYHBIX HAJ0aBOK, YCTAHOBJIEHHBIX
B cyOBekTe Poccuiickoii @eneparui.

3. OpraHu3anus M OCYILECTBIIEHHE PErMOHAJIBHOIO TOCYAAPCTBEHHOIO KOHTpOJA (Haja3opa) 3a
IIPUMEHEHHUEM 1IEH Ha JIEKApCTBEHHBIE MPENapaThl, BKIOYCHHbIE B IIEPEUEHb KU3HEHHO HEOOXOAUMBIX U
BAXHEHIINX JIEKapCTBEHHBIX IIPENapaToB, peryanpyrorcs denepanseiM 3akoHoM OT 31 nroins 2020 roga
N 248-®3 "O rocynapCTBEHHOM KOHTpoOJe (Haa30pe) W MYHHUIMIAIBHOM KOHTpoie B Poccuiickoit
Oenepauun”.

4. TlonoxeHne O perHOHAILHOM TOCY/IapCTBEHHOM KOHTpOJIE (Haa30pe) 3a MpUMEHEHUEM IIeH Ha
JIEKapCTBEHHBIE TMpenaparhl, BKIIOUYEHHBIE B TMEPEUEHb JKU3HEHHO HEOOXOAMMBIX W Ba)KHEHMIIUX
JICKapCTBEHHBIX MpenapaToB, YTBEPKIACTCS BBICIIUM HCIOJHUTEIBHBIM OPraHOM TOCYIAapCTBEHHOM
Bnactu cyowrekra Poccuiickoii @eneparum.

Cratba 9.4. ®PepepanbHbll roCyfapCTBEHHbIA  JIMLEH3NOHHbLIA  KOHTPOIb
AeATenbHOCTM NO NPOU3BOACTBY JIeKAPCTBEHHbIX CPeacTB
(BBenena denepanbHbiM 3akoHOM OT 11.06.2021 N 170-D3)

1. ®enepanbHbIE TOCYAAPCTBEHHBIM JMIEH3MOHHBIA KOHTPOJIb JIEATEIbHOCTH 1O TMPOU3BOJICTBY
JIEKApPCTBEHHBIX CPEJICTB OCYIIECTBIsACTCA (peepaibHBIMH  OpraHaMH HWCIOJIHUTEIBHON BJACTH,
ynosHoMoueHHbIMU [IpaButenscTBoM Poccutickoit @enepanuu.
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2. @enepalbHbI TOCYAAPCTBEHHBIM JUIIEH3UOHHBIN KOHTPOJb JEATEIBHOCTH IO IPOU3BOJICTBY
JIEKAPCTBEHHBIX CPEJICTB OCYLIECTBISETCS B COOTBETCTBUM ¢ DenepanbHbIM 3akoHOM OT 4 mast 2011 roga
N 99-®3 "O nuieH3upoBaHUU OTIENbHBIX BUOB JAeATelbHOCTH" 1 DenepantbHbIM 3aKOHOM OT 31 urons
2020 roma N 248-®3 "O rocymapCTBEHHOM KOHTpoJsie (Haa30pe) M MYHHUIUITAJILHOM KOHTPOJIE B
Poccuiickoit ®@enepanmu”. B pamkax QenepalbHOrO TOCYAapCTBEHHOTO JIMIIEH3HOHHOTO KOHTPOJIS
NEeSTeIbHOCTH 0 TPOU3BOJICTBY JICKAPCTBEHHBIX CPEJICTB IIJIAHOBBIE KOHTPOJBHBIC (HAI30pHbBIE)
MEpONPUSITHS HE MPOBOIATCS, MPU 3TOM MPOBOAUTCS MEPUOAUYECKOE IMOATBEPXKICHUE COOTBETCTBUS
JUIEH3UATOB JIMIIEH3UOHHBIM TpeOOBaHUSIM B cOOTBeTCTBUH ¢ DenepanbHbiM 3aKkoHOM OT 4 mas 2011
roga N 99-@3 "O nuueH3upoBaHUM OTAEIbHBIX BUI0OB ACSTEIBHOCTH" .

Mnasa 5. PASPABOTKA, AOKITMHUYECKUE UCCNEOOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KIIMHUWYECKUE UCCNEOOBAHUA
JNNEKAPCTBEHHbIX MPENAPATOB ANnA BETEPUHAPHOIO NPUMEHEHUA

CraTtbsa 10. Pa3paboTka nekapcTBeHHbIX CpeAcTB

1. Pa3paboTka JEeKapCTBEHHBIX CPEACTB BKJIIOYAeT B Ce0S TOMCK HOBBIX (DapMaKOIOTHYECKU
aKTUBHBIX BEIIECTB, IOCIEAYIOIIee M3yYeHHE UX JIEKAPCTBEHHBIX CBOMCTB, JOKJIMHUYECKUE
UCCIIEIOBaHMsl, pa3pabOTKy TEXHOJIOTUH IMPOU3BOJACTBA (papMalleBTUUYECKUX CYOCTaHLUN, pa3pabOTKy
COCTAaBOB U TEXHOJIOI'MH MPOU3BOJICTBA JEKAPCTBEHHBIX IPenapaToB.

2. @uHaHCcoOBOE obecnieueHue pa3padOTKU JIEKAPCTBEHHBIX CPENICTB OCYIIECTBISETCS 3a CUET:
1) cpenctB deaeparbHOrO OKOKETA;
2) cpeAcTB pa3pabOTYMKOB JIEKAPCTBEHHBIX CPEICTB;

3) CPEICTB IIPOU3BOIUTENIEN JIEKapCTBEHHBIX CPEICTB npu BBINTOJIHEHUH
HAy4YHO-HMCCIIE0BATENBCKUX PA0OT MO JOrOBOPY MEXAY pa3pabOTUUMKOM JIEKAPCTBEHHBIX CPEICTB U
IIPOU3BOIUTEIIEM JIEKAPCTBEHHBIX CPEJICTB;

4) MHBIX HE 3alpeleHHBIX 3aKOHOo1aTeNIbecTBOM Poccuiickoi denepannu HCTOYHUKOB.

3. HpaBa pa3pa60TqI/n<a JICKAPCTBCHHOT'O CPCACTBA OXPAHAIOTCA I'PAKIAHCKHUM 3aKOHOJATCIILCTBOM.

Cratba 11. [OKNUHMYECKOe MuccrefoBaHUe JleKapCTBEHHOro cpeacrtea Ans
MeAULMHCKOro npumMmeHeHus

1. JIokTuHWYECKOe HCCIeIOBaHUE JIEKAPCTBEHHOTO CPEJCTBA JUISI MEIUIIMHCKOTO MPHUMECHCHUS
MPOBOANUTCS MyTeM TMPUMEHEHHs] HAyYHBIX METOJIOB OIICHOK B ILEJsIX MOJNy4eHHUs JOKa3aTelbCTB
0e30macHOCTH, KauecTBa M 2P(EKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTRA.

2. JIOKIMHUYECKOE HCCIEJOBaHUE JIEKAPCTBEHHOTO CPEACTBA AJII MEIULMUHCKOTO MPUMEHEHUS
MIPOBOAUTCS B COOTBETCTBUU C TpaBWJIaMM HaJyiexaleid J1a0opaTOpHOM MPaKTUKU, YTBEP)KIEHHBIMH
YIIOJTHOMOYEHHBIM (pe/iepaIbHbIM OPTaHOM HCIIOTHUTEILHON BIACTH.

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

3. I[J'IH opraHu3anvu U NpOBCACHUA JOKIMHUYCCKOTO UCCICAOBAHUS JICKAPCTBCHHOT'O CPCACTBA IJIA
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MCAUIIMHCKOI'O MMPUMCHCHU pa3pa6OT‘-II/IKI/I JICKApCTBCHHBIX CpCACTB MOTYT IIPHUBJICKATb
HAaY4HO-MCCIIEJIOBAaTEIbCKHE OpraHM3alliy, OOpa3oBaTeIbHBIC OpPTraHM3allMU BBICHIIETO O0Opa30BaHUS,
UMEoIre HEOOXOJUMYI0 MaTepUaTbHO-TEXHUYECKYI0 0a3y M KBaJU(HUIIMPOBAHHBIX CICHUAIUCTOB B
COOTBETCTBYIOIIEH 00JIaCTH UCCIIEIOBAHUSL.

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

4. JIOKIMHUYECKOE HCCIIeOBAHUE JIEKAPCTBEHHOIO CPEACTBA Ul MEIULMHCKOIO IMPUMEHEHMs
MPOBOJUTCS TIO YTBEPKACHHOMY pPa3pabOTUYMKOM JICKAPCTBEHHOTO CpPEICTBAa IUIAHYy C BEACHUEM
IIPOTOKOJIa 3TOI'0 HCCIIEAOBAaHUS M COCTABJICHHEM OTYE€Ta, B KOTOPOM COJAEP)KATCS Pe3yJIbTaTbl 3TOTO
UCCIIENIOBAaHUs. M 3aKIIOYEHHE O BO3MOXHOCTH IIPOBEICHUS  KIMHMYECKOIO  HCCIIEINOBAaHUS
JIEKapCTBEHHOTO Mpenapara A MEIULMHCKOTO IPUMEHEHUS.

5. [IpoBenenue MpoBEPOK COOIIOCHUS MTPABHUII HaUIeXkKAaIIeH J1abopaTOpHON MPAKTUKH U ITPABOBBIX
HOPM HCIIOJIb30BaHMS >KMBOTHBIX IpPU NPOBEIEHUM IOKIMHUYECKHX MCCIEI0BAaHUM JIEKapCTBEHHBIX
CpCACTB AJid MCAUIHWHCKOIO IMPHUMCHCHUSA OCYHICCTBIIACTCA YIIOJHOMOYCHHBIM q)eﬂepaJH)HI)IM OopraHomMm
MCTIOJHUTEJIbHOM BIacTH.

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

6. PesynpraThl JNOKIMHUYECKOIO HCCIIECJOBAHMS JIEKAPCTBEHHOI'O CPEACTBA JI1 MEAMLIMHCKOIO
NPUMEHEHHUST MOTYT OBITh HPEJCTaBJICHBI B YIIOJHOMOYECHHBIN (hefepabHblii OpraH HCIOJHUTEIHHON
BJIACTU B YCTAHOBJICHHOM IIOPSKE B LEJAX ITOCYAAPCTBEHHON PETUCTPALMU JIEKapCTBEHHOIO IIpenapara.

Cratba 12. [loknuMHMYeCKOe uccrnenoBaHMe JeKapCTBEHHOro cpeacrtea W
KIIMHMYEeCKOe uccrefoBaHMe JeKapCTBEHHOro npenapara Ansi  BeTepUHapHoro
NpPUMeHeHuUA

1. HOKHI/IHI/I‘ICCKOG HCCIICAOBAHUC JICKAPCTBCHHOI'O CpCACTBA JIA BCTCPHHAPHOI'O IMPHUMCHCHUA
MMPOBOAWUTCA MyTEM IHNPUMCHCHHA HAYUYHBIX MCTOJOB OICHOK B MNCIIAX IOJIYYCHHUS OOKa3aTCIbLCTB
6630HaCHOCTI/I, KadueCTBa U BQ)CI)GKTI/IBHOCTI/I JICKApCTBCHHOT'O CPCACTBA, B TOM YUCIIC OIIPCACIICHUA CPOKaA
€ro BbIBCACHUA U3 OpPraHM3Ma >XMBOTHOT'O, B LEJIAX obOecnieueHns1 0€30IIaCHOCTH MMPOAYKIIMK KUBOTHOT'O
MPOUCXOKACHUA MOCJIC TPUMEHCHUA COOTBCTCTBYIOLICTO JICKAPCTBECHHOI'O ITpCI1apara.

2. JIOKJIMHHUYECKOE HCCIE0BaHUE JIEKApPCTBEHHOTO CpPEACTBA M KJIMHMYECKOE MCCIIEI0BaHNE
JIEKapCTBEHHOTO TMpemnapara Ui BETEPUHAPHOTO TMPUMEHEHHS, HCCIeOBaHHE OMOAKBUBAIEHTHOCTH
YKa3aHHOTO JIEKAPCTBEHHOT'O Tpernapara MPOBOISTCS B COOTBETCTBHHU C TPAaBUJIAMH, YTBEP>KIECHHBIMU
YIIOJTHOMOYEHHBIM (pe/iepallbHbIM OPTaHOM HCTIOTHUTETBHON BIACTH.

3. JIOKJIMHUYECKOE HCCJIEIOBAaHUE JIEKAPCTBEHHOTO CPEACTBA M KJIMHMYECKOE MCCIEI0BaHNE
JIEKApCTBEHHOr'0 Mpernapata il BETEPUHAPHOIO MPUMEHEHHS] MPOBOAATCS IO YTBEPKIACHHOMY
pa3paboTYNKOM JIEKapCTBEHHOI'O CpEJCTBA IUIAHY C BEJIEHUEM IIPOTOKOJOB 3THX HCCIEAOBAHUN U
COCTABJICHHEM OTYETOB, B KOTOPBIX COAEPIKATCA PE3YIbTaThl 3TUX UCCIIEIOBAHUMN.

4. ZIJ'ISI oprann3alivii U IMPOBCACHHUA AOKIMHHUYCCKOTO MCCICAOBAHUSA JICKAPCTBECHHOT'O CPCACTBA U
KIIMHUYCCKOT'O UCCIICAOBAHUS JICKAPCTBCHHOTI'O IIPCIiapaTta JJis1 BETCPUHAPHOT'O0 MIPUMCHCHU A pa3pa60T‘lI/IK
JICKApCTBEHHOT'O CpeacTBa MOXKET IMPUBJICKATDH OopraHu3anunu, HUMCIOIINEC HGO6XO)II/IMyIO
MaTCpruaAJIbHO-TCXHUYICCKYIO 633y n KBaJ'II/I(I)I/II_II/IPOBaHHLIX CIIcIuaJImCTOB B COOTBCTCTBYIOH_ICI‘/JI obiactu
HUCCICIOBaHUs.
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5. KiuHuyeckne HUCCeNOBaHMs JIEKAPCTBEHHBIX IIPENApaTroB JIi BETEPUHAPHOTO INPUMEHEHUS
IPOBOJATCSI B BETEPUHAPHBIX OpraHU3alMAX M B OPraHU3alMsiX, OCYIIECTBISIOIIMX pa3BEICHHUE,
BBIPALIMBAHUE U CO/IEP)KAHUE KUBOTHBIX, B LIEIISIX:

1) YCTAHOBJICHHUS IIEPEHOCUMOCTH JICKAPCTBCHHBIX ITPEIIapaToOB 3J0POBBIMHA ) KUBOTHBIMU

2) monbopa ONTUMAIBHBIX JO3MPOBOK JICKAPCTBEHHBIX IpenapaToB W Kypca JICUEHHUS Ha
KOHKPETHOM IpyIIIe )KUBOTHBIX C ONPE/IEICHHBIM 3a00JI€BaHUEM;

3) ycTaHoBieHHUs1 6€30MAaCHOCTH U 3((PEKTUBHOCTH JIEKAPCTBEHHOTO IpenapaTa, mpeJHa3HaueHHOTO
IUIs JIeYEHUs ONpPEeAEICHHbIX 3a00JIeBaHUI KUBOTHBIX, WU 3((HEKTUBHOCTH JIEKApPCTBEHHOr0 IpenapaTa
U1 TPO(UIIAKTUKY 3200JIeBaHUI 310pPOBBIX KHUBOTHBIX;

4) u3ydeHHs] BO3MOXHOCTEH pacHIMpeHUs MOKa3aHUM K MPUMEHEHUIO 3aperucTPUPOBAHHOTO
JIEKApCTBEHHOTO MperapaTa 1 BhISIBJICHUS PaHEe HEM3BECTHBIX MOOOYHBIX ICHCTBHUI.

6. Kmmanueckoe HCCIICAOBAHUC JICKAPCTBCHHOI'O IIpCliapaTa I BCTCPHUHAPHOI'O ITPHMCHCHUA
OCYHICCTBIIACTCA 3a CUHET CPCACTB pa3pa60TqI/IKa JICKApCTBCHHOTI'O CPpCACTBA.

7. Ordersl O pe3yiapTaTax IOKIMHMYECKOTO MCCIEIOBAHUSA JIEKAPCTBEHHOIO CPENCTBA U
KJIMHAYECKOTO  UCCIIEIOBAHMs  JICKAPCTBEHHOI'O Ipernapara Uil BETEPUHAPHOIO  IIPUMEHEHUs
COCTABJIAIIOTCS  Pa3pabOTUYMKOM JIEKAPCTBEHHOI'O CPEJACTBA C YYETOM 3aKJIIOUCHMH OpraHu3anui,
IIPUHUMABIINX y4aCTHUE B OPraHU3alMU U IPOBEICHNUN 3TUX UCCIICJOBAHUM.

8. KOHTpOHB 3a IIPOBCACHHUCM JOKIMHHUYCCKUX I/ICCJ'IG,ZLOBaHI/Iﬁ JICKAapCTBCHHBIX CpCACTB H
KIIMHUYCCKUX I/ICCJIGIIOBaHI/Iﬁ JICKApCTBCHHBIX  IpCraparoB Ijid  BCTCPUHAPHOIO  IMPUMCHCHUA
OCYHICCTBIIACTCA YIIOJTHOMOYCHHBIM (beﬂepaHLHHM OpraHnomM HCITOJIHUTEILHON BJIACTH.

Maea 6. OCYLECTBJIEHUE FOCYJAPCTBEHHOW PETMCTPALIUN
NEKAPCTBEHHbIX NMPENAPATOB

Ctatbsa 13. FocynapCTBeHHaﬂ perncrtpauunsa nekKapCcrtBeHHbIX npenapartoB
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

KoncynprantlIntoc: mpumedanue.

JlonmyckaeTcsi MPUMEHEHHE B MEIUIMHCKUX LEISIX HE 3aperUCTPUPOBAHHBIX B P® neKapCTBEHHBIX
MpenaparoB, CoAEPKAIINX HAPKOTUIECKUE CPEJICTBA WM TICUXOTPOIHBIE BEIIECTBA, BBE3EHHBIX B PO
B COOTBETCTBUH C 4. 3.1 cT. 47 manHoro nokymeHnta (. 8 ct. 3 @3 o1 27.12.2019 N 475-D3).

1. B Poccuiickoii denepanum I0MyCKarOTCs MPOU3BOACTBO, U3TOTOBJICHUE, XPAaHEHHE, IEPEBO3KA,
BBO3 B Poccuiickyro ®enepanuro, BeiB03 U3 Poccuiickoil @enepannu, pekiiaMa, OTIYCK, pealn3alus,
nepeaada, NPUMEHEHUE, YHUYTOXKEHUE JIEKapCTBEHHBIX IIPENapaTroB, €CIM OHHM 3aperuCTPUPOBAHBI
COOTBETCTBYIOILINM YIIOJTHOMOYEHHBIM (heZiepaibHbIM OPTaHOM UCIIOJHUTENIBHOM BIACTH.
(uactb 1 B pen. denepanbroro 3akoHa ot 13.07.2015 N 241-D3)

2. 'ocynapCcTBEHHOM perucTpanuy Moiexar:
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

1) Bce nekapcTBEHHBIE Iperaparbl, BIEPBbIE IOJUIeXKalle BBOAY B oOpamienue B Poccuiickoi
denepanuu;

2) JneKapCTBEHHbIEC IIpenapaThl, 3apEerUCTPUPOBAHHBIE DPAHEE, HO IPOU3BEAEHHBIE B JPYIHX
JIEKapCTBEHHbIX ()OpMax B COOTBETCTBUHU C IEPEYHEM HAMMEHOBAaHUI JIEKapCTBEHHBIX (OpPM, B HOBOH
J03UPOBKE IMPH J0KA3aTENbCTBE €€ KIMHUYECKON 3HAUNMOCTH 1 3P (EKTUBHOCTH;

3) HOBBIE KOMOMHAIIMU 3aPETUCTPUPOBAHHBIX paHee JIEKaPCTBEHHBIX MPENapaToB.

3. T'ocynapcTBeHHas perucTpanus JEKapCTBEHHBIX IPENapaToB OCYLIECTBISAECTCA IO pe3yabTaTaM
HKCHEPTHU3bl JIEKAPCTBEHHBIX CPEJICTB, a TOCYJAapCTBEHHas perucrpanus oppaHHbIX JIEKAPCTBEHHBIX
[IPENapaToB OCYLIECTBIISIETCA IO pe3ysibTaTaM JKCIEPTU3bl JOKYMEHTOB, IPEICTAaBICHHBIX IS
OIpeJIeJIEHUs] BO3MOXKHOCTH pacCMaTpUBAaTh JIEKAPCTBEHHBIN Mpenapar Al MEAULMHCKOTO PUMEHEHMS
IIPU  OCYILECTBICHUM TOCYJapCTBEHHOM perucTpalyy B KadyecTBE OPQPaHHOIO JIEKAPCTBEHHOTO
npernapara, v o pe3yJibTaTaM SKCIepTU3bl JEKapCTBEHHbBIX CPECTB.

4. TocymapcTBeHHAs! peTUCTpaIlUs JICKApPCTBEHHOTO Tperapara OCYIIeCTBISICTCS COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM (pe/iepaibHbIM OpPraHOM HCIIOJIHUTEILHOW BJIACTH B CPOK, HE TPEBBINIAIOIINN CTa
MIECTUICCATH paboumMx JHEH CO JTHS NPUHSATHS COOTBETCTBYIOIIETO 3asBIICHUS O TOCYAapCTBEHHOM
perucTpaiyu JCKapCTBEHHOTO Tpernaparta. B yka3aHHBIA CPOK BKIIFOYAETCS BpeMs, HEOOXOIUMOE JIIst
MTOBTOPHOTO TPOBEJICHUSI 3KCIEPTU3BI JIEKAPCTBEHHOI'O CPEJCTBA B COOTBETCTBHHM CO CTaThed 25
Hactosmero denepanpHoro 3akoHa. Cpok rocyIapCTBEHHOW PETHUCTpPAllUU JIEKAPCTBEHHOI'O Mperapara
HCYHCIISICTCS CO JHS TPHHSTHS COOTBETCTBYIOIIMM YIIOJIHOMOYEHHBIM (pelepaibHbIM  OpPraHoM
UCTIOJIHUTEJILHOW ~ BJIACTH  COOTBETCTBYIOIETO  3asBJICHHUS O TOCYAApCTBEHHOW  PErHCTpaluu
JIEKapCTBCHHOTO TIperapara ¢ MPWIOKCHHEM HEOOXOIMMBIX JOKYMEHTOB 110 JIeHb BBIJAYH
PETUCTPAIIMOHHOTO YJOCTOBEPCHHUS JICKAPCTBEHHOTO Mpenapara. BpeMs, Heo0Xoaumoe JJisi HarpaBJIeHUs
VIIOJTHOMOYCHHBIM  (he/iepalbHbIM OPraHOM HCIIOJTHHUTEIBFHOM BJIACTH 3ampoca O MPEACTaBICHUU
HEO0OXOTMMBIX MAaTE€PHANIOB U MPECTABICHHUS 3asSBUTENIEM OTBETA HA JAHHBIN 3alpOC B COOTBETCTBHH CO
cratbsimu 16, 19 u 23 mHacrosmero denepanbHOr0 3aKOHA, HE YYUTBHIBACTCS NMPU HCUYHUCICHUU CPOKa
roCy/IapCTBEHHON PETUCTPAIlMU JIEKAPCTBEHHOTO Mpernapara.

5. T'ocynapCTBEHHOW pErucTpaluy HE OAJICKAT:

KoncynbrantlLitoc: mpumeyaHue.
C01.03.2023 B . 1 4. 5 cr. 13 BHOCATCS u3menenus (@3 ot 30.12.2021 N 463-D3).

1) nexapcTBEHHBIE Npenaparbl, U3TOTOBJICHHBIE AaNTEUYHBIMH OPTraHU3alUSIMH, BETEPHUHAPHBIMU
anTEeYHBIMU OPTraHU3ALMAMU, UHIUBUAYAJTbHBIMU MPEINPUHUMATEISAMH, KOTOPbIE UMEIOT JIMIEH3UIO Ha
(dapMalleBTUUECKYIO JAESITeNbHOCTh, IO pelenTaM Ha JIeKapCTBEHHBbIE Mpernaparbl U TpeOOBaHUSIM
MEIHUIIMHCKUX OpraHU3allnii, BETEPUHAPHBIX OpTraHU3allHii;

2) nexapCTBEHHBIE MPEnapaThl, MPHOOPETeHHbIE (PU3NUYECKUMU JIHIIaMU 3a TpeaenamMu Poccuiickoit
®denepanyy U MpeIHa3HaYeHHbIE JIS IMYHOTO UCIIOJIb30BAHMUS;

3) JICKApCTBCHHBIC MTpCTIapaThl, BBO3UMbBIC B Poccnﬁcxy}o d)e;[epaumo JJI OKa3aHUA MCHHHHHCKOﬁ
IIOMOIIM 110 XWU3HCHHBIM ITOKAa3aHHUAM KOHKPETHOI'O MaluCHTAa Ha OCHOBAHWH Pa3pClICHHA, BBIJAHHOTO
YIIOJIHOMOYCHHBIM (I)C,[[epaJIBHBIM OpraHomMm HCIIOJIHUTEIbHOM BJIaCTH,
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(pea. ot 11.06.2021) [lokyMeHT npefoctaBneH KoHcynbTaHTloC

"06 obpalleHnn nekapcTBEHHbIX cpeacTs” Aata coxpanerua: 11.01.2022

4) nexkapcTBEHHBIE CpelCTBa, BBO3UMble B Poccuiickyto ®denepannio Ha OCHOBAaHUU BBIJAHHOI'O
YIOJIHOMOYEHHBIM (peiepajbHbIM OpraHOM HCIOJIHUTENbHOM BIACTH pa3pelleHus U NpeAHa3HaueHHbIE
JUIs TPOBEACHUS KIMHUYECKUX MCCIEA0BaHUN JIEKapCTBEHHBIX IpenapaToB U (WJIM) IPOBEACHUS
JKCIIEPTU3bl  JICKAPCTBEHHBIX  CPEACTB  UIsl  OCYILECTBICHMsSI TOCYAApPCTBEHHOM  perucrpanuu
JIEKAPCTBEHHBIX IIPENAapaToB;

5) dbapmanieBTHUECKHE CyOCTaHIINH,

6) pamuodapManeBTUYECKUE JICKAPCTBEHHBIC Ipenaparhl, M3TOTOBICHHBIC HEMOCPEACTBCHHO B
MEAUIMHCKUX OpPraHu3alUsaX B IMOPSAIKE, YCTAHOBIEHHOM YIOJHOMOYEHHBIM (elepalibHbIM OpPraHoM
HCIOJIHUTEIBHOM BIIACTH;

7) nekapCTBEHHBIE MpernapaThl, IPOU3BOJUMBIE IJISl HIKCIIOPTA.
6. He nomyckaercs rocy1apcTBEHHasi perucTparusi:

1) JICKAPCTBCHHBIX IPCIaparoB, OTIUYAOIMIUXCA ApYyr OT JApyra Ka4Y€CTBECHHBIM COCTABOM
[[€I7ICTBYIOHII/IX BCHICCTB, IO OAVMHAKOBBIM TOPTOBBIM HAMMCHOBAHUCM;,

2) OIHOTO JICKAPCTBEHHOTO Ipernapara, MPeACTaBICHHOIO Ha TOCYIapCTBEHHYIO PETUCTPAIUIO B
OTHOIICHWH OJHOTO W TOTO K€ Jep)KaTels WM BIAJENblla PETUCTPAMOHHOTO YJOCTOBEPCHHUS
JICKQpCTBEHHOT'O TMpernapara B BUAC JBYX M 0oJee JICKAPCTBCHHBIX MpenapaToB MOJ pa3IHYHBIMU
TOPrOBBIMH HAMMCHOBAHUSIMH.

(m. 2 B pea. @enepanbuoro 3akona ot 04.06.2018 N 140-D3)

7. Tlo 3ampocy (B 271eKTpoHHOW (opMe WIM HAa OyMa)KHOM HOCHUTENIC) CyOBeKTa OoOparmieHus
JIEKapCTBEHHBIX  CPEICTB  COOTBETCTBYIOIIMM  YIOJIHOMOYEHHBIM  (elepalbHbIM  OpPraHOM
WCIIOJTHUTENIBHOW ~ BJIACTH, OCYIIECTBISIONIMM TOCYAAPCTBEHHYIO PETUCTPALMI0  JIEKAPCTBEHHBIX
MpenaparoB, B YCTAHOBIEHHOM UM IOPSAKE OCYIIECTBIISIETCS HAYYHOE KOHCYJITUPOBAHUE 10 BOIIPOCAM,
CBA3aHHBIM C  TIPOBEICHUEM  JIOKJIMHUYECKUX  HWCCJICJAOBAHMM, KIMHUYECKUX  MCCIEIOBAHUMN
JIEKapCTBEHHBIX IMPEMapaToB, HKCIEPTH3bl KauecTBa JIEKAPCTBEHHBIX CPEACTB, A(G(HEKTUBHOCTH H
0€30MaCHOCTH, C OCYIIECTBICHUEM TOCYIAapCTBEHHOW PErHCTpallid JICKAPCTBEHHBIX TIPEMapaToB.
KoHcynpTupoBaHue OCYIIECTBISIETCS C MpUBIEYEHHEM (eaepaabHBIX TOCYJAPCTBEHHBIX OOKETHBIX
YUPEKIECHUN, TOJABEAOMCTBEHHBIX TaHHOMY (eaepaqbHOMYy OpraHy HWCIOJHUTEIHHOM BJIACTH U HE
YYaCTBYIOIIMX B OpPraHU3alldd TNPOBEIEHUS SKCIEPTU3bl KAauecTBa JICKAPCTBEHHBIX CPEACTB B LEINAX
OCYILIECTBJIEHUS HMX TOCYAApPCTBEHHOW PETHCTPAIMM B COOTBETCTBHMM CO CTarhbedl 16 HacTosmero
denepalbHOTO 3aKOHA, B BUJE OTBETa B MUCHMEHHOW (opMe YIMOTHOMOYEHHOTO (peepaqbHOrO opraHa
WCIOJIHUTENIBHOM BIACTH Ha 3amnpoc. PasMep B3uMaeMOM ¢ 3asBUTENS IUIAThl OMNPEACISIETCS B
COOTBETCTBHHM C 3aKOHOJAaTelnbcTBOM Poccuiickoii @Denepanuu 00 oOpraHuzaiy MperoCTaBICHUS
TOCYIapCTBEHHBIX M MYHUIMNAIBHBIX  yciyr. HWMHdopmamuss 00 OCYIIECTBICHHMH HAyYHOTO
KOHCYJTbTUPOBaHUS, B TOM 4YHCIIe CTaThbH, 0030pbI, CIPAaBOYHBbIE MaTepuanbl U MHas UHPopMarus 00
OCYIIIECTBJICHUN HAYYHOT'O KOHCYJIBTUPOBAHUS, pa3MeNIaeTcs Ha OPUITMATLHOM CaliTe YITOJTHOMOYEHHOTO
denepanbHOrO0 OpraHa HCIOTHUTENIbHOW BiIacTH B ceTH "MHTepHeT" ¢ coONMIOaeHHEM OrpaHHYEHUH,
YCTAaHOBJICHHBIX  3aKOHOJATEIIbCTBOM O  TEPCOHAIBHBIX  JIAHHBIX, KOMMEpPYEeCKOW u  (Win)
roCyZapCTBEHHOM TalHe.

8. Tl'ocymapcTBeHHast perucrpanusi JEKapCTBEHHBIX MPENapaTroB, KOTOpble MpeIHa3HAYEeHbl IS
NPUMEHEHHsT B YCIOBHMSX BOCHHBIX JIEHCTBHMH, Upe3BbIYAMHBIX CUTyalUil, MpexynpexaeHus
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Ype3BbIUANHBIX CUTYalMi, TPOPUIAKTHKH U JIEYCHUs 3a00JIeBaHUM, MPEIACTABISIOMNX OMACHOCTh JIJIs
OKPYKaIOIINX, 3a00JIEBaHUI M MOPAKCHUH, MOTYYECHHBIX B pe3y/IbTaTe BO3/ACHCTBUS HEOIArompHsTHBIX
XUMUYECKHX, OMOJOTMYECKHX, PaJUallMOHHBIX (aKTOPOB, U KOTOPHIE pa3padOTaHbl B TOM YHUCIE IIO0
3agaHuio (eaepa’abHBIX OpPraHOB HCIIOJHHUTENIBHON BIACTH, YIOJIHOMOYCHHBIX B 00JIACTH OOOpPOHBI
CTpaHbl M 0OE€30MAaCHOCTH TOCYapCTBa, OCYIIECTBISETCS B MOPSAKE, YCTaHOBICHHOM lIpaBUTENHCTBOM
Poccuiickoit @enepanuu.

(uactb 8 B pen. Penepanpuoro 3akona ot 01.04.2020 N 98-D3)

Cratbs 14. NMpUHLUMNbI 3KCNEepPTU3bl NeKapCTBEHHbIX CpeacTB
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. :‘)KCHepTI/I?:a JICKAPCTBCHHEBIX CPEACTB OCHOBBIBACTCS Ha MPUHIUIIAX 3aKOHHOCTH, CO6J'IIOI[CHI/I$I
npaB u CBO6OI[ YCJIOBCKAa MW TIpaxXJaHWHA, IIpaB HOPUAUYCCKOIO JMla, HC3aBHUCHUMOCTU JSKCIICPTA,
O6T>€KTI/IBHOCTI/I, BCCCTOPOHHOCTH H ITIOJHOTHI HCCHGHOB&HHﬁ, MNpOBOAUMBIX C HCIIOJIB30BAHUCM
COBPCMCHHBIX JOCTIDKCHUI HAaYKM W TCEXHUKH, OTBCTCTBCHHOCTU (bez[epanbﬂoro TroCyaapCTBCHHOI'O
6I-O,Z[)KGTHOFO YUIpCKACHUA IO IMPOBCACHUIO SKCIICPTU3BI JICKAPCTBCHHBIX CPCACTB W 3KCICPTOB 3a
MMPOBCACHUEC U KAYCCTBO 3KCIICPTUIEBI.

2. 3KCHepTI/I38 JICKAPCTBCHHLIX ITPCIIapaToOB JJIsI MCAUIIMHCKOI'O IIPUMCHCHHA BKIIIOYACT B ce0s:

1) skcrepTU3y JOKYMEHTOB, IPEICTABICHHBIX JUIsl ONpPENEICHHUs] BO3MOXKHOCTH paccMaTpUBaTh
JIEKApCTBEHHBIA Ipenapar sl MEAUIMHCKOrO IMPUMEHEHHUs IMPU OCYUIECTBIECHUU TOCYAAPCTBEHHOU
perucTpanmy B KauecTBe op(haHHOr0 JIEKAPCTBEHHOI'O IIPEnapara;

2) IKCIICPTUIY NPECIIOKCHHBIX MCTOAOB KOHTPOJIA Ka4€CTBA JICKAPCTBEHHOT'O CPCACTBA U KAYC€CTBaA
MMpEACTAaBJICHHBIX O6pa3IIOB JICKApCTBCHHOT'O CpeACTBa € MCIIOJIB30BAHHUEM OTHUX MCTO0B (nanee -
OKCIICPTH3a Ka4CCTBA JICKAPCTBCHHOI'O CpCI[CTBa);

3) oKchepTH3y OTHOILUEHUS OKHUJAeMOM IOJIb3bl K BO3MOKHOMY PHCKY HPHUMEHEHHUS
JIEKApCTBEHHOTIO IIperapara;

4) SKCHEepPTHU3Yy PETUCTPAMOHHOTO JIOChe Ha JICKAPCTBEHHBIM Tperapar B IESIX ONpPEIeICHHS
B3aMMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX MPENapaToB A MEAUIIUMHCKOTO TPUMEHEHUSI.
(. 4 BBennen denepanbHbIM 3aK0HOM OT 27.12.2019 N 475-D3)

3. 3KCHCpTI/I3a JICKApPCTBCHHBIX MNPCHIapaToB A BCTCPHUHAPHOI'O NPHUMCEHCHUS BKIHOYACT B ceOs
OKCIICPTU3Y KadCCTBA JICKAPCTBCHHOI'O CPCACTBA M OKCICPTHU3Y OTHOLICHHA 0XKHIAeMOM IIOJB3BI K
BO3MOXHOMY PUCKY ITPUMCHCHUS JICKAPCTBCHHOI'O IIpCIlaparta.

Cratba 15. ®depepanbHoe rocygapCTBEHHOe OlMKeTHOe yupexaeHue no
NnpoBeAEHUIO IKCNEePTU3bI NIeKapCTBEHHbIX CPeACcTB

DKcnepTu3a JIEKapCTBEHHBIX CPEACTB MPOBOAUTCS (eepalbHBIM TOCYAAPCTBEHHBIM O0KETHBIM
YUPEXKJIEHUEM COOTBETCTBYIOLIETO YIIOJIHOMOYEHHOTO (heIepaIbHOr0 OpraHa MCIOJHUTEIbHON BIACTH,
CO3/IaHHBIM JJis1 0o0ecredyeHHs MCIIONHEHUs IOJIHOMOYUN 3TOoro (enaepaibHOrO0 Opra€Ha IO Bblaue
paspellleHuil Ha MPOBENECHUE KIMHUYECKUX HCCIEIOBAHUN JIEKAPCTBEHHBIX IIpEeNaparoB U (WiIM) IO
rOCyJapCTBEHHOH perucTpaliy JeKapCTBEHHbIX IPEnapaToB (Jlajiee - SKCIEPTHOE YUPEKICHUE).
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

Crtatbsa 16. OpraHusau,ml npoBeneHus 3KCnepTu3bl NIeKapCTBeHHbLIX cCpeacTB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. DOxkcnepTu3a JEKapCTBEHHBIX CPEACTB IPOBOAMUTCS KOMHUCCHEH 3KCIEPTOB 3SKCIEPTHOIO
YUpEXKJIEHUS, HA3HAYCHHON €ro pyKOBOAMTEIEM, Ha OCHOBAaHUM 3aJaHMsl HAa MPOBEAECHUE SKCIIEPTHU3BI
JIEKapCTBEHHOT'O CPEJCTBA, BBLAAHHOIO YIIOJHOMOYEHHBIM (heepalbHbIM OpPraHOM HCIIOJHUTEIbHON
BJAacTU. PyKOBOIUTENH 3KCIEPTHOTO YUPESKICHHUS 00ECIeunBaeT HAAJIEKAIIee MPOBEACHUE IKCIIEPTU3HI
JIEKapCTBEHHBIX CPEJCTB B COOTBETCTBUU C 3a/laHUEM, BbIJIAHHBIM YIIOJHOMOUYEHHBIM (erepaabHbIM
OpPraHOM HCITOJIHUTENBHOM BJIACTH, U OPraHU3yeT MOJArOTOBKY CBOJHOIO 3aKJIHOYEHUS 3TON KoMuccuu. B
COCTaB 3TOM KOMHUCCUM IO PELICHUIO PYKOBOAMTEINS KCIIEPTHOTO YUPEXKIEHHSI MOT'YT ObITh BKJIFOUEHBI B
Ka4yecTBE KCIIEPTOB JIMIIA, HE pabOTAIOIIKE B JAHHOM SKCIIEPTHOM YUPEKACHUH, €CIIU UX CIEIHaIbHbIC
3HaHUS HEOOXOOUMBI JUIsl TNPOBEINEHMS HKCHEPTH3bl M TAaKHE JKCHEPThl OTCYTCTBYIOT B JIAHHOM
9KCIIEPTHOM YUPEKICHHUM.

2. DKcHepToM IO MPOBEICHHUIO SKCHEPTU3bl JEKAPCTBEHHBIX CPEJICTB SIBIAETCS ATTECTOBAHHBIN
pabOTHUK SKCIEPTHOTO YYPESKICHHS, KOTOPBIA HMEET BBICIICE MEIUIUHCKOE, (hapMaleBTHUECKOE,
Ononornyeckoe, BETEpUHAPHOE WIM XUMHYECKOE 00pa30BaHUE U MPOBOJIUT IKCIIEPTUIY JIEKAPCTBEHHBIX
CPEICTB B MOPSAKE UCIIOIHEHUS CBOUX JTOJKHOCTHBIX 00S3aHHOCTEH (Jjajiee - SKCIepT).

3. Ilpu mpoBeAEHUU SKCHEPTU3bl JIEKAPCTBEHHBIX CPEJICTB SKCHEPT HE MOXKET HAaXOJUThCA B
KaKoOH-IM00 3aBUCHUMOCTH OT JIMLA, HA3HAYMBILEIO ATy JKCIEPTH3Yy, Pa3padOT4MKA JIEKApCTBEHHOI'O
CpeZACTBa WM IPYTHX 3aMHTEPECOBAHHBIX B PE3YJIbTaTaxX 3KCIEPTU3bI JIULL.

4. Ilpu mnpoBeneHUU SKCHEPTU3bI JIEKAPCTBEHHBIX CPEACTB HE JOIMYCKAeTCs HCTpeOOBaTh y
3asBUTENsl JUOO WHBIX JIMI[ MaTepualibl, HeoOXOIuMBbIe IJii MPOBEICHHs SKCHepTusbl. B ciydae
HEJIOCTATOYHOCTH TPEJICTABICHHBIX JKCIEPTY MaTEPHAJIOB [JIs Jla4M 3aKJIIOYEHHUs DKCIEPT CTaBUT
BOIIPOC O TPEJCTaBICHUH €My HEOOXOJMMBIX MAaTepuajoB IMepel PYKOBOAMUTEIEM SKCIEPTHOTO
YUPEKIEHUS, KOTOPBIA 00paIaeTcsi ¢ COOTBETCTBYIOIIUM 3alpOCOM B YIOJHOMOYEHHBIN (eepanbHbIi
OpraH HCIIOJIHUTEJIbHOM BIIACTH, BBIAABIIMI 3aJaHUE Ha MPOBEACHUE SKCIEPTU3bl JIEKAPCTBEHHOTO
cpenctBa. Yka3zaHHbIN (heepalibHbIA OpraH UCIOJHUTEILHON BJIACTH B TE€UCHUE MATH padOUYMX JHEH CO
JIHSI TIOCTYIUIEHHS 3allpoca PYKOBOJUTENS 3KCHEPTHOTO YUPEKIEHUS HaIpaBIseT 3asBUTENIO 3alpoc O
MIPEACTABICHUN HEOOXOAMMBIX MaTepuasoB. J[aHHBIN 3ampOC MOXKET OBITh MEPE/iaH YIOJIHOMOYECHHOMY
MPEACTABUTENIO 3asBUTENS IMYHO TOJT PACIIMCKY, HAMPABIIEH 10 MMOYTE 3aKa3HbIM MMCbMOM WM NEpelaH
B QJICKTPOHHOM (hOpMe MO TEIECKOMMYHHUKAIIMOHHBIM KaHallaM CBSA3U. B ciydae HampaBieHUs JaHHOTO
3ampoca 1o MOoYTe 3aKa3HbIM MUCHhbMOM OH CUMTAETCS MOJTYYEHHBIM 0 UCTEYEHUH IIECTH JTHEW C AaThl
HaIpaBJIEHUs 3aKa3HOTO MUChMa.

(uactb 4 B pen. DenepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

4.1. 3asBuTENnb 0053aH MPEICTABUTH OTBET Ha 3alpoC YIMOJTHOMOYEHHOTO (enepanipbHOro opraHa
UCTIOJIHUTEJIBHOW BIIACTU B CPOK, HE MPEBBIMIAIOLINN JIeBIHOCTA pabouuX JHEH cOo JHSA ero MoJIy4eHus.
YnonHoMoueHHBbIN (eepanbHblii OpraH MCIOJIHUTEIbHONW BJIACTH, BBIIABIIMN 33/laHUE HA MPOBEACHUE
HKCHEPTHU3bl JIEKAPCTBEHHOTO CPEJICTBA, B TEUYEHHE MATH pabouyux JHEH CcO JHS TOCTYIUICHHS OT
3asBUTENS OTBETA HA JAHHBIM 3allpOC HAIPABISAECT TAaKOW OTBET B DKCIEPTHOE ydpexkaeHue. B ciydae
HEMpeCTaBICHUsI MO0 MCTEUEHHM JEeBSHOCTAa PabO4YMX JHEW 3asBUTENEM OTBETa Ha JaHHBIA 3ampoc
YIOJTHOMOYEHHBIN (enepalbHblil OpraH HCIOJHUTENLHON BJIACTH, BBIJABIIMM 3a/laHUE HA MPOBEICHHE
HKCHEPTHU3bl JIEKAPCTBEHHOT'O CPEJCTBA, B TEUEHHE IMATH pabouMx JHEH HampaBisieT B SKCHEPTHOE
YUpPEKIACHUE YBEIOMIICHHE O HENPEACTABICHHM 3asABUTEIEM OTBETa Ha 3alpoC YKA3aHHOIO OpraHa.
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Bpems co mHS HampaBieHHs 3ampoca 3KCIEPTHOTO YUPEKICHHUS B YIOJHOMOYEHHBIH (enepaabHbIi
OpraH MCHOJHUTEIBHON BJIACTH J0 JHS IMOJYyYEHHUS HKCIEPTHBIM YUPEXKICHHEM OTBETa Ha 3alpoc HIIH
YBEIOMJICHHSI O HENpEACTaBICHUU OTBETa Ha 3alpoCc HE YYUTHIBACTCS MPU HCUYUCICHUU CpOKa
MPOBEJCHUS SKCIIEPTH3HI JIEKAPCTBEHHOTO CPEACTBA.

(uactsb 4.1 BBeneHa @enepasbHbIM 3ak0HOM OT 25.11.2013 N 317-®3)

4.2. Eciu B cocTaBe PEruCTPAllMOHHOIO JI0OChE Ha JIEKAPCTBEHHBIN INpernapar A MEAULHUHCKOTO
IIPUMEHEHUS COJIEPXKUTCA IpelycMOTpeHHas cratbed 18, uacteio 1.1 crarbm 30 u cratheit 34
Hacrosimero denepalbHOr0 3akoHa KONUS PELICHHMs] YIOJHOMOYEHHOro (efepalbHOro oOpraHa
HCIIOJIHUTEJIBHON BJIACTU O NPOBEACHUM WHCIEKTUPOBAHMS IPOU3BOJUTEINS JIEKAPCTBEHHBIX CPEJICTB,
JKCHEepPTy 10 O(OpMIIEHMs PE3yJIbTaTOB 3KCIEPTU3bl JIEKAPCTBEHHOTO CPEACTBA IPENOCTaBIsCTCA B
MOpSiIKE W Ha YCIOBUAX, KOTOpBIE MPEAyCMOTpeHBbl dacTsiMu 4 u 4.3 HacToAled CTaTbu, KOIUS
3aKJIIOYEHHUS O COOTBETCTBUU IPOU3BOAMTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAaHMSIM IPABUI
Ha/IJIeKAIIed TPOW3BOJICTBEHHON IPAKTHKH, BBIJAHHOTO YIOJHOMOYEHHBIM (ellepalbHbBIM OpraHOM
MCTIOJHUTEJIbHOM BIacTH.

(uacTsb 4.2 BBeneHa PenepasibHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

4.3. 3asaButenb 00s3aH MPEICTABUTh B YIOJHOMOUYEHHBIN (ellepaibHblil OpraH HCHOJHUTEIbHOM
BJIACTH KOIIMIO 3aKJIOYEHHS] O COOTBETCTBUHM NPOU3BOAMTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSIM
IIpaBWJI HAJJIEKALIEH NPOU3BOJICTBEHHOW NPAKTUKM B CPOK, HE IPEBBILIAIOIIMN CTa BOCBMUIECSATH
pabounx aHEH cO AHS TOJYYEHHUS 3ampoca O €€ IMPEIOCTABICHUU. YTIOJTHOMOYCHHBIH (enepaabHbIi
OpraH HCIIOJIHUTEIBHON BJIACTH, BBIIABIUMHN 3aJaHME HA IPOBEICHHUE SKCIEPTU3bl JIEKAPCTBEHHOI'O
CpEICTBa, B TEUCHHE NATH pabouMx JHEH CO JHA MOCTYIJICHUS OT 3asBUTEN KOMHMM 3aKIIOUYEHUS O
COOTBETCTBUM  INPOU3BOAMTENS  JICKAPCTBEHHBIX CPEJICTB TpeOOBaHMSM  IpaBUI  HaJyleXxallei
IIPOU3BOJCTBEHHOM IPAaKTHKH, HANPABIIET €€ B DKCIEPTHOE yUpEKJICHHE. B cilydae HenpeacTaBieHUs
3asBUTEJIEM B YKa3aHHBIM CPOK KOIUHU 3aKIKYEHUS O COOTBETCTBUU INPOU3BOIUTENS JIEKAPCTBEHHBIX
CpPEIACTB TpeOOBaHUSAM MPaBWJI HaAJEXKALEH NPOU3BOACTBEHHOM MpPaKTUKU  YIOJIHOMOYEHHBIN
benepanbHBIl OpraH HCIOJHUTENBHOW BIAcTH, BBIJABIIMN 3aJaHWe Ha MPOBEICHHE SKCIEPTU3bI
JIEKapCTBEHHOI'O CPE/CTBA, B TEUEHHE MATH pabouux JHEW HalpaBisIeT B JKCIEPTHOE YUPEXKJECHUE
YBEIOMIICHHE O HEMPEICTABIECHUU 3asBUTENIEM KONHUHM 3aKJIIOYEHHS O COOTBETCTBUU ITPOU3BOIUTENS
JIEKapCTBEHHBIX CPEICTB TpeOOBaHMSAM IMpaBUJ HAJUIeKaIled MPOU3BOJCTBEHHOW MpakTHKU. Bpems co
JHS HalpaBJIEeHHs] 3ampoca SKCIEPTHOIO YYpPEeXJICHHs B YIOJIHOMOYEHHBIH QenepaibHbIil oprax
WCIOJIHUTENIbHON BJAcTH N0 JHS IOJIyYEHHUS SKCIEPTHBIM YUpEXKICHHEM KOIHUU 3aKIYEeHUS O
COOTBETCTBUM  INPOU3ZBOAMTENS  JICKAPCTBEHHBIX CPEJICTB TpeOOBaHMSM IpaBUJ  HaJyIexallei
MIPOM3BOJICTBEHHOW NPAKTUKU WM YBEJOMJIEHUS O €€ HENPEACTAaBICHUU HE YUYUTHIBAETCS IpHU
UCYMCIIEHUH CPOKA MPOBEACHUS IKCIIEPTU3BI JIEKAPCTBEHHOTO CPEICTBA.

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

5. Dkcnepr mpH NPOBEIEHUM TOPYYEHHOH €My pPYKOBOJIUTENEM OHKCIEPTHOIO YUPEXIAECHUS
9KCIEPTHU3BI JIEKAPCTBEHHOI'O CPEJCTBA 00sA3aH:

1) MMPOBECTU IIOJIHOC HUCCICAOBAHUC TMPCACTABICHHLBIX CMY 06’LCKTOB, MaTepuajioB, [OaTb
000CHOBaHHOE€ MU OOBEKTUBHOE 3aKIIOYEHHUE I10 IIOCTABICHHBIM nepea HUM BOIIpoCaM MU
MOTUBHUPOBAHHOC 3aKJIHOYCHHUC O HCBO3MOXKHOCTU IIPOBCACHHUA HWM OSKCHCPTHU3BI JICKAPCTBCHHOTO
Cp€acTBa, €CJIM MOCTABJICHHBIC BOIIPOCHI BEIXOAAT 3a MPEACIIbI CIICHUAJIBHBIX 3HAHWI OKCIIEpPTA, 00BEKTHI
I/ICCJ'IC,Z[OBaHI/Iﬁ U MaTepurajibl HCIIPUTOAHBI WJIM HECAOCTATOYHBI JISA MPOBCIACHUA I/ICCJ'IGJIOBaHI/Iﬁ n gadyu
3aKJIIOUEeHUS JIN0O COBpeMeHHBIfI YPOBCHBb Pa3BUTUA HAYKKW HE IMO3BOJIACT OTBETUTH Ha IMOCTABJICHHBIC
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BOIIPOCHI;

2) He pasriamaTh CBEICHHS, KOTOPbIE CTAIM €My U3BECTHBI B CBSI3U C MPOBEICHUEM IKCIEPTU3BI
JIEKapCTBEHHOI'O CPEJACTBA, a TAKXKE CBEICHMSI, COCTABIAIOLIME FOCYAAPCTBEHHYI0, KOMMEPUYECKYIO WMIIU
MHYIO OXPaHsAEMYI0 3aKOHOM TaiiHy;

3) obecrnednTh COXPAHHOCTH MPECTABICHHBIX 00BEKTOB HCCIEAOBAHUN U MAaTEPUAIIOB.
6. DKCHepT He BIIpaBeE:

1) IpOBOOUTH SKCHEPTU3Y JICKAPCTBEHHOT'O CPEACTBA MO OOPAILCHHIO HEMOCPEICTBEHHO K HEMY
OpraHu3aiuii uin GU3NIECKUX JINII;

2) caMOCTOSITENILHO COOMPATh MaTEPUAIIBI JIJIsl IPOBEACHHSI SKCIIEPTU3bI IECKAPCTBEHHOTO CPEJICTRA;
3) IpOBOAUTH AKCIIEPTU3Y JIEKAPCTBEHHOTO CPEACTBA B KAU€CTBE HErOCYJaPCTBEHHOTO IKCIEPTA.

7. B caydae HeoOXOAMMOCTH OKCHEPT BIpPaBE XOAATAHCTBOBAaTh IIEPEN PYKOBOIUTEIEM
HKCHEPTHOIO YUPEXKJICHHSI O IPUBJICUCHUH K MPOBEICHHUIO SKCIIEPTU3bI JIEKAPCTBEHHOTO CPEJICTBA IPYTUX
9KCIIEPTOB.

8. Ka)KI[BIfI OKCIICPT, BXOJSIIMKA B COCTaB KOMHCCUM OKCIICPTOB, KOTOpOfI MMOpY4YCHO IMPOBCACHUC
OKCIICPTU3BI JICKAPCTBECHHOI'O0 CPCACTBA, HCE3aBUCMMO MW CaMOCTOATCIIBHO IIPOBOAWUT HMCCIICAOBAHUA,
OLCHUBACT PE3YyJIbTAThl, IOJYUYCHHBIC UM JIMYHO U APYTHMU DKCICPTaMH, U (bopMan/IpyeT BBIBOJBI
OTHOCHUTCIIBHO MOCTABJICHHBIX BOIIPOCOB B IIPCACIaX CBOUX CIICHUAJIbHBIX 3HAHHH.

9. PeBy.]'IbTaTBI OKCIICPTHU3LI JICKAPCTBCHHOI'O CPCACTBA Oq)OpMJ'IHI-OTCSI 3aKJIFOYCHHUECM KOMHCCHH
OKCIICPTOB. B 3akmioyeHMn KOMHMCCHU OKCIICPTOB YKa3bIBAIOTCA IICPCUCHDb HCCHCI{OBaHHﬁ, 00BeM
MMPOBCACHHBIX KAXKABIM 3KCIICPTOM HCCHGHOBaHHﬁ, YCTAHOBJICHHBLIC KAXKAbIM U3 HUX (baKTLI Hn COCIIaHHBIC
B pEC3yJIbTaTeC I/ICCJ'IGI[OBaHI/Iﬁ BBIBOJbI. 3KCHCpT, MHCHUC KOTOPOIro HE COBIAAACT C pCIICHUEM KOMHCCHUN
9KCIICPTOB, BIIPABE BbIPAa3UTh CBOC MHCHHUC B MMUChbMEHHOM (1)opMe, KOTOpPOC HpI/IO6H_[aeTC$I K 3aKJIFOYCHHUTIO
KOMHCCHUH OKCIICPTOB.

10. DkcmepThl, BXOAAIIME B COCTaB KOMHCCHH, MPEAYNPEKIAIOTCS 00 OTBETCTBEHHOCTH B
COOTBETCTBUU C 3aKOHOJATeNbCTBOM Poccuiickoin denepaunu 3a Jady 3aKIOUYCHHS, COJEPHKALIETO
He00OCHOBaHHbIE WU (PaTbcU(PUIIMPOBAHHBIE BBIBOJIBI, O YEM OHU JIAIOT MOJAIMHUCKY.

11. Onpenenennie ypoBHs MpodhecCHOHATHHON MOJTOTOBKH IKCIEPTOB U aTTECTAllUs UX Ha MPaBO
MPOBEJICHUST IKCIEPTU3BI JIEKAPCTBEHHBIX CPEJCTB OCYIIECTBISIOTCA JKCIEPTHO-KBATH(PUKATUOHHBIMU
KOMHCCHSIMU B TOPSIIKE, YCTAHOBJICHHOM COOTBETCTBYIOIIMM YIIOJTHOMOUYEHHBIM (efepaTbHbIM OPraHOM
UCTIOJIHUTENBHOM BJacTU. YPOBEHb MPOodecCHOHANBHON MOATOTOBKH SKCIEPTOB MOJUICKUT MEPECMOTPY
YKa3aHHBIMU KOMHUCCHUSMH HE PEXe YeM OJMH pa3 B IATH JIET.

12. TlpaBuia mHpoBeNEHUS SKCIEPTH3bl JIEKAPCTBEHHBIX CPEIACTB U OCOOCHHOCTU HKCHEPTH3BI
OTIENbHBIX BHUJOB JIEKAPCTBEHHBIX IMpemnapaToB (pedepeHTHBIX JEKapCTBEHHBIX IpernapaTos,
BOCIIPOM3BEJICHHBIX JIEKAPCTBEHHBIX IIpenapaToB, OHOJIOIMYECKHX JICKApPCTBEHHBIX IpENaparos,
O0roaHaNoOroBbiX (OMOMOAOOHBIX) JIEKApPCTBEHHBIX MpenaparoB (OMOaHAIOroB), TOMEONATHYECKHX
JIEKapCTBEHHBIX IPEnapaToB, JIGKAPCTBEHHBIX PACTUTENBHBIX MPENapaToB, KOMOWHAIMN JIEKAPCTBEHHBIX
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npenaparoB), (OPMBI 3aKIIOUYEHHUH KOMHCCHHM O3KCIIEPTOB YCTAHABIMBAIOTCS COOTBETCTBYIOIIUM
YIOJIHOMOYEHHBIM (heiepaibHbIM OPTaHOM UCIIOJIHUTENIHON BIACTH.
(uacth 12 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratba 17. MNopaya u paccMoTpeHue 3asiBNIeHUA O rocyJapCTBEHHOM perncrpauum
neKapcTBeHHOro npenaparta AnsA BeTepMHapHOro npuMeHeHus
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Jlng TroCynapCTBEHHOM perucTpanuu JEKapcTBEHHOI'O IIpernapara Uil BETEPUHAPHOTO
IPUMEHEHHs DPa3pabOTUMK TAaKOro JIEKAPCTBEHHOro IIperapara WM YIOJIHOMOYEHHOE UM JIpyroe
IOpUANYECKOE JIMLO (Jajlee B HACTOSIIEW CTaThe - 3asBUTENb) MPEICTABISAET B YIOJIHOMOYEHHBIN
GbenepanbHbIl OpraH HUCIOJHUTEIBHOW BIACTH, OCYLIECTBISIOUIMM TOCYyJapCTBEHHYIO PETUCTPALMIO
JIEKapCTBEHHBIX MPENapaToB /Ui BETEPUHAPHOTO MPUMEHEHHUS, B JICKTPOHHOH (opMe mim Ha OyMa)KHOM
HOCHTEJIE 3asBJICHUE O TOCYJAapCTBEHHON PErMCTpaLUy JIEKapCTBEHHOIO Ipenapara AJis BETEPUHAPHOTO
MPUMEHEHHS, a TAK)KE B TIOPSIJIKE, YCTAHOBIEHHOM COOTBETCTBYIOIIMM YIOJTHOMOUYEHHBIM (heaepaibHbIM
OpPraHOM HCIOJHMTEIbHOM BJIACTH, B 3JEKTPOHHON (popMe miu Ha OyMakHOM HOCHTENEe HEOOXOAMMBIE
JOKYMEHTBI, U3 KOTOPBIX (DOPMHUPYETCS PETHCTPAMOHHOE JI0ChEe Ha JICKAPCTBEHHBIM Ipemapar Juis
BETEPUHAPHOT'O IPUMEHEHHS.

2. B 3asBi€HUN O roCyapCTBEHHOM PErMCTPaLlUU JIEKAPCTBEHHOTO Ipenapara i BEeTEpUHAPHOIO
IIPUMEHEHHUS YKa3bIBalOTCA:

1) HanMeHOBaHME U aApec 3asiBUTENS, pa3paboTurKa U IPOU3BOIUTENS JIEKAPCTBEHHOIO Mpenapara
JUIs BETEPUHAPHOIO MPHMEHEHHS M aJpec MecTa OCYIIECTBJICHHS IIPOM3BOJCTBA JIEKAPCTBEHHOIO
npenapaTta JUisi BETEPUHAPHOTO NPUMEHEHHUsS (B Cilydyae HaJIMuusl HECKOJIbKMX YYaCTHHKOB IIpoliecca
IIPOM3BO/ICTBA HEOOXOAMMO YKa3aTh KaXkJJOr0 U3 HUX);

2) HaMMEHOBAHUE JIEKAPCTBEHHOTO TpernapaTa JJisi BETEPUHAPHOTO NMPUMEHEHHUs (MEXTyHapOIHOE
HEMaTeHTOBAaHHOE, WK TPYIIHPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);

3) MEpCUCHDb JIGI\/'ICTBYIOHII/IX N BCIIOMOTaTCIbHBIX BCHICCTB, BXOAANIUX B COCTAaB JICKAPCTBECHHOI'O
npemnapara i1 BETCPUHAPHOT'O0 IPUMEHCHUS, C YKA3aHUECM KOJIMYUCCTBA KAKAOT'O U3 HUX;

4) nexkapctBeHHas (QopMa, TO03UPOBKA, CIIOCOOBI BBEJACHUS M TPUMEHEHHUS, CPOK TOJHOCTH
JIEKapCTBEHHOTO TIpernapara Jyuisi BETepUHAPHOTO MPUMEHEHUS;

5) papmakoTrepaneBTHUECKas IPYyIIa;

6) HE0OXO0AUMOCTh NMPUMEHEHHsI YCKOPEHHOH IMPOIeyphl SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEJCTB B
LEJISIX TOCYIapCTBEHHON PETUCTPALliy JIEKAPCTBEHHOTO Mpernapara;

7) KOIIMU JOKYMCHTOB, HOATBCPIKAAOIIHNX YIUIATY FOCYI[apCTBeHHOﬁ TTOIIJTUHBI:

a) 3a MPOBEACHUE HKCIEPTHU3bl KayecTBa JIEKAPCTBEHHOI'O CPEJICTBA M JKCHEPTU3bl OTHOILIEHUS
0KHMJIa€MOMH I10JIb3bI K BO3MOXXHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOIO IIperapara Jjisi BETEpUHAPHOIO
IIPUMEHEHHSI IIPU €r0 FOCYAAPCTBEHHON PErUCTPALNHY;

6) 3a BbIAa4y PCruCTpaiuOHHOI0 YAOCTOBCPCHUA JICKAPCTBCHHOT'O IIPLCIIapara,
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8) Haiu4mMe corjacus, MPEeAyCMOTPEHHOrO YacThl0 7 HACTOAIIEH CTaTbu, €CIM C MOMEHTA
peructpanuu pedepeHTHOro JIEKapCTBEHHOIO Tpernapara Ui BETEPUHAPHOTO MPUMEHEHHS IPOIILIO
MEHEEe YeM IIeCTh JIET.

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

3. PerucrpanmonHoe 10Cke B LENAX AKCHEPTH3BI JEKAPCTBEHHOTO IpenapaTa JUisi BETepUHAPHOTO
IpUMEHEHHs (OPMUPYETCS U3 CIEAYIOIINX JOKYMEHTOB U CBEACHUIA:
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-03)

1) cBeneHnst 0 Jare MPENOCTAaBICHHS M PETUCTPAlMOHHOM HOMEpE JMICH3WH Ha MPOHM3BOACTBO
JICKApCTBEHHBIX CPEJICTB, NPEIOCTABICHHONH MPOU3BOAUTENI0 PErHCTPUPYEMOTO JIEKapCTBEHHOTO
npenapara Jyuis BETepHHApHOTO IPUMEHEHUS, U1 POCCHICKUX MPOU3BOANUTEIICH;

(B pen. @enepanbbix 3akoHOB 0T 04.06.2018 N 140-D3, ot 27.12.2019 N 478-D3)

2) cBeleHUsl O JaTe MPEAOCTABJICHUS U PErHCTPAIMOHHOM HOMEpE JIMIIEH3MH Ha MPOU3BOACTBO
JICKapCTBEHHBIX CPEICTB, MPEIOCTABICHHOW MPOU3BOAUTENO  (papMaleBTHUECKOW cyOcTaHIHH,
BXOJIAIIEH B COCTaB PErUCTPUPYEMOTO JIEKAPCTBEHHOTO Mpenapara AJisi BETePUHAPHOTO MPUMEHEHHUSI, TSI
POCCUMCKHX IIPOU3BOAUTEIIECH;

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

2.1) xomus NOKYMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OPraHOM CTpaHbl MPOU3BOAUTENS IS
KOKIOW  MPOU3BOJICTBEHHOM  IJIOMIAAKU  PETUCTPUPYEMOTO  JIGKAPCTBEHHOTO  Mpernapara  Juis
BETEPUHAPHOTO TPUMEHEHUS U TOJITBEPKIAIONIETO COOTBETCTBUE MPOU3BOAUTENS JIEKAPCTBEHHOTO
npenapaTa TpeOOBaHUAM MPABUI HAAJEKAIEH MTPON3BOACTBEHHON MPAKTUKH, M €r0 MEePEeBO HAa PYCCKHI
SI3bIK, 3aBEPCHHBIC B YCTAHOBICHHOM TMIOPSAKE, a TaKKe KOMUSA 3aKJIIYeHHS O COOTBETCTBUHU
MIPOM3BOUTENSI JICKAPCTBEHHBIX CPEICTB TpeOOBAaHUSAM TIPaBWJ HAJUICKAIIEH IPOU3BOJICTBEHHON
MIPAKTUKH, BBIJAHHOTO YIIOJIHOMOYCHHBIM ()eIepaIbHBIM OpTraHOM HCTIOJHUTEIHLHOW BIACTH JIJIST KaXKIOM
MIPOU3BOJCTBEHHON IUIOIIAJIKM PETUCTPUPYEMOTO JIEKAPCTBEHHOI'O Mpenapara s BETEPUHAPHOTO
MIPUMEHEHHUsI, JTHOO KOMHS PelIeHUs O MPOBEJACHUN MHCIIEKTUPOBAHUS MPOU3BOJUTENS JIEKAPCTBEHHBIX
CPEICTB, MPUHSATOTO YIOJTHOMOUYEHHBIM (heliepaTbHBIM OPTraHOM HCIOJTHHUTEIBHOW BIACTH Ui KaXIOH
MIPOU3BOJICTBEHHON IUIOMIAJIKKM PETUCTPUPYEMOTO JIEKAPCTBEHHOTO TMpernapara jis BeTEPUHAPHOTO
MIPUMEHEHHUsI. YKa3aHHbIe JOKYMEHTBI MPEACTABISIIOTCA B CIy4yae, €Ciu MPOU3BOJCTBO JEKAPCTBEHHOIO
npernapara ocyuecTBisieTcs 3a npegenamu Poccuiickoit denepanuu;

(n. 2.1 BBegeH ®enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

2.2) Komus JOKYMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpPaHbl MPOU3BOIUTEINS
(bapmaleBTUYECKOM cyOcTaHIun u MOATBEPKIAIOILIETO COOTBETCTBHUE MIPOU3BOUTEINS
(hapmareBTUUeCKON CyOCTaHIIUU, BXOSIIEH B COCTAB PErUCTPUPYEMOTO JIEKAPCTBEHHOTO Tperapara Jjist
BETEPUHAPHOTO MPHUMEHEHUs, TpeOOBaHUSAM MPaBWUI Ha/AJEXKaIeH MPOU3BOJICTBEHHOM MPAKTHKHU, U €ro
MEepPEeBO/I Ha PYCCKUU SI3BIK, 3aBEPEHHBIE B YCTAHOBJIEHHOM TMOpPSJIKE, B Cliydae, €CIH MPOU3BOJICTBO
(bapmalleBTUUECKOI cyOCTaHIIUM OCYIIECTBIsETCs 3a npeaenamMu Poccuiickoii @eneparuiy;

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

3) IPOCKT HOPMATUBHOI'O JOKYMCHTAa Ha HCKapCTBCHHBIﬁ npemnapar Ajsd BETCPUHAPHOTO
MMPUMCHCHUS

4) NOKyMEHT, coJepXalluil cieayoulyo HHpopManuo o (apMmaneBTHYECKON CyOCTaHIIUN WU
(dapmaleBTUUECKUX CYOCTaHIMSIX, BXOJSIIIMX B COCTaB JIEKAPCTBEHHOI'O IpernapaTa /il BETepUHAPHOIO
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?:,iie?:ﬂbgé 32%'(205 ot 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"06 obpalleHnn nekapcTBEHHbIX cpeacTs” Aata coxpanerua: 11.01.2022

IMPUMCHCHUSA:

a) HaMMEHOBaHHME (QapMaleBTUUECKOW CYOCTaHIIMU, €€ CTPYKTypa, oOIme CBoMcTBa (IIpH
rOCYy/IapCTBEHHOW  PETUCTPAllUd  WMMYHOOHMOJOTHYECKHX  JICKQPCTBEHHBIX  MpEmapaToB IS
BETCPUHAPHOTO TPUMEHEHHS IPEICTABISIOTCS CBEICHHSI O INTaMMeE, BKIOYas €ro HauMEHOBAHUE,
MH(OPMAIIHIO O TIPOUCXOXKIESHUH, €T0 CBOMCTBAX, XapaKTEPUCTUKAX U MECTE JACTIOHUPOBAHUSA);

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

0) HaMMEHOBAaHME U a/1PEC POU3BOAUTENS;

B) TEXHOJIOTHS IPOU3BOJCTBA C OMHCAHUEM CTAJUHA MPOU3BOACTBA M METOJOB KOHTPOJISI Ha BCEX
CTaJusAX MMPOU3BOJICTBA;

r) uHpoOpManmus O mnpuMecsix (HE TPEACTaBISCTCS TPU TOCYJAPCTBEHHONW PETUCTPAINH
UMMYHOOHMOJIOTUIECKIX JICKAPCTBEHHBIX MPEIapaToB IS BETEPHHAPHOTO MPUMEHEHHUS ),
(B pen. @exnepanbHoro 3akona ot 02.08.2019 N 297-03)

1) cenuduKanus Ha (papManeBTUICCKYI0 CyOCTaHIIMIO (HE TIPEICTABISICTCS MPU TOCYAapCTBEHHOM
perucTpani UMMYHOOHOJIOTHYECKUX JIGKaPCTBEHHBIX MTPENapaToB Il BETEPUHAPHOTO IIPUMEHEHUS );
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

e) OIIMCAHHUC MCTOJUK KOHTPOJIA Ka4CCTBA,

) pe3yNibTaThl aHalu3a cepuil (papmaneBTUUECKOH CyOCTaHIMM (HE TPENCTABISIOTCS IIPH
TOCYJapCTBEHHON  perucrpaiuy  UMMYHOOMOJIOTMYECKMX  JIEKAPCTBEHHBIX  IpenapaTtoB  JAJs
BETEPUHAPHOTO IPUMEHEHHUS);

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

3) MNEPCUYCHb CTaHAAPTHBIX o6pa3u013 HJIN BCIICCTB, UCIIOJIB3YEMbBIX IMPU OCYIICCTBICHUU KOHTPOJIA
Ka4dyCCTBa,

1) ONMCaHUE XapaKTEPUCTHK U CBOWCTB YITaKOBOYHBIX MaTEPUAJIOB U YKYIIOPOUHBIX CPEJICTB;

K) JaHHblE O CTabuiabHOCTH (HE TPEACTABISAIOTCS TPH TOCYAAPCTBEHHON perucTpaiuu
UMMYHOOHMOJIOTHIECKIX JICKAPCTBEHHBIX MTPEIapaToB IS BETEPHUHAPHOTO MPUMEHEHHUS ),
(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

JI) CPOK F'OJIHOCTH, YCIIOBUSI XpaHEHMUS;

5) oTtuer o pe3yabTaTax JOKIMHMYECKOI'O MCCIEIOBAHUS JIEKAPCTBEHHOTO CpEACTBA IS
BCTCPUHAPHOI'O NPHUMCHCHUA, BKJ'IIOLIaIOHII/Iﬁ OIMMMCAaHUC MCTOAOB ONPCACICHUA OCTATOYHBIX KOJIMYECCTB
JEWCTBYIOIIET0 BellecTBA (ACHCTBYIOLUIMX BEIIECTB), JOCTHTAIOMIETO (JOCTUTAOIIMX) CHCTEMHOIO
KpOBOTOKA, B HNPOAYKHOHUH KXHUBOTHOI'O HNPOUCXOXKIACHUSA ITOCJIC IMPUMCHCHHUA TaKOI'0 JICKAPCTBECHHOI'O
CpeZCTBa, a TaKXKe JOKYMEHTaIbHOE MMOATBEPKACHUE (BaTMIAIMs) YKa3aHHBIX METO/I0B;

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

6) OTUCT O PpE3yJbTaTaX KIMHHUYCCKOIO HUCCICAOBAHUA JICKAPCTBCHHOTO IIpcriapara IJIsd
BETCPUHAPHOI'O MPUMCHCHHS Y KAXXAO0TO BHAA )XKUBOTHBIX, YKA3aHHBIX B HHCTPYKIHWHU 110 BETCPUHAPHOMY
MMPUMCHCHUIO,
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

7) IpOEKT MHCTPYKLUHU 110 BETEPUHAPHOMY IIPUMEHEHHUIO JIEKAPCTBEHHOIO IIperapaTa, coaepKalei
CJIEAYIOIINE CBEICHUS:

a) HAMMEHOBAHME JICKAPCTBEHHOTO Ipenapara Jjisi BETEPUHAPHOIO NMPUMEHEHHUs (MEXIyHApOIHOE
HENMaTeHTOBAaHHOE, WM TPYIIUPOBOYHOE, UM XUMHUYECKOE U TOPrOBOE€ HAUMEHOBAHMS);

0) nekapcTBeHHas (hopma C yKazaHHEM HaMMEHOBAHHWH M KOJMYECTBEHHOTO COCTaBa JICHCTBYIOIINX
BEIIECTB U KaU€CTBEHHOT'0 COCTaBa BCIIOMOTaTEIbHBIX BEILIECTB;

B) OIMCAHUE BHEIIHEIO BU/IA JIEKAPCTBEHHOIO IIpenapaTa Jijisl BETEpUHAPHOIO IPUMEHEHUS;

r) dapmakoTepaneBTHUECKas TPyIa JIEKapCTBEHHOr0 Ipernapara Jjisi BETepUHAPHOTO IPUMEHEHHUS
WJIU yKa3aHue "TOMeONaTUYeCKUN JIEKapCTBEHHbIN Tpenapar';

n)  dapmakoguHaMuKa W (QapMaKOKMHETHKa (32  HCKIIOYCHHEM  (apMaKOKHMHETHKHU
TOMEOTIATHYECKUX JICKAPCTBEHHBIX MPEMapaToB M PACTHTEIBHBIX JICKAPCTBEHHBIX MPEMApaToB) WIH
OIMCaHHE UMMYHOOHOJIOTHYECKIX CBOWCTB JIEKAPCTBEHHOTO TIpernapara;

€) MoKa3aHusl JUIsl IPUMEHEHMUS;
) IPOTUBOIIOKA3aHMs Ul IPUMEHEHHUS;
3) Mepbl IPEJOCTOPOKHOCTU MPU IPUMEHEHUU;

I/I) YKa3aHnue€ BO3MOKHOCTHU U 0COOEHHOCTEH IMPUMCHCHUA Y 6epCMCHHBIX JKUBOTHBIX, Y )KUBOTHBIX B
nepuruona JJakTaluu, y HIOTOMCTBA JKUBOTHBIX;

K) PCKUM OO3UPOBAHUA, crocod BBCIACHHUA W IIPUMCHCHUIA, IIPU HCO6XOI[I/IMOCTI/I BpCMs IIpUucMa
JICKApCTBCHHOTO IpECriapara JJIs1 BETCPUHAPHOT'0 MPUMEHCHU S, ITPOAOJDKUTCIIBHOCTD JICUCHUS,

J) BO3MOYKHBIE MMOOOYHBIE JEUCTBUSA, HEXENATENbHbIE PeaKIMK MPH MPUMEHEHUH JIEKApCTBEHHOTO
npenapara Jijisi BEeTepuHaApHOTO MPUMEHECHHS;

M) CUMITOMBI IIEPETI03UPOBKH, MEPHI IO OKA3aHUIO TOMOIIHU IPH IEPEI03UPOBKE;
H) B3aUMOJIEHCTBUE C IPYTUMHU JIEKAPCTBEHHBIMU MperapaTaMu U (WJIn) KopMaMu;
0) ¢opMBI BBIITyCKa JEKapCTBEHHOTO Npernapara Jjisl BETEpMHAPHOI0 IPUMEHEHUS;

1) yKazaHue (Mpu HEOOXOAMMOCTH) OCOOEHHOCTEM IEHCTBUS JIEKAPCTBEHHOTO Ipernapara JJis
BETEPUHAPHOT'O IPUMEHEHMSI IIPU TIEPBOM NPUEME WIIN IIPU €I0 OTMEHE;

p) onucanue (pu HEOOXOAMMOCTH) JACHCTBUIN CHEIUANINCTa B 00JIACTU BETEPUHAPHH, BIIJEbIa
KUBOTHOTO TPH TPOMYyCKEe MpHeMa OJHONW WM HECKONIBKHX 103 JIEKapCTBEHHOTO TMpernapara it
BETEPUHAPHOTO MPUMEHEHMUS;

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

C) CPOK TOAHOCTHM H YKa3zaHHC Ha 3alnpeT NPpHUMCHCHHA JICKAPCTBCHHOI'O IIperiapara i
BCTCPUHAPHOI'O MPUMCECHCHUA 110 UCTCUCHUHN CPOKa I'OJHOCTH;
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

T) YCJIOBUS XPAaHEHUS;

y) yKazaHhe Ha HEOOXOJMMOCTh XpaHEHHs JIEKapCTBEHHOTO Ipenapara s BeTEpUHAPHOTO
MPUMEHEHHUSI B MECTaX, HEJOCTYITHBIX ISl ACTEH;

¢) ykazanue (Impu HEOOXOAWMOCTH) CHEIHAIbHBIX MEpP MPEIOCTOPOKHOCTU MPH YHUUTOXKEHUU
HEHUCIOIb30BAHHBIX JICKAPCTBEHHBIX MPENapaToB sl BETEPUHAPHOTO MPUMEHEHHS;

X) CPOKH BO3MOKHOT'O HCIIOJI30BAaHUS MPOAYKLUHU KUBOTHOTO IMPOMCXOXKIAEHUS IOCIE BBEICHMS
KUBOTHOMY JIEKAPCTBEHHOTIO IIperapara i BETEpUHAPHOTO IPUMEHEHUS;

11) YCJIOBUS OTITYCKa;

'-I) HAaMMCHOBAHUA MW aJp€Ca MNMPOU3BOACTBCHHBIX IIJIOMIAAO0OK IPOU3IBOAUTEIIA JICKAPCTBCHHOI'O
npceriapata 11 BETCPUHAPHOI'O IIPUMCHCHUA

II) HAUMEHOBaHME, AaJpeC OpPraHU3allM{, YIOJHOMOYEHHOH JepikaTeleM WIM BIaJeiIblieM
PETHCTPAallHOHHOTO  YJOCTOBEPEHHUS JIGKAPCTBEHHOTO Iperapara Ha NPUHATHE TPETEH3UH OT
noTpeOUTENS;

8) IMPOCKThI MAKCTOB HCpBH‘IHOﬁ YIIaKOBKH 1 BTOpH‘IHOﬁ YIIAKOBKHU JICKAPCTBCHHOTO IIpCIlapaTa AJIs
BCTCPUHAPHOI'O ITPUMCHCHUA,

9) cnenyrolue CBeIEHHs O JISKAPCTBEHHOM TIpenapaTe Uik BETCPUHAPHOTO TPUMCHCHHS:
a) OIMCaHKE U COCTaB JICKAPCTBCHHOTO TIperiapara JUisi BETePHHAPHOTO MPUMEHEHHS;
0) onucanue (papMaleBTHIECKOMN pa3pabOTKH;

B) OIMCAHME MPOIIECCa MPOU3BOJICTBA U €T0 KOHTPOJIS, OJIMMCAHHOE B TIOPSIJIKE, YCTAHOBJICHHOM B
COOTBETCTBHHM C 4aCThIO 1 HacTosIIIEeH cTaThH;
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

I) ONHCAaHWE KOHTPOJNS KPUTUYECKUX CTaJAWN TMPOU3BOACTBA M MPOMEKYTOUHOM MPOTYKIIHH,
MOAMMCAaHHOE B MIOPSIKE, YCTAHOBIICHHOM B COOTBETCTBUHU C YACTHIO | HACTOSIICH CTAaThH;
(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

1) HauMEHOBaHUS MW ajapeca pa3paboTymKa, JAepiKaTeNss WIM BIAAENbIa PErHCTPAMOHHOTO
yIOCTOBEPEHUS]  JIEKAPCTBEHHOTO  Tpernapara, MPOW3BOACTBEHHBIX  IUIOMIAJOK  MPOU3BOIUTEINS
JICKapCTBCHHOTO TIperapara Jiuls BETCPUHAPHOTO NMPUMEHEHUS C YKa3aHHEM CTaJIui TEXHOJIOTHYECKOTO
mpolecca, OCYIIECTBISIEMbIX Ha MPOU3BOJCTBEHHBIX IUIOMIAAKAX MPOUZBOJUTENS JIEKAPCTBEHHOTO
mperapara Jiyis BETepUHAPHOTO IPUMEHCHUS;

(B pen. deaepanbHbix 3akoHOB OT 13.07.2015 N 241-D3, ot 02.08.2019 N 297-D3)

e) ¢apmareBTUIeCKasi COBMECTUMOCTH;
’K) MUKPOOHOJIOTHYECKHE XapaKTePUCTHUKH;

3) MaTepuaibHbIN OaaHC JJIsl MPOU3BOACTBA CEPUH FOTOBOTO MPOJIYKTa;
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

1) OMUCAHUE XapaKTEPUCTUK U CBOWCTB YITAKOBOYHBIX MAaTEPUAIOB U YKYITOPOYHBIX CPEJICTB;
K) TOKYMEHTAJIBHOE MOATBEPKICHUE (BaTUAAIMs) TIPOIIECCOB U (MJIM) UX OLICHKA;

) TpeOoBaHMsSI K KayeCTBY BCIOMOTAaTEIbHBIX BemIeCTB (cepTudukar, crenuduKanus Ha
BCIIOMOTaTeNbHbIE BEIIECTBA U UX OOOCHOBAHUE);

M) AHAIIUTUYCCKUC MCTOAUKH, HUCIOJIB3YECMbIC TIIpH OCYWICCTBJICHHUU KOHTPOJIA Ka4YCCTBa
BCIIOMOT'aTCIIBbHBIX BCILICCTB,

H) JIOKYMEHTaJIbHOE MOATBEpPKJeHUE (BaIUAALMs) aHAIUTUUYECKUX METOJHUK, MCIOIb3YEeMBbIX MPHU
OCYIIIECTBJIEHUU KOHTPOJISI KAYECTBA BCIIOMOTaTEIIbHBIX BEIIECTB;

O) I/IH(bOpMaI_[I/ISI 00 HCIIOJBb30BAaHUH BCIIOMOIaTCIbHBIX BCIICCTB YCJIIOBCUYCCKOI'O M >KHBOTHOI'O
IIPOUCXOKIACHUS

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

p) TpeboBaHMS K KayecTBY JIEKAPCTBEHHOrO IIpernapara Jisi BETEepPUHAPHOIO IMPUMEHEHUs
(ceprudukar, cienuduKanys Ha JIEKapCTBEHHBIH Mperapar U X 000CHOBaHUE);

C) AHAJIUTUYCCKUC MCTOAUKH, HCIOJB3YCMBIC TIpH OCYHICCTBJICHUHW KOHTPOJA Ka4YCCTBa
JICKApCTBCHHOTO ITpCriapara JJIs1 BETCPUHAPHOI'0 MIPUMCHCHU S,

T) AOKYMCHTAJIbHOC NOATBCPIKIACHHUC (BaJ'II/II[aI_[I/IH) AHAIIUTUYCCKUX MCETOJUK, UCIIOJB3YCMBIX IIPpU
OCYIICCTBJIICHUU KOHTPOJIA Ka4€CTBaA JICKAPCTBCHHOI'O IMperiapara AJId BETCPHUHAPHOI0 IPUMCHCHU A,

y) JOKYMEHT, MOJTBEPXIAIONIMA KadeCTBO JICKAPCTBCHHOTO IMperapara TPeX MPOMBIINIICHHBIX
cepuii (IPOTOKOJT aHAIM3a MM CEPTU(PHKAT aHAIN3a), OJTHA CEPHUsI KOTOPOTO JOJKHA COBIA/IATh C CepUei
o0pa3iia JIEKapCTBEHHOTO Mperapara, MoIaHHOTO Ha PETUCTPAIIHIO;

¢) xapakTepucTuKa NpruMecei;

X) MEPpCUCHb CTAHAAPTHBIX O6p33HOB, HCIOJIb3YCMbIX IIPpU OCYIICCTBJIICHUHU KOHTPOJIA Ka4Y€CTBa
JICKApCTBCHHOTO ITplriaparta JJIs1 BETCPUHAPHOTO IPUMCHCHU A,

I_I) JaHHBIC O CTaOUIIBHOCTH JICKApPCTBCHHOTO IIpCIiapaTa AJisk BETCPUHAPHOTO ITPUMCHCHUS

10) xomus JOKYMEHTa, COJEp)Kalero HHQOpPMAIHUI0 O HAIWYUU MU 00 OTCYTCTBUU (PaKTOB
pPETUCTpaLMK JIEKAPCTBEHHOI'O Ipernapara JUisi BETEpUHAPHOTO MPUMEHEHUs 3a npeaenamu Poccuiickoit
denepanuu;

11) cormacue B MUCHbMEHHOH (hopme, MpeycCMOTPEHHOE YacThio 7 HACTOALIEH CTaThbu, B cilydae
PETHCTpPAIH BOCIIPOU3BECHHOTO JIEKAPCTBEHHOTO TIPETapara;
(B pen. denepanbhoro 3akona ot 13.07.2015 N 241-03)

12) xomusg JOKyMEHTa Ha PYCCKOM f3bIKE, 3aBEpEHHOT0 B YCTAHOBJIEHHOM TMOpSJAKE U
MIOATBEPKIAOLIETO TIPABOMOYHOCTh 3asBJIECHHMS O TOCYJAapCTBEHHOM PpErMCTpaluy JIEKApCTBEHHOTO
npernaparta Jyisl BETEpUHAPHOTO IPUMEHEHUS (JIOBEPEHHOCT);
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

13) cBemeHMss O TOCYAApCTBEHHOM pETHCTpAallMd T'C€HHO-HMHXCHEPHO-MOIU(PHUIMPOBAHHBIX
OpPraHu3MOB, IPEAHA3HAYEHHBIX [UId BBIIYCKA B OKPYXAWOLIYI0 cpedy (IpU TOCYAApCTBEHHOM
perucTpali JICKapCTBEHHBIX MPEMapaTroB Ui BETEPUHAPHOTO TPUMEHEHHUS, MOJIYYEHHBIX C
IPUMEHEHUEM TIEHHO-MHKEHEPHO-MOJU(PULMPOBAHHBIX  OPraHU3MOB WM  COAEPXKAIIMX  TakKue
OpPIraHU3MBI).

(n. 13 BBenen denepanpubiM 3akoHOM OT 02.08.2019 N 297-D3)

4. Tlpu mnpoBeNEeHUU YCKOPEHHOW TMPOIEIyphl SKCIEPTU3BI JICKAPCTBEHHOTO TIperapara il
BETEPUHAPHOTO TIPUMEHEHHUS B LIENSIX €r0 TOCY/IapCTBEHHOW PErHCTPallii BMECTO OTYeTa pa3padoTyrKa
0 pe3ynbTaTax JOKIMHUYECKOTO HCCIIEOBAHUS JIEKAPCTBEHHOI'O CpEACTBA JUIsI BETEPUHAPHOTO
NPUMEHEHHST MOJKET OBITh TIPEJACTaBICH 0030p HAYYHBIX pabOT O pe3ysbTaTax JOKIMHUYECKOTO
UCCIeIOBaHMs peEPEHTHOTO JIGKAPCTBEHHOTO TpermapaTa JUisi BETEPUHAPHOTO MPUMEHEHHS, 2 BMECTO
OoT4eTa O pe3ysbTaTax KIMHHUYECKOTO HCCICIOBAHUsS JICKAPCTBEHHOTO Mperapara JJisi BEeTEpPUHAPHOTO
MMPUMCHCHUSA OT4YEeT 0 pe3ylibTarax I/ICC.HeI[OBaHI/Iﬁ OHMOPKBUBAJIEHTHOCTH BOCITPOU3BCACHHOI'O
JICKApCTBEHHOTO Mperapara Jijisi BETEPHHAPHOTO IPUMCHEHUSI.

(dactb 4 B pen. @eaepanbHoro 3akoHa ot 02.08.2019 N 297-03)

5. Ha skcriepTu3y pas3iuyHbIX JIGKAPCTBEHHBIX ()OPM OJTHOTO M TOTO K€ JIEKAPCTBEHHOTO Iperapara
JUTSE BETCPUHAPHOTO TMPUMEHEHUS 3asIBUTEIb MPEACTABIISCT OTACIbHBIC 3asSBICHUS U PETHCTPAIIOHHBIC
J0ChE Ha KaXIYI0 JIeKapCcTBEHHYIO (popmy. [Ipu yciioBUM OTHOBPEMEHHOM MMOIa4K HA SKCIIEPTU3Y OJHON
JIEKapCTBCHHON (DOPMBI C PA3IMYHBIMU JTO3UPOBKOM, KOHIICHTPAIUEH, 00bEMOM 3asBHTEIb MIPEICTABIISICT
OJTHO 3asIBJICHHUE M PETUCTPAIIMOHHOE JIOChE C MPUIIOKEHUEM MAKETOB MEPBUYHON YIAKOBKU M BTOPUYHOM
yrmakoBkd. Ha Makerax MepBUYHON YITAKOBKM M BTOPUYHOW YIAKOBKH YKA3BIBAIOTCS BCE MPOU3BOIUMBIC
JO3UPOBKH, KOHICHTpAIUU, 00BEMbI M KOJIMYECTBO JI03 B YIIAKOBKE JIGKAPCTBEHHOTO Tpernapara Juis
BETEPUHAPHOTO MMPUMCHCHHSI.
(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

6. B cnydae HemnpeacTaBieHUs! C 3asBJICHUEM O TOCYAAPCTBEHHOW PETHCTPAIlUU JIEKAPCTBEHHOTO
npenapara Jijisi BEeTepUHAPHOTO MPUMEHEHHS JOKYMEHTOB, MOATBEPKIAIOIINX YIUIATY TOCYAapCTBEHHOM
MOIIMHBI U YKa3aHHBIX B MYHKTE 7 4acTW 2 HACTOSIIIEH CTAaThH, CBEICHUN O JIMIEH3UAX, YKa3aHHBIX B
nyHkTax | ®w 2 wdactu 3 Hacrosimed CTaThbM, a TaKXKe BBIJABAEMBIX (TMPEAOCTABISIEMBIX )
YIOJIHOMOYEHHBIMU  (he/lepaIbHBIMU OpraHaMU HUCIOJHUTEIIHOM BJIACTH JOKYMEHTOB (CBEIEHUN),
yKa3aHHbIX B TyHKTe 2.1 wyactu 3 HacTosied cTaThbd, YINOJTHOMOYEHHBIM QenepanbHblii opra
WCTIONTHUTENIbHOM  BJIACTH  3allpallliBaeT  yKa3aHHbIE  JIOKYMEHTHI  (CBEICHHs])) B  MOPSAKE
MEXBEJIOMCTBEHHOTO HH(POPMAIITHOHHOTO B3aUMO/ICHCTBUSI.

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

7. He nomyckaercs HCHOJIb30BaHME B KOMMEPYECKHUX LENAX HHPOPMALUU O pe3ylbTaTax
JOKJIMHUYECKUX MCCIIEOBAHUN JIEKAPCTBEHHBIX CPENICTB U KIMHUYECKUX UCCIIEI0BAaHUN JI€KapCTBEHHbIX
IIPENapaToB JUIsl BETEPUHAPHOIO NPHUMEHEHUs, NPEICTABICHHOMN 3asBUTENEM [UIsl TOCYAAPCTBEHHOU
perucTpalMy JIEKapCTBEHHBIX IIpernaparoB, 0e3 ero corjacusi B TEYEHHWE IIECTH JIeT C JaThl
rOCyJapCTBEHHOM perucTpaiu peepeHTHOro JeKapcTBeHHOro npenapara B Poccuiickoit deneparym.

8. }IepmaTeJH) HJIN BJIAACIICL] PETUCTPAIMOHHOTO YAOCTOBEPCHUA JICKAPCTBCHHOI'O IIpe€riapara IJId
BCTCPUHAPHOI'O MPUMCHCHHA NPCACTABIIACT B yl'[OJ'IHOMO‘-ICHHLIﬁ (I)CHCp&HBHBIfI opraH HCIIOJIHUTENLHOMN
BJIACTU OTYET IIO pE3yJIbTaTaM (bapMaKOHamopa OAVH pa3 B IECTbh MECCAIICB B TCUCHUEC ABYX JICT IOCJIC
FOC}’,Z[B.pCTBCHHOfI perucTpanru JCKapCTBCHHOI'O IIpCIiapaTa B Poccuiickoit d)e;[epaulzm, 3aTCM CXKEIroaHoO
B TCUCHHC MOCIICAYIOINX TPEX JICT U B I{ﬂJ’IBHGﬁH.IGM OJVH pa3 B TPU roaa.
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

(uactb 8 BBeneHa denepanbubiM 3aKk0HOM OT 02.08.2019 N 297-D3)

Cratba 18. Nogaya u paccMmoTpeHUe 3asiBNEHUA O rocyaapCTBEHHOW perncrpauuu
fleKapCTBEHHOro npenapara ans MeaguLUHCKOro npuMeHeHus
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Jnga rocymnapCTBEHHOW perucTpanMy JIEKapcTBEHHOIO IIpernapara JUuisli MEIULUHCKOIO
IIPUMEHEHMs OPUMYECKOe JIMIO, NEHCTBYIOIEEe B COOCTBEHHBIX HHTEpPECax WIM YHOJHOMOYEHHOE
IIPEACTABIIATE MHTEPECH! JPYroro IOpUAMYECKOTO JIMLA U 3asBIIAIONIEE JICKAPCTBEHHBIM IIpernapar Ha
rOCYJapCTBEHHYIO PEruCTpaluio (Jajiee B HACTOALIEH CTaTbe - 3asBUTENb), IPEACTaBIAET B
YIIOJTHOMOYEHHBIN (eiepalbHblii OpraH MCIOJTHUTEIBHOW BIACTH, OCYIIECTBIISIONINI TOCYJapCTBEHHYIO
PErucTparmio JIEKapCTBEHHBIX MPENapaToB A MEIUIMHCKOIO IPUMEHEHHUs, B 3JIEKTPOHHON hopMe U Ha
OyMa)XHOM HOCHTEJNE 3asBJICHHE O TOCYAAPCTBEHHOM PErucTpaluy JIEKAPCTBEHHOTO Ipernapara Juls
MEIULUHCKOTO NPUMEHEHHUs, a TaKKe B IOpPsJKE, YCTAaHOBJICHHOM YIOJIHOMOYEHHBIM (eaepanbHbIM
OpPTraHOM HCITOJHHUTEIBHON BIIACTH, B AJIEKTPOHHOH (opMe M Ha OyMaKHOM HOCHTENE HEOOXOAMMEIE
JOKYMEHTBI, U3 KOTOPBIX (OPMHUPYETCSl PErHMCTPALlMOHHOE JI0Che Ha JIEKapCTBEHHBIM INpemapar Jyis
MEJIULUHCKOTO IPUMEHEHMUS.

(uactb 1 B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. B 3asBiieHHH O TOCYAapCTBEHHOM PErHMCTpPAlMK JIEKAPCTBEHHOTO MperapaTa s MEIULIUHCKOTO
IIPUMEHEHUSI YKa3bIBAKOTCS:

1) HamMmeHOBaHME, aJapec 3asBUTEIS] M TMPOU3BOJUTENS JIEKAPCTBEHHOTO IIperapara IJis
MEIUIIMHCKOTO MPUMEHEHUs, CBEACHUS 00 MX PETUCTPALUMHM B Ka4eCTBE HAJOTOILIATENBIINKA B CTPaHE
peructpanuu (IUIT POCCUUCKHUX IOPUIMYECKUX JIUI - WICHTU(DUKAIIMOHHBIA HOMEp HAJIOTOIUIATeIbIIINKA
(MHH), st mHOCTpaHHBIX IOPUIMYECKHX JIUIL - CTpaHa PErUCTPALNK, HAMMEHOBAaHHE PETHCTPUPYIOLIETO
OpraHa, perucTpallMOHHBIH HOMEp, KOJ HaJOroIIaTebIINKa B CTpaHe perucTpanuu (MHKOPIOpAIUH)
WINA €ro aHajor) U aJpec MecTa OCYLIECTBJIECHHs MPOM3BOJICTBA JIEKAPCTBEHHOTO Mpemnapara (B ciydyae
HAIMYHAS HECKOJBKUX YYaCTHHKOB TIpOIlecca €ro IMPOM3BOJICTBA HEOOXOMMMO YyKa3aTh Ka)IOro
YYaCTHHKA B COOTBETCTBUU C OCYILECTBIIIEMON CTauel IPOU3BOICTBA);

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

2) HAaNUMCHOBAHUC JICKAPCTBCHHOI'O Ipclapara IJid MECAUIUHCKOI'O IMPUMCHCHUA (Me)KI[YHapO,Z[HOC
HCIMMAaTCHTOBAHHOC, WJIX I'PYHITMPOBOYHOC, NI XUMHUYCCKOC U TOPTOBOC HaI/IMeHOBaHI/IH);

3) MEpCUCHDb ,HeﬁCTBy}OL[II/IX N BCIIOMOTaTCJIBHBIX BCHICCTB, BXOAAIIUX B COCTAB JICKAPCTBECHHOI'O
npemnapara JJjid MCIUIUHCKOTr0O IPUMCHCHH, C YKa3aHUCM KOJIMYCCTBA KAXKIO0T0 U3 HUX;

4) JICKApCTBCHHAA (I)opMa, AO3UPOBKa, CITOCOOBI BBCACHUA U IMPUMCHCHHSA, CPOK TOOHOCTHU
JICKApCTBCHHOTO Iperapara JJIis1 MCAUIUHCKOIO IPUMCHCHUA ;

5) bapmakoTepaneBTHYECKAs TPYIINa, KOJ aHATOMO-TE€PANeBTHUECKO-XUMUYECKON KiIaccuHKaIu,
PEKOMEHJIOBAaHHOW BcemupHOl opraHuzanueid 3ApaBOOXpPAHEHUS, 3asdBJIsiEMble ITOKa3aHUS  JJIs
MIPUMEHEHUSI JIEKAPCTBEHHOTO TPErapara s MEAUIUHCKOTO IPUMEHEHNS;

6) OTCYTCTBHE€ HEOOXOJUMOCTH TPEIOCTABICHUS OT4YeTa O pe3yibTarax KIMHAYECKOTO
WCCIIETIOBAHMSI, MCCIENOBaHUs OMOIKBUBAJICHTHOCTH JIEKAPCTBEHHOIO IMpemnapara, pa3pelieHHOTo s
MeIUIIMHCKOTO IpuMeHeHus B Poccuiickoit deneparuu 6omee ABAAIATH JIET, C YKa3aHHEM HOPMAaTUBHBIX
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

IMPaBOBLIX AKTOB, IIOATBCPKAAOIINX I[aHHBIﬁ CPOK ITPUMCHCHMU

7) HeoOxomuMocTh odopmiIeHHsT paspelieHus Ha BBO3 B Poccuiickyro denepanuio KOHKPETHOU
MapTUU  3apPETUCTPUPOBAHHBIX W (WJIM)  HE3apPETMCTPUPOBAHHBIX  JIGKAPCTBEHHBIX  CPEJICTB,
MpeIHa3HAYEHHBIX JUISI IPOBEJCHUS SKCIEPTHU3bl JIGKAPCTBEHHBIX CPEACTB B IENISAX TOCYAApCTBEHHOM
perucTpaimy;

8) HeoOXOIMMOCTh TPOBEACHMSI IKCIEPTU3Bl JOKYMEHTOB, IMPEACTABICHHBIX ISl ONpeAeNeHUs
BO3MOXKHOCTH paccMaTpuBaTh JICKAPCTBEHHBINM Mpemapar Juisi MEAUIMHCKOTO MPUMEHEHHUS Ipu
OCYILIECTBICHUH rOCYAapCTBEHHOM perucTpaiuy B KauecTBe OppaHHOro JEKapCTBEHHOTO IIpernapara;

9) HeoOX0IMMOCTh IPUMEHEHUSI YCKOPEHHOM IpPOLEAYpbl SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB B
LEJISIX TOCYIapCTBEHHOM PEruCTpaliy JIEKApCTBEHHOTO IIpernapara;

10) xonuu JOKYMEHTOB, MOATBEPKAAIOIINX YIUIATy TOCYAAPCTBEHHOM MOIINHBI:

a) 3a MPOBCACHUC DSKCICPTHU3bI AOKYMCHTOB, MPEACTABIICHHBIX JISI OIMPCACIICHUA BO3MOKHOCTHU
paccMaTpruBaThb JICKapCTBeHHBH\/JI npemnapar i MCIUIHUHCKOIO IPHUMCHCHUA IIpU OCYIICCTBIICHHUU
FOCYI[&pCTBGHHOfI peructpanuu B Ka4C€CTBC Op(baHHOl"O JICKAPCTBCHHOT'O IIpCIiapaTta,

0) 3a IpoBeJEeHUE SKCIEPTU3bl KAueCTBa JIEKAPCTBEHHOIO CPEACTBA U HKCHEPTHU3bl OTHOIIECHUS
OKUJAEMOH IOJIb3BI K BO3MOKHOMY PUCKY IIPUMEHEHHUS JIEKAPCTBEHHOTO Mpenapara, pa3peleHHoro s
MEIUIMHCKOro npuMeHeHusi B Poccuiickoit ®enepanuu Oosee ABAALATU JIET, IPU OCYLIECTBICHUU
roCylapCTBEHHON PErUCTPalliy JIEKapCTBEHHOIO IIpenapara;

B) 3a NPOBEACHHME HSKCIEPTU3bl KAuecTBa JIEKAPCTBEHHOT'O CPEJICTBA M JKCIEPTU3bl OTHOILEHUS
OKUJAEMOH IOJIb3bl K BO3MOKHOMY PUCKY IIPUMEHEHHUsI JIEKaPCTBEHHOT'O IIpenapara JUisi MEAULIMHCKOIO
IIPUMEHEHHSI IIPU €r0 rOCYAapCTBEHHOM PErUCTpaLug;

I') 32 IPOBEJEHUE SKCIEPTU3bl KauecTBa JEKAPCTBEHHOTO CPEICTBA M HKCHEPTU3bl OTHOILIEHHS
0’KHMJIa€MOH MOJIb3bI K BO3MOKHOMY PHUCKY IIPUMEHEHUS JICKAPCTBEHHOTO IIpenapara Juisi MEIUIIMHCKOTO
IIPUMEHEHHUs], B OTHOIIEHUH KOTOPOIrO IPOBEIEHBI MEXIYHAPOAHBIE MHOIOLEHTPOBBIE KIMHUYECKUE
HCCIEN0BAaHMUA, YacTh M3 KOTOpBIX mpoBeneHa B Poccuiickoit @epepanuu, NpU  OCYLIECTBICHUU
roCyAapCTBEHHOM pErucTpaLyy JIEKapCTBEHHOIO IIperapara;

11) nanuume cormacus NPOU3BOJUTENS JIEKAPCTBEHHOI'O Ipemnapara, MpPOU3BOJCTBO KOTOPOIO
ocyllecTBisieTcss 3a mnpenenamu  Poccuiickoit  ®exepanuu, Ha POBEJEHUE WHCIEKTUPOBAHUS
MIPOM3BOJIUTEIIS HA COOTBETCTBHE TPEOOBAHUAM IPaBUII HaAJIEKAIEH MPOU3BOACTBEHHON MPAKTUKH;

12) Hanuyue coryiacusi, IpeIyCMOTPEHHOT0 YacTbio 18 HacTosIel cTaTh;

13) yka3zaHue BuJa JIEKapCTBEHHOTO IIpenapara, NpeACcTaBIeHHOr0 Ha perucTpanuio (pegepeHTHbIN
JICKapCTBEHHBIM  TpemapaT, BOCHPOM3BEACHHBIM  JICKapCTBEHHBIM  mpemapaT, OWOIOTHYEcKuit
JIEKapCTBEHHBIN IMpernapaT, OnoaHaloroBbIM (OMOMOOOHBIN) JeKapcTBEHHBIN mpenapar (OuoaHasor),
rOMEONaTHYECKUH JIEKapCTBEHHBIN Npenapar, JIEKapCTBEHHBIN PACTUTENBHBIN Mpenapar).

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

3. PCFI/ICTpaI_[I/IOHHOC JO0ChEC Ha HCKapCTBCHHBIﬁ npenapar ajid MCEAULMUHCKOTO MPUMCHCHHA
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?:,iie?:ﬂbgé 32%'(205 ot 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"06 obpalleHnn nekapcTBEHHbIX cpeacTs” Aata coxpanerua: 11.01.2022

peocTaBisieTcs: B hopMe 00IIero TEXHUIECKOTO JOKYMEHTA.
(dactb 3 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4. Paznen JOKyMEHTAIMM aJIMUHUCTPATUBHOTO XapaKTepa BKIOYAET B ce0sl:

1) 3asBiieHHE O TOCYIApPCTBEHHOMN pErvCTpalyyl JEKapCTBEHHOIO IperapaTta sl MEAUIMHCKOTO
NPUMEHEHHS B AJIEKTPOHHOH opMe U Ha OyMakHOM HOCHUTEIIE;

2) KOIMMKO JOKYMC€HTa Ha PYCCKOM A3BIKE, 3aBCPCHHOIO B YCTAHOBJICHHOM IIOpAAKE H
MOATBCPIKAAOIICTO IMPABOMOYHOCTL 3asABUTCIIA 1IOJABATh 3a4BJICHHUC O FOCyIIapCTBeHHOﬁ peructpanmuu
JICKApCTBCHHOTO IIpfriapara JJIs1 MCIUIIUHCKOI'O IPUMEHCHU S (I[OBCpCHHOCTB);

3) cBeneHUS O Jare MPEIOCTABIICHUS W PETHCTPAIIMIOHHOM HOMEpE JIMIICH3MHM Ha TMPOU3BOACTBO
JICKQpCTBEHHBIX CPEICTB WM CBEACHUS O Jare NPEIOCTAaBICHHS M PETUCTPAIMIOHHOM HOMEpe
3aKJIFOUYCHUST O COOTBETCTBHHM IPOM3BOJUTENS JICKAPCTBCHHBIX CPEACTB TPEOOBAaHUSM IPABHUI
HQ/IJIOKAIIed MPOU3BOJCTBEHHON MPAKTUKH, BBIIAHHBIX (MIPEIOCTABICHHBIX) YIMOJHOMOYEHHBIM
denepanbHBIM OPraHOM HCIIOJIHUTEIBHONH BJIACTH B OTHONICHHH TPOW3BOJCTBCHHOW IUIOIIAIKH
PETUCTPUPYEMOTO JICKAPCTBEHHOI'O Iperapara, B Ciydae, €CJIM TPOM3BOJCTBO JIEKAPCTBEHHOTO
npemnapara ocyuectisiercs B Poccuiickont @enepaunu;

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

4) KONUWIO MPEAOCTABICHHON YIOJHOMOYCHHBIM OPraHOM CTPaHbl TPOW3BOIUTEIS JIMIICH3WH Ha
MPOU3BOJICTBO JICKAPCTBEHHOTO IIperapara W €€ IepeBOJ] Ha PYCCKHH s3bIK, 3aBEPCHHBIC B
YCTAaHOBJICHHOM TIOPSJIKE, @ TAK)KE KOIHIO 3aKIIOYCHHSI O COOTBETCTBUU MTPOU3BOIUTEIIS JICKAPCTBEHHBIX
CpeICTB  TpeOOBaHUSAM  MpaBWI  HaJUIeXkKalleld  MPOM3BOACTBEHHON  INPAKTHUKH,  BBIJAHHOIO
VIIOJTHOMOYCHHBIM (pe/lepabHbIM OPraHOM HCIIOJIHUTEIBHON BJIACTH B OTHOIICHUHW IPOHM3BOJICTBEHHOM
IUIOIIAJIKU PETUCTPUPYEMOTr0 JIEKAPCTBEHHOTO Tpernapara, WU KOIMHUI0 PEUICHUS YIOJIHOMOYEHHOTO
denepanbHOrO OpraHa WCIHOJHUTEIBLHOW BIACTH O MPOBEJICHUM WHCIEKTUPOBAHUS TPOU3BOIUTEIS
JIEKapCTBEHHBIX CPEJICTB, B ClIy4ae, €CIU MPOU3BOJICTBO JIEKAPCTBEHHOTO Mpenapara OCyIECTBISIETCS 3a
npeaenamu Poccniickoit denepanuu;

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

5) NpPOEKT MHCTPYKIMH 110 METUIIMHCKOMY ITPUMEHEHUIO JIEKapCTBEHHOTO Ipernapara, cojepkaniei
CJIEYIOLIUE CBEICHUSA:

a) HaMMEHOBaHHME JIEKapCTBEHHOro Ipemapata (MeXIyHapoJHOE HEMaTeHTOBaHHOE, WU
TPYIIHPOBOYHOE, WM XUMHUYECKOE U TOPrOBOE€ HAUMEHOBAHHS);

0) nexapcTBeHHas ¢opma ¢ yKazaHHEeM HAaUMEHOBAaHUM U KOJWYECTBEHHOTO COCTaBa JACHCTBYIOIIUX
BEIIECTB U KaUeCTBEHHOT'0 COCTaBa BCIIOMOTaTeNbHBIX BEUIECTB (IIPU HEOOXOIUMOCTH KOJIMYECTBEHHOTO
COCTaBa BCIIOMOTaTEJbHBIX BEIIECTB);

B) OIMCAHUE BHEIIHETO BU/IA JIEKAPCTBEHHOTO Mpemnapara sl MEAULUHCKOIO IPUMEHEHNS;
r) pusuKo-xuMuveckre cBOMCTBA (1 paarodapMaleBTHIeCKHUX JIEKapCTBEHHBIX IPErapaToB);

n) (apMakoTepaneBTUUYECKass TPYMMa, KOJ JIEKAPCTBEHHOrO TMpemapara Ais MEAUIIMHCKOTO
MIPUMEHEHHUS 110 aHATOMO-TEPANEBTUYECKO-XMMUIECKOH Kiaccu(uKaIm, peKoMeH10BaHHOM BecemupHoii
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

OopraHu3alyei 3JpaBoOXpaHeHHUs], UM YKa3aHHUE "TOMEONaTUYeCKH JIeKapCTBEHHBIN mpernapart';

e) dapmakoguHamMuka W (dapMaKOKMHETHKAa (32  HCKJIOYeHHeM  (apMaKOKWHETUKH
TOMEOTIATHYECKUX JIEKAPCTBECHHBIX MPENAPaTOB M PACTHTEILHBIX JICKAPCTBEHHBIX MPENapaToB);

K) TIOKa3aHUsl 1Sl IPUMEHEHHUS;
3) MPOTUBOMOKA3AHUS 1JIsl TPUMEHEHUS;
1) MEpHI MIPEIOCTOPOKHOCTU TPHU IPUMEHEHUH

K) YKa3aHWe BO3MOXXHOCTH U OCOOCHHOCTEW WpPHUMEHEHHUs JIEKApCTBEHHOIO TIperapara s
MEAUIIMHCKOTO TMPUMEHEHUS OEpeMEHHBIMU IKCHIIMHAMH, OJKCHIIMHAMH B TEPUOA TPYAHOIO
BCKapMJIMBAHUS, IETHMU, B3POCIIBIMU, HMEIOIIUMHU XPOHHYECKUE 3a00JICBAHUS;

J) PSKHUM JO03UPOBAHMS, CIIOCOOBI BBEJACHUS M IMPUMEHEHUs, MPU HEOOXOIUMOCTH BpeMsl IpreMa
JIEKApCTBEHHOT'O0 Tpernapara s MEAMIIMHCKOTO MPUMEHEHHS, MPOJODKUTENBHOCTh JICYCHUS, B TOM
quclie y JeTel 10 U oCTe OHOTrO ro/a;

M) BO3MOJHBIC HCXKCIIATCIIBHBIC PCAKIUMKW IpHU INMPHUMCHCHUH JICKAPCTBCHHOI'O Mpfcrapara I
MCAULUHCKOI'O IIPUMCHCHUS

H) CUMIITOMBI IEPEO3UPOBKH, MEPHI IO OKA3aHUIO TIOMOILY IPU NEPETO3UPOBKE;
0) B3aUMO/JICHCTBUE C APYTUMHU JICKAPCTBEHHBIMHU ITpenapaTtaMy U (WJIM) MUILEBbIMU IPOLYKTaMU;
1) pOpMBI BIIIYCKA JIEKAPCTBEHHOI'O IIPEnapara;

p) YKa3aHue (HpI/I HeO6XOI[I/IMOCTI/I) 0COOCHHOCTEH HeﬁCTBHH JICKApCTBCHHOT'O IIpfIliapaTra IJId
MCIUIHUHCKOI'O IPUMCHCHUS IIPU IIECPBOM IMPUEME UJIH ITPU €0 OTMCHE,

) onMcaHue (IIpU HEOOXOIMMOCTH) JielcTBUI Bpaya ((enpamepa) 1 (Win) ManueHTa mpyu Ipomnycke
npreMa OJHOM MM HECKOJIBKUX 103 JIEKApCTBEHHOTO IMperapara i MeTUIITHCKOTO IIPUMEHEHUS;

T) BO3MOXHOC BJIMAHUC JICKAPCTBCHHOI'O IIpfliapara A MCEAUIHUHCKOIO INPUMCHCHHA Ha
CITOCOOHOCTH YIIPABJIATH TPAHCIIOPTHBIMHA CPECACTBAMH, MCXAHU3MAMMU,

y') CPOK TOAHOCTHU M YKA3daHUC HaA 3alpeT MNPHUMCHCHUA JICKAPCTBECHHOI'O IIpfliapara IJIsd
MCIUIHUHCKOI'O IPUMCHCHUS IO HCTCUCHUHN CPOKA T'OAHOCTH,

&) ycnoBus XpaHeHuUs;

X) YKa3zaHuc Ha H€06XOI[I/IMOCTI) XpaHCHUA JICKAPCTBCHHOI'O IIp€riapara A MEIAUIIUHCKOI'O
MNPUMCHCHUSA B MECTAaX, HCAOCTYIIHBIX IJISA I[eTeﬁ;

1) yka3aHue (Mpu HEOOXOAMMOCTH) CIIELHATIbHBIX MEp MPEeIOCTOPOKHOCTU MPH YHUUYTONKEHUHU
HEHUCIIOIb30BAHHBIX JIEKAPCTBEHHBIX IIPENAPATOB ISl MEAULIMHCKOIO IPUMEHEHUS;

Y) YCIIOBUS OTITYCKa;

www.consultant.ru CrpaHuua 44 us 142
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/
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[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

II) HAaMMEHOBAaHMS W aJipeca IMPOU3BOJICTBEHHBIX ILIOIMIAJ0K MPOU3BOJIUTENS JIEKAPCTBEHHOTO
npernapara;

1) HAauMEHOBAaHME, aJpec OpraHu3alud, YIOJHOMOYEHHOH JAepKaTeleM WIH BJaAeibleM
PEruCTpaliMOHHOIO yJOCTOBEPEHMsI JICKapCTBEHHOI'O Ipernapara s MEIUIMHCKOIo IpPHUMEHEHHs Ha
MPUHSATHE MTPETEH3UH OT MOTPEOUTEIIS;

6) MHCTPYKIUIO 110 MEAUIIMHCKOMY MPUMEHEHUIO WM KPAaTKyI0 XapaKTEPUCTUKY JIEKApCTBEHHOTO
npenapara, yrBep>KI€HHbIE B CTpaHE TPOU3BOAUTEIIS,

7) IPOEKThI MAKETOB MEPBUYHOMN YIAaKOBKHM U BTOPUYHON YIIaKOBKU JIEKAPCTBEHHOTO Mpenapara Jsis
MEJIUIIMHCKOTO MPUMEHEHHS;

8) MpOEeKT HOPMATHUBHOW JOKYMEHTAllMM WJIM HOPMATHBHOIO JOKYMEHTa Ha JIEKapCTBEHHBIN
npenapar Jijisi MeJUIIMHCKOT0 MPUMEHEHHs JIN00 YKa3aHUe COOTBETCTBYIOMIEH (DapMaKOIEHHON CTaThU;

9) nOKyMeHT, cojepxaiuii UHGOPMALUIO O HAIMYUU WIH 00 OTCYTCTBUU (DAaKTOB PEruUCTpalud
JIEKapCTBEHHOTO Ipernapara Jjisi MEIUIIMHCKOro pUMeHeHus 3a npeaenamu Poccuiickoin denepanmu;

10) KOIIMU NOOKYMCHTOB, 3aBCPCHHBIX B YCTAHOBJICHHOM IIOPSAAKE U IIOATBECPIKAAOIINX (I)aKT
peructpaimu JICKApCTBCHHOI'0 IIp€riapara B MHOCTPAHHBIX TOCyAapCTBax B KadCCTBC Op(l)aHHOI“O
JICKapCTBCHHOI'O IIpCIiapara,

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

12) nmoxymeHT o cucteme (apmMakoHaa30pa JAepiKaTeNs WIM BIAAETbIAa PErHCTPAMOHHOTO
yJOCTOBEPEHHMSI JIEKApPCTBEHHOT'O Npenapara;

13) nOKyMEHT, MOJATBEP)KJIAIOLIMN KayecTBO JIEKAPCTBEHHOTO IMpernapara TPeX MPOMBIIUIEHHBIX
cepuil (MPOTOKOJ aHaNM3a WM cepTUUKAT aHAIN3A), OIHA CEPHsI KOTOPOTO JOJHKHA COBMAAATh C CepHei
oOpasma JIeKapCTBEHHOTO Tpenapara s MEIWIMHCKOTO MPHUMEHEHHS, IMPEICTaBICHHOTO Ha
TOCY/IapCTBEHHYIO PETUCTPALIHIO.

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

5. Pazgen xumuueckoi, apMalieBTUYeCKOH M OMOJOrMYeCKOW JOKYMEHTAIMM BKIIOYAeT B ceOs
JOKYMEHTBI, coJieprKaliie HHPopMaIuio o (papmManeBTHUeCKON CyOCTaHIIUU U JIEKAPCTBEHHOM IIpernapare
IUIE MEIUIIMHCKOTO NPUMEHEHMs], ITPOLECCE €ro MPOU3BOACTBA U METOJAX KOHTPOJISI KauyecTBa, B TOM
qucie:

1) KomHIO TOKYMEHTA, COAEPIKAILIEro CIEAYIOUTY0 HH(pOopMaLHIo 0 papMaleBTHYeCKoi cyOcTaHIuN
Wi (QapMaleBTUYECKUX CyOCTaHIMSAX, BXOASIIMX B COCTaB JIEKAPCTBEHHOIO IIpernapaTa, 3a
UCKJIIOUeHHeM HHpopMaruu o (apmaneBTHUYECKUX CYOCTAaHIMSX, BKIIOYEHHBIX B TOCYJapCTBEHHBIN
peecTp JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBHUHM €O cTaThel 34 Hactosmero PeaepanbHOro 3aKoHa:
(B pen. deaepanbHoro 3akona ot 27.12.2019 N 462-03)

a) HauMeHoBaHue (hapMalleBTHUECKOM CYOCTaHIINH, €€ CTPYKTYpa, 001Ie CBOWCTBA;

6) HaNUMCHOBAHUC U aIpCC IPOU3BOJUTCIIA,
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B) TCXHOJIOTHA IMPOU3BOACTBA C OIMMMCAHUCM CTaI[I/Iﬁ MMPOU3BOACTBA U MCTOJ0OB KOHTPOJIA HAa BCEX
CTagusiX IIPONU3BOACTBA,

T') onMcaHue pa3paboTKH MpoIecca MPOU3BOJICTBA;

1) OITUCaHNe KOHTPOJISI KPUTUYECKUX CTAHM MPOU3BOJICTBA U MPOMEKYTOYHON MPOIYKIINH;
€) IOKYMEHTaJIbHOE TIOITBEPXKACHUE (BaIMIalIMs) MPOIIECCOB U (UJTM) X OLIEHKA,

’K) CBOMCTBA U CTPYKTYpa JIEHCTBYIOIIUX BEIIECTB;

3) XapaKTepUCTHKA IPUMECEH;

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

K) aHaJUTHYECKUE METOJMKH, WCIOIb3yeMble TIPH OCYINECTBICHHHM KOHTPOJII KadecTBa
(apmaleBTUUECKOIl CyOCTaHIINY;

J) NOKYMEHTaJbHOE MOATBEpXKIACHUE (BaTUAAIMs) aHAIUTUYECKHUX METOIUK, MCIIOJB3YEMBIX IPHU
OCYIIIECTBICHUH KOHTPOJIS KadecTBa (papMalieBTUUECKON CyOCTaHIINH;

M) pe3yJIbTaThl aHAJIN3a CEPUM (hapMaIleBTUUECKON CyOCTaHIINH;

H) MepeueHb CTaHIAPTHBIX 00Pa3llOB WM BEIIECTB, UCIOIb3yEeMbIX MPU OCYIIECTBICHUH KOHTPOISI
KayecTBa,

0) OIIMCaHME XaPaKTEPUCTUK U CBOMCTB YIIAKOBOYHBIX MaT€pPHAaJIOB U YKYIIOPOUHBIX CPE/CTB;
1) JaHHBIE O CTA0MIIBHOCTH (papMalieBTUUECKON CyOCTaHIINH;
P) CPOK TOJTHOCTH;

1.1) B oTHOmEHUU (QapMalEeBTUYECKUX CYOCTaHIMM, BXOJSIIIMX B COCTaB JEKAapCTBEHHOI'O
IpernapaTa U BKIIOYEHHBIX B TOCYJApCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPENCTB B COOTBETCTBHM CO
cratbeil 34 nHactosimiero denepanbHOr0 3aKOHA, - KOMUS JOKYMEHTA, COJEPMHKAIIEro CIEAYIOIIYIO
UHpOpMaLHIO:

a) HauMeHOBaHue (hapMalleBTHUECKOM CyOCTaHIINH, €€ CTPYKTYpa, 0011Ie CBONCTBA;
0) HaMMEHOBaHKE U AAPEC MPOUZBOIUTETIS;
B) PE3yJIbTATHI aHAIHM3a Cepuil (hapMaleBTUUECKON CyOCTaHIINY;

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

2) AOKYMCHT, co;[epn(amﬂﬁ CIICAYIOHUC CBEACHHUA O JICKAPCTBCHHOM IIpCHIapaTe Ajid MCAUITUHCKOI'O
MMPUMCHCHUSA:

a) OMMHUCAaHUC U COCTAaB JICKAPCTBCHHOTO IIpCriapaTta JJIs1 MCIUITUHCKOTO IPUMCHCHU S ;
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0) omucanue (apmareBTHUECKOH pa3paboTku (000OCHOBaHWME BBIOOpPA COCTaBa, IEPBUIHON
YIIaKOBKHU U HHOTO);

B) TCXHOJIOTHA IMPOU3BOACTBA C OIMMMCAHUCM CTaI[I/Iﬁ MMPOU3BOACTBA U MCTOAOB KOHTPOJIA Ha BCCX
CTagusiXx IIPONU3BOACTBA,

I) ONHMCaHWE KOHTPOJS KPUTHUECKUX CTaJui Ipolecca IPOU3BOACTBA U IMPOMEKYTOUHOMN
IPOAYKIHH;

J1) HAUMEHOBAHUE M aJIpEC MECTa OCYIIECTBIEHHUS MPOU3BOJICTBA JIEKAPCTBEHHOI'O Ipenapara Jyis
MEIHUIIMHCKOTO TMPUMEHEHUs (B cllydae HaJMYUsl HECKOJbKHUX YYAaCTHHUKOB IIpoliecca MPOU3BOJCTBA
HE0OXO0IMMO YKa3aTh KaXKIOTO U3 HUX);

e) apmarnieBTHYECKasi COBMECTUMOCTD;

) MUKPOOHOJIOTHYECKHIE XapaKTePUCTHKH;

3) MaTepuanbHBIN OalaHC JJIs MPOU3BOACTBA CEPUH FOTOBOTO MPOIYKTA;

1) OIMCAaHUE XapaKTEPUCTUK U CBOWCTB YIIAKOBOYHBIX MAaTEPUAJIOB U YKYIIOPOUHBIX CPEJICTB;

K) JOKYMEHTAJIbHOE MOATBEPKACHNE (BAIHIAIHS) MIPOIIECCOB MTPOU3BOJCTBA U (MJIM) UX OICHKA;

Jd) TpeOOBaHMA K KayecTBY BCIIOMOTATEIIFHBIX BEHIECTB (CepTH(HKAT, CcrenuuKanus Ha
BCIIOMOTaTeIbHbIE BEILIECTBA U UX 00OCHOBaHNUE);

M) AHAIIUTUYCCKUC MCTOJAUKH, HUCIOJB3YEMBIC TIIPpH OCYHICCTBJICHHU KOHTPOJIA KadYeCTBa
BCIIOMOI'aTCIBbHBIX BCIICCTB,

H) JOKYMCHTAJILHOC IMOATBCPIKICHUC (BaJ'II/I)IaHI/ISI) AHAIIUTUYCCKUX MCETOJUK, HCIIOJIb3YCMBIX IIPpH
OCYIICCTBJICHUU KOHTPOJISA Ka4€CTBAa BCIIOMOT'ATCIIbHBIX BCIICCTB,

0) I/IH(l)OpMaIII/Iﬂ 00 HCIIOJB30BAaHUM BCIIOMOTIaTEIbHBIX BC€IICCTB YCJIIOBCYCCKOTO MU XHUBOTHOI'O
MMPOUCXOKIACHUA,

1) uHGopMaIus 00 UCIIOJIIb30BAHUN HOBBIX BCIIOMOTaTEIbHBIX BEILIECTB;

p) TpeOoBaHMA K KayecTBY JIEKAPCTBEHHOro TIpemnapaTra sl MEIUIUHCKOIO IMPUMEHEHHs
(cepTudukar, cnenndukalys Ha JEKapCTBEHHbIN Mpenapar u uX 000CHOBaHUE);

C) AHAIIUTUYCCKUC MCTOAWUKH, HCIHOJB3YCMBIC TIpU OCYHICCTBJICHUMU KOHTPOJA KadeCTBa
JICKApCTBCHHOTO Iperapara JJIis1 MCAUIUHCKOTIO IPUMCHCHUA ;

T) JAOKYMCHTAJIbHOC NOATBCPIKIACHHUC (BaJII/IILaI_[I/I}I) AHAIIUTUYCCKUX MCTOJUK, UCIIOJIB3YCMLIX IIPpU
OCYIICCTBIICHUU KOHTPOJIA Ka4€CTBaA JICKAPCTBECHHOTO IMpeTiapaTa JJId MCIUIWUHCKOIO IPUMCHCHNA

y') PE3YIbTAThl AHAJIN30B CCpI/Iﬁ JICKAPCTBCHHOT O IIpcIiapaTta AJid MCAUIIUHCKOI'O MIPUMCHCHUS

¢) xapakTepucTuKa NpuMecei;
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X) NEpeYeHb CTaHJAPTHBIX 00pa3lOB, UCIOJIb3YEMBIX IPU OCYILECTBICHUM KOHTPOJSA KadecTBa
JIEKapCTBEHHOTIO IIpernapara i MEJULUHCKOrO IPUMEHEHMS;

11) IaHHBIC O CTA0MJIBHOCTH JIEKAPCTBEHHOT'O TIperapara JUisi MeIUIIUHCKOTO MPUMEHEHHUS.
(dactb 5 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. Paznen ¢apmMakoIOrHYecKOi, TOKCUKOIOTHYECKON JOKYMEHTAIIMU BKJIIOYAeT B ce0sl OTYETHI O
pe3ynbTaTax JOKIMHUYECKUX HCCIIeI0BaHUM JIEKApCTBEHHOTO CPEICTBA ISl METUIIUHCKOTO MPUMEHEHUS,
B TOM YHCIIE:

1) otuet 0 papMakOoJUHAMUYECKHUX UCCIIEJOBAHUSIX;
2) otueT 0 (apMAKOKUHETHUCCKUX MCCIIEIOBAHUSIX;

3) OTYeT O TOKCHUKOJIOTMYECKUX UCCICTOBAHMSIX.
(uactsb 6 B pen. enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7. Pazgen KIMHUYECKOM AOKYMCHTAIIUU BKJIKOYACT B cebs OTUeThl O pe3yiibTaTax KIMHUYCCKHUX
HCCIICIOBAHUM JICKAPCTBCHHOT'O IIpfIiapaTta JJisi MCAUIITUHCKOI'O MPUMEHCHU S, B TOM YUCJIC!

1) ordyersl 00 wHccCienOBaHUAX OWOJOCTYIIHOCTH W OHMOSKBHBAICHTHOCTH, MCCIICIOBAHMUSX,
YCTaHABJIMBAIOLINX KOPPEISIHUIO PE3YIbTATOB, MOJYYSHHBIX B YCIOBUSX in Vitro u in vivo;

2) oTueThl 0 (papMaKOKUHETUYECKUX MCCIICTOBAHMSIX;
3) ot4eTsl 0 (hapMaKOAUHAMUYICCKUX UCCIICIOBAHUSX;
4) 0TUeTHI O KIIMHUYECKUX HCCIeT0BaHUAX (P PEeKTUBHOCTU U O€30MaCHOCTH;

5) OTYET 0 MOCTPETUCTPALMOHHOM OIBITE MPUMEHEHHUS (IIPU HAJTMYUN).
(uactp 7 BBenieHa DenepanabHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8. TpeboBanus k 00beMy HH(pOpMAINK, MPEIOCTABIIEMON B COCTABE PETUCTPAIIMOHHOTO JIOCHE,
JUISL OTJEIbHBIX BHUJIOB JIEKAPCTBEHHBIX MPENapaToB ISl MEAUIIMHCKOIO MPUMEHEHHUs YCTaHABIMBAKOTCS
YIOJIHOMOYEHHBIM (PeiepabHbIM OPraHOM UCTIOTHUTEIHLHOM BIIACTH.
(uacth 8 BBeneHa denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

9. B oTHoOIIEHWH JEKAPCTBEHHBIX IMPENapaToB, Pa3pelIeHHBIX I MEIUIIMHCKOTO MPUMEHEHHUS B
Poccuiickoit denepauuu Ooniee ABaAaTH JIET U B OTHOIIEHHH KOTOPHIX HEBO3MOXKHO MPOBEACHHE
WCCIEOBAaHUN WX  OMOPKBUBAJIEHTHOCTH (32 UCKIIOUYEHHEM OHOJIOTMYECKHX  JIEKAPCTBEHHBIX
MpernapaToB), JOMYCKAeTCs BKIIOUEHHUE B COCTaB pasjena (apMaKoJIOTHYECKOW, TOKCHUKOJIOTHYECKOU
JOKYMEHTAIlMU U pa3jiefia KIMHWUYECKOW JOKYMEHTAllMM BMECTO OTueTa pa3padoTuMKa O pe3ysibTaTrax
COOCTBEHHBIX JOKIMHUYECKUX HMCCIEIOBAHUN JIEKAPCTBEHHBIX CPEJICTB U KIMHHYECKUX HCCIEAOBAHUN
JIEKApCTBEHHBIX TPENapaToB I MEAWIIMHCKOTO MPUMEHEHHS 0030pa HAay4YHBIX pabOT O pe3yibTaTax
JOKJIMHUYECKUX MCCIEJOBAaHUN JIEKAPCTBEHHBIX CPEJICTB W KIMHUYECKHX MCCIEIOBAaHUM JaHHBIX
JIEKapCTBEHHBIX MIPEMapaToB, B TOM YKCJIE BKIIIOYAS OMBIT UX MOCTPETUCTPAITHOHHOTO IPUMEHECHHS.
(uactp 9 BBenena PenepanbHbiM 3aK0OHOM OT 22.12.2014 N 429-03; B pea. PeaepanbHOro 3aKOHA OT
27.12.2019 N 475-03)
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

10. IIpu rocynapCTBEHHOW PpEruCTpaluy BOCIPOM3BEIEHHBIX JIEKAPCTBEHHBIX IIPENapaToB MAJIs
MEIMLUHCKOTO IPUMEHEHUs JOIYCKaeTcs BKIIOYEHME B COCTaB paszzena (hapMaKkoIOrM4yecKoH,
TOKCUKOJIOTMYECKOM JOKYMEHTAallud U pasjiena KIMHUYECKOHM JOKYMEHTalud BMECTO OT4eTa
pa3paboTuMka O pe3yiabTaTax COOCTBEHHBIX IOKJIMHMYECKHX HCCIEIOBAaHUN JIEKAPCTBEHHBIX CPENICTB
0030pa Hay4YHBIX pabOT O pe3yabTaTax JOKIMHUYECKUX HCCIEIOBAaHHUN peepeHTHOTO JIEKAPCTBEHHOTO
npernapara U MpeACTaBIeHUEe BMECTO KIMHUYECKUX HCCIEI0BAaHUM B IOJHOM O0bEME, YCTaHOBJICHHOM
pas3fenoM KIMHUYECKOW JOKYMEHTAIlMM, OTYEeTa O pe3yjbTaTaX HCCIEAOBAaHMI OMOIKBHBAJICHTHOCTH
BOCIIPOU3BEJICHHOI'O JIEKAPCTBEHHOI'O IIpernapara JAjs MeIuIUHCKoro npumeHeHus. He tpeGyercs
IIPE/ICTABJICHUE OTYETa O pe3yJbTaTaX MCCIEA0BaHUN OHO3KBUBAJIEHTHOCTH BOCIPOU3BEIEHHOTO
JIEKapCTBEHHOTIO IIpernapaTa sl MEAUIIMHCKOTO IPUMEHEHMS, €CIIM PETUCTPUPYIOTCS BOCIIPOU3BEICHHBIC
JIEKapCTBEHHbIE MPENapaThl A1 MEAULIUHCKOIO IPUMEHEHUs, KOTOPbIE:

1) mpenHa3HayeHbl Ui MapeHTEPAIBHOTrO (TMOJKO0XKHOTO, BHYTPUMBILIICYHOTO, BHYTPUBEHHOTO,
BHYTPUIJIA3HOTO,  BHYTPUIIOJIOCTHOTO, BHYTPUCYCTaBHOIO, BHYTPUKOPOHApHOIO) BBEIEHUS U
MIPEJICTaBIISIOT CO00 BOAHBIE PACTBOPHI;

2) npelCTaBISIIOT COOOM PacTBOPHI AJIsl NEPOPATILHOTO IPUMEHEHHUS;
3) npou3sBesieHbl B OpME NOPOLIKOB UM JUO(DUIN3ATOB [yl IPUTOTOBICHUS PACTBOPOB;
4) ABIAIOTCS ra3aMu;

5) ABIAIOTCS YIIHBIMU MJIM IJIA3HBIMU JIEKAPCTBEHHBIMU IIpenapaTaMu, IPOU3BEACHHBIMU B (hopme
BOJIHBIX PaCTBOPOB;

6) npeaHa3Ha4YCHbI JJIsI MCCTHOI'O IIPUMCHCHUS U IIPUTOTOBJICHELI B (bopMe BOJHBIX PaCTBOPOB;

7) NpeACTaBISIIOT COOOW BOJHBIE PACTBOPHI JIJISi UCIIOIB30BaHUs B (DOPME MHTAISALMMA C TTOMOIIIBIO
HeOynaii3epa WK B Ka4eCTBE HAa3aJbHBIX CIIPEEB, IPUMEHSIEMBIX C TOMOIIBIO CXOAHBIX YCTPOMUCTB.
(uactb 10 BBeaena ®denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

11. Jlna ciydaeB, yKazaHHbIX B myHKTax 1 - 3, 5 - 7 wyactu 10 Hacrosmel craThy,
BOCIPOU3BE/ICHHBIN JIEKAPCTBEHHBIN IpenapaTr JUisi MEIULHMHCKOIO MPUMEHEHMs JOJKEH COAepXkKaTb
TaKkHe K€ BCIIOMOTaTellbHbIE BEIIeCTBA B TAKUX K€ KOJIUYECTBAX, KaK U pedepeHTHBINH JeKapCTBEHHBIN
npenapaT. Eciu cocTaBel BCIIOMOTraTENbHBIX BEIIECTB Pa3IMYaroOTCs, 3asBUTEIb JOJDKEH NPEICTABUTH
JI0Ka3aTesIbCTBa TOTO, UYTO HCIIOJIb3YEMbIE B JAHHBIX KOHIIEHTPALMSIX BCIOMOTATEIbHBIE BEIIECTBA HE
BIUAIOT Ha Oe3omacHOCTh M (W) 3(P(GEeKTUBHOCTH JIEKAPCTBEHHOTO TMpernapara ajisi MEIUIIMHCKOTO
npuMeHeHus. B ciydae, eciiv 3aBUTENb HE MOXKET MPEJICTABUTh TAKWE JOKA3ATENbCTBA U (UJIM) HE UMEET
JIOCTyNa K COOTBETCTBYIOLIMM JIaHHBIM, OH JIOJDKEH IPOBECTU COOTBETCTBYIOLIUE HCCIEIOBAHUS IS
JI0Ka3aTesIbCTBa OTCYTCTBUS BIIMSIHUS PAa3HbIX BCIOMOTAaTENIbHBIX BELIECTB HJIM BCIIOMOTATEIbHBIX
yCTpOWCTB Ha Oe3omacHOCTh U (MiH) 3(PGEeKTUBHOCTH JICKAPCTBEHHOTO Tpernapara Jyisi MEAUITUHCKOTO
IIPUMEHEHHUS B COOTBETCTBUU C aKTaMM, COCTABIIAIOIIMMU IpaBo EBpa3uiickoro 5KOHOMUUYECKOTO CO03a.
(gactp 11 BBenena denepanbubiM 3ak0HOM OT 22.12.2014 N 429-03; B pen. denepanbHOTO 3aKOHA OT
22.12.2020 N 444-D3)

12. Ilpu rocyaapcTBEHHOM perucrpaiuy KoOMOUHAIUI paHee 3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX
[penaparoB il MEAULUHCKOIO IPUMEHEHUS JOIyCKaeTCs BKIIOUEHHE B COCTaB  pasjela
(bapMaKoJIOTNYeCKOM, TOKCHKOJOTUYECKOW JOKYMEHTAllMM W pasjiena KIMHUYECKOH JIOKyMEHTAllUu
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

BMECTO OTYeTa pa3padoTyMKa O pe3yabTaTax COOCTBEHHBIX JOKIMHHYECKUX HCCIICIOBAHHIMA
JIEKapCTBEHHBIX CPEICTB 0030pa HayyHBIX paboOT O pe3yiapTaTax IOKIMHUYECKUX HCCIEIOBAHUM
pedepeHTHBIX JIEKAPCTBEHHBIX IMPENapaTroB, BXOISIIUX B COCTaB KOMOWHAIMHM JIEKAPCTBEHHBIX
[IpernapaToB, U 00 OTCYTCTBHH UX B3aUMOJICUCTBUS B OJIHOM JIeKapCcTBEHHOMU (hopMe.

(dactb 12 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

13. Ha okcnepTusy pa3iuyHBIX JIEKAPCTBEHHBIX (OPM OAHOTO M TOrO XKe JIEKaPCTBEHHOI'O
npenapara Ui MEAMIIMHCKOTO TMPUMEHEHHS 3asBUTEIb MPEACTABISICT OTIEIbHbIC 3asBJICHUS U
PETUCTPaLIMOHHBIE JI0ChEe HA KAXKAYIO JIeKapcTBeHHYIO (popmy. [Ipu ycrnoBuu 01HOBpEMEHHOM MOo1ayu Ha
AKCIIEPTH3Y OJHOW JICKApPCTBEHHOH (OPMBI C pPa3IMYHBIMU JO3MPOBKOW, KOHIICHTpAIUEH, 00BEMOM
3asIBUTEJIb IPEACTABIISIET OJHO 3asBJIICHUE U PETUCTPALIMOHHOE JOChE C MPHIIOKEHUEM MAKETOB YITAKOBOK
Ha KaX/IyI0 JO3HPOBKY, KKy KOHIICHTPAINIO, KK/ 00beM U Kax/JI0€ KOJUYECTBO 03 B YITAKOBKE.
(dactpb 13 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

14. Tlpu rocymapCTBEHHOW perucrpanuy ophaHHOTO JIEKAPCTBEHHOIO IMpernapara 3asBUTEIh
npecTaBiIseT nH(OPMALIUI0, HEOOXOTUMYIO Uit (POpMHUpPOBAHUS pa3jiena KIMHUYECKOU JOKYMEHTAIIHH,
B 00beMe, YCTAaHOBJICHHOM YITOJIHOMOYEHHBIM (PeepaabHbIM OPraHOM UCIIOJTHUTEIHLHOM BIACTH.

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

15. Ilpu peructpanuu OHOJIOIMYECKOTO JIEKAPCTBEHHOrO IpernapaTa, IOJIy4Y€HHOTO W3 KpPOBH,
IUIa3Mbl KPOBU YEJIOBEKa, B COCTABE PETUCTPALMOHHOIO J0ChE Ha JIEKAPCTBEHHBIM Mpenapar ajs
MEAULIMHCKOTO IPUMEHEHUSI JOJIKHBI ObITh MPECTABIECHBI JOIIOIHUTEIBHO:

1) B pa3zzmene JOKyMEHTallMM aJMHMHHUCTPATHUBHOIO XapakTepa JOKYMEHT, COAepKallui
nH(pOpMALIHIO 0 CYOBEKTaX OOpaIeHHUs JOHOPCKOW KPOBH M (WJIM) €¢ KOMIIOHEHTOB, O TOM, I'Jie ObuIa
ocyliecTBieHa [oHauus (KpoBM M (WIM) TUIa3Mbl KPOBM), a TakKe MJaHHbIE 00 HMH(EKIIMOHHBIX
3a00JICBaHUAX, NEPEAAONIUXCSA IAPEHTEPATbHBIM IyTeM, HH(pOpMaIms O CyObeKTax oOpalieHus
JOHOPCKOW KpOBH U (WJIM) €€ KOMIIOHEHTOB, B OTHOIIEHHHM KOTOPBIX OCYIIECTBISETCS KOHTPOJb
JIOHOPCKOW KPOBH U (MJIM) €€ KOMIIOHEHTOB;

2) B pazaene XUMUYECKOH, (papmMarieBTHUEeCKON U OMOIOTHUECKON TOKYMEHTAIIUHU:

a) KpUTEpUU U CIOCOOBI 0TOOpa, TPAaHCHOPTUPOBAHUS M XPAHEHHS! JOHOPCKOW KpPOBH M (WiIH) ee
KOMIIOHEHTOB;

0) pe3ynbTaThl UCCIIEIOBAaHUI OTOOpPaHHBIX JTOHOPCKOW KpOBU M (WMJIM) IJIa3Mbl KPOBU U MYJIOB Ha
HaIn4yue Bo30yauTeneld WHQEKIUM, BKIOYas uHHPopManMio 00 HCIOJB30BaHHBIX METOAMKAX
UCCIIEIOBaHUM M B ciydyae HCCIEAOBAHMUS IYJIOB IUIa3Mbl KpPOBU pPE3YJIbTaThl JOKYMEHTaJIbHOTO
MOJITBEPXKIEHUS (BaJIMIAIMH) UCIIOJIb30BAaHHBIX METO/MK;

B) TEXHUUYECKHE XaPAKTEPUCTUKU YITAKOBKU JIsI OTOOpa TOHOPCKOW KPOBU M (MJIH) TIJIa3Mbl KPOBH,
BKIItOYasi HH(GOpMAIKIOo 00 UCTIONBF30BAHHBIX PACTBOPAX AHTHKOATYISHTOB.
(uacTb 15 BBegena PenepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

16. KnuHuueckue ucclieIoBaHUs JIEKAPCTBEHHOTO Mpernaparta Uisi MEAMIIMHCKOTO MPUMEHEHUs B
LeJIIX €ro TOCYJapCTBEHHOM peructpauuu npoBonarcs B Pocculickoin ®enepanuu B TMOPSIKE,
YCTAaHOBJIIEGHHOM cTaThsiMu 38 - 44 mnHacrosimero ®PenepanbHOro 3akoHa. OT4YeT O MPOBEIEHHBIX
WCCTIEIOBAHUAX BKJIFOYACTCS B COCTAB pasjiefia KIMHUYECKOW JOKYMEHTAIIUU PErUCTPAIIMOHHOTO JI0ChE
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

Ha JICKApCTBEHHBIN Mpenapar s MEIULUHCKOTrO NmpuMeHeHus. s JieKapCTBEHHBIX IMpenapaToB st
MEIULHUHCKOrO TPUMEHEHUS, B OTHOLIEHWH KOTOPBIX B PE3YJIbTATE 3KCIEPTU3bl JOKYMEHTOB,
MPEACTABICHHBIX [UJISl OMNpENENCHUsT BO3MOXXHOCTH pPacCMaTpuBaTh JIEKAPCTBEHHBIM mpemnapar s
MEIUIIMHCKOTO MPUMEHEHHs] B KayecTBe OpQaHHOro JIEKapCTBEHHOIO IperapaTa, Takas BO3MOXKHOCTb
MpU3HAHA M B OTHOILIEHHUU KOTOPBIX IPOBEACHBI KIMHUYECKUE HCCIEIOBAaHUs, BBIMIOJIHEHHBIE 3a
npeaenamu Poccuiickoii ®denmepanuu B COOTBETCTBHM C TPaBWIIAMH HaJUIekalleld JabopaTopHOU
MPaKTUKU M TpaBWJIAMU HaJUIeKaIEed KIMHUYECKOM NPAKTUKH, JTOMYCKAeTCsl BKJIIOUEHHE B COCTaB
paszena KIMHMYECKOW JTOKYMEHTAallMM BMECTO OTYETa O PE3yJbTaTaxX KIMHUYECKUX HCCIEAOBaHUMN
JIEKApCTBEHHOIO IIpenapara Juisi MEIULMHCKOIO IIPUMEHEHUS, IPOBEAEHHBIX B Pocculickon @enepannu,
oTyeTa O pe3yJpTarax KIMHUYECKUX HCCIEI0BAHMM, BBINOJHEHHBIX 3a mnpenenamu Poccuiickoi
denepanuu.

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

17. B cnyuyae HenpeACTaBIEHUs C 3asBJICHUEM O T'OCYJAapCTBEHHON PETUCTPALUU JIEKAPCTBEHHOIO
npemnapaTa Ajasi MEAUIIMHCKOTO MPUMEHEHHS! JOKYMEHTOB, MOATBEPKAAIOIINX YIIATy TOCYAapCTBEHHOM
MONUIMHBI M YKa3aHHbIX B mnyHkTe 10 wactu 2 HACTOSIIEW CTaTbU, a TakXKe BbIIABAEMBbIX
(mpenocTaBisieMbIX)  YIOJTHOMOYEHHBIMH  (peiepalIbHBIMH  OpraHaMu  HCIOJIHHUTEIbHOW  BJIAacTH
JIOKYMEHTOB (CBEJICHMI), YKa3aHHBIX B MYHKTaX 3 U 4 4yacTu 4 HACTOSIIEW CTaThU, YIOJHOMOYCHHBIN
denepanbHBIE OpraH HCIOIHUTEIHHOM BIIACTH 3allpallliBaeT yKa3aHHbIE TOKYMEHTHI (CBEICHHS) B
MOPSIIKE MEXKBEOMCTBEHHOT'O MH(POPMAIIMOHHOTO B3aMMOICHCTBHSI.

(uactb 17 B pea. @eaepanbHoro 3akona ot 27.12.2019 N 478-03)

18. He momyckaercs HCIOJNB30BaHHE B KOMMEPUYECKHX IIeNIIX HWHGPOpPMAIMU O pe3yiabTaTax
JOKJIIMHUYECKUX MCCIIEOBAHUMN JIGKAPCTBEHHBIX CPEJICTB U KIMHUYECKUX UCCIIEeIOBAHUN JIEKapPCTBEHHBIX
[IpernapaToB s MEAMLIMHCKOTO NPUMEHEHUSs, NPEJCTABICHHOM 3asBUTENEM ISl TOCYJapCTBEHHOMN
perucTpalnuy JIEKapCTBEHHOro Tpemapara, 0Oe3 ero corjacus B TEUEHUE IIeCTH JIeT C JIaThl
rOCYJapCTBEHHOM perucTpaiuu peepeHTHOro JeKapCcTBEHHOTO npenapara B Poccuiickoit deneparym.
(uacTh 18 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

19. [epxarens win Biaaesiel] perUCTPAIIMOHHOTO YIOCTOBEPEHHMS JIEKapCTBEHHOIO Mperapara Ha
OMOTEXHOJIOTHUECKUN WK OpdaHHBIN JTeKapCTBEHHBIN MpenapaT 00s3aH MPEAOCTaBISITh HA BO3ME3THON
OCHOBE 00pa3Ifsl peepeHTHOTO JIEKAPCTBEHHOTO Mpernapara 3asBUTEISIM JJIS IPOBEACHUS KIIMHUYECKHUX
uccnenoBanuii. CTomMocTh oOpasiia pedepeHTHOrO JEKapCTBEHHOTO Mpernapara, BKIIOUYEHHOTO B
MepevYeHb KU3HEHHO HEOOXOIUMBIX M BaXKHEUIIINX JICKAPCTBEHHBIX MPENapaToB, HE TOJDKHA MPEBBINIATH
3aperuCTPUPOBAHHYIO TMPENEIbHYI0 OTIYCKHYIO IIEHY Ha pedepeHTHBIN JIeKapCTBEHHBIA Mpenapar Win
[IEHY Ha JICKapCTBEHHBIN MpernapaT B CTPaHE MPOU3BOIUTEIS.

(uactb 19 BBeaena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

20. 3asBrIEeHNE O TOCYAAPCTBEHHOM PETUCTPAIMN BOCIIPOU3BEACHHOTO JEKAPCTBEHHOTO IMpenapara
JUIS MEAMIIMHCKOTO TPUMEHEHUSI MOXeT ObITh IMOJAHO B YIOJHOMOYEHHBIH (QenepalbHblil opra
WCTIOTHUTENIbHOW ~ BJIACTH, OCYIIECTBISIOMMA TOCYHApCTBEHHYIO PETUCTPAIMIO  JIEKAPCTBEHHBIX
MpermapaToB, MO HWCTEYCHUU YEThIpeX JIeT C JaThl TOCYAapCTBEHHOW pErucTpanuu pedepeHTHOTro
JIEKapCTBEHHOT0 Tipenapara B Pocculickoit @enepanuu.
(uacts 20 BBeaena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

21. 3asBieHwe O TOCYJAapCTBEHHOW  perucTpanmuu  OmoaHaysoroBoro  (6wmomnogo0HOTO)
JIEKapCTBEHHOTO TpernapaTa (0noaHagora) MOXXeT ObITh MMOJAAHO B YIIOJHOMOUYEHHBIN (pe/iepanbHbIii opran
WCIIOJTHUTEIIBHON ~ BIIACTH, OCYIISCTBISIFOIIMA  TOCYJApPCTBEHHYIO PETHCTpAIfi0  JISKAPCTBEHHBIX
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

IpemapaToB, MO HWCTEYCHUU TpPeX JeT C JaThl TOCYAApCTBEHHOW perucTpanud peepeHTHOro
JIEKapCTBEHHOT0 Tipenapara B Poccuiickoit denepanuu.
(uactb 21 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

22. JlepxaTenb WM BiAJAENCL PErUCTPALMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOTO Mperapara
MPEJICTABISICT B YIOJHOMOYCHHBIN (henepaabHblii OpraH HCIOJHUTEIBHON BIACTH, OCYIIECTBIISTFOIIHIA
(GYHKIIMH 110 KOHTPOJIIO U HAJ30pY B cepe 3ApaBOOXpaHEHHs], OTUET M0 pe3ysibTaTaM (papMaKoHaI30pa
OJIUH pa3 B LIECTh MECSLEB B TEUCHHUE JBYX JIET MOCJE TOCYJaPCTBEHHON PETUCTPALIMU JIEKAPCTBEHHOIO
npenapara B Poccuiickoil @enepannn, €KEerogHO B TEUCHHE MOCIEAYIOIIMX TPEX JET U B JaJbHEUIIEM
OJIVH pa3 B MSATh JIET.

(dactb 22 BBeneHa DenepaabHbIM 3aKOHOM OT 22.12.2014 N 429-03)

Cratba 19. lpuHATME pelleHMA O Bbla4ve 3KCNepTHOMY YUYpPeXAeHUI0 3aAaHuAa Ha
npoBeAeHMe 3KCNepTU3bl NNeKapCTBEHHOro cpeAcTBa
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B Teuenue necaru pabouux JHEH co JHS NPUHATHSA 3asiBIICHUS O FOCYJapCTBEHHOM perucTpanuu
JEKapCTBEHHOTO  Mperapara  COOTBETCTBYIOIIMK  YIIOJHOMOYEHHBI  (elepanbHbIi  opraH
MCTIOJHUTEJIBHOW BJIACTU MPOBOJUT MPOBEPKY MOJHOTHI, JOCTOBEPHOCTH U MPABUIBLHOCTH O(OPMIICHUS
MpEACTABJICHHBIX AOKYMCHTOB PErUCTPAMOHHOIO JOCHEC Ha HeKapCTBCHHLIfI npemnapar U MIMpuHUMACT
pellIeHne O BblAAaYe 3aaHKs Ha IPOBEICHUE:

1) skcnepTu3bl AOKYMEHTOB, IPEJICTaBICHHBIX Ul OMNPEIENICHUsS BO3MOKHOCTH paccMaTpuBaTh
JIEKapCTBEHHBIM Ipenapar Julsi MEAWLUHCKOTO MPUMEHEHUS INPH OCYIIECTBIEHUH TOCYIapCTBEHHOMN
perucTpanmm B KauecTBe op(aHHOro JIEKAPCTBEHHOI'O IIPEnapara;

2) OKCIICPTHU3LI JICKAPCTBCHHOI'O CPCACTBA B HAaCTHU SKCIICPTU3BI KAUCCTBA JICKAPCTBCHHOI'O CPEACTBA
M OKCIICPTU3bl OTHOLICHUS O)KHI[aeMOfI IMOJIB3bI K BO3MOKHOMY PHCKY HNPHUMCHCHHA JICKAPCTBCHHOI'O
npenapara Jjisi MCIUIUHCKOTO IIPUMCHCHU

3) aKCepTHU3bI JIEKAPCTBEHHOT'O CPEICTBA B YACTU HKCIEPTU3bI KAUECTBA JICKAPCTBEHHOI'O CPEACTBA
U DKCIEPTU3bl OTHOLICHUS OXUIAACMOW IOJIB3bI K BO3MOKHOMY PUCKY IIPUMEHEHUs JIEKaPCTBEHHOI'O
mpenapara il MEIWLIAHCKOTO IPUMEHEHUs B MOPSAAKE YCKOPEHHOM NPOLELypbl JKCIEPTU3bI
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU CO CTaTheil 26 HacTosmero denepanbHOro 3aK0Ha;

4) DSKCIepTU3bl JIEKAPCTBEHHOTO CPEACTBA B OTHOIICHWHM JIEKAPCTBEHHOTO Tperapara Jjis
BETEPUHAPHOTO TPUMEHEHUSI.

2. YoMHOMOYEHHBIN (heepaibHbId OpraH MCIOJHUTEIHLHON BJIACTH YBEAOMIISIET B DJIEKTPOHHOM
dbopMe uiaM Ha OyMa)KHOM HOCHTENE 3asBHTENS W JKCIIEPTHOE YUPEKIEHUE O MPUHSATOM PEIICHHH O
BbIJIaY€ 3aJJaHUI HAa IPOBEACHUE SKCIIEPTU3, IPEAYCMOTPEHHBIX YACThIO | HACTOSIIEH CTaThH, U B CIy4dae
He0OXOIMMOCTH O BBIJaue paspelieHus Ha BBO3 B Poccuiickyro denepaiinio KOHKPETHOW MapThUH, CEPUH
3apETUCTPUPOBAHHBIX W (WJIM) HE3apErUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB WM 00 OTKaze B
MPOBEICHUH IPEAYCMOTPEHHBIX 3KCIIEPTU3 C YKA3aHUEM MPUYHMH TAaKOTO OTKa3a.

3. B cnyuae BbISBIGHHS OTCYTCTBHUS MM HEJAOCTOBEPHOCTH HH(OpMalMM, colepkauieiics B
MIPEJICTABICHHBIX 3asBUTENIEM JIOKYMEHTaX, YIOJIHOMOUYEHHBINH (hefepaibHblii OpraH HCIOTHUTEIHHOM
BJIACTM HAMpPABIIAECT 3asiBHUTENI0 3anpoc 00 YTOYHEHWH OJTol wuHPopMamuu (jajmee - 3ampoc
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

YIIOJTHOMOYEHHOTO (hpeIepabHOr0 OpraHa HMCIOJHUTENBHON BIACTH), KOTOPBIM MOXeT OBITh mepenaH
YIOJIHOMOYEHHOMY IPEACTABUTENIO 3asBUTENS JUYHO I10J] PACIHUCKY, HAMNPABIECH IO IMOYTE 3aKa3HBIM
MUCHMOM WJIM TIEpeAaH B 3JEKTPOHHOU (opMe MO TeICeKOMMYHHUKALMOHHBIM KaHaiaM CBs3H. B cimyuae
HaIpaBJIEHUsI 3alpoca YMOJHOMOYEHHOTO (e[epalbHOr0 OpraHa HCIOJHUTEIbHONW BIACTH MO IOYTE
3aKa3HbIM IUCbMOM OH CYHUTAETCAd IOJYyYEHHBIM MO MCTEUEHHM IIECTU JTHEH C JaThl HAINpaBJICHUS
3aKa3HOro MHChMa.

4. 3asButenb 00s3aH IPEACTaBUTh OTBET HA 3alpoC YIMOJIHOMOYEHHOIo (eaepaabHOro opraHa
UCIIOJIHUTEJIBHOW BIIACTU B CPOK, HE MPEBBIMAIOLINM JIeBIHOCTa pabo4uX JHEH cO JHA €ro MOoJIy4eHus.
Cpok, yka3aHHbIM B yacTu | HacTosel CTaTbU, IPUOCTAHABIMBAETCS CO JIHS HAIIPABIICHUS 3asBUTEIIO
3arpoca YHOJIHOMOYEHHOTOo (elepajJbHOro OpraHa HCIOJHUTENbHONW BJIACTH 0 JHSA IOJIYYEHUS UM
COOTBETCTBYIOLIErO OTBETA.

5. OcHOBaHueM JIsl OTKa3a B OpraHU3allid 3KCIEPTH3, MPEAYCMOTPEHHBIX YacThio 1 HacTosmie
CTaThH, SBISETCA TMPEACTABICHUE HEOOXOIUMBIX HJisi MPOBEACHHUS MPEIYCMOTPEHHBIX O3KCHEPTH3
JOKYMEHTOB B HEIOJIHOM 00beMe WIIM HEeMpeCTaBlIeHNE 3asBUTEIEM B YCTaHOBJICHHBIN CPOK OTBETa Ha
3alpoc  YMOJIHOMOYEHHOTO (hefepalbHOTO OpraHa HMCIOJHHUTEIBHON BIIACTH, a TAKXKE IPEICTaBICHUE
JIOKYMEHTOB, HE COJIEP>KallX NCUYEPIBIBAIOIIETO MepeuHs HEOOXOUMBIX CBEICHUU.

6. Ilpu oTka3e B opraHu3aly 3KCHEPTU3bI, MPEAYCMOTPEHHOM NMYyHKTOM 4 yacTu | Hacrosien
CTaTbM, JOKYMEHTBI, BXOJAIIME B COCTaB PETMCTPALMOHHOIO J1OChE HA JICKApPCTBEHHBIM INpenapar A
BETEPUHAPHOTO IPUMEHEHUS, MOTYT ObITh BO3BPAIIECHBI 3asBUTENI0 HA OCHOBAaHUM €r0 MHCbMEHHOTO
3aIpoca, HalpaBJICHHOrO B YIIOJHOMOUYEHHBIN (elepaiabHblil OpraH MCIOJIHUTENbHON BIacTU B T€YEHUE
TpUALATA paboYnX JHEW CO AHS MPUHSATHS YIOJTHOMOUYEHHBIM (hefiepalbHbIM OPraHOM HCIIOJHUTEIHHON
BJIACTHU pelleHust 00 OTKa3e B OPraHM3alUU TaKOM KCHEePTU3bl. YTIOJIHOMOYEHHBIN (enepanbHblii opran
HCIIOJIHUTEJIPHOM BJAcTH BO3BpAllaeT 3asBUTENIO yKa3aHHbIE JOKYMEHTbI B TEUEHUE AECITH pabouyux
JHEH CO JIHA MOJIyYEHUSI COOTBETCTBYIOLIETO 3alIpoca 3asiBUTEIIS.

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

Cratba 20. 3KcnepTu3a [OKYMEHTOB, MpeAcTaBfeHHbIX AnA onpeaeneHus
BO3MOXHOCTM paccMaTpuBaTb JleKapCTBEHHbIM npenapat AnA  MeAULMHCKOro
NPUMEHEHUA TMpPU OCYLIEeCTBMIEHUN TFOCyAapCTBEHHOW perucrtpauMm B Ka4vecTBe
opdraHHOro fiekapcTBeHHOro npenapara

(B pen. denepanpHoro 3akoHa oT 22.12.2014 N 429-03)

1. DxcnepTusza JOKYMEHTOB, NMPEACTABIEHHBIX AJS ONpeAeNeHUs BO3MOXKHOCTH paccMaTpUBaTh
JIEKapCTBEHHBIN Ipenapar Ajds MEAMLIHMHCKOIO NPHUMEHEHHUs NPU OCYIIECTBIEHUH TOCYAAPCTBEHHOU
perucTpanyy B KauecTBe Op(paHHOIO JEKapCTBEHHOIO Ipenapara, COCTABICHHE KOMUCCHEHW IKCIEPTOB
3aKJIIOYEHUS O BO3MOXHOCTH WJIM HEBO3MOYKHOCTH pacCMaTpUBaTh JIEKAPCTBEHHBIN Ipenapar i
MEAUIMHCKOTO TIPUMEHEHUS TpPU OCYIIECTBIEHUH TOCYIapCTBEHHOW perucTpaiyul B KadyecTBe
oppaHHOrO JIEKapCTBEHHOTO IIpernapara W HaIMpaBJICHHE JAHHOIO 3aKIIOUEHHUS B YINOJHOMOYEHHBIN
(benepanbHBI OpraH MCIOJHUTEIBHON BJIACTH OCYIIECTBIIAIOTCS B CPOK, HE MPEBBIIAIONIMN TPUALIATH
pabouux JHEH co JHS MOyUYeHHs SKCIIEPTHBIM YUPEXKACHUEM 3a/1aHUs YIIOTHOMOUYEHHOTO (e/iepaibHOro
OpraHa UCHOJHUTENbHOM BJIACTH U B 3JEKTPOHHOU (opMe WM Ha OyMa)KHBIX HOCHUTENSIX HEOOXOAMMBIX
JOKYMEHTOB, YKa3aHHbIX B myHktax 1, 2, 5, 6, 10 wactu 4 u B uwactu 7 crarbu 18 Hacrosero
denepanbHOro 3aKOHa.
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

2. JIoKyMEHTBI, COJEpXAIIUeCs B PETrUCTPAIMOHHOM JOCh€ Ha JIEKapCTBEHHBIN Mpemapar u
MOCTYMUBIINE HA OYMa)KHBIX HOCUTEIIAX B OKCIIEPTHOE YUPEXKICHUE VI OCYIIECTBICHUS X SKCIIEPTHU3BI
JUISL  ONPEACIICHUS BO3MOXHOCTHM pPAacCMAaTpUBATh JICKAPCTBEHHBIM mpenapar sl MEIULHUHCKOIO
NpUMEHEHUsT B KadecTBe oOp¢daHHOrO JIEKAapCTBEHHOIO IMIpemapaTra, MOJAJeXaT BO3BpaTy B
YIIOJTHOMOYCHHBIN (efepanbHblii OpraH HCIOJTHUTEIBHOW BIACTH OJHOBPEMEHHO C 3aKIIOYCHHUSIMH
COOTBETCTBYIOIIMX IKCIEPTHU3.

Cratba 21. PeweHne 0 BO3MOXHOCTU paccMmaTpuBaTb JieKapCTBEHHbIA npenapar
npuM ocCywecTBNeHUM rocyAapCTBEHHOW perucTtpauMm B KavecTBe opdaHHOro
neKkapcTBeHHOro rnpenapara

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

1. B cpok, He MpEeBHIAIOUINNA IATH Pa0OYNX JHEH CO JHS MOMYyYSHHs 3aKIIOYCHHUs, YKa3aHHOTO B
gactu 1 crateum 20 Hacrosimero @enepanbHOro 3aKoHa, YINOJIHOMOYEHHBIH (heaepalibHbli OpraH
UCIOJIHUTEIIBHOM BJIACTH OCYHIECTBIIACT OLECHKY IIOJYyYEHHOIO 3aKIIOYCHHUS i1 ONPEIEICHHS €ro
COOTBETCTBHS 3aJaHUI0 HA IIPOBEJEHUE COOTBETCTBYIOLIEH AKCHEPTHU3bl U YBENOMIISIET 3asBUTENS B
JNEKTPOHHON (opMe MiIM Ha OyMaKHOM HOCUTEIE O pe3ylbTaTaX IPOBEICHHOW 3KCIEPTH3BI C
IPUIIOKEHUEM KOITUM HKCIEPTHOIO 3aKJIIOUEHUS (C COXpaHEHUEM KOH(HISHIIUAIBHOCTH HHPOpMALUU O
COCTaBE AKCIIEPTHOW KOMUCCUHU) U O BO3MOYKHOCTH MJIM HEBO3MO>KHOCTH pacCcMaTpUBATh JIEKAPCTBEHHBIN
npernapar Uil MEIULUHCKOIO IPHUMEHEHUS IPU OCYILIECTBIECHUM TOCYAAPCTBEHHOM pErucTpanyy B
Ka4ecTBe Op(aHHOTO JIEKAPCTBEHHOTO Tpernapara.

2. llpu BbIHECEHHMM KOMHCCHEH OKCIEpTOB 3aKJIIOYEHHS O BO3MOXXHOCTH paccMaTpHUBATh
JIEKapCTBEHHBIN Mpenapar A MEAMLIMHCKOIO NPUMEHEHHUS IPU OCYIIECTBIECHUH TOCYAAPCTBEHHOU
perucTpaiuy B kadyecTse oppaHHOI0 JIEKAPCTBEHHOI'O IpenapaTa yloJHOMOYEHHBIN (eaepanbHblil Opran
WCIIOJIHUTEJILHON BJIACTH B CPOK, HE MPEBBIIAIOIMUN MSITH pabouyux AHEW CO JHS MOJYy4YEHHUS JaHHOTO
3aKJIIOYEHUs, NpPUHUMAeT pelleHue O BblAade 33JaHUs Ha IPOBEACHHUE HKCHEPTU3bl KauecTBa
JIEKapCTBEHHOI'O CPEACTBA M HKCIEPTU3bl OTHOLIEHHUS O0XXHUJIAeMOW MOJb3bl K BO3MOXKHOMY PHCKY
IIPUMEHEHHs] JIEKapCTBEHHOI'O Ipenapara Uil MEOUIMHCKOTO INPUMEHEHMSI B IOPSIKE YCKOPEHHOU
MPOLIEAYPBl JKCHEPTHU3Bl JIEKAPCTBEHHOI'O CPEJICTBA B COOTBETCTBUM CO CTaTbed 26 HACTOSILETO
denepallbHOTO 3aKOHA.

3. B cnyuae mpuHSTHS pelIeHUs] O HEBO3ZMOXXHOCTH PacCMaTpUBATh JIEKAPCTBEHHBIN Mpernapar AJis
MEIUIIMHCKOTO TPUMEHEHUS TpU TOCYJApCTBEHHOM perucTpalud B  KadecTBe  OpgaHHOTO
JIEKApCTBEHHOT'O  MperapaTa yINOJIHOMOYEHHBIN ¢efepalbHbli  OopraH HMCHOJHUTEIBHOM  BIIACTH
MpeKpanaeT npoueaypy rocyaapCTBEHHOW PErucTpaluu JIEKapCTBEHHOTO MpernapaTa. 3asBUTEINb BIIPaBe
00paTUThCA B PETUCTPUPYIOIIUNA OpraH C 3asBJICHHEM O TOCYJApPCTBEHHON PErHUCTpalMH YKa3aHHOTO
JIEKapCTBEHHOTO MpernapaTa B COOTBETCTBUU CO cTaTthel 18 HacTosmero deaepalbHOro 3aKOHa.

CraTtba 22. YTpatuna cuny ¢ 1 nronsa 2015 ropa. - PepgepanbHbiv 3aKoH oT 22.12.2014
N 429-®3.

Cratba 23. JKcnepTu3a KayecTBa JieKapCTBEHHOro cpeacTBa M 3KcnepTusa
OTHOLUEHUSA OXMAAEeMOM MOfib3bl K BO3MOXHOMY PUCKY MPUMEHEHUs1 NeKapCTBEHHOro
npenapara Ana MegUuUUHCKOro npuMeHeHus

(B pen. denepanbHoOro 3akoHa ot 22.12.2014 N 429-03)
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

1. DkcnepTH3a KauecTBa JIEKapCTBEHHOIO CPEICTBA U SKCIIEPTU3a OTHOLIEHUS 0XKHUIaEMOM M0JIb3bI
K BO3MOXHOMY PHCKY IPHMEHEHHs JIEKApPCTBEHHOI'O Ipenapara Juisi MEIULHUHCKOrO INPUMEHEHMS,
COCTABJICHHME KOMMCCHSIMU DJKCIIEPTOB 3aKJIIOUYECHHMM I10 pe3ylabTaraM IIPOBEIACHHBIX OJKCIEPTU3 U
HalpaBJIeHUE 3TUX 3aKJIIOYEHUH B YIOJHOMOYEHHBIH (enepalnbHblii OpraH MCIOJHUTEIbHON BIIACTH
OCYILIECTBIISIOTCS B CPOK, HE MPEBBIIAIONINMI CTa AECATH pabOUuX AHEHW CO JHS MOJYyYEHUS SKCIIEPTHBIM
YUPEKACHUEM COOTBETCTBYIOLIETO 3aJlaHHsl YIOJIHOMOYEHHOIO (eepaJbHOI0 OpraHa UCIOJIHUTEIbHON
BJIACTU M HEOOXOAUMBIX IOKyMEHTOB B 3JICKTPOHHOH (opMe Min Ha OyMakKHBIX HOCUTEISX.

2. B TedeHue IeBSHOCTA JHEM CO JHSA IONYYEHHUS PEIIEHUS YIOJIHOMOYEHHOro (eaeparbHOro
OpraHa HCIIOJIHUTENbHON BJIACTH O MPOBENEHUM IKCIEPTH3, IPEIYCMOTPEHHBIX 4YacTblo | HacTosuien
CTaTbH, 3asABUTEIIb IIPEACTABIIIET B JKCIEPTHOE YYPEKICHHUE U NPOBEACHUSA DKCIIEPTU3bl KayecTBa
JIEKapCTBEHHOI'O CpEeACTBAa 00paslibl JIEKAPCTBEHHOI'O Ipenapara A MEIULHUHCKOIO MPHUMEHEHUS,
IIPOU3BEACHHOIO B COOTBETCTBUU C TPEOOBAHUSAMH OIBITHO-IIPOMBIIIJICHHOTO U (MJIM) IPOMBILIUIEHHOIO
pErIaMeHTOB, YTBEP/KICHHBIX PYKOBOJIUTEIEM IIPOM3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB, a TaKKE B
COOTBETCTBYIOLIMX ClIydasix 00pa3ibl hapMalieBTUUECKON CyOCTaHIMH, TECT-IIITaMMa MUKPOOPTraHU3MOB,
KYJIBTYPBI KJIIETOK, 00pa3libl BEIIECTB, IPUMEHIEMBIX ISl KOHTPOJIS KayecTBa JIEKApPCTBEHHOTO CPECTBA
IIyTE€M CPaBHEHUS C HUMHU MCCIETyEMOro JIEKAPCTBEHHOI'O CPEACTBA, B KOJIMYECTBAX, HEOOXOUMBIX /IS
BOCIIPOM3BEICHHSI METOJIOB KOHTPOJIS Ka4eCTBa.

3. Ilpu nomyueHun oOpa3LOB JIEKApPCTBEHHOIO Ipernapara U (apMmaneBTHYEeCKOll cyOcTaHIMu
OKCHCPTHOC YYPCKIACHUC BBIAACT 3adABHUTCIIO AOKYMCHT, HOI{TBep)K[[aIOIIII/If/'I IMOJIYYCHHE YKa3aHHBIX
00pa3loB, U B CPOK, HE MIPEBBILIAIOIINN TpeX padouux JHEH, yBe1OMIIET B 3JEKTPOHHONW GopMe UM Ha
OyMa)KHOM HOCHUTEIIE 00 3TOM yITOJTHOMOUYEHHBIN (eiepaabHbIil OpraH HCIOTHUTEIBHOM BIACTH.

4. YxazaHHbIE B 4acTsIX 2 U 3 HACTOSIIECH cTaTbU CPOK I MPEACTABICHUS 3asiBUTENIEM 00pa3LoB
JICKapCTBEHHOTO Tpernapara W (apMaleBTHYECKOW CYOCTaHIIMM W CPOK YBEJIOMIJICHHUS AKCIEPTHBIM
yupexaeHueM o0 53ToM Ha OyMaXHOM HOCHTENIe YIOJHOMOYEHHOro (eaepanbHOro opraHa
VICIIOJTHUTENIBHON BJIACTH HE BKIIKOYAKOTCA B CPOK NMPOBEACHUS IKCIEPTHU3, IPEITYCMOTPEHHBIX YaCThIO |
HACTOAIIEHN CTaThU.

5. JIOKyMEHTBI, MNOCTYIHMBIIME B OJKCIEPTHOE YUYPEXKACHUE JUII TPOBEICHUS OKCIEPTHU3,
IPEJYCMOTPEHHBIX YacThl0 | HACTOSIIEH CTaThH, MOAJIEKAT BO3BpATy B YIIOJIHOMOYEHHBIN (hefepaibHbIN
OpraH HCIIOJHUTENBHOW BJIACTHM OJHOBPEMEHHO C 3aKIKOYEHUSMH, IOJIYYEHHBIMH II0 pe3yjbTaTaM
COOTBETCTBYIOIMX JKCIIEPTHU3.

Ctatbs 24. JKkcnepTM3a KayecTBa JeKapCTBEHHOro CpeAcTBa M 3KcnepTusa
OTHOLUEHUSI OXMAAEeMOW MNONb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUsI NIeKapCTBEHHOro
npenapara ons BeTepUHapHOro NpuMeHeHus

1. DkcnepTu3a KauecTBa JIEKapCTBEHHOI'O CPENCTBA U DKCIIEPTH3a OTHOLIEHUS 0XKHUIAEMOM MOJIb3bI
K BO3MOXXHOMY pHCKY IPUMEHEHMS JIEKapCTBEHHOIO IIpenapara il BETEPUHAPHOIO IPUMEHEHHs,
COCTABJICHUE KOMHUCCHUSAMHU DOKCIEPTOB 3aKIIOYEHHMHM II0 PE3yJbTaraM YKa3aHHBIX JKCIEPTHU3 U
HaIlpaBJIEHWE TAaKUX 3aKIIOUYEHUN B YIOJIHOMOYEHHBIH (efepanbHbIi OpraH HCHOJHUTENbHON BiacTu
OCYILIECTBISIOTCS B CPOK, HE MPEBBIIIAIOIIUI CTa AECATH PabOUYMX JTHEH CO JTHS MOTyYeHUS SKCIIEPTHBIM
yUpeXJIeHHEM 3aJaHusl YINOJHOMOYEHHOro (enepaspHOr0 OpraHa MCHOJHUTENbHOM BIIACTH C
JOKYMEHTaMH, YKa3aHHbIMU B 4acTu 3 cTaThy 17 Hacrosmero @enepalbHOro 3aK0Ha.
(B pen. deaepanbhbix 3ak0HOB OT 22.10.2014 N 313-D3, ot 13.07.2015 N 241-D3)
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

2. B TeueHume TpuAUATH pabOUYMX THEH CO JHSA TONYyYEHHsS PELUICHHS YIOJTHOMOUYEHHOTO
(benepasbHOrO OpraHa MCIOIHUTEIBLHOM BIACTH O MPOBEICHUN YKAa3aHHBIX B YaCTH | HAcCTOALIEH CTaThU
HKCHEPTH3 3asBUTEINb MPEACTABISIET B SKCIEPTHOE YUPEKACHUE /ISl TIPOBEICHHS SKCIIEPTU3bI KauecTBa
JIEKapCTBEHHOTO CpEJCTBa OOpas3Ibl JIGKAPCTBEHHOTO IIperapara il BETEPUHAPHOTO NPUMEHEHHS,
MPOU3BEICHHOTO B COOTBETCTBUU C TPEOOBAHUSAMH TEXHOJOTHYECKUX PErJaMEeHTOB, YTBEPKICHHBIX
PYKOBOAMTENEM TPOU3BOMUTENS JIEKAPCTBEHHBIX CPEJICTB, a TAaKXKE B COOTBETCTBYIOIIMX CIIydasx
TECT-IITAaMMbl MHKpPOOPTaHU3MOB, KYJIBTYphl KJIETOK, 0Opa3mbl (apManeBTHUECKOW CyOCTaHIINH,
o0pas3mpl BEUIECTB, PUMEHSEMbIE JJIsi KOHTPOJISI KauyecTBa JIEKAPCTBEHHOTO CPEACTBA, B KOJIMYECTBAX,
HEOOXOAUMBIX JUISI BOCIIPOU3BEICHHUS] METOI0B KOHTPOJISI KA4eCTBa.

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

3. Ilpu momydyeHun 0Opa3LOB JICKAPCTBEHHOTO Mpemnapara U (apMaleBTHUECKON CyOCTaHIIUU
IKCIIEPTHOE YYPEKICHHE BBIAACT 3asBUTEIIO JOKYMEHT, HMOATBEPXKAAIOIIMI MOJy4YeHHE YyKa3aHHBIX
00pas1oB, 1 B CPOK, HE MPEBHIIAIONINNA TPeX padoYnX THEH, yBEJOMIISET B MUCbMEHHOHN (hopme 00 3TOM
YIIOJTHOMOYEHHBIH (heepaibHblid OpraH UCTIONHUTEILHON BIIACTH.

4. Cpox anmsi TpeACTAaBICHHUS 3asBUTEIEM O00pas3loB JIEKAPCTBEHHOTO TMpemapara M|
(bapManieBTUUECKOH CyOCTaHIIMM M CPOK YBEJOMJIEHHS OKCIEPTHBIM YyupexJaeHueM o0 3ToM B
MUCHMEHHOW (pOopMe YITOITHOMOYEHHOTO (elepaJbHOr0 OpraHa MCIOJHUTEIBHON BIIACTH, YKa3aHHBIC B
qacTsAX 2 ¥ 3 HACTOSIEH CTaTbu, HE BKIIIOYAIOTCA B CPOK MPOBEJCHUS YKa3aHHBIX B 4acTu | HacTosiueil
CTaTbU DKCIIEPTHU3.

5. JIOKyMEHTBI, IIOCTYIIUBIIUE B KCIIEPTHOE YUPEKIEHUE I NPOBENCHUS YKa3aHHbIX B 4acTH |
HACTOSIIIEH CTaThbM OKCIEPTH3, IOJJIEKAT BO3BpPATy B YINOJHOMOYEHHBIH (enepanbHblii  OpraH
UCIIOJIHUTEJILHOM BJIACTU OJHOBPEMEHHO C 3aKJIIOUEHUSIMU 110 PE3YIbTaTaM YKa3aHHBIX SKCIIEPTH3.

CraTtba 25. [NloBTOpHOE NpoBeAeHne IKCNepTU3bl NieKapCTBEHHbIX CPeacTB
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B cnyuasix HenocTaTo4HONH 0OOCHOBAHHOCTH MJIM HEMOJHOTHI 3aKJIIOYEHHUS] KOMUCCUU DKCIIEPTOB,
HINYMS B HEM IPOTUBOPEUMBBIX JAHHBIX, (albCU(UKAIMK BBIBOJOB HKCHEPTH3bl JIEKAPCTBEHHOIO
CPEICTBA, COKPBITHUS OT YIOJIHOMOYEHHOTO (efiepaibHOr0 OpraHa UCHOJHUTENbHOM BIACTH OCHOBAHMM
IUId  OTBOAA DKCIEPTAa BCIEACTBUE €ro 3alMHTEPECOBAHHOCTH B PpE3yNbTaTaXx COOTBETCTBYIOIIEH
OKCIICPTHU3EI, Haiau4yusga  JaHHBIX 0 IMpIMOM 60 KOCBEHHOM BMCHIATCJIBCTBE B mponecc
COOTBETCTBYIOLIEH IKCHEPTU3BI JIMI, HE YYACTBYIOLIMX B €€ NPOBEACHHM, HO OKA3aBIIMX BIMSIHHE Ha
MPOIIECC W PE3yJbTaThl €€ MPOBEICHUS, YIOJIHOMOUYECHHBIM (eepabHBIM OpPraHOM HCIIOJTHUTEIBHON
BJIACTU HAa3HAYAeTCs MOBTOPHAs SKCIIEPTU3a JIEKAPCTBEHHOTO CPEACTBA U (MJIM) 3THYECKask SKCIIePTH3a.

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

2. TloBTOpHas SKcmepTH3a JEKAPCTBEHHOTO CPEJICTBA MPOBOAMUTCS C YYETOM PE3yJIbTaTOB paHee
MPOBEJICHHOM OKCIIEPTH3BI B CPOK, YCTAHOBIICHHBIM YIIOJTHOMOYCHHBIM (peepaibHBIM  OpraHOM
WCIIOJTHUTENILHON BIACTH M HE MPEBBIMIAIONINN TPUIATH padouuX AHEW CO THS MONYYECHHUS dKCIEPTHBIM
yapeKICHUEM 3aJ[aHMsI Ha TTPOBEICHUE IIOBTOPHOM SKCIIEPTU3bI JIEKAPCTBCHHOTO CPEJICTRA.

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

3. ®uHaHCOBOe oOecreyeHHe BBINMOJIHEHUS 33JaHHUs Ha MPOBEICHHE MOBTOPHON HKCIEPTU3BI
JIEKapCTBEHHOI'O CPEJICTBA HE OCYILIECTBIISETCS.
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

CraTtbAa 26. YckopeHHas npoueaypa 3KCnepTusbl JIeKapCTBEHHbIX CPeacTB

1. VckopeHHas mpoueaypa SKCIEPTH3bl JICKAPCTBEHHBIX CPEACTB B IENSIX TOCYAapCTBEHHOM
pEerHuCTpalyy JIGKAPCTBEHHBIX MPEMapaToB TMPUMEHSETCS B OTHOMICHUH Op(aHHBIX JIEKaPCTBEHHBIX
IperapaToB, MEPBBIX TPEX JICKAPCTBEHHBIX IMPENapaToB, perucTpupyeMbix B Poccuiickoit denepanuu B
KAaueCTBE BOCIPOM3BEICHHBIX JIEKAPCTBEHHBIX IPENApaTOB, OUYEPETHOCTh KOTOPBIX OMpPEIEIsIeTCS B
COOTBETCTBMM C HOMEPOM M JaTOW BXOJSAIIMX 3asABICHHA O TOCYJApPCTBEHHOH pPETUCTPALUN
JICKapCTBCHHBIX TIPENapaToB B paMKax OJHOTO MEXKIYHApOJHOTO HEMAaTEHTOBAHHOTO HAWMEHOBAHHS
JICKaPCTBCHHOI'O TIperapara WIH TPYINIHPOBOYHONO HAUMEHOBAHHS JICKQPCTBEHHOIO IIperapara, |
JIEKapCTBCHHBIX MpernapaTos, MpeIHA3HAYCHHBIX HCKIIIOYNUTEIHHO IS MIPUMEHCHUS
HECOBEPIICHHOJICTHUMH I'PaXKTaHAMHU.

(B pen. deaepasibHbIx 3aKk0HOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-D3)

2. yCKOpeHHaH mnmpooeaypa SKCICPTHU3BI JICKAPCTBECHHBIX CPCACTB B LCIIAX FOCY,Z[&pCTBCHHOfI
pPErucCTpanmu JICKAPCTBCHHLBIX IMPCIIapaTOB HE ITPUMCHACTCA B OTHOILICHUH!

1) 6uoanaioroBsIx (OMOMOAOOHBIX ) JIEKAPCTBEHHBIX MpenapaToB (0M0aHaAIOrOB);

2) pedepeHTHBIX JIEKaPCTBEHHBIX IPErapaTroB (3a HCKIOYCHHEM Op(aHHBIX JEKapCTBEHHBIX
MpenaparoB);

3) BOCHpPOM3BEIEHHBIX JIEKAPCTBEHHBIX IMpENapaToB (3a MCKIIOYEHHEM IEPBBIX  Tpex
peructpupyemblx B Poccuiickoit ®exepanuu B KauecTBE BOCIPOM3BEICHHBIX JIEKAPCTBEHHBIX
IIpenaparoB M JIEKapCTBEHHBIX IIPENaparoB, IPEAHA3HAYEHHBIX MCKIYUTEIBHO [UI IPUMEHEHUS
HECOBEPILICHHOJIIETHUMHU I'pakJJaHaMu );

4) HOBBIX KOMOMHALIMI 3apETUCTPUPOBAHHBIX paHEE JIEKAPCTBEHHBIX MPENapaToB;

5) nexapCTBEHHBIX NpenapaToB, 3aperUCTPUPOBAHHBIX pPaHEE, HO IMPOU3BEIEHHBIX B JPYTUX
JIEKapCTBEHHBIX (JOpMaxX B COOTBETCTBUHU C MEPEYHEM HAMMEHOBAHUH JIEKApCTBEHHBIX (JOPM U B HOBOM
TO3UPOBKE.

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

3. VYckopeHHas mporeaypa 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB IPOBOJUTCSA IO PELICHUIO
COOTBETCTBYIOILIETO YIOJTHOMOUYEHHOTO (peiepalbHOrO OpraHa HMCIOJIHUTENbHON BJIACTH HAa OCHOBAHUU
3asiBJICHUS 3asBUTENS B CPOK, HE MPEBBIIAIOIINNA BOCEMUIECITH pabouux nHei. [lpu sTom skcnepruza
JIOKYMEHTOB, COJEPKAIIUXCSA B PETMCTPALIMOHHOM JIOCh€ Ha JICKAPCTBEHHBIN Mperapar, MPOBOIUTCS B
CPOK, HE TPEBBIMIAIONINI NeCATH padoyuX ITHEH, JKCIepTH3a KadecTBa JIEKApCTBEHHOTO CpEACTBa U
OKCIICPTHU3a OTHOIICHHA oxcnz[aeMoﬁ IMOJIB3bI K BO3MOXHOMY PHCKY HNPUMCHCHHA JICKAPCTBECHHOI'O
mpernapaTa MpoBOJSATCS B CPOK, HE MPEBBILIAIONINI MIECTUACCATH padoUnX THEH.

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

3.1. B oTHOMIEHNY Op(aHHBIX JEKAPCTBEHHBIX MPENapaToB MOT'YT OBITh MPEACTABICHBI PE3YIbTaThl
JOKJIIMHUYECKUX UCCIIEJOBAHUN JIEKAPCTBEHHBIX CPEJICTB M KIMHUYECKUX HCCIIeI0BAaHUN JIEKapCTBEHHBIX
IIpenapaToB s MEAUIMHCKOTO MPUMEHEHMS, BBIIIOJIHEHHBIX 3a mnpenenaMmu Poccuiickoit denepannn B
COOTBETCTBMM C NIpaBWJIaMHU HaJyUIekalle 1a0opaTopHON MpakTUKW M MpaBWIaAMHU HaJJexaliei
KJIIMHUYECKOW MTPaKTHKU.
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?:,iie?:ﬂbgé 32%'(205 ot 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"06 obpalleHnn nekapcTBEHHbIX cpeacTs” Aata coxpanerua: 11.01.2022

(uactsb 3.1 BBeneHa DenepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

4. YcKopeHHas Mporeaypa dKCIEPTH3bl JICKAPCTBEHHBIX CPEJICTB IPOBOJUTCS B IOPSIKE,
yCTaHOBJIEHHOM cTaThsiMu 17 - 20, 23 u 24 nactosimero @enepaibHOTO 3aKOHA, M HE 03HAYACT CHUKCHUS
TpeOOBaHUM K O€30IMaCHOCTH, Ka4eCTBY U 3P(PEKTUBHOCTH JICKAPCTBEHHBIX MPEIapaTOB.

CraTtbAa 27. PeweHune o0 rocyaapCTBEHHOW perucTpauuvm nekapcTtBeHHOro npenapara

1. B cpok, He mpeBBIAIOMUN AECITH padOYuX AHEH CO JHS MOJYYCHHS 3aKIIOUYCHUH KOMUCCHH
9KCIIEPTOB IO pe3yJibTaTaM 3KCIEPTU3bl KaUeCTBA JIEKAPCTBEHHOI'O CPEACTBA U AKCIEPTU3bl OTHOLICHUS
0’KHMJIa€MOH I10JIb3bl K BO3MOKHOMY PUCKY IPUMEHEHHS JIEKapCTBEHHOI'O MPenapaTa, COOTBETCTBYIOLIUI
YIIOJTHOMOYEHHBIN (heaepabHbId OpTraH UCIIOTHUTEIBHOMN BIACTH:

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

1) pa3memiaer Ha cBoeM OpUIIMATBHOM caiiTe B ceTd "MHTEepHET" COOTBETCTBYIONIUE 3aKIFOUCHUS
KOMHUCCHUH JKCIIEPTOB M OCYIIECTBISET MX OLEHKY Ui OINpeAeNeHUS COOTBETCTBUSA 3aJaHHUI0 Ha
MIPOBEACHUE ITUX IKCIIEPTHU3;

(m. 1 B pea. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

2) mpUHMMAET pPELICHHE O TOCYAapCTBEHHOM perucrpalnuy JEKapcTBEHHOIO IMpenapara Wiud o0
OTKa3€e B TOCYJapCTBEHHOM perucTpaiyy JeKapcTBEHHOr0 Mpenapara;

3) BHOCHUT NpU NPUHATHUU PELIEHUS O FOCYAApCTBEHHOM perucTpaiuu JIEKapCTBEHHOIO Mpernapara
JAaHHBIE O 3apEeruCTPUPOBAHHOM JIEKAPCTBEHHOM IIpenapaTe, B TOM 4HclIe O (hapMaleBTHUECKOil
cyOCTaHIIMM, BXOZSIIEH B COCTaB JIGKAPCTBEHHOIO IIpernapara, B TOCYJapCTBEHHBIH peecTp
JICKApCTBEHHBIX CPEJICTB U BbLIAET 3afBUTENI0 PErMCTPALMOHHOE YJOCTOBEPEHHE JIEKApCTBEHHOI'O
npemnapara, popMa KOTOPOro yTBEpKAaeTCsl YIOTHOMOUYEHHBIM (peiepaibHbIM OPraHOM HCIIOTHUTEIBHON
BJIACTH, COIJIACOBAHHBIE HOPMATHBHYIO JOKYMEHTAIlMIO, HOPMATHUBHBIA JOKYMEHT, WHCTPYKIMIO IIO
MPUMEHEHUIO JIEKapCTBEHHOIO IIpernapaTa W MakKeThl [EepBUYHOM YHNAKOBKM M BTOPUYHOUN
(moTpebUTeNbCKO) YNAaKOBKM C YKa3aHHEM Ha HHMX HOMEpa pPErHCTPallMOHHOTO YJOCTOBEPEHMS
JIEKapCTBEHHOI'0 IMpernapara M JaThl €ro TOCYJapCTBEHHOW PETUCTPAallUd WM B Clydyae HIPUHATHA
pemieHust 00 OTKa3e B TOCYJAapCTBEHHOW pErHCTpalMy JIEKapCTBEHHOTO IpernapaTra yBEIOMIIIET B
nucbMeHHOW (dopme 3asBUTENss 00 3TOM C YKa3aHHMEM IMPUYMH TaKoro oOTKas3a. 3a BblIady
PETUCTPALIMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOI'O IIpenapaTa B3UMAeTCsl FOCYIapCTBEHHAs NOLUIMHA B
COOTBETCTBHHM € 3aKoHOaTenbcTBOM Poccuiickoit deneparuu o Hanorax u cOopax.

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

2. OcHOBaHMEM Al OTKa3a B TOCYJapCTBEHHOW pPErMCTpallMU JIEKAPCTBEHHOIO Ipenapara s
MEIUIMHCKOTO  NPUMEHEHHs  SBISAETCS  3aKIOYEHHE  COOTBETCTBYIOLIETO  YIOJHOMOYEHHOTO
(denepanbHOro OpraHa HCIHOJHUTENBHOM BJIACTH O TOM, 4YTO KadecTBO U (wiM) 3((HEKTUBHOCTH
PETUCTPUPYEMOIO JIEKAPCTBEHHOI'O IIpenapaTra sl MEAMLIHMHCKOIO IPUMEHEHHS HE IOATBEPKIEHBI
MOJIYYUEHHBIMHM JIaHHBIMH WJIM YTO PUCK NPUYMHEHUS BpeJa 30POBBIO YEJIOBEKa BCIEICTBHE IpHUEMa
JIEKapCTBEHHOTO Tpemnapara Ui MEAMLUHCKOTO MPHUMEHEHHs TMpeBblaeT 3(QeKTuBHOCTL €ro
MIPUMEHEHHUS.

(uactb 2 B pen. @enepanpHoro 3akoHa oT 04.06.2018 N 140-D3)

3. IloBTOpHOE TmpeacTaBICHHE B COOTBETCTBYIOIIMN YIIOJHOMOYEHHBIM (QeaepanbHbIi oOpra
HCIIOJIHUTENIBHON BJIACTH JIEKAPCTBEHHOI'O IIpernapara, B OTHOIIEHHWM KOTOPOrO IIOJYy4YEH OTKa3 B
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

rOCy/IapCTBEHHON PETUCTPAIlMU U KOTOPBIA BIIOCICICTBUY MOABEPTCS H3MEHEHHIO B YACTH €TI0 COCTaBa,
paccMaTpuBaeTCs KakK IPEICTAaBICHHE HOBOTO JICKAPCTBEHHOTO Ipernapata Ha €ro rocyaapCTBEHHYIO
PETUCTPAIIMIO HE3aBUCUMO OT COXPAHEHHS €T0 MEPBUYHOTO HAUMEHOBAHHS.

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

4. Ilpu mpenocTaBleHUH 3asABUTEIIEM B COCTAaBE€ PETHUCTPALMOHHOIO JOChE HA JIEKApCTBEHHBIMN
npenapar Juis BEeTEpUHAPHOTO MPUMEHEHUS! KOMUU PEHIeHHs YIIOJIHOMOUYEHHOro (eepaibHOro opraHa
WCIIOJTHUTEJIbHOW BJIACTU O TMPOBEJACHUU HHCIICKTUPOBAHUS MPOU3BOIUTEINS JICKAPCTBEHHBIX CPENICTB
CPOK TPUHATUS pEHIeHHs O TOCYJAapCTBEHHOM perucTpaluy JIEKapCTBEHHOro IIperapara AJis
BETEPUHAPHOTO MPUMEHEHHS MPUOCTAHABIMBACTCSA CO JIHS MOJYYCHHS 3aKJIFOUCHUM, YKA3aHHBIX B YaCTH
1 Hacrosimied cTaThbH, A0 AHS MPUHATUS YIIOJIHOMOYEHHBIM (elepalbHBIM OPraHOM HCIOJHUTEIBHON
BIIACTH PEIICHUs O BbIIaue WM 00 OTKa3e B BbIAue 3aKIIOYCHHUS O COOTBETCTBHH IPOU3BOIUTEIS
JIEKapCTBEHHBIX CPEJCTB TPEOOBAHUIM IPABHII HaJUIekKallel MPOU3BOACTBEHHON NMPAKTUKU, HO HE OoJee
YeM Ha CTO BOCEMBJIECAT PabOUYnX JTHEH.

(uactb 4 BBeneHna denepanbubiM 3aKkoHOM 0T 04.06.2018 N 140-D3)

5. OcHOBaHMEM JJisi OTKa3a B TOCYAApCTBEHHOM PErucTpalMy JIEKApCTBEHHOTO Mperapara AJis
BETEPUHAPHOTO TPUMEHEHUsSl SBIIAETCS 3aKIIOUYEHHE YIOJIHOMOYEHHOTO (eaepaabHOr0 OpraHa
WCIIOJIHUTEIIGHON BJIACTH O TOM, 4YTO KadecTBO ® (W) 3PQPEKTUBHOCTh PETHCTPHPYEMOTO
JIEKAPCTBEHHOr'0 Mpernapara Juisi BETEPUHAPHOTO NPUMEHEHUsT HE MOATBEPKIEHbI MOJIYYEHHBIMU
JAHHBIMHU WJIA YTO PUCK MPUYUHEHUS BpPElla 3[I0POBBIO JKMBOTHOI'O BCJIEJICTBUE IPUEMA JIEKAPCTBEHHOIO
npenapara i BETEPUHAPHOTO NPUMEHEHHUs MpeBblacT 3(G()EKTUBHOCTh €ro NMPUMEHEHHUs, OTKa3
YIOJIHOMOYEHHOTO (he/IepalIbHOTO OpraHa HWCIOJHUTEIBHOW BJIACTH B BbIJAaYe 3aKIIOUYEHUS O
COOTBETCTBUH  IPOU3BOJIUTENS  JICKAPCTBEHHBIX CPEACTB TpPEOOBaHUSAM TPAaBWJI  HaJIekKaIeh
MPOU3BOACTBEHHON MPAKTUKUA JUISl KAKIOW MPOU3BOACTBEHHOW IUIOMIAJKH PETHUCTPUPYEMOIO
JIEKApCTBEHHOr'0 IIpenapara JUuisli BETEPUHAPHOIO IMPUMEHEHUsT B cllydyae, €cCld IPOU3BOACTBO
JICKapCTBEHHOr0 IIpernapara Juisi BETEPUHAPHOTO IPUMEHEHUS OCYIIECTBIACTCS 3a IpeleslaMu
Poccuiickoit denepanuu, Ui OTCYTCTBUE TAKOTO 3aKIIFOUECHUS.

(dactb 5 BBeneHa denepanbHbM 3aKk0HOM OT 04.06.2018 N 140-D3)

Koncynpsrantllimtoc: npumedanue.
O mopsiike W CpoKax OINPEJCTICHHUS B3aUMO3aMEHSIEMOCTU JIEKApCTB JIEKAPCTBEHHBIX IpENnapaTos,
3apeructpupoBaHHbix 10 01.03.2020, cm. cT. 3 @3 o1 27.12.2019 N 475-D3.

Cratba 27.1. B3aMmo3amMeHSieMOCTb NeKapCTBEHHbIX MpenapatoB  AnA
MeAULUHCKOro NPUMEeHeHUs1
(B pea. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

I. B3anmo3aMeHsSEeMOCTh JIEKAPCTBEHHBIX MpenaparoB Ui MEAUIUHCKOIO MPUMEHEHUS
OTIpe/IEeTISIeTCSl YIIOJTHOMOYEHHBIM (hefiepaibHbIM OPraHOM HCTIOJHUTENBHOM BIACTH, OCYIIECTBISIOMINM
TFOCYJIApCTBEHHYIO PETUCTPAIMIO JIEKAPCTBEHHBIX MPENapaToB Mg MEAUIHUHCKOIO MNPUMEHEHHS, B
paMKax OJHOIO0 MEXIYHAapOJHOIO0 HEMAaTeHTOBAHHOTO (WM XHMMHYECKOrO, WU TPYNIHUPOBOYHOIO)
HANMEHOBAHUSI HAa OCHOBE 3aKJIIOYEHUST KOMHUCCHHM DSKCIEPTOB OSKCIEPTHOTO YUPEKIEHHUS O
B3aMIMO3aMEHSIEMOCTH JICKQpPCTBEHHOTO TpernapaTa Ajs MEIUIIMHCKOTO MpPUMEHEHHUs JUOO0 O TOM, YTO
JIEKapCTBEHHBIN mpenapaT sl MEAUIIMHCKOTO MPUMEHEHHS HE SIBIISIETCS B3auMoO3aMeHsieMbIM. [lopsiaok
ONPEACIICHUSI B3aMMO3AMEHSAEMOCTH JIEKQPCTBEHHBIX MpenapaToB [JIsl MEAULUMHCKOIO MPUMEHEHUS U
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

dbopMa 3aKIIOYCHUS KOMHCCHU DJKCIEPTOB OSKCIEPTHOTO YUPSKICHUS O B3aUMO3aMEHSIEMOCTHU
JIEKAPCTBEHHBIX MIPEMapaToB sl MEAUIIMHCKOTO MIPUMEHEHHUS JIMOO O TOM, YTO JIEKAPCTBEHHBIN Ipenapar
JUTsl MEIMIIMHCKOTO IPUMEHEHUSI HE SIBJISIETCS] B3aMMO3aMEHsIEMbIM, yCcTaHaBiIuBatoTcs [IpaBuTenbcTBOM
Poccuiickoit @eneparuu.

2. Komumccns 3KCHEPTOB IKCHEPTHOTO YUPESKICHUS JaeT 3aKIOYEHHE O B3aUMO3aMEHSIEMOCTHU
JICKApCTBEHHOTO TpenapaTa JUisi MeJUIIMHCKOTO IIPUMEHEHUS JTM00 O TOM, YTO JICKAPCTBEHHBIN IpenapaT
JUIS MEIUWIIMHCKOTO TPUMCHEHHUS HE SBISICTCS B3aMMO3aMEHSEMBIM, Ha OCHOBAaHWUHU CIIEAYIOIIUX
KpUTEpHUEB (XapaKTEPUCTHK):

1) oSKBUBaNEHTHOCTh (MIsi OMOAHATIOrOBBHIX (OMOMOMOOHBIX) JIEKAPCTBEHHBIX TPENapaToB
(OuoaHamoroB) -  CONOCTaBUMOCTb)  KAa4eCTBEHHBIX M KOJUYECTBEHHBIX  XapaKTEPUCTHUK
(hapMaIreBTHUECKUX CYOCTAaHIIMNA WM COTIOCTAaBUMOCTh aHTUTCHHOTO COCTaBa BakKIMH. Vcmoib30BaHUE
pa3IMyYHBIX cojieil, 3(UPOB, KOMIUIEKCOB, H30MEPOB, KPUCTALTUYECKUX (HOPM U IPYTHX MPOU3BOAHBIX
OJIHOTO W TOrO0 K€ JCUCTBYIOIIETO BEIIECTBA HE SBISICTCS MPEMSITCTBUEM I  ONPEeICHUS
B3aMIMO3aMEHSIEMOCTH  JICKAPCTBEHHBIX  IpermapaToB, €Cld MpU  MPOBEACHUU  HMCCIEIOBAHUS
OMOPKBHBAJICHTHOCTH  JICKAPCTBEHHOT'O  TIperapara  WJIM  HCCICJAOBAaHUS  TEPANeBTUYCCKOU
SKBHUBAJIEHTHOCTHU JIEKAPCTBEHHOI'O Mpernapara JI0Ka3aHO OTCYTCTBUE KIMHUYECKU 3HAUYUMBIX pPa3IU4UN
dapmakokuHeTHKH © (win) 3(QeKkTUBHOCTH ¥ 0E30MacHOCTH JICKAPCTBEHHOTO TIperapara Jiis
MEAHUIIMHCKOTO IPUMEHEHHUS,

2) SKBUBAJIEHTHOCTH JIEKapCTBEHHOU (hopMmbl. 1o SKBHBaJCHTHBIMU JIEKAPCTBEHHBIMU (OpPMAMU
MOHUMAIOTCSI pa3HbIe JIEKAPCTBEHHBbIC (OPMBI, MMEIOIINE OJUHAKOBBIE CMOCOO BBEACHHUS U CHOCOO
NPUMEHEHUs, O00JafalollMe CONOCTaBUMBIMU  (DapMaKOKMHETHUYECKMMH  XapaKTEpUCTUKaMU U
(bapMaKoIOrHYecKuM JeCcTBIEM M 00eCIIeUUBAIOIINE TAKXKE TOCTHKEHUE HEOOXOIUMOT0 KIMHIUYECKOTO
spdekra. Paznmuus JeKapcTBEHHBIX (GOpPM HE SBISIOTCS HPENSTCTBHEM JUIS  OINpENeJICHUs
B3aMIMO3aMEHSIEMOCTH  JICKAPCTBEHHBIX  IpemapaToB, €ClIM TMpU  TMPOBEACHUM  HCCIEIOBAHUS
OHMO’KBHUBAJIEHTHOCTH JICKApCTBEHHOT'O Impernapara HIIN HUCCIICAOBaHUA TepaHeBTquCKOﬁ
SKBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O Mperapara JI0Ka3aHO OTCYTCTBUE KIMHUYECKU 3HAUMMBIX pa3IMudid
dbapmakokuHeTukn u (W) dS(PEeKTUBHOCTH W OE30MaCHOCTH JIEKAPCTBEHHOTO TMpernapara s
MEIUILUHCKOTO MPUMEHEHHS;

3) SKBUBAJIEHTHOCTh HJIM COTIOCTAaBHMOCTH COCTaBa BCIIOMOTATENBHBIX BEIIECTB JIEKAPCTBEHHOTO
mpenapara s MEAMLIMHCKOTO TpUMEHeHus. Pa3nuuus coctaBa BCHOMOTaTeIbHBIX — BEILECTB
JIEKQpCTBEHHOTO TIperapara He SBISIOTCS TPETSITCTBUEM JUIS ONPEACTICHUs B3aWMO3aMEHSEMOCTH
JIEKapCTBEHHbIX  TpenapaToB, €CIM TpU  TPOBEICHUU  MCCIEIOBaHUS  OMOIKBHUBAJIEHTHOCTH
JIEKApCTBEHHOTO TIperapara WIA HCCIEIOBAaHHUS TEPANeBTHUECKOW AKBHUBAICHTHOCTH JIEKAPCTBEHHOTO
mpernapara JOKa3aHO OTCYTCTBUE KIMHUYECKH 3HAYUMBIX pPa3nuuuil (apMakOKMHETHKH U (WIN)
3¢ (heKTUBHOCTH M 0€30MacHOCTH JIEKAapCTBEHHOI'O Ipernapara Ui MEIUIMHCKOro npumeHeHus. Ilpu
HINYUU KIMHUYECKU 3HAYMMBIX Pa3Nuuuil (hapMakOKUHETHKH U (WIH) 3PPEKTUBHOCTH U O€30MaCHOCTH
JIEKApCTBEHHOTO TMperapara Uil MEJIUIUHCKOTO TPUMEHEHUS B3aWMO3aMEHSEMOCTh OIpPENeNsieTcss ¢
yKa3aHHeM Ha UCKJIIOYEHHUE OT/AEIbHBIX IPYI MallUEHTOB;

4) UOEHTUYHOCTD CIloco0a BBEACHUS U CII0C00a MPUMEHEHHUS,

5) COOTBCTCTBUC HNPOU3ZBOAUTEIIA JICKAPCTBCHHOI'O CpCACTBA TpC6OBaHI/ISIM ImpaBUJI HaIeKaIen
HpOHSBOJICTBeHHOfI IMPAKTHUKH.
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

3. Onpez[eﬂeHHe B3aMMO3aMCHACMOCTH BOCIPOU3BCACHHBIX JICKAPCTBCHHBIX MNpCIapaTroB IJIA
MCIUIHUHCKOI'O IPUMCHCHHUA, YKa3aHHBIX B YaCTHU 10 cratem 18 HacTosIIErO d)ezlepanLHoro 3dKOHa,
OCYIICCTBIIACTCA 0e3 H€06XOI[I/IMOCTI/I J0Ka3aTCJIbCTBA UX OMOPKBHBAJICHTHOCTH.

4. OcoOeHHOCTH OIpeIeNIEHUs] B3aUMO3aMEHIEMOCTH OMOIOIMYECKHX JIEKAPCTBEHHBIX IIPENaparos,
KOMOWHUPOBAHHBIX JIEKAPCTBEHHBIX IMpEnaparoB (cCoaepikalmMx KOMOMHAIMIO JBYX U Ooiee
JNEUCTBYIOIUX  BEIIECTB), JIEKAPCTBEHHBIX IMPENapaTroB i1  MAPEHTEPAJbHOIO IMUTaHUS U
HEJO3UPOBAHHBIX JIEKAPCTBEHHBIX IIpenaparoB YycraHasiuBaroTcsa IIpaButensctBom  Pocculickon
denepanuu.

5. Onpe):[eneHHe B3aUMO3aMCHACMOCTH HC OCYLICCTBIIACTCA B OTHOLICHHWU JICKAPCTBCHHBIX
PaCTUTCIIBHBIX IIPp€IapaToB, rOMCOIIAaTHYCCKUX JICKAPCTBCHHBIX IIPEIIapaToB.

6. q)OpMI/IpOBaHI/Ie NepeUHs B3aMMO3aMCHACMBIX JICKAPCTBCHHBIX IIPCIApaToB AJId MCIAUIHUHCKOI'O
MNPUMCHCHUS OCYHICCTBIISICTCSA SKCIICPTHBIM YUPCKACHUCM IMOCPCACTBOM O6T>CI[I/IHGHI/I$I JICKAPCTBCHHLIX
npemnaparoB B OTACIBHBIC TI'PYIINbLI, B Ka)KIIOﬁ M3 KOTOPBIX JICKAPCTBCHHBIC MPCrapaTbl SABJIAIOTCS
B3aMMO3aMCHACMBIMU.

7. B cinydae BKJIIOYEHUS B HHCTPYKLUHUIO II0 MEIUUMHCKOMY IPUMEHEHUIO JIEKAPCTBEHHOIO
IpernapaTa Ha OCHOBAaHHMM PE3YJIbTaTOB COOTBETCTBYIOIIUX MCCIENOBAaHUN NOKa3aHUM AJI MIPUMEHEHHUS,
KOTOPBIE OTJIMYAOTCSA OT IOKA3aHUM U1 IPUMEHEHHUs APYTHUX JIEKAPCTBEHHBIX MPENapaToB U3 TPYIIIbI
B3aMMO3aMEHACMBIX JIEKAPCTBECHHBIX IIPENApaToOB, B IIEPEYHE B3aUMO3aMEHICMBIX JIEKAPCTBEHHBIX
MPEenapaToB I MEIUIIUHCKOTO IPUMEHEHUS T0JDKHA OBITh YKa3aHa COOTBETCTBYIOIIAS HH(POPMAIIHS.

Koncynsrantllintoc: npumeuanue.

HepequL B3aMMO3aMCHACMBIX JICKAPCTBCHHBLIX IMPCIapaToOB, B OTHOMICHHU KOTOPBIX HMCHOTCA
pe3yabTaThl UCCIAEA0BAaHUM OMO’KBUBAIEHTHOCTH WJIM TEPANeBTUYECKON SKBUBAJEHTHOCTHU, JOJDKEH
ObITh chOPMHUPOBaAH U pa3MellleH Ha odunuaibHoM caiite Munsapasa Poccuu 1o 01.07.2020. (D3 ot
27.12.2019 N 475-D3).

8. IlepeueHp B3aMMO3aMEHSEMBIX JIEKAPCTBEHHBIX IPENapaToB Jii MEIUIIMHCKOIO MPUMEHEHUS
pasMmenaercs yrnoJHOMOYEHHBIM (ellepalbHbIM OPraHOM HCHOJHHUTEIbHOM BIACTH, OCYIIECTBIISIOIIUM
rOCy/IapCTBEHHYIO PEruCTpalfio JIEKapCTBEHHBIX IpenapaToB s MEAMIIMHCKOrO INPUMEHEHMs, Ha
cBoeM odunuaabHoM caiite B cetn "HUntepHer". MHbopmauus B mepedHe B3aUMO3aMEHSEMbIX
JIEKapCTBEHHBIX IpenapaToB Ui MEAUIIMHCKOTO MPUMEHEHUs OOHOBIISIETCS yKa3aHHBIM (heaepaabHbIM
OpPraHOM HCIIOJIHUTENIBHON BIIACTH C YYETOM HOBBIX 3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB
JUIS  MEQUIMHCKOTO TPUMEHEHUS U BHECEHHbIX M3MEHEHHH B JIOKYMEHTBI, CcoOjAepXkalluecs B
PETUCTPALIMOHHBIX JOChE Ha 3apEerMCTPUPOBAHHBIE JIEKAPCTBEHHBIE IIpENapaThl s MEIUIIMHCKOTO
MIPUMEHEHHUS.

9. INopsamok ucnoap30BaHUsI UHGOPMAIIUU O B3aUMO3aMEHSIEMbIX JIEKAPCTBEHHBIX Mpernaparax s
MCECOUIITUHCKOI'O HpI/IMeHeHI/ISI 158 HOpS[}IOK Jaqyn paSLSICHeHI/Iﬁ 10 BOHpOC&M B3aNMO3aMCHSICMOCTHU
JIEKApCTBEHHBIX IMpENapaTroB Jjsi MEIUIMHCKOTO MNpUMEHEHUs YycTaHaBluBaroTcsi [IpaBuTenbcTBOM
Poccuiickoit ®enepanuu.

Koncynprantlintoc: npumedanue.
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?:Eleﬁ”ﬂb& 32%'(205 ot 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"06 obpalleHnn nekapcTBEHHbIX cpeacTs” Aata coxpanerua: 11.01.2022

Cpok peructpaiuu JeKapCTBEHHOro npenapara, uctekaromuii ¢ 15.03.2020 mo 31.12.2020, npoasien
Ha 12 mecsues (IlocranoBnenue [IpaButenscrsa PO ot 03.04.2020 N 440).

CraTtbAa 28. PeructpaumoHHoe yaocToBepeHue nekapcTBeHHOro npenapara

1. PerucrpannoHHOE YOOCTOBEPEHHE JIEKAPCTBEHHOrO MperapaTa ¢ yKa3aHUEM JIEKapCTBEHHBIX
dbopM U JO3MPOBOK BBLAACTCS OECCPOUYHO, 3a HCKIIOYEHHUEM DPETHCTPALMOHHOTO YIOCTOBEPEHHS
JIEKApPCTBEHHOT'0 IIpenapara, BbI1aBa€MOro CO CPOKOM JIEMCTBHS IIAATh JIET, HA BIIEPBBIE PETUCTPUPYEMBIE
B Pocculickoit @enepanuu JeKapCTBEHHbBIE MPENapaThl.

2. Tlo ucrteyeHWMM YyKa3aHHOrO B 4yacTH | HacTofledl cTaThu CpoKa BblaeTcs OeccpodyHoe
PEruCTPallMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOrO TMperapara IpU YCIOBUM MOATBEPXKICHUS €Tro
rOCy/1apCTBEHHOW PETUCTPALIUU.

3. B cnygae BHeceHust B cooTBeTcTBUH co craThsimu 30 u 31 macrosmero denepaibHOro 3aKoHA
U3MEHEHUH B COJIeprKallldecsi B PErUCTPALMOHHOM JIOChE€ Ha 3aperMCTPUPOBAHHBIA JIEKapPCTBEHHBIN
npernapar JOKYMEHTHI, 3aTPardBalOIIUX CBEIEHHs, OTPAKCHHBIE B PETUCTPAIMOHHOM YAOCTOBEPEHUHU
JIEKapCTBEHHOT'0 Ipernapara, YHOJHOMOUYEHHbIN (enepanbHblii OpraH UCIOJHUTEIbHOM BIACTHU BBIIAET
HOBOE PETUCTPAIMOHHOE YIOCTOBEpEHHUE JIEKAPCTBEHHOTO Mperapara, coJepiKaliee BHECEHHBIE B HETroO
U3MEHEHUS.

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

4. B ciaywyae yTparbhl WM TOBPEXKACHUS PErHCTPALIOHHOTO YJIOCTOBEPEHHUS JIEKaPCTBEHHOIO
mpermapata 1o 3asBICHUI0 B THCHBbMCHHOH (QopMe Iepikareisi WU BIIAJeNblla PETUCTPALHOHHOTO
yIIOCTOBEPEHHUS JIEKAPCTBEHHOTO Mperapara Uil YIIOJIHOMOUYEHHOTO UMH JIPYTroro IPUINYECKOro JIUIA O
BbIJIa4€ JTYOJIMKATa PErHCTPALMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOI'O MperapaTa yrnoJIHOMOUYECHHBIN
benepanbHBIA OpraH HCIIOTHUTEIHLHON BIACTU B CPOK, HE MPEBBIMIAIONINN JecATH pabounx IHEH co THS
MOCTYIJICHUS 3asBICHUS, BBIJAET JYOJMKAT PErUCTPAIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO
mpemapaTta. 3a Bblgady OyOiHMKaTa PETUCTPAllMOHHOTO YAOCTOBEPEHHUs JIEKApCTBEHHOTO Tperapara
B3MMAETCs TOCYIApPCTBEHHAS MOIIJIMHA B COOTBETCTBUU C 3aKOHOAATENBCTBOM Pocculickoin denepaunu o
Hajorax u coopax.

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

Koncynpsrantllintoc: npumedanue.
Cpok peructpanuu JeKapCTBEHHOro npenapara, ucrekatromuii ¢ 15.03.2020 mo 31.12.2020, npoasien
Ha 12 mecsmeB (ITocranoBnenue [IpaBurensctBa P® ot 03.04.2020 N 440).

Cratba 29. [loaTBepXxaeHuMe rocyfapCTBEHHOM perucrtpauum rieKkapcTBeHHOro
npenapara
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. IloaTBepkIeHHE TOCYJAPCTBEHHON PETUCTpALMU JIEKAPCTBEHHOTO Ipernapara OCYIIECTBISAETCS
IpU BbIJaue OECCPOYHOrO PErMCTPALMOHHOTO YIOCTOBEpEHHs JEKapCTBEHHOIO Ipernapara B CiIydae,
YKa3aHHOM B 4acTu 2 crarbu 28 Hacrosuero denepanbHOro 3akOHa, B CPOK, HE IPEBBIMIAFOIINI
HIECTUAECATH pabouux JHEW CO JHs TMOJIyYeHHs] COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM (erepaabHbIM
OpraHOM HCIIOJHUTENBHOW BJIACTH 3asBJICHHA O IOATBEPKIECHUH TOCYIAPCTBEHHOW pETHUCTpanuu

www.consultant.ru CrpaHuua 62 us 142
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=342016&date=11.01.2022&dst=100439&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=377513&date=11.01.2022&dst=11576&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=342016&date=11.01.2022&dst=100441&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=342016&date=11.01.2022&dst=100442&field=134

®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

JIEKapCTBEHHOI0 Ipenaparta. He ocyliecTBisieTcss NOATBEPKIECHUE TOCYIAapCTBEHHON DPETUCTpaLUU B
OTHOIIICHUH JIEKAPCTBEHHOTO Iperapara, He HaxoauBIIerocst B oopamienuu B Poccuiickoit @enepanuu B
TEYEHHE Tpex M Oosee JIeT, a TaKKe B OTHOLICHUM JIEKAPCTBEHHOI'O CPEICTBA, MPOM3BEIEHHOTO C
HapylIeHHeM TpeOOBaHUs, YCTaHOBIEHHOTO 4acThio 3.7 ctathu 71 Hactosmiero deaepaibHOro 3aKOHa.

2. 3asBiieHUE O MOATBEP)KICHUU TOCYJApCTBEHHON PETHCTpalMy JICKApCTBEHHOTO Mperapara A
MEIUIIMHCKOTO MPUMEHEHUS] MPEACTAaBISETCS B COOTBETCTBYIOIIMM YITOJTHOMOYEHHBIN (heepanbHbIi
opran HUCIIOTHUTEILHONM BIIACTH HE paHeC 4YCM 3a CTO BOCEMBICCAT Z[Hef/'l A0 UCTCUYCHHA CpPOKa HeﬁCTBHﬂ
PETHCTPAIHIOHHOTO YOCTOBEPEHHS JIEKAPCTBEHHOTO Ipernapara Jyuis MeIUIMHCKOTO IIPHMEHECHUSI.

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

2.1. 3asBieHUE O MOATBEPKACHUH TOCYJapCTBEHHON PErHCTPAIMU JEKaPCTBEHHOTO IpernapaTa Jyis
BETEPUHAPHOTO TMPHUMEHEHHsS TPEICTABIISACTCS B COOTBETCTBYIOIIMI YIMOTHOMOUYEHHBIN (enepanbHbIi
OpraH UCIIOJHHUTEIFHON BIIACTH HE PaHEe YeM 3a CTO BOCEMBJECAT THEW /0 MCTEUEHUs CpOKa ACHUCTBHSA
PETUCTPAIIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO TpenapaTa Jjisi BEeTepUHAPHOTO MPUMEHEHUS U He
M03/IHEEe OKOHYAHUS CPOKA €ro JICHCTBHUSI.

(uactsb 2.1 BBenena @enepanbHbM 3akoHOM 0T 02.08.2019 N 297-D3)

3. HOI[TBep)KI[eHI/Ie FOCY,HapCTBeHHOfI peructpanuu JCKApCTBECHHOTI'O IIpCliapaTa OCYHICCTBIISACTCA
Mo pe3yjbTaTaM OBKCICPTU3LI OTHOUICHUA 0XKHIAEMOM TOJB3BI K BO3MOXXHOMY PHUCKY HNPHUMCHCHHA
JICKApCTBCHHOT'O IMpeliapaTa Ha OCHOBAHUHW PE3YyJIbTATOB MOHUTOPHHTA 3(1)(1)6KTI/IBHOCTI/I 1 0€30I1aCHOCTH
JICKApCTBCHHOT'O  Ipfcrapara, HOPOBOAUMOIO ACPKATCICM HWJIM  BJIAACIIBUOECM  PCTUCTPALMOHHOTO
YAOCTOBCPCHUSA JICKAPCTBECHHOI'O ITpeIiapara 1100 YIIOJIHOMOYCHHBIM MU IOPUINYCCKUM JIMIIOM, a4 TAKKC
COOTBCTCTBYIOIIUM YIIOJTHOMOYCHHBIM Ct)CIICpZUII)HI)IM OopraHomM HCIIOJIHUTEILHOM BJIACTH B COOTBETCTBUU
C Tpe6OBaHI/I$IMI/I cTaTbu 64 HACTOSIIETO CDeI[epaJ'ILHOFO 3aKOHaA.

4. K 3asB1€HHIO O OATBEPKIEHUH IOCYAapCTBEHHOM perucrpamnuy JeKapcTBEHHOI 0 Ipernapara Jyis
MEIULMHCKOIO IPUMEHEHUS TIPUIIAraroTCs:

1) nOKyMEeHTBI, cojaepXkallue pe3ylbTaTbl MOHUTOPHUHIAa 3(PQGEKTUBHOCTH U 0Oe30MacHOCTU
JIEKapCTBEHHOI'O IIpernapara [uisi MEJUIUHCKOTO IPUMEHEHMS, IPOBEIECHHOIO [Ep)KaTelIeM WIH
BJIAJIEJIBLIEM PETHUCTPALIMOHHOTO yJOCTOBEPEHMs JIEKAPCTBEHHOIO IIpenapara Uil MEJUIIMHCKOTO
OPUMEHEHHUs JMOO0 YINOJHOMOYEHHBIM UM IOPHAWYECKMM JIMIOM, 1O QopMme, YTBEpkKIEeHHOU
YIIOJTHOMOYEHHBIM (pe/iepaibHbIM OPTaHOM MCIIOTHUTEIbHON BIIACTH;

2) cBejeHUs O JaTe MPENOCTaBICHUS U PETUCTPALIMOHHOM HOMEpEe JIMIIEH3MHM Ha IPOHM3BOJICTBO
JIEKapCTBEHHBIX CPEACTB WJIM CBEICHUS O JaTe MpEeAOCTaBICHHUs M PEruCTPallMOHHOM HOMeEpe
3aKJIIOYEHHUsT O COOTBETCTBUHU IPOU3BOAMTENS JIEKAPCTBEHHBIX CPEACTB TpPeOOBAaHUSAM  IpaBHI
HaJuIeXkalled MPOU3BOJCTBEHHONW NPAKTHKH, IPEIOCTABICHHBIX YIOJIHOMOUYEHHBIM (herepaabHbIM
OpPraHOM HCIIOJIHUTEJIBHOM BIAacTM B OTHOLIEHMM IPOM3BOACTBEHHOM IUIOIIAJKH JIEKAPCTBEHHOTO
npenapara Juisi MEJUILMHCKOTO MPUMEHEHHUS], TOCY1apCTBEHHAsI perucTpalusi KOTOporo moATBEpKaaeTcs
B Clly4ae, €CIM MPOM3BOACTBO JIEKAPCTBEHHOIO IIpemapara Uil MEAULIMHCKOTO IPUMEHEHHUS
ocyuiectisercs B Poccniickoit denepanuu;

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

3) KOITnA HpeHOCTaBHeHHOﬁ YIOJIHOMOYCHHBIM OpraHOM CTpaHbl MMPOU3BOAMTEIIA JIMICH3UW Ha
MMPOU3BOJACTBO JICKAPCTBCHHOI'O IIpCriapaTa s MCAUIIUHCKOI0 MPUMCHCHUA U €€ NCPCBOA Ha pyCCKI/Iﬁ
A3BIK, 3aBCPCHHBIC B YCTAHOBJICHHOM IIOPAJAKE, a TaKXKC KOIIMA 3aKIUYCHUA O COOTBECTCTBHUU
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

MIPOU3BOJIUTENSL JICKAPCTBEHHBIX CPEACTB TPEOOBAHMSAM TNPAaBWII HAIJIEXKalIled MPOMU3BOACTBEHHOMN
MPAKTUKH, BBIJAHHOTO YIOJHOMOYEHHBIM (eiepaibHbIM OPraHOM HCIHOJHUTENbHOM BlIacTu B
OTHOIICHUM MPOU3BOJICTBCHHON IUIOMIAJKM  JICKAPCTBEHHOTO Tpemapara Ui  MEAMIUHCKOTO
MPUMEHEHUS, TOCYJapCTBEHHAs PETUCTpalus KOTOPOrO TMOATBEPKAACTCSA, WM KOMHS pEIICHUS
YIIOJTHOMOYEHHOTO (hpeIepaIbHOr0 OpraHa HMCIOJHUTEIBHON BIACTH O MPOBEACHUU WHCIEKTHPOBAHUS
MIPOU3BOIUTENIS JIEKAPCTBEHHBIX CPEACTB B CIIydae, €clid MPOU3BOACTBO JIEKAPCTBEHHOIO Ipernapara AJis
MEJIULMHCKOTO IIPUMEHEHUS OCYLIECTBIISAETCS 3a npeaenamu Poceuiickon denepanuu.

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

(dactb 4 B pen. @eaepanbuoro 3akoHa ot 04.06.2018 N 140-D3)

4.1. B oTHOmEHNN OMOJOrMYECKUX JICKAPCTBEHHBIX MPENapaToB Uil MEAUIMHCKOTO MPUMEHEHHS
3asBUTENb JOMOJHHUTEIBHO TPEACTABIACT Pe3yabTaTbl MEPONPUATHH, HPEIYCMOTPEHHBIX IUIAHOM
YIPaBICHUS PHCKAMH, YTBEP)KJCHHBIM YIIOJIHOMOYCHHBIM (peZepaabHbIM OpPraHOM HCIIOJHHUTEIBHON
BJIACTH TIPH OCYLIECTBICHHH TOCYIAapCTBEHHOW pETUCTPAIlMHM JIGKAPCTBEHHOTO TMperapara Juls
MEIUIIMHCKOTO TIPUMEHEHHSI.

(uactsb 4.1 BBeeHa @enepasbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

4.2. K 3a9BJIeHHUIO O MOATBEPKACHUM TOCYIApCTBEHHON perucTpanuy JEKapCTBEHHOro MperapaTa
JUTsl BETEPUHAPHOTO TMPUMEHEHHUS TMPUJIATaloTCsl JOKYMEHTBI, COJIEp)Kalllhe pe3yiabTaThl MOHUTOPHUHTA
a¢dexTuBHOCTH M O€30MACHOCTH JIGKAPCTBEHHOTO TIperapara Jjisi BETEPUHAPHOTO IPUMEHEHUS,
MPOBOJIUMOTO JIEp>KaTelIeM WM BJIAJACNbIIEM PErUCTPAIMOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOTO
mpernapaTta Jjisi BETEPUHAPHOTO MPUMEHEHUS OO YIOJIHOMOYEHHBIM WM IOPUAMYECKUM JIHUIIOM, IO
dbopMe, YTBEpKICHHOW YIIOJHOMOUYEHHBIM (efepalbHbIM OPraHOM WCIIOJTHHTEIBHOW BJIACTH, W
JOKYMEHTBI, YKa3aHHbIE B MyHKTax 1, 2 - 2.2, moanmynkrax "a", "6", "k", "n" mynkta 4 yactu 3 crarbu 17
HacTosero deaepanbHOro 3aKkoHa. B OTHOMIEHUN MMYHOOHOJIOTHYECKIX JIEKAPCTBECHHBIX MIPEIapaToB
JUIS BETEPUHAPHOTO MPUMEHEHUS HE MPEACTaBISAIOTCA CBEACHUS, yKa3aHHbIC B MOAMYHKTE "K" myHKkTa 4
yacTu 3 cratbu 17 Hactosiero deaepanbHOro 3aKoHa. B OTHOIIEHWHU JIEKaPCTBEHHBIX MpeEnapaToB s
BETEPUHAPHOTO TMPUMEHEHHsI, MONYUYEHHBIX C MPUMEHEHHEM TE€HHO-UHXEHEPHO-MOAU(PUIIMPOBAHHBIX
OPraHU3MOB WJIM COJEpPXAIIMX TaKUE OPraHU3MBbl, JOMOJHUTEIBHO TIPEICTABIAIOTCS CBEICHUA,
yKka3aHHbIe B myHKTe 13 yacTtu 3 ctarbu 17 HacTosimero denepaibHOTO 3aKOHA.
(dactpb 4.2 BBeaeHa denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. denepaibHOro 3aKOHA OT
02.08.2019 N 297-®3)

4.3. 3asgBuTenb BIpaBe IMPEICTAaBUTh C 3asiBJIEHUEM O MOATBEPXKACHUU TOCYAapCTBEHHOM
perucTpanMyM  JEKapCcTBEHHOTO  Ipenapara KONMIO — JIOKYMEHTa, IOATBEPXKJAIOLIEro  yIuiaTry
rOCy/lapCTBEHHON TOLUIMHBI 3a MOATBEPKIACHUE TOCYIAapCTBEHHONW PpEruCTpaluu JIEKApCTBEHHOTO
mpernapara, a TaKKe BblJaBaeMble (IIPEIOCTaBIIsIEMbIE) YIIOJIHOMOYEHHBIMU (hefiepaibHBIMU OpraHaMu
WCIIOJIHUTENIbHOM BIIACTH JOKYMEHTHI (CBElEHUs), yKa3aHHble B NMYyHKTaxX 2 M 3 yacTu 4 HacTosuleH
crathu. B ciyyae ux HenpencTaBieHHUs YIOJTHOMOUYEHHBIH (eiepaibHbIil OpraH UCIOJHUTEIBHOM BIACTH
3ampamyBaeT yKa3aHHbIE JIOKYMEHTbI (CBEIEHUS) B MOPSAKE MEXKBEIOMCTBEHHOIO MH(OPMALMOHHOTO
B3alMOJECICTBHS.

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

5. B Tedenume pecatu pabouux JHEH CO JHS TPHUHATHS 3asBICHUS O TMOATBEPKIACHUU
TOCYAapCTBEHHOW pPETUCTpAIliU JIEKapCTBEHHOTO Tpernapara U JOKYMEHTOB, COJEPKAIIUX PE3yJIbTaThl
MOHHUTOPHHTA YPPEKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTO Mpemnapara, mMpoBOJIUMOTO JIepiKaTeIeM
WIKM  BIAJENbLEM  PErUCTPAllMOHHOTO  YJOCTOBEPEHHs  JIEKapCTBEHHOro  mpemapara  Ju0o
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

YIIOJTHOMOYEHHBIM MU IOPUINYECKUM JIMIIOM, YIIOJTHOMOYEHHBIH (eiepaibHbIil OpraH NCIOIHUTEIbHOM
BJIACTHU:

1) mpoBOOUT NPOBEPKY IOJHOTHI CBEICHHM, COJEpXKAIUMXCSA B IMPEICTABICHHBIX 3asBUTEIEM
JOKYMEHTaX;

2) mMpUHMMAET peIIeHHE O MPOBEICHHHM WM 00 OTKa3e B MPOBEIACHUU SKCIEPTU3bl OTHOLICHHUS
0’KMJIa€MOM IOJIb3bl K BO3MOKHOMY PHCKY HPHMEHEHUs JIEKAPCTBEHHOIO Ipernapara Ha OCHOBAaHUU
pe3yabTaTOB MOHUTOPUHTA 3()h(PEKTUBHOCTU M OE30MIACHOCTH JIEKAPCTBEHHOT'O Mpernapara, IpoBOIMMOrO
JepKaTesieM WM BIAJAENbIEM PEruCTPAllMOHHOTO YJOCTOBEPEHMs JIEKApCTBEHHOrO Mperapara Jnbo
YIIOJTHOMOYEHHBIM UMH IOPUIHMUECKUM JIUIIOM, a TakkKe (eepaabHbIM OPTaHOM UCIIOJTHUTEIBHOM BIACTH
B COOTBETCTBUU C TpeOOBaHUAMU cTaThu 64 HacTosero denepaibHOro 3aKOHa;

3) yBemomuisieT B OJIGKTPOHHOW (OpMe WM MHCBMEHHOH (opMe 3asBHUTENS] W IKCIEPTHOE
YUpPEKIECHUE O MPHUHITOM pEIIeHWH OO0 B Cllydyae MPUHATHS pElIeHuss 00 OTKa3e B MIPOBEIACHHUU
AKCIEPTHU3bI YKA3bIBAECT MPUUMHBI TAKOTO OTKa3a.

6. B ciyuae BbIsIBI€HUS HETOCTOBEPHOCTH U (MJIM) HEIOCTATOYHOCTH MH(POPMAINH, cCoAepKalencs
B IPEJCTABIICHHBIX 3asBUTEIEM JOKYMEHTAaX, YIOJHOMOUYEHHBIN (elepaabHbIii OpraH MCIOJIHUTEIHHON
BJIACTH  HAIpaBJIsIeT 3asgBUTENI0 3ampoc 00 yTOYHEHHMH yKa3aHHOM wuH(opmammu. 3ampoc
YIOJHOMOYEHHOIO  (pefiepajbHOr0 OpraHa MCIOJIHUTEIbHOW BJIACTH MOXET ObITh IepeaaH
YIOJIHOMOYEHHOMY MPEJCTABUTENIO 3asBUTENS JIMYHO IOJ PACIHCKY, HAMPABIEH IO MOYTE 3aKa3HbIM
IIMCBMOM WJIM TE€PEaH B 3JEKTPOHHOHN (opMe M0 TeIEKOMMYHMKAI[MOHHBIM KaHanaMm cBsi3u. B ciydae
HaMpaBlIEHUsl 3aMpoca YMOJTHOMOYEHHOTO (e[epalbHOr0 OpraHa HCIOJHUTEIbHONW BIACTH IO IMOYTE
3aKa3HbIM IUCbMOM OH CYHUTA€TCA IMOJYYEHHBIM 10 HCTEUEHUM IIECTU JHEH C JaThl HAlpaBJICHUS
3aKa3HOro MHUChMa.

7. 3asBuTenp 00s3aH MPEACTaBUTH OTBET HA 3alpoCc YHNOJHOMOYEHHOIo (eaepaabHOro opraHa
UCTIOJIHUTEJIBHOW BJIACTU B CPOK, HE MPEBBIMIAIOLINN JIeBIHOCTA pabouuX JHEH cOo JHSA ero MoJydeHus.
CpOK, YKaSaHHLIﬁ B 9acTH 5 HaCTOHmeﬁ CTaTbu, NPUOCTAHABIIMBACTCA CO JHS HAIIPABJICHUA 3asBUTCIIIO
3ampoca YHOJHOMOYEHHOTO (ellepajabHOro OpraHa HCIOJHUTENbHONH BJIACTH O JHSA TOJYYEHUS UM
COOTBCTCTBYIOLICTO OTBETa n HE YUUTBIBACTCA npu HUCYHCIICHUU CpoKa MOATBCPKACHUA
rOCyJapCTBEHHOM perucTpaiiy JeKapcTBEHHOTO Mpernapara.

8. OcHoBaHMEM [UIs OTKa3a B IIPOBEJIEHUU OKCIEPTH3bl OTHOIICHHS OXUAAEMOH IOJb3bl K
BO3MOXXHOMY DPHUCKY NPHMEHEHUS JIEKAPCTBEHHOI'O IIperapara sBJSIETCS IPEICTaBICHHUE JTOKYMEHTOB,
coJiepKaluX pe3yabTaThl MOHUTOPUHTA d(PPEKTUBHOCTH U O€30MaCHOCTH JIEKAPCTBEHHOTO Mpernapara, u
(M) B OTHOIIEHWM OMOJIOTMYECKHUX JIEKAPCTBEHHBIX TIpenapaToB pe3yJbTaTOB OCYLIECTBICHHS
M€p0HpH$ITPII>i B COOTBCTCTBHUH C IINIAHOM YIPABJIICHUA PUCKaAMH, YTBCPKIACHHBIM YIIOJITHOMOYCHHBIM
(benepaabHBIM OPraHOM HCIIOJHUTENBHON BJIACTU MPH OCYLIECTBICHUH TOCYIapCTBEHHON pEerucTpaiiu
JIEKapCTBEHHOI'O IperapaTa, B HEMOJHOM 00beMe, OTCYTCTBHE MH(pOpMaluu, MOATBEpKAaromend (axt
yIiaTel  FOCYJAapCTBEHHOM  NOLUIMHBI  3a  IOATBEP)KJIEHUE  TOCYJapCTBEHHOM  pErucTpanyu
JIEKapCTBEHHOI'0 Ipenapara, JUOO0 HENpPEICTABICHHE 3asBUTENIEM B YCTAHOBJIEHHBI CpPOK OTBETa Ha
yKa3aHHbII B uacTM 6 HACTOALIEH cTaTbM 3ampoc YIMOJHOMOUYEHHOTro (eaepalbHOro oOpraHa
MCIIOJIHUTENILHOM BJIACTH, a TaKXKe OTCYTCTBHE B YKa3aHHBIX JOKYMEHTaX WH(OpManuu, KoTopas A0HKHA
OBbITh B HUX OTpaKeHa.

9. DkcmepTuza OTHOUIEHHMSI OXHUAAEMON TOJb3bI K BO3MOXXKHOMY PHUCKY TMpPHUMEHEHUs
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JICKQpPCTBEHHOT'O Iperapara B LENSIX MOATBEPKICHUS TOCYJIapCTBEHHOW PErMCTPAIlUU JICKAPCTBEHHOIO
npernapara MpPOBOJUTCS KOMHCCHEH 3KCIIEPTOB JKCIEPTHOTO YUPEKICHUS B CPOK, HE MPEBBIMIAIOIINI
COpoKa pabouux THEH.

10. B cinyyae HEZOCTAaTOYHOCTU HPEACTABICHHBIX JKCIEPTY MAaTEpUAJIOB Ul JAa4d 3aKJIIOYEHUS
JKCIIEPT oOparaeTcs K pyKOBOJUTEIIO SKCIEPTHOTO YUPEXKICHUS O MPEIOCTaBICHUH €My HEOOXOJUMBIX
MaTepuaaoB. PykoBoauTeNb SKCHEPTHOIO YUPEXIEHUS 00pallaeTcss ¢ COOTBETCTBYIOLIUM 3allpocoM B
YIIOJTHOMOYEHHBIN (peiepaabHblii OpraH UCIOJIHUTEILHONW BIIACTH, BBIJABIIMN 3a/JaHUE HAa MPOBEACHUE
JKCIIEPTU3bl OTHOLICHMSI OXXHMJA€MOM IOJb3bl K BO3MOKHOMY DPHCKY INPUMEHEHHS JIEKapCTBEHHOIO
mpernaparta Ha OCHOBAHMHU JIOKYMEHTA, COJCPIKAIIEro pe3yabTaTbl MOHUTOPUHTA 3(P(GEKTUBHOCTH U
0€30I1aCHOCTH JIEKapCTBEHHOTO Npenapara. B Teuenue nsaru pabounx AHEN co JHs MOCTYIUIEHUS 3ampoca
PYKOBOJIUTENST AKCHEPTHOTO YUPEXKACHUS YKa3aHHbBIM (elnepanbHbIii OpraH HCIOJHUTEIBHONH BIACTH
HampaBisieT 3asgBUTENIO 3alpPOC O MPEJCTaBICHUHM HEOOXOIAMMBIX MAaTepUanoB, KOTOPbHIM MOXET ObITh
IepeAad yIOJIHOMOYEHHOMY IIPEACTABUTEINIO 3asBUTEN JUYHO IIOJ PACIMCKY, HAIPABJICH IO II0YTE
3aKa3HbIM MMCbMOM WJIM NE€peJaH B 3JIEKTPOHHOM popMe 1o TeIeKOMMYHHUKAI[MOHHBIM KaHallaM CBs3u. B
Cllydae HalpaBJICHHS 3alpoca YIOJHOMOYEHHOTO (efepaabHOr0 OpraHa HCIIOJHHUTEIBHON BIACTH IO
[I0YTE 3aKa3HBIM MMCbMOM OH CUUTACTCS IOJYYEHHBIM 10 UCTEUYEHUU IIECTH JHEH C JAaThl HAIIPABJICHUS
3aKa3HOTIO IHCHMA.

11. 3asBuTens 00s3aH MpPEICTaBUTh OTBET HA 3alpoC YIOJIHOMOYEHHOro (QelepaibHOro opraHa
WCTIOJTHATENIHOW BJIACTH B CPOK, HE IMPEBBIMIAIOUINNA MIECTHACCATH pabOoYuX AHEH CO JTHS TOIy4eHHS
YKa3aHHOT'O 3arpoca. YIOJIHOMOYEHHBIH (elepanbHblii OpraH HCHOJIHUTEIBHOW BIIACTH, BBLAABIIMI
3aJlaHue Ha IIPOBEJIECHUE DOKCIEPTU3bl OTHOILEHUS OXHAAeMOM MOJb3bl K BO3MOXXKHOMY PHUCKY
IPUMEHEHHs JICKapCTBEHHOI'O Ipenapara Ha OCHOBAaHMM JIOKYMEHTA, COJEpXKAIIEero pe3yJbTaTbl
MOHUTOPHUHTA (P(HEKTUBHOCTH U 0€30MaCHOCTH JICKAPCTBEHHOTO Iperapara, B TCUYCHHE ISITH pabodux
JHEW cOo JHA MOCTYIUIEHHUS OT 3asBMUTENs OTBETa Ha 3alpoC YNOJHOMOYEHHOro (efepaJbHOro opraHa
HCIIOJIHUTEJILHOM BJIACTU HAMpaBJIseT 3TOT OTBET B OKCIEPTHOE yupexieHue. B ciiydyae HenpeacTaBieHUs
10 UCTEUEHHUH IIECTUECITH pabouux JTHEH 3asiBUTEIeM OTBETa Ha yKa3aHHBIN 3allpoC YIOJTHOMOYEHHBIH
(benepanbHbBIE OpraH HUCHOJHUTENBHOM BIIACTH, BbBIIABIIMN 3a/JlaHUE Ha MPOBEJIEHUE HKCIEPTU3BI
OTHOIIECHHS O’KUJAEMON TOJB3bl K BO3MOYKHOMY PHUCKY NPUMEHEHHS JIEKAPCTBEHHOIO IIpernapaTra Ha
OCHOBAaHUHU JOKYMEHTa, COJEpAIlero pe3ylbTaTbl MOHUTOpUHTa 3(PQPEKTUBHOCTH M O€30MacHOCTU
JIEKapCTBEHHOTO Iperapara, B TEUEHUE MATH pabouyux JHEH HampamiseT B HKCHEPTHOE YUpexkaAeHUE
YBEJIOMJICHHE O HENpPEJCTaBICHUU 3asiBUTENIEM OTBETAa Ha 3alpoc yKa3aHHOro opraHa. Bpems co aHs
HamnpaBJIeHUsl 3ampoca HKCHEPTHOIO YYPEXKJEHHs B  YIOJIHOMOYEHHBIH (edepanbHbli  Oprax
WCIIOJIHUTEJIbHON BIACTH JO JHS IOJyYEHUS OKCIEPTHBIM YUYPEKIACHHEM OTBETa Ha 3alpoc WU
YBEIOMIIEHHsSI O HEINpPEACTAaBICHUM OTBETa Ha 3alpoC HE YYUTHIBAECTCA IIPU HCYMCIEHUM CpPOKa
MIPOBEJCHUSI OSKCIEPTU3bl OTHOIIEHUS OXHJAeMOM TOJb3bl K BO3MOKHOMY PHUCKY IPUMEHEHHUS
JIEKapCTBEHHOI'O TIIpernapara Ha OCHOBAaHMM JOKYMEHTA, COJEPIKAIIEro pe3yJabTaThl MOHHUTOpPHHIA
3¢ PeKTUBHOCTH 1 OE30MTACHOCTH JIEKAPCTBEHHOTO Mperapara.

12. B cpok, He MpeBBIIIAIONINI IecATH pabounx AHEW CO JHS MONYYEHHUS 3aKITIOYeHHUS KOMUCCUU
SKCHEPTOB IO pe3yJabTaTaM HKCHEPTU3bl OTHOLICHHUS OXHUIAEMOM IOJb3bl K BO3MOXXHOMY PHCKY
MPUMEHEHHS JIEKapCTBEHHOTO Ipernapara, COOTBETCTBYIOIIMN YIMOTHOMOYEHHBIN (enepanbHblii opraH
HWCIIOTHUTETbHON BIACTH:

1) ocymiecTBIsiET OLEHKY 3TOrO 3aKJIIOUEHHUs Ui ONpPENeNIEHUs €ro COOTBETCTBHS 3aJaHHUIO0 Ha
MPOBEACHUE YKa3aHHOW IKCIIEPTHURHI;
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2) NPUHUMAET PEUICHHE O MOATBEPKICHUU TOCYAApPCTBEHHOM pErucTpaluu JIEKapCTBEHHOTO
mpermapata wid 00 OTKa3e B TMOATBEPKICHUH TOCYIApPCTBEHHONM PETUCTpallMU JIEKApCTBEHHOTO
Ipenapara;

3) BHOCUT TMpU TMPUHATHH PELIEHUS O TMOATBEPKACHUU TOCYIApCTBEHHON perucrpaunuu
JIEKapCTBEHHOI'O IIperapaTa CBEJEHUS B IOCYIapCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEICTB M BBIJACT
3asIBUTEII0 OECCPOUHOE PErrCTPAIlMOHHOE YAOCTOBEPEHHUE JIEKAPCTBEHHOTO Mpenapara.

13. OcHOBaHMEM JJIs1 OTKa3a B MOJATBEPXKIAECHUH T'OCYIApCTBEHHON PETHUCTpAalMU JIEKAPCTBEHHOTO
npenapara SBJISETCS 3aKIIOUYCHHE COOTBETCTBYIOLIETO YIOJIHOMOYCHHOTO (ellepallbHOrO OpraHa
HWCIOJHUTEIBHON BJIACTH O TOM, YTO PHUCK HNPHUYUHCHHA BpCAa 3A0POBBIO YCJIOBCKA HJIU KUBOTHOI'O
BCJIC/ICTBHE IIPHEMa JIEKAPCTBEHHOTO Tperapara MpeBbiaeT 3 (HEeKTHBHOCT €r0 IIPUMEHEHHUS.

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

14. B mepuon mpoBeleHUs MPOIENypbl MOATBEPKIEHUS TOCYJApCTBEHHON perucTpanuu
JIEKapCTBEHHOTO TIperapara ero odpaienue B Poccuiickoii deneparyivi He IPHUOCTAHABIMBACTCS.

15. Homyckaercst oOpalieHue JIEKapCTBEHHBIX IIPEnapaToB 0 HCTEYCHUS CPOKa TOJHOCTH,
MNPOU3BCACHHBIX B TCUCHUC CTa BOCBMUACCATH KAJICHIAAPHBIX IIHGﬁ ImocJIC OaTbl IIPUHATHA
YIIOJTHOMOYEHHBIM  (heepaabHbBIM OpPraHOM HCHOJHUTEIBHOM BIACTH PELICHUS O IOITBEPIKICHUH
rOCYJapCTBEHHON pETUCTpalMi, B COOTBETCTBHHM C HWH(OpMamuel, cojepikamieiics B JOKYMEHTax
PETHCTPAIIIOHHOTO JIOChE Ha JIEKAPCTBEHHBIN MPEMapar 10 AaThl HPUHITUS TAKOTO PEIICHHS.

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

Crtatba 30. BHeceHne u“3MeHeHUMn B  AOKYMEHTbI, copgepxawmecs B
perncTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbLIA JIeKapCTBEHHbIA npenapaTt Ans
MeAULMHCKOro npumMmeHeHus

I. B nensix BHECEHHS WU3MEHEHUM B JIOKYMEHTBI, COJIEpPKAIMECS B PETHCTPAIMOHHOM JOChE Ha
3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIM IMpernapar sl MEIUIMHCKOIrO IPUMEHEHHUS, AepKaTelnb WIIN
BJIQJIEJICL] PETUCTPALIMOHHOTO YJIOCTOBEPEHHS JIEKQPCTBEHHOI'O IMpErnapara WiM YHIOJHOMOYEHHOE UM
Jpyroe I0pUANYEcKoe JHIO (Jaee B HACTOSIIEeH CTaThe - 3asBUTENb) MPEJCTABIACT B YIIOJIHOMOYEHHBIH
(dbenepasibHBI OpraH HMCIOJHUTEIBLHON BIIACTU 3asBJICHHE O BHECEHWH TaKWX H3MEHEHMH 1o (dopme,
YCTaHOBJICHHON YMOIHOMOYEHHBIM (efiepaibHbIM OPraHOM HCIIOHUTEIBHOM BIACTH, U MpHUIaraeMbie K
HEMY W3MEHEHUS B yKa3aHHbIC JOKYMEHTHI, a TaKXe JOKYMEHTHI, MOATBEPKIAIOIINE HEOOXOIUMOCTh
BHECEHMS TaKMX U3MEHECHUI.

(B pen. deaepanbHbIx 3aK0HOB OT 22.12.2014 N 429-03, ot 04.06.2018 N 140-D3)

1.1. [Ipu HEoOXOAMMOCTH BHECEHMs B JIOKYMEHTBI, COEPIKAIMECcs] B PETUCTPALIMOHHOM J0Che Ha
3apErUCTPUPOBAHHBIN JICKAPCTBEHHBIM Ipenapar Uil MEAMIMHCKOIO IPUMEHEHUs, W3MEHEHH,
yKa3aHHbIX B MyHKTE 3 4acTH 2 HACTOSIIEH CTaThU U TPeOyIOLMX MPOBEACHHs HKCHEPTH3bl KauecTBa
JIEKapCTBEHHBIX CPEJCTB, 3asiBUTEIb JOMOJHUTEIHLHO MPEICTABIsIET B YIOJHOMOYEHHBIN (enepaibHbli
OpraH HCIIOJIHUTEIBHOM BIACTU CBEAEHUA O Jare MPEJOCTaBICHUS W PETUCTPALlMOHHOM HOMeEpe
JULEH3UM Ha TPOW3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB WM CBEICHHS O JaTe NPENOCTaBICHUA H
PErUCTPallMOHHOM HOMEpE 3aKJIIOUYEHUs O COOTBETCTBUM IIPOM3BOJUTENS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM TNPaBUJ HaAJEXallell NPOM3BOACTBEHHONM NPAKTUKH, BBIAAHHBIX (IIPEIOCTABIICHHBIX)
YIIOJIHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HCIIONHUTEIBHON BJIACTH B OTHOILIEHUH M3MEHEHHOHM U (WIIN)
JOTIOJTHEHHOM MTPOM3BOACTBEHHOM IIJIOIIAIKH JIEKAPCTBEHHOTO IIpernapara, B ciiydae, €Clid IPOU3BOJICTBO
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

JIEKApCTBEHHOIr'0 TMpemnapaTta ocymiectBisiercss B Poccuiickoit ®enepanuu, nub0 cBeleHHUs O Jare
MPEIOCTABICHUS M PETUCTPALIMOHHOM HOMEpPE BBIJAHHOW YIOJHOMOYEHHBIM OpPraHOM CTPaHbI
MIPOU3BOIUTEIS JIMIICH3UU Ha MPOU3BOJICTBO JICKAPCTBEHHOTO Mpernapara 1 €€ IepeBo/i Ha PyCCKUM SI3bIK,
3aBEPEHHBIC B YCTAHOBJICHHOM MOPSI/IKE, a TAKXKE CBEJICHUS O JIaTe€ MPEeA0CTaBICHUS U PErUCTPALIMOHHOM
HOMEpE 3aKIIOYCHHUS O COOTBETCTBHH TPOU3BOAMTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHHSM IPABUIT
HaJyIe)KaIeld MPOU3BOJICTBEHHON IPAKTHKH, BBIIAHHOTO YIIOJIHOMOYEHHBIM (eepaibHbIM OpPraHoM
WCIIOJTHUTEJIbHOM BJIACTH B OTHOIICHHMM W3MEHEHHOM u (WJIM) JOMOJHEHHOM MPOU3BOJCTBEHHON
IJIONIAJKKU JICKAPCTBEHHOrO Mpernapara, WM CBEICHUS O J1aTe€ MPEIOCTABJICHUS U PErUCTPallMOHHOM
HOMEpE PeIICHHS YIOJHOMOYEHHOTO (eAepabHOIO OpraHa WCIOJHUTEIBHON BIIACTH O TPOBEACHHUH
WHCIEKTUPOBAHUS MPOU3BOJUTENSA JICKAPCTBEHHBIX CPEICTB B  CJlydae, €CJIM MPOU3BOJICTBO
JIEKapCTBEHHOTO ITperapara OCylIeCTBIIAETCS 3a npeaesiamu Poccuiickont denepanni.

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

1.2. Ilpu HeoOXOIMMOCTH BHECEHHUS B JOKYMEHTHI, COJEpKAIINecs B PETUCTPALMOHHOM JIOChE Ha
3apEruCTPUPOBAHHBIA JIEKAPCTBEHHBIM Mpenapar i MEIUIUHCKOr0 MpPUMEHEHHUs, HW3MEHEHUH,
yKa3aHHBIX B MYyHKTe 4 4acTu 2 HACTOALICH CTaThu M TPEOYIOMIMX MPOBEACHUS IKCIEPTU3bI KayecTBa
JIEKapCTBEHHBIX CPEJCTB, 3asIBUTEIb JOMOJHUTEIBHO IPEICTABISIET B YIOJHOMOYEHHBIN (enepaibHbli
OpraH HCIIOJIHUTENIBHON BIIACTU CBEACHUS O JlaTe€ MPEOCTaBICHHS M PETUCTPALIMOHHOM HOMEpe
JUIEH3UU Ha IPOU3BOJACTBO JIEKAPCTBEHHBIX CPEJCTB WM CBEACHMSI O Jare IPeJOCTaBlIeHUS U
PETUCTPALIMOHHOM HOMEpE 3aKIIOYEHHS O COOTBETCTBHM IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB
TpeOOBAaHUSAM TPABWII HAJUIEkKAIIEH MPOU3BOACTBEHHOW NPAKTUKH, BBLIAHHBIX (IIPEIOCTABICHHBIX)
YIIOJTHOMOYEHHBIM (hefiepaabHbIM OPTaHOM HCIIOIHUTENBHON BIACTH B OTHOILIEHUU MPOU3BOJICTBEHHOM
IUIOUIA/IKK JIEKAPCTBEHHOI'O IIpernapara, B Cilydae, €ClId IPOM3BOJCTBO JIEKApCTBEHHOI'O Ipernapara
ocymectBusiercss B Poccuiickoii  ®Denepaumu, nub0 CBeAEHUS O JarTe MPENOCTaBICHUA U
PErUCTPallMOHHOM HOMEPE BbIIAHHOM YIIOJIHOMOYEHHBIM OPraHOM CTpaHbl IPOU3BOIUTEINS JIMLIEH3UU Ha
MIPOM3BOJICTBO JIEKAPCTBEHHOI'O IIpermapaTa M €€ IMepeBoJ] Ha PYCCKUH S3bIK, 3aBEpEHHBIC B
YCTAaHOBJICHHOM IIOpSIJIKE, a TaKKe€ CBEACHMSI O JaTe MPEAOCTaBICHHUS M PErHMCTPALMOHHOM HOMEpe
3aKJIIOYEHHUST O COOTBETCTBUU IPOU3BOJMTENS JIEKAPCTBEHHBIX CpPEACTB TpPeOOBAaHUSAM IpaBHI
HaJJIeXxalled MPOU3BOJICTBEHHOW MPAKTUKH, BBIJIAHHOTO YIOJHOMOYEHHBIM (eepaqbHbIM OpraHoM
WCIIOJIHUTENILHOM BJIACTH B OTHOLIEHUH IIPOM3BOACTBEHHOM IUIOIIAJKHU JIEKAPCTBEHHOTO IIpenapara, Win
CBEACHMUS O JaTe TMpPeAOoCTaBICHUs M PErucTPallMOHHOM HOMEpE pelIeHHUs] YHOJHOMOYEHHOIO
(benepambHOrOo OpraHa MCIOJHUTENBHON BJIACTH O MPOBEJCHUHM HHCHEKTHUPOBAHUS TPOU3BOIAUTEINS
JIEKapCTBEHHOI'O CPEJICTBA B CiIydae, €CiIM MPOU3BO/ICTBO JIEKAPCTBEHHOTO Mpenapara OCyIIeCTBIsAETCS 3a
npeaenamu Poccniickoit denepanun.

(actp 1.2 BBeaena denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. denepanbHOro 3aKOHA OT
27.12.2019 N 478-03)

1.3. [lpunsatue pemnieHUss O BHECEHHWH W3MEHEHWW WM 00 OTKa3e BO BHECEHHH HW3MEHEHHUH B
JOKYMEHTBI, COJEpJKallhecs B PETUCTPALlMOHHOM JIOChE HA 3apErHCTPUPOBAHHBINA JIEKAPCTBEHHBIN
npenapart s MEAULIMHCKOIO IPUMEHEHHUS], B ClIyyae HEOOXOAMMOCTH MPOBEACHUS SKCIIEPTH3bI KaueCcTBa
JICKApCTBEHHBIX CPEACTB U (MJIM) DKCIEPTU3bl OTHOLICHHS OKUAAeMOW MOJb3bl K BO3MOXKHOMY PHCKY
IIPUMEHEHHUs JIEKaPCTBEHHOTO Ipenapara JJisi MEAUIMHCKOIO MPUMEHEHUS OCYILECTBIISIETCS B CPOK, HE
MIPEBBIMIAIOIINIA IEBITHOCTa pa0OUYUX JHEH, a B OCTABHBIX CIy4asX B CPOK, HE MPEBBIIIAIOIINN TPUAIATH
pabounx AHEW co IHA MPHUHITHUS YIOJIHOMOYEHHBIM (eepallbHbIM OpPraHOM HCIOJIHUTEIbHONW BIAcTH
3asIBJICHUS] O BHECEHUU TaKUX U3MEHEHU.

(uactb 1.3 BBeneHa @enepanbHbiM 3ak0HOM OT 04.06.2018 N 140-D3)
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

1.4. YnonnomoueHHBIH (penepanbHblii OpraH WCHOJHUTENBHOM BJIACTH C YYETOM pe3yJbTaToB
(bapMakoHaa30pa U MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEACTB, HAXOMAALIMXCS B I'Pa)IaHCKOM
000poTe, YCTAaHOBJICHHBIM TPEOOBAaHMAM K HX KA4eCTBY B TEUCHHE JECATH PabOYMX ITHEW cO IHS
IOCTYIUIEHUsI COOTBETCTBYIOLIEH MH(OpManMKM pa3MelaeT Ha CBOeM O(HULHUAIBHOM CcaiiTe B CeTH
"NuTepHer" cBeleHUS O HEOOXOAMMOCTH BHECEHHMS B MHCTPYKLHUIO 1O MEAWLIMHCKOMY HPUMEHEHHUIO
JIEKapCTBEHHOI'O IIpernapaTa MU3MEHEHMH B OTHOLIECHUU CBEACHHHW O IMOKA3aHUAX Ul NPUMEHEHHS U
MPOTHBONOKA3aHUAX JUIA IPUMEHEHHUS JIEKAPCTBEHHOTO Tpernapara, BbISBICHHBIX MOOOYHBIX JEHCTBUSX,
HEXXEJATeNbHbIX PEaKUUAX IMpU NMPUMEHEHUM JIEKapCTBEHHOIO Ipernapara U yBeAOMIsSeT o0 3TOM B
ANEKTPOHHOU (popMme Wi mMUCbMEHHOH (opMe (Ha OyMaKHOM HOCHUTENE) JIEepKaTeNs VI BIIAJeNbla
PEruCTPallMOHHOIO yJOCTOBEPEHUs JIEKApCTBEHHOIO Ipenapara (WIM YIOJHOMOYEHHOE UM Jpyroe
IOpUANYECKOE JIMI0), a TaKKe JAepXkaTeledl WM BIAJENbLEB PETUCTPALMOHHBIX YIOCTOBEPEHUM
JIEKapCTBEHHBIX IPENnaparoB (WIM YHOJIHOMOYEHHBIX HMH JAPYIMX IOPHIMYECKHUX JIUL[), KOTOpbIE
SBJIAIOTCS B3aUMO3aMEHSIEMbIMHU.

(uacTh 1.4 BBenena @enepalibHbIM 3aKOHOM OT 27.12.2019 N 475-D3)

1.5. Jlepkarenb WM Biazesel] PErUCTPAMOHHOIO YAOCTOBEPEHUs JIEKAPCTBEHHOIO Mpernapara, a
TaKKe JIepP>KaTeNH WK BIIAJENbILIbI PETUCTPALIMOHHBIX YAOCTOBEPEHUH JIEKAPCTBEHHBIX MPENapaToB (UiIu
YIIOJTHOMOYCHHBIC UMH JAPYTUe IOPUIHUECKUE JUIA), KOTOPBIC SIBJISTFOTCS] B3aUMO3aMEHSIEMbIMH, 00sI3aHBI
MPEJICTaBUTh B YIIOJTHOMOYEHHBIN (heepanbHblii OpraH UCIOJHUTEIBHOM BIACTU 3asBICHUS O BHECEHUU
W3MEHEHUH B JIOKYMEHTBI, COJEPKAIIMECS B PETUCTPALMOHHBIX JOChE Ha 3apErHCTPUPOBAHHBIE
JIEKApCTBEHHBIEC MPENapaThl ISl MEAULMUHCKOTO MPUMEHEHHUs, B OTHOIICHHHM CBEJICHUW, YKa3aHHbBIX B
WHCTPYKIIUU TI0 MEIUITMHCKOMY MPUMEHEHUIO JICKApPCTBEHHBIX MPEIapaToB, B TEUCHHUE COPOKa pabouynx
IHEH cOo JHSA pa3MeIleHUs YIMOJIHOMOYEHHBIM (eaepaabHbIM OpPraHOM HCIHOJHUTENBHOM BIACTH
nH(popManuy, yKazaHHoOU B yactu 1.4 Hactosmiel crateu. JlaHHOE TpeOoBaHUE HE paCIPOCTPAHICTCS HA
Cllydal BHECEHHUS B MHCTPYKLMIO [0 MEAUIMHCKOMY MPHUMEHEHHUIO JIEKAPCTBEHHOrO Iperapara
W3MEHEHUH B OTHOLIEHUH HOBBIX MOKa3aHUM JJIsl IPUMEHEHUS JICKAPCTBEHHOTO MTPEIapaTa Ha OCHOBAaHUHU
pe3yIabTaTOB COOTBETCTBYIOIIUX MUCCIIEIOBAHMIA.

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

2. DKcnepTr3a JIEKApCTBEHHBIX CPEJCTB B YACTH IKCIIEPTU3bI KAUE€CTBA JIEKAPCTBEHHOI'O CPEJICTBA U
(unn) SKCIEepTU3bl OTHOLLIEHUS 05KMJIa€MOU TOJIB3bI K BO3MOKHOMY PUCKY IPUMEHEHHMSI JIEKapCTBEHHOTO
mpenapara sl MEAULUHCKOTO IPUMEHEHUSI IPOBOANTCA B CIydac BHECEHMsI U3MEHEHUH B TOKYMEHTHI,
coJepXKallMecsT B PETUCTPAlMOHHOM JOCh€ Ha 3aperHCTPUPOBAHHBIM JIEKAPCTBEHHBIM IIpenapar, B
OTHOIICHUH:

1) cBeneHuil, yka3aHHBIX B HHCTPYKUMH [0 MEIHWLHUHCKOMY IPUMEHEHHUIO JIEKapCTBEHHOIO
npenapara:

a) JIeKapcTBEHHasl popMa ¢ yKa3aHMEM HaUMEHOBAHMN M KOJIMUYECTBEHHOT'O COCTaBa JIEHCTBYIOIIMX
BEIIECTB U KaU€CTBEHHOTO COCTaBa BCIIOMOTaTeNbHBIX BEIIECTB (P HEOOXOJUMOCTH KOJMYECTBEHHOTO
COCTaBa BCIIOMOTaTeJIbHBIX BEIIECTB);

6) dapmakoguHamMuka M (QapMaKkOKMHETHKa (32  MCKIIOYEHHEM  (apMaKOKWHETHKH
rOMEOTATHYECKUX JIEKAPCTBEHHBIX MPEMAPaTOB M PACTUTEILHBIX JIEKAPCTBEHHBIX MTPETIApaTOB);

B) TMOKa3aHud i1 TPpUMCHCHUSA

T') IPOTUBOINOKA3aHUs JJIsl IPUMEHEHUS;
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?:,iie?:ﬂbgé 32%'(205 ot 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"06 obpalleHnn nekapcTBEHHbIX cpeacTs” Aata coxpanerua: 11.01.2022

J1) MEPBI IIPEIOCTOPOKHOCTH IIPU IPUMEHEHNH;

e) YKa3aHHUC BO3MOXHOCTH H 0COOeHHOCTEMN IIPUMEHCHHUA JICKAPCTBCHHOI'O IIpf€riapara s
MCIUIHUHCKOI0O IMPHUMCHCHUSA 6epeMeHHLIMI/I JKCHINWMHAMHM, OJKCHIIMHAMHU B 1ICpUOS TI'PyAHOrO
BCKapMJIMBaHHUsA, 1€TbMU, B3pOCIbIMH, UMCIOIIIUMU XPOHUYECKUEC 3a6OJ'IeBaHI/I5[;

) PEKUM J03UPOBAHUS, CIIOCOOBI BBEIECHUS M MPUMEHEHUS, P HEOOXOIMMOCTH BpeMsl IpHeMa
JIEKapCTBEHHOI'O IIpenapara, MpOoJOJDKUTENBHOCT JICYEHUSA, B TOM YHUCIIE y ACTEeH 10 U IOCIE OJHOTO
roja;

3) BO3MOJKHBIE ITOOOYHBIC JICHCTBUS U HEXEIaTeIbHbIC PEAKIIUU IPU MPUMEHEHHUH JIEKap CTBEHHOTO
npernapara;

1) CUMIITOMBI IIEPEI03UPOBKHU, MEPHI 110 OKA3aHUIO TOMOILH TPH MEPEI03UPOBKE;
K) B3aUMOJIEMCTBHE C APYTUMHU JIEKAPCTBEHHBIMHU IIpenapaTaMy U (WIN) TUILEBbIMU IPOIYKTaMU;
1) (OopMBI BBIITyCKa JIEKApCTBEHHOI'O Mpenapara;

M) ykazaHue (IpH HEOOXOIMMOCTH) OCOOCHHOCTEH IEHCTBHS JICKApPCTBEHHOTO IIperapara IpH
MIEPBOM IMPHEME HIU TIPU €0 OTMEHE;

H) CBCACHHUA O BO3MOXHOM BJIMSAHHU JICKAPCTBCHHOI'O IIperiapara AJid MEAULUHCKOTO IMPUMCHCHUA
Ha CII0COOHOCTh YIIPaBJEATh TPAHCIIOPTHBIMHA CPEACTBAMU, MCXAHU3MAMMU,

0) CpPOK TOAHOCTH M yKa3aHHE Ha 3alpeT MPUMEHEHHS JIEKapCTBEHHOIO IperapaTa Mo UCTEYCHUH
CpOKa TOJHOCTH;

1) YCJIOBUS XpaHEHUSs;

P) YCIIOBUS OTITYCKa;

2) cocTaBa JIEKapCTBEHHOTO Mpenapara Jijisi MeJUIIMHCKOTO PUMEHEHHS;

3) u3MeHeHus MecTa NMPOU3BOCTBA JIEKAPCTBEHHOTO Mpernapara st MEAUIIMHCKOTO TPUMEHEHHUS;

4) u3MeHeHus MokKas3aresyieil KauecTBa JEKapCTBEHHOIO Mpernapara Jjsi MEIUIUHCKOTO TPUMEHEHUS
U (MJIM) METO/I0B KOHTPOJIS KayecTBa JIEKApCTBEHHOTO Mpernapara Juisi MeAMLIMHCKOTO IPUMEHEHHUS;

5) HN3MCHCHUA CPOKA I'OJHOCTH JICKAPCTBCHHOTO ITperiapaTa JJI1 MCAUIWUHCKOIO MPUMCHCHHNA

6) cBeneHUl 0 HEOOXOAMMOCTH BHECEHMsI MHBIX W3MEHEHHH B MHCTPYKLHUIO MO MEIUIIMHCKOMY
MPUMEHEHUIO JIEKAPCTBEHHOI'O Tperapara, a Takke B MHbIE JOKYMEHTBI, coOJepxaliuecs B
PETUCTPALIMOHHOM J0Ch€ Ha 3aperMCTPUPOBAHHBIN JIEKApCTBEHHBbIN INpenapar. [Ipum atom pemieHue o
MIPOBEJICHUU DSKCIEPTU3bl KauecTBa JIEKAPCTBEHHBIX CPEACTB U (MJIM) SKCIEPTH3bl OTHOIICHUS
OKUJAEMOH IOJIb3bl K BO3SMOKHOMY PUCKY IPUMEHEHHUS JIEKAPCTBEHHOT'O IIpenapara AJis MEIULUHCKOTO
MIPUMEHEHUS IPUHUMAETCSI B COOTBETCTBUU C YTBEP)KJIEHHOM YIOJIHOMOYEHHBIM (hefiepaibHbIM OPraHOM
WCTIOJHUTENIBHOW BIIACTH KJIacCHU(pUKaIMel W3MEHEHHWH, BHOCHMBIX B JOKYMEHTBI, COJEpKaliuecs: B
PETUCTPALIMOHHOM JIOChE Ha 3aperuCTPUPOBAaHHBIN JIEKapCTBEHHBIN Mpenapar.
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(uactsb 2 B pen. enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. 3asBUTENDb BIPaBe MPEACTABUTH 110 COOCTBEHHON MHUIIMATUBE BMECTE C 3asBJICHUEM O BHECEHHH
U3MEHEHUH B JOKYMEHTBI, COJEpKalllMeCs B PErUCTPALMOHHOM JOChE Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIM Ipenapar Uil MEIUIHMHCKOTO NPUMEHEHHS, KONMUH JOKYMEHTOB, ITOJITBEP)KIAFOIIIX
ymiary FOCYI[apCTBCHHOﬁ MMOUuIMHBI 3a BHCCCHUC B AOKYMCHTLI, COACPIKAIIHUECA B PCrUCTpallMOHHOM
J0ChE Ha 3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIH MpenapaT A1 MEAUIUHCKOTO IPUMEHEHNU I, U3MEHEHHH,
Tpe6yfonmx MMPOBCACHUA OKCIICPTU3BI JICKAPCTBCHHLIX CPCACTB B YaCTU OSKCIICPTU3bI Ka4dCCTBa
JIEKapCTBEHHOTO CPEJCTBA M (WJIM) SKCHEPTHU3bl OTHOIICHUS OXKHJIAEMOW IMOJB3Bl K BO3MOXKHOMY PHCKY
IIPUMEHEHHUs JIEKAPCTBEHHOI'O IIpernapara Juisi MEIULMHCKOTO IIPUMEHEHUS, T'OCYJapCTBEHHON ITOIINHBI
3a BHECGHHE B JOKYMEHTHI, COJEpXKALIMECs B PETHCTPALIOHHOM JOChE Ha 3aperucTpUpPOBAHHBIH
JICKapCTBEHHBIN Mpemnapar Juis MEAMLUHCKOTO NMPUMEHEHUs, U3MEHEHH, He TPeOyIomuX MPOBEACHUS
9KCIIEPTU3BI JICKAPCTBEHHOTO CPEJICTBA, a TAK)Ke BbIJaBaeMble (TIPEIOCTABIISICMbIE) YITOJTHOMOYEHHBIMH
(benepanbHBIMU OpraHaMy MCIIOJIHUTENIFHON BIIACTH JOKYMEHTHI (CBEIEHUS), yKa3aHHbIE B JacTax 1.1 u
1.2 wnacrosmeil crateu. B cinydae MX HempeaCTaBICHUS YIOJIHOMOYCHHBIH (elepalbHBIi OpraH
UCIOJIHUTEJIBHOM ~ BJIACTH  3alpallliBaeT  yKa3aHHbIE  JIOKYMEHTbl  (CBEACHMs]) B  IOPSIKE
MEKBEIOMCTBEHHOTO MH()OPMALIMOHHOTO B3aMMOICHCTBUSL.

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

4. B Teuenue necatu pabouux JHEH cO JHS NOCTYIMJIEHUS YKa3aHHOIO B 4acTH | HacTosIel cTaTbu
3asBIICHUS W HEOOXOIMMBIX JIOKYMEHTOB YIIOJHOMOYEHHBIH (enepaabHblii OpraH HCIOJHUTEIHHON
BJIACTHU:

1) mpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEJACHUI, COAEpKAIMXCS B IPEACTaBICHHbIX
3asBUTEJIEM MaTepHUallax;

2) NIpUHMMAET PELLIEHUE O IPOBEJICHNH YKa3aHHBIX B YaCTH 2 HACTOSIIEH CTaThbU COOTBETCTBYIOLINX
HKCHEPTH3 JIEKAPCTBEHHOI'O CPEACTBA MIIM 00 OTKa3e B X MPOBEICHUH;

3) yBenOMJISIET B AJICKTPOHHOU WJIM MUCHMEHHON (popMe 3asBHUTENS O MPUHSITOM PEIICHUH WIH B
cllydae TMPUHATHS pemieHuss o0 OTKaze B MPOBEACHMHM COOTBETCTBYIOIIEH JKCHEPTHU3BI C yKa3aHUEM
MPUYMH TAKOTO OTKa3a.

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

4.1. B cinydae BBISBICHHUS HEIOCTOBEPHOCTH CBEACHUN, COJEp)KAlIMXCAd B IPEICTaBICHHBIX
3asBUTEJIEM MaTepHajax, YIOJHOMOUYEHHBIN (enepaiabHbIii OpraH MCIOJHUTEIBHONW BIACTH HalpaBlisieT
3asBUTENIIO0 3alpoc 00 YTOYHEHWM YKA3aHHBIX CBeAeHWH. [laHHBIM 3ampoc MokeT ObITh TepenaH
YIIOJIJHOMOYEHHOMY IIPEACTABUTEINIO 3asgBUTENS JIMYHO IOJ PACIUCKY, HAIPaBJICH IO IOYTE 3aKa3HbIM
MIMCBMOM WJIM TI€pPE/IaH B JIEKTPOHHOH (hopMe M0 TeIeKOMMYHUKAllMOHHBIM KaHajaM CBs3H. B ciydae
HaIlpaBJICHUs JAHHOIO 3aIllpoca IO MOYTE 3aKa3HbIM IIMCbMOM OH CYMTACTCS MOJTYYEHHBIM 10 UCTEYECHUU
LIECTH JHEW C aThl HAPABIICHUS 3aKa3HOTO ITUChMA.

(uacTs 4.1 BBeneHa @enepanbHbIM 3akoHOM 0T 25.11.2013 N 317-03)

4.2. 3agButens 00s3aH MPEACTaBUTH OTBET Ha 3alpoC YIMOJIHOMOUYEHHOrO (elepalbHOro opraHa
UCTIOJIHUTEJIBHOW BJIACTU B CPOK, HE MPEBBIMLAIOIIMKA JEBIHOCTa pabOYMX JHEH cO JHS MOITy4eHUs
naHHOro 3ampoca. CpokK, YKa3aHHbIM B 4acTH 4 HACTOAIIEH CTaTbW, NPUOCTAHABIMBAETCS CO [JHSA
HaNpaBJICHUs 3aBUTEIIO 3aIpoca YIOJIHOMOYEHHOTO (hesiepaibHOro opraHa UCIOJHUTEIbHON BIACTH 10
AHA TOJIYYCHHSA UM OTBETA Ha JIaHHBIP'I 3alpoC U HE YYHUTBIBACTCA IPHU HCUHUCICHUU CpPOKa MPHUHATHA
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(peg. ot 11.06.2021)
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[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

pelieHrsT 0 BHECEHMHM HM3MEHEHUH B JIOKYMEHTHI, COJEpKalllMecsi B PErHCTPAlMOHHOM JOChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIH Mpenapar sk MeIUIIMHCKOTO TIPUMEHEHUSI.
(uacTsb 4.2 BBeneHa PenepasibHbIM 3akoHOM 0T 25.11.2013 N 317-®3)

5. OcHOBaHMEM JUIsl OTKa3a B MPOBEICHUU yKAa3aHHBIX B YacTH 2 HACTOSIICH CTAaThbU KCIICPTHU3
SIBIISICTCS TPEACTABIICHUE JOKYMEHTOB, IEPCUNCIICHHBIX B YacTsAX | U 3 HACTOSIICH CTaThH, B HEIIOJHOM
o0beMe, HEIpPEJCTaBICHUE 3asBHUTEICM B YCTAHOBJICHHBIM CPOK OTBETa Ha YKa3aHHBIM B dacTu 4.1
HACTOSIIEH CTaThU 3alpOC YIMOJIHOMOUYEHHOTO (peepaibHOTO OpraHa MCIOTHUTEIBLHOM BIACTH, a TaKXKe
OTCYTCTBHE€ B  NPEJICTaBJICHHBIX JOKYMEHTaX  JIOCTATOYHBIX  CBEJICHHUH,  IOJTBEPIKIAIOIINX
HE0OXOIMMOCTh BHECEHUSI U3MEHEHUH, WIIM OTCYTCTBHE HMH(OPMAIINH, MOATBEPKAAIONMIEH (HaKT yIUIAThI
rOCYJIapCTBCHHBIX IMOIUINH, YKa3aHHBIX B YaCTH 3 HACTOSIICH CTAaThU.

(B pen. deaepanbHbIx 3aKk0HOB OT 25.11.2013 N 317-03, o1 22.12.2014 N 429-D3)

6. YKa3aHHbIE B 4aCTH 2 HACTOSIIECH CTAaThbU DKCHEPTU3BI MIPOBOASTCA B MOPSIKE, YCTAHOBIECHHOM
crathelt 23 Hacrosiero deaepaabHOTO 3aKOHA.

7. B cpok, He MpEeBBILAOIINI AecsITH pado4YuX JHEH CO JHS MOJYYEeHUS 3aKIFOUCHUH KOMHCCHU
AKCIIEPTOB MO pe3ysbTaTaM YKa3aHHBIX B 4YaCTHU 2 HACTOSIIEH CTaThbU SKCHEPTHU3, YIMOJIHOMOYCHHBIH
(enepabHBIN OpraH UCIOJTHUTEILHOMN BIACTH:

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

1) npuHUMAaeT peleHrue O BHECEHUH U3MEHEHHH B TOKYMEHTBI, CO/IEP KAIIUECs] B PETUCTPALIMOHHOM
JI0OChE Ha 3apEeTUCTPUPOBAHHBIA JIEKAPCTBEHHBIN Mpenapar Mg MEIUIMHCKOTO MPUMEHEHHS, WU 00
OTKa3€ BO BHECEHUM TaKUX U3MEHECHUMU;

2) BHOCUT B TOCYJApCTBEHHBIN peecTp JIEKaPCTBEHHBIX CPEJICTB HAa OCHOBAHWU PEUICHUS O
BHECECHMM  WM3MEHEHMM B  JOKYMEHTBI, COJIEpXKAIIMeCsi B  PETUCTPALMOHHOM  JOCbE  Ha
3aperuCTPUPOBAHHBIM JIEKApCTBEHHBIM MpemnapaT s MEIUIUHCKOTO IMPUMEHEHHUs, HEeO0OXOIuMbIe
M3MEHEHUs U BO3BPAILAET UX 3as1BUTEIIO;

3) BBIOAET 3aABUTENI0 HOBOE PETUCTPAllMOHHOE YJOCTOBEPEHME JIEKAPCTBEHHOrO IIpernapaTra B
Clly4ae U3MEHEHHMsI CBECHUM, COJIEPKAILIUXCS B HEM.
(. 3 BBennen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8. OcHoBaHueM /i1 OTKa3a BO BHECEHHM HW3MEHEHUH B JIOKYMEHTBI, COJAeprKauuecs B
PETUCTPAlMOHHOM JOChE€ Ha 3apEerHCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar sl MEIULIHHCKOIrO
MIPUMEHEHHUS, SBJISETCS 3aKII0UEeHUE YIOTHOMOYEHHOTO (efepalbHOr0 OpraHa UCHOTHUTENLHON BIACTH
0 BO3MOXHOCTH CHIDKEHMsI 0€30MacHOCTH, KadecTBa, d(PPEKTHBHOCTH JIEKAPCTBEHHOTO CpPEJICTBA B
CJIy4yae BHECEHMS TAaKUX U3MEHEHUM.

9. Jlomyckaercs oOpalieHue JeKapCTBEHHBIX MpenapaToB JUIsl MEIUIMHCKOTO MPUMEHEHUS 0
HCTEUYEHUs] CPOKa FOJAHOCTH, IPOU3BEJECHHBIX B TEYEHUE CTa BOCBMHJIECATH JIHEU MOCIE JaThl IPUHATUSA
YIIOJIHOMOYCHHBIM q)ellepa.]'H)HBIM OopraHom HUCIIOTHUTETbHON BIACTH PEIICHNA O BHCCCHHUU U3MEHEHHUH B
JOKYMEHTBI, COJAepXkalluecs B PETUCTPAIMOHHOM JIOCh€, B COOTBETCTBUU C HWH(OpMAIUEH,
coJepKalieicss B JOKYMEHTaX pPETUCTPAIlMOHHOTO JOChE€ Ha JIGKApCTBEHHBIM TpermapaT 10 JaThl
MPUHATHS TAKOTO PELICHUSI.

(dactpb 9 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

Crtatba 31. BHeceHne U“3MeHeHuMn B  [AOKYMEHTbI, copepxawmecsi B
perncTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIM JeKapCTBEHHbIM npenapaTt Ans
BeTePMHAPHOIro NpMMeHeHu A

1.B OeiaaxX BHCCCHHUA W3MCHCHUI B JOKYMCHTBI, COACPIKAIIHUECA B PCTUCTPALIMOHHOM JOCHC Ha
3aperHCTPUPOBAHHBIN JIEKAPCTBEHHBIH TNpernapar [yl BETEPUHAPHOTO IPUMEHEHUS, JAepKaTelb WIH
BJIaJIEJIEl] PErHCTPALMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO IIpernapara WM YIOJHOMOYEHHOE UM
ApYyroe IpUANYECKOe JIUIO (Jajiee B HACTOSIIEH CTaThe - 3asBUTEIb) MPEACTABISIET B YIIOJTHOMOYECHHBIIN
denepanbHBIA OpraH WCIOTHUTEIBHOW BJIACTH 3asBICHHE O BHECCHHWU TaKMX HM3MEHEHWH mo Qopme,
YCTaHOBJICHHOH YITOJTHOMOYEHHBIM (heiepaIbHbIM OpPraHOM HCIIOJHHUTENBHON BIIACTH, U MpHUJIaraeMble K
HEMY HU3MCHCHUA B YKA3aHHBIC JOKYMCHTBI, @ TAKXKC HOKYMCHTLI, ITOATBCPIKAAIOIINC HGO6XOI[I/IMOCTL
BHECEHHsI TaknX u3MeHeHui. [Ipn HeoOXoMuMoCTH BHECEHHST M3MEHEHHH B IOKYMEHTBI, COJIep)KaIINecs B
PErUCTPallMOHHOM J0ChE€ Ha 3apEerMCTPUPOBAHHBIA JICKAPCTBEHHBIM IIpenapar il BETEPUHAPHOIO
OPUMEHEHHs, B CIy4asX W3MEHeHus u (WIM) JOMOJHEHHS NPOU3BOJICTBCHHOW  IUIOLIAIKH
JIEKapCTBEHHOTO CPEJICTBA, a TaKyKe M3MEHEHHMs IOKa3zaTellel KadecTBa JEKapCTBEHHOTO IpernapaTa s
BETEPHHAPHOTO TPUMEHEHHs M (WJIM) METONOB KOHTPOJIS KauyecTBa JIGKAPCTBEHHOTO Mpemnapara Juls
BCTCPUHAPHOI'O MMPUMCHCHUA 3asIBUTCIIb JOITIOJIHUTECIIbHO npeaAcCTaBIsACT B YHOJIHOMOtICHHI)If/'I
(benepabHBIN OpraH UCIIOIHUTEIBHOM BIACTH CIEAYIONIINE JOKYMEHTHI (CBEICHNU):

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

1) cBeneHust 0 Jare MPENOCTAaBICHHS W PETMCTPAlMOHHOM HOMEpE JIHMIICH3WH Ha MPOHM3BOACTBO
JIEKapCTBEHHBIX CPEACTB, IPEJOCTaBICHHON IPOM3BOJUTENIO JIEKAPCTBEHHOTO IIpenapara it
BETEPHHAPHOTO IIPUMEHEHUS, Il POCCUICKUX MTPOU3BOIHUTEICH;

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

2) cBeleHUS O JaTe MPEAOCTaBIICHHUS W PETHCTPAIMOHHOM HOMEpE JIMIICH3MH Ha IMPOU3BOJICTBO
JIEKapCTBCHHBIX ~ CPEICTB, TNPEJOCTABICHHONW MPOM3BOAUTENIO (DapMaleBTHUECKON CyOCTaHIUH,
BXOJSIIEH B COCTaB JIEKAPCTBEHHOTO MperapaTa AJii BETEPUHAPHOTO MPUMEHEHHUs, UIsl POCCUHCKHUX
MPOU3BOAUTENEH;

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

3) KOIIUA AOKYMCHTA, BBIAAHHOI'O YIIOJITHOMOYCHHBIM OPraHOM CTpPAaHbI IIPOU3BOJAUTEIIA JIA K&)KI[OfI
MPOU3BOJCTBEHHON IUIONIAJKM JIEKAPCTBEHHOIO IIpenapara Juisi BETEPUHApPHOrO MPUMEHEHHUs U
MTOATBEPIKIAIOIIETO COOTBETCTBUE IMPOU3BOIUTEINS JIEKAPCTBEHHOTO Mperapata TPeOOBaHHUSIM TIPABHUI
HaJyIeKalled MPOU3BOJACTBEHHONM NPAKTUKH, WU €ro IMepeBOJ Ha PYCCKUM S3bIK, 3aBEPEHHbIE B
YCTAHOBJICHHOM HOPAAKE, a TAKKC KOIIHA 3aKIIIOYCHUSA O COOTBECTCTBHUU IMPOU3BOAUTEIIA JICKAPCTBCHHBIX
CpencTB  TpeOOBaHUSM  MpaBU  Hajuiekalied  MPOM3BOACTBEHHON  MPaKTUKW,  BBIAAHHOTO
YIOJIHOMOYEHHBIM (he/lepaIbHbIM OPTaHOM HCIIOTHUTEIHHOM BIACTH IS KaXJAOW MPOU3BOJACTBEHHOM
IUIOMIA/IKK JIEKAPCTBEHHOTO Tperapara i BETePHUHAPHOTO MPUMEHEHHs, JHUOO0 KOMHS PEIIeHUs O
MPOBCACHUH MHCIICKTUPOBAHUS MPOU3BOAUTEIA JICKAPCTBCHHBIX CPCACTB, IPUHATOTO YIIOJIHOMOYCHHBIM
dbenepanbHBIM OpPTaHOM HCIIOJHUTENBHOM BIACTH JUISl K&XKIOM MPOU3BOJCTBEHHOW TUIOMIAIKU
JIEKapCTBEHHOTO Ipenapara JJisl BETEPUHAPHOTO MPUMEHEHHS. YKa3aHHbIE JOKYMEHTBI TPEIACTABIISIIOTCS
B Clyyae, €CIu MPOU3BOJCTBO JIEKAPCTBEHHOTO IMpernapata il BETEPUHAPHOIO NPUMEHEHUs
ocyliecTBisieTcs 3a npeaenamu Pocculickoit @enepanuu;

4) KomMsl JIOKYMEHTa, BBIJIAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpPaHbl TMPOU3BOJIUTENS
(hapmareBTHIeCKOu cyOcTaHImm u MOATBEPKIAIOIIETO COOTBETCTBHUE MPOU3BOIUTENS
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(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

(dapmaieBTHUECKON CyOCTaHIIMU, BXOMSIICH B COCTAaB JICKAPCTBEHHOTO Tperapara JUisi BEeTEPHUHAPHOTO
MIPUMEHEHHUsI, TPeOOBaHUSAM IIPaBUJI HAJJICKAIIeH MPOWU3BOJCTBEHHOM NPAKTUKH, M €ro IEPEeBOJ Ha
PYCCKUU  5I3bIK, 3aBEpPEHHbIE B YCTAHOBJICHHOM TOpSJKE, B Cily4yae, €Clid IPOU3BOACTBO
(hapMareBTHUeCKO CyOCTaHIIMU OCYIIECTBISAETCS 3a npeaenamu Poccuiickont denepanum.

(uactb 1 B pen. @enepanbroro 3akoHa ot 04.06.2018 N 140-D3)

1.1. B ciyyae m3MeHeHus u (WJIM) JONOJHEHHS MPOM3BOACTBEHHOW IUIOMIAJIKU JIEKAPCTBEHHOTO
CpeacTBa JOKYMEHTBI, yKa3aHHbIE B dYacTh | HacTosAmeld CTaTbM, MPEJCTABISAIOTCS 3asBUTEIEM B
OTHOIICHHHM W3MEHSIEMOW M (WJIM) JOMOJIHAEMOW IPOM3BOJICTBEHHON IUIOMIAJKU JIEKapPCTBEHHOTO
cpeacrtsa. Pemenne o BHECEHNH U3MEHEHUH B JOKYMEHTBI, COJIEPKAIMECS B PETUCTPAIMOHHOM JIOCHE Ha
3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIH Mpenapar AJIs BETepUHAPHOTO MPUMEHEHHS, I 00 OTKa3e B MX
BHECCHUU MPUHUMACTCS B CIIydae HEOOXOJMMOCTH MPOBEJCHUS SKCIIEPTU3BI JIEKAPCTBEHHOT'O CPECTBA B
CPOK, HE NPEBBIMIAONINNA IEeBIHOCTa pabOYNX JHEH, a B OCTAIBHBIX CIIydasX B CPOK, HE MPEBbIIIAIONTHN
TpUAUATH paboYMX JHEU CO AHS MPUHSATHS YIOJIHOMOYEHHBIM (hesepabHBIM OPraHOM HCIIONHUTEILHON
BJIACTH 3asIBJIICHUS O BHECEHUH TaKMX M3MEHEHUI.

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

1.2. B ciydae peopraHuzaluy [€p;KaTellsd WIA BIAJENbLA PErUCTPALMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOI'0 IIpernapara Juisli BETEPUHAPHOrO IPUMEHEHMs, pa3padOoTuMKa WM IPOU3BOJIUTEIS
JIEKapCTBEHHOI'O IIperapara Ul BETEPUHAPHOIO NPUMEHEHHs B 3asBJICHUM O BHECCHMM U3MEHEHHMU B
JOKYMEHTBI, COJAEpKAIIUECS B PETUCTPAMOHHOM JOChE Ha 3apPETHCTPUPOBAHHBIM JIEKAPCTBEHHBIN
IpernapaTr il BETEPUHAPHOIO IPUMEHEHHs, YKa3blBalOTCS [aHHbIE JOKYMEHTA, IMOATBEPKIAIOIIETO
BHECEHUE COOTBETCTBYIOIIMX M3MeHEHUN B ENuHBIN rocynapCTBEHHBIN peecTp IOPUAMYECKUX JIMILL (IS
OpraHu3alMii, 3aperucTpupoBaHHbIX Ha TeppuTopuu Poccuiickoit ®Penepanuu), Ui MHOTO JOKYMEHTA,
MTO/ITBEP>KIAIOIIET0 PEOPraHU3alMI0 IOPUINUECKOro Juua (111 OpraHu3aluii, He 3aperucTpUPOBAHHbBIX
Ha Teppuropun Poccuiickoit @enepanun). 3asBieHHME O BHECEHUHM W3MEHEHMH B JIOKYMEHTHI,
COJIepKaIMeCs] B PETUCTPAMOHHOM JOChE Ha 3apEerMCTPUPOBAHHBIA JIEKAPCTBEHHBIM IIpernapar s
BETEPUHAPHOI'0 NIPUMEHEHHS], U NIPUJIaracéMble K HEMY JOKYMEHTBI IIPEICTABISAIOTCS B YIIOJTHOMOYEHHBIN
(benepanbHbI OpraH MCHOJHUTENIBHOM BJIacTU HE MO3JIHEE YeM Yepe3 TpUALaTh pabouux JHEH co JHA
BHECEHHs COOTBETCTBYIOIIMX M3MEHEHUI B ENUHBIN rocyaapCTBEHHBIH peecTp IOPUANYECKHUX JIMIL (A7
OpraHM3aluii, 3aperucTpupoOBaHHbIX Ha TeppuTopuu Poccuiickoit denepanuu) WM co AHS HNPUHATUSA
COOTBETCTBYIOLIETO JTOKYMEHTa, HOJATBEPKIAIOLIETO PEOpraHu3aluio IOpUAWYEcKoro muna (ams
OpraHM3alyii, He 3aperucTpUpOBaHHbIX Ha Tepputopun Poccuiickoit ®enepanun). B cmyuae
peopraHu3anuu JAepKaTess WIA BIIaJenbla PErUCTPAlMOHHOIO YAOCTOBEPEHUs JIEKAPCTBEHHOIO
nmpenapara i BETEPUHApPHOTO IIPUMEHEHHUs 3asBJIICHHE O BHECEHHMM HW3MEHEHUM B JOKYMEHTHI,
coJepaKallvecss B PETUCTPAllMOHHOM JOChE€ Ha 3apEerMCTPUPOBAHHBINA JIEKAPCTBEHHBIM IIpemnapar s
BETEPUHAPHOTO NPHUMEHEHMS, MOJACTCA IOPUAUYECKHUM JIMIIOM, KOTOPOMY B XOJ€ pPEOpPraHM3aluu
IIepeAaHo MpaBo BIAJACHUA TAKUM PErUCTPALMOHHBIM yIOCTOBEPEHUEM.

(uactp 1.2 BBegena ®enepanbubiM 3akoHOM OT 02.08.2019 N 297-03)

2. B cinyyae BHeceHUsI UBMEHEHUN B JOKYMEHTBI, COJEPKAIIUECS B PETUCTPALMOHHOM JOChE Ha
3apETUCTPUPOBAHHBIA JIEKAPCTBEHHBIN TMpenapar Jis BETEPUHAPHOTO TPUMEHEHHS, B OTHOIICHUU
CBEJICHMM, yKa3aHHbIX B noamynkrax 'e", "x", "k", "n", "H", "c¢", "x" mynkra 7 wactu 3 crateu 17
Hacrosiero denepanbHOTO 3aKOHA, U3MEHEHHUS W (WMJIM) JTOTIOJHEHMsSI MPOW3BOJCTBEHHOW TUIOIIAJKU
JIEKAPCTBEHHOI'O0 CPEJCTBA, a TAKXKE B CIydae HM3MEHEHMs IOKa3aTelied KadecTBa JIEKAPCTBEHHOI'O
mpenapara Jjisi BETEpUHAPHOTO TNMPUMEHEHHS W (WJIM) METOJOB KOHTPOJS KadecTBa JICKAPCTBEHHOTO

npenapara Ajid BCTCPUHAPHOI'O MPUMCHCHUSA IMPOBOJAUTCA SKCIICPTHU3a JICKAPCTBECHHOTO CPEACTBA IJIA
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

BETEPUHAPHOTO TMPUMEHEeHHs. B ciaydae HEOOXOIMMOCTH BHECEHHS WHBIX H3MEHEHHH B JOKYMEHTHI,
COJZICpIKAINECss B PErHCTPAllMOHHOM JI0OChE€ Ha 3aperMCTPHUPOBAHHBIN JICKAPCTBEHHBIN Mpernapar s
BETEPUHAPHOTO MPUMEHEHHSI, SKCIIEPTH3a JICKAPCTBEHHOTO CPE/ICTBA JJII BETEPUHAPHOTO MPUMEHEHHS HE
MIPOBOJTUTCS.

(B pen. deaepanbhbix 3akoHOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. 3asBUTENb BIpaBe MPEACTABUTH 110 COOCTBEHHON MHUIIMATUBE BMECTE C 3asBJICHUEM O BHECEHHU
U3MEHEHUH B JOKYMEHTBI, COJEp)KAalllMeCs B PErUCTPALMOHHOM JOChE HA 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIM Mpernapar Uil BETEPUHAPHOTO NPHUMEHEHHUS, KOMHU JIOKYMEHTOB, ITOJITBEP)KIAIOIINX
ymiary FOCYEapCTBeHHOﬁ MONJIMHBI 3@ BHCCCHUC B AOKYMCHTBI, COACPIKAIINUECA B PCTUCTPALIMOHHOM
J0ChE Ha 3apEeTrHCTPUPOBAHHBIN JIGKAPCTBEHHBIN MpernapaT Il BETEPUHAPHOTO IPUMEHEHHS, H3MEHEHUH,
TpeOYIOMIMX TPOBEIACHUS JKCIEPTU3bI JIEKAPCTBEHHOTO CPEICTBA, WM HM3MEHEHHH, HE TPEOYIONUX
NPOBEJCHUS SKCIEPTHU3bI JIEKAPCTBEHHOTO CpelCcTBa. B ciryyae HEOOXOAMMOCTH M3MEHEHHS CBEICHUI,
COACPIKAIIUXCSA B PCTUCTPAIMOHHOM YAOCTOBCPCHHM JICKAPCTBCHHOI'O IIpCriapara I BCTCPHUHAPHOI'O
NPUMEHEHHs, C 3asBJICHUEM, YKa3aHHBIM B 4acTH | HAacTOALIEH CTAaThH, 3asiBUTEIb BIIPABE NPEACTABUTH
[0 COOCTBEHHOM WMHMIIMATHBE KOIMIO JOKYMEHTA, IOATBEPKAAIOIIEr0 YIUIATy TOCYAapCTBEHHOU
MOLIUIMHBI 32 BBIAAYY PETUCTPALIMOHHOIO YJJOCTOBEPEHUS JICKApCTBEHHOI'O IpenapaTa. 3asiBUTEIb BIpaBe
MnpeaACTaBUTL I10 cOOCTBEHHOMH WHUIMATUBC CBCACHUSA O JIMIUCH3UAX, YKA3aAHHBIC B ITYHKTAX 1 u 2 yactu 1
HAacTOAIIeH CTaThbM, a TakXKe BbIJaBaeMble YINOJHOMOYEHHBIMH  (eepalbHBIMH  OpraHaMH
HCIIOJIHUTEJILHON BJAacTU JOKYMEHTHI, YKa3aHHble B IyHKTe 3 uyactu | Hacrosmed crateu. B ciyuae
HETIPEJCTAaBICHUS] YKa3aHHBIX JOKYMEHTOB (CBEICHHII) YIOJHOMOYEHHBIH (enepanbHblii Opra
UCIOJHUTEJIbHON  BJIACTH  3alpallliBaeT  yKa3aHHbIE  JIOKYMEHTbl  (CBEACHMs]) B  IOPSIIKE
MEKBEIOMCTBEHHOTO MH()OPMALIMOHHOTO B3aMMOJICHCTBUSL.

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

4. B cpok, He NpeBBIIIAOMUN 1ecATH pabounx JHEH cO JHsS MOCTYIUICHUS YKa3aHHOTO B 4acTH |
HACTOALIEH CTaThbU 3asdBJICHUS U HEOOXOAMMBIX JOKYMEHTOB, YHNOJHOMOYEHHBIN (erepanbHblii opran
VICIIOJTHUTENIBHON BIIACTH:

1) mpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEJCHHH, COAEpKAIIMXCS B IMPEICTaBIECHHBIX
3asBUTEJIEM JOKYMEHTAX;

2) NIpUHUMAET pelleHue O MPOBEAECHUH IKCIIEPTU3BI JIEKAPCTBEHHOTO CPECTBA I BETEPUHAPHOIO
IPUMEHEHMs WK 00 OTKa3e B €€ MPOBE/ICHUHY;

3) yBenoMisieT B MUCbMEHHOU (opMe 3asiBUTEIN O MPUHATOM PEIIEHUU WM B Cllydae NMPUHATHUS
pemieHust 00 OTKa3e B MPOBEJCHMM SKCIEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA JJs BETEpUHAPHOTO
IIPUMEHEHHUS C YKa3aHUEM IIPUYHMH TaKOro OTKa3a.

4.1. B cnyyae BBISBIEHUS HEJOCTOBEPHOCTH M (WJIM) HEJJOCTATOYHOCTHU CBE/IEHUH, CollepKalluxcs B
MIPE/ICTABICHHBIX 3asBUTENIEM JOKYMEHTaX, YIOJHOMOYEHHBIH (efepanbHblii OpraH HCIOJHUTEIbHOU
BJIACTU HANpaBJsieT 3asBUTEIIO 3alpoc 00 YTOUHEHUH YKAa3aHHBIX CBEJICHHUU. 3arpoc MOXKET OBbITh
nepesiaH yIoJIHOMOYEHHOMY IPEICTaBUTEIN0 3asBUTENS M0/ PAaCHKCKy, HAIPaBJeH IO MOYTe 3aKa3HbIM
MUCHbMOM WM NEpEeAaH B 3JEKTPOHHOM (Gopme Mo TeIeKOMMYHUKAIMOHHBIM KaHalaM CBs3H. B ciydae
HaIpaBJIeHUs 3ampoca 00 YTOYHEHUH yKa3aHHBIX CBEICHUH MO MOYTE 3aKa3HbIM MHMCbMOM OH CUUTAETCS
IIOJIYYEHHBIM 10 MICTEYEHHUH LIECTH THEHN C JaThl HAIPABJIEHUS 3aKa3HOTO ITUChMa.

(uacTsb 4.1 BBenena @enepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

4.2. 3agButens 00s3aH MPEACTABUTH OTBET HA 3aMpOC YIMOJTHOMOYEHHOTO (eAepabHOrO OpraHa
UCIIOJIHUTENIbHON BJIacTH B CPOK, HE MPEBBIMIAIONINI JAEBSHOCTA PabOYuX AHEH CO JHSA TMOIYYCHHS
naHHoro 3ampoca. Cpoku, ykazaHHble B 4yacTu 1.1 Hacrosiieil craTbd, MPUOCTAHABIMBAIOTCS CO JIHSA
HaIpPaBJICHUS 3asBUTEIIIO 3aIIPOCa YIIOJIHOMOUYEHHOTO (eiepaibHOrO OpraHa UCIOJHUTENLHOM BIacTH 10
JHSL TIOJyYeHHUs OTBETa Ha JAHHBIM 3ampoc U HE YUUTHIBAIOTCS MPU HCUYUCICHUH CPOKA MPUHATUA
pellleHrss O BHECEHHWM H3MEHEHM B JOKYMEHTHI, COJEp>Kallhecs B PErMCTPAlMOHHOM JOChe Ha
3apEeruCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar JJisi BETEPUHAPHOTO IPUMEHEHHUS.

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

5. OcHoBaHuMeM Ui OTKa3a B TPOBEIEHUH OKCHEPTU3bI JIEKAPCTBEHHOTO CpPEACTBA IS
BETEPHHAPHOTO MPUMEHEHHs SBISETCS NPEACTABICHUE JOKYMEHTOB, YKa3aHHbIX B dacTsax | u 3
HaCTOSIIJ_[ef/'I CTaTbu, B HCIIOJIHOM 00BeEME MU OTCYTCTBHC B IIPCACTABJIICHHBIX JOKYMCHTAX JOCTATOYHBIX
CBEJCHUH, TOATBEPXKIAIOIMX HEOOXOJMMOCTh BHECEHUs HM3MEHEHHMH, JMOO0 HempeaCcTaBIeHNE
3asBUTEJIEM B YCTAHOBJICHHBII CPOK OTBETAa Ha yKa3aHHBbIM B yacTu 4.1 HacTosLed CTaTbU 3ampoc
YIIOJTHOMOYEHHOT0 (heZiepaaIbHOro OpraHa UCTIOIHUTEIBHON BIIACTH.

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

6. DkcnepTu3a JICKapCTBEHHOI'O CpEACTBA JUIsl BETEPUHAPHOTO HPUMEHEHHs B LEISIX BHECEHUS
U3MEHEHUH B JOKYMEHTBI, COJEpXKAaIIMECs B PErUCTPALMOHHOM JOCh€ HA 3aperucCTPUPOBAHHBIN
JICKapCTBEHHBIH TpemaparT [yl BETEPUHAPHOTO IPHUMEHEHUs, OCYIIECTBISETCS B  HOPSIKE,
YCTaHOBJIEHHOM cTaThell 24 HacTosiero @enepajbHOro 3aKOHa.

6.1. B cpok, He mpEeBBIIAOIINIA JECATH pabOYNX AHEH CO JTHS MOTyYEHHS 3aKIIOYEHUS KOMHCCUU
AKCIIEPTOB IO PE3yJibTaTaM YKa3aHHOW B YacTH 2 HACTOAIIEH CTAaTbU SKCIEPTHU3bI, YIOJIHOMOYCHHBIN
benepanbHBI OpraH UCMOTHUTEIBHON BIACTH:

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

1) npuHUMaeT pelieHne O BHECEHUU U3MEHEHUH B TOKYMEHTBI, COJIEpKaIUecs] B pErUCTPALIMIOHHOM
JI0OCbE€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIH Mpenapar Ajs BETEPUHAPHOTO MPUMEHEHHUs, WU 00
OTKa3€ BO BHECEHUM TAKUX U3MEHEHHUI;

2) BHOCUT B TOCYJapCTBEHHBIH pEEeCTp JIEKAPCTBEHHBIX CPEJCTB HAa OCHOBAHWU pEIICHUS O
BHECECHMM  WM3MEHEHMH B  JOKYMEHTBI, COJIEpXKallMecsi B  PETUCTPALMOHHOM  JOChE  Ha
3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIM Mpenapar sl BETEPUHAPHOTO NPHUMEHEHHs, HEO0OXOIUMBbIe
M3MEHEHUs U BO3BPALLAET 3TU JOKYMEHTHI 3asiBUTEINIO;

3) BbIIAeT 3asBUTENI0 HOBOE PErMCTPALMOHHOE YJOCTOBEPEHME JIEKaPCTBEHHOIO IpernapaTa s
BETEPUHAPHOTO MPUMEHEHHS B Cllydae HEOOXOJIMMOCTH M3MEHEHUS CBEJCHHM, COJepKALIMXCSA B HEM, C
COXPAaHEHHEM HOMEpA paHee BbIIAaHHOTO PETUCTPALMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO Ipenapara
JUIs. BETEPUHAPHOTO IPUMEHEHUS.

(. 3 BBennen denepanbHbiM 3aKk0oHOM OT 02.08.2019 N 297-D3)
(uacTsb 6.1 BBeneHa @enepanbHbIM 3akoHOM 0T 22.10.2014 N 313-D3)

6.2. B cinydae BHECEHUsI U3MEHEHUN B JIOKYMEHTBI, COJEPKAIINECS B PETHCTPALIMOHHOM J0ChE Ha
3apETUCTPUPOBAHHBIM  JIEKADCTBEHHBIM NIpernapar s BETEPUHAPHOTO IPUMEHEHMs, B YacTH,
Kacalolleicss W3MEHEHUs U (WiIu) JIOTNOJHEHUS IPOU3BOJCTBEHHOM IUJIOMIAAKH JIEKAPCTBEHHOTO
npernapara, py MPeICTaBICHUH 3asSBUTEIEM B COOTBETCTBHM C IYHKTOM 3 yacTW 1 HacTosed cTaTbu
KOIUU PEIIeHUs YINOJHOMOYEHHOIO (eepaibHOr0 OpraHa HCIHOJHHUTEIBHON BIACTH O MIPOBEIACHHUU
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[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

WHCIIEKTUPOBAHUS MPOU3BOJIUTENS JICKAPCTBEHHBIX CPEACTB CPOK, YKa3aHHBIM B yactu 6.1 Hacrosmieit
CTaThH, MPUOCTAHABIMBAETCA CO JIHA IMOJYYEHHS 3aKJIFOYEHHS KOMUCCUU 3KCIEPTOB 0 JTHS HPHUHATHUSA
YIOJTHOMOYEHHBIM (eiepaTbHBIM OPraHOM UCTIOTHUTEIILHOM BJIACTH PEIICHUS O BbIAaue Wi 00 OTKa3e B
BbIIaYE 3aKJIIOUYEHHUS O COOTBETCTBUU MPOM3BOAUTENS JEKAPCTBEHHBIX CPEACTB TPEeOOBAHMSIM IPABHII
HaJJIeXkKaIeld MPOU3BOJCTBEHHON IPAKTHKH, HO HE 0oJiee UeM Ha CTO BOCEMBJIECAT padounX JTHEH.

(dactp 6.2 BBeaeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

7. OcHoBaHHMeM JUIsi OTKa3a BO BHECEHHMM W3MEHEHUW B JOKYMEHTBI, COJEp)Kalluecs B
PETUCTPALIMOHHOM JI0OCb€ Ha 3apEeTrUCTPUPOBAHHBIN JIEKAPCTBEHHBIH TMpenapar Jjii BETEPUHAPHOTO
MIPUMEHEHHUS, B CIIy4asx, HE TPEOYIOMIMX MPOBEICHUS SKCIEPTU3HI JIEKAPCTBEHHOTO CPEJICTBA, SIBISICTCS
MIpe/ICTaBJICHUE JTOKYMEHTOB, YKa3aHHBIX B 4acTax | u 3 HACTOSIeH CTaTbU, B HEMOJHOM O0BEME WIIH
OTCYTCTBHE B IPEJICTABICHHBIX JOKYMEHTaX CBEIECHUH, KOTOPHIE IOJDKHBI OBITh B HUX OTPAXKEHBI, TUOO
HEMpPEeJICTaBICHUE 3asgBUTEJIEM B YCTAaHOBJICHHBIM CPOK OTBETa Ha yKa3aHHBIM B yacTu 4.1 HacTosuIel
CTaThH 3aIPOC YIIOJIHOMOYEHHOTO (heIepaTbHOT0 OpTraHa UCIOJHUTEIHHON BIACTH.

(uactb 7 B pen. denepanbuoro 3akoHa ot 04.06.2018 N 140-D3)

7.1. OcHoBaHWeM /i OTKa3a BO BHECEHHMM HM3MEHEHHMM B JIOKYMEHTBI, COJEpIKaIluecs B
PETUCTPAllMOHHOM JI0Ch€ Ha 3apeTUCTPUPOBAHHBIA JICKAPCTBEHHBIH TNIpermapar i BETECPUHAPHOIO
MIPUMEHEHHUSI, B CIy4asix, TPeOYIOMMX MPOBEACHHUS SKCHEPTHU3bI JIEKAPCTBEHHOTO CPEACTBA, SIBISETCS
3aKJIIOUYEHHE YIOJIHOMOYEHHOTO (heneparbHOro OpraHa HCIOJMHUTEIBHOW BIIACTH O BO3MOXKHOCTH
CHIDKCHHUS 0€30TIaCHOCTH, KauecTBa, 3(PPEKTUBHOCTH JICKAPCTBEHHOTO Tperapara BCICICTBUC BHECCHUS
W3MEHEHUN B yKa3aHHbIE JOKYMEHTBI, OTKa3 YIIOJIHOMOUYEHHOTO (heiepaabHOro opraHa UCIOIHUTEIbHOM
BJIACTH B BBIJJA4€ 3aKJIIOYEHUS O COOTBETCTBHH IMPOU3BOIUTEINS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSIM
MpaBWJI HaJJIeKallell MPOU3BOJCTBEHHOW MPAKTUKH B CIy4yae HW3MEHEHHS U (WIK) JOMOJHEHUS
MIPOU3BOJICTBEHHON TUJIOMIAJKKA JIEKQPCTBEHHOTO IIpernapara, €CiId IPOU3BOJCTBO JIEKAPCTBEHHOTO
mpernapara Juis BEeTEpUHApHOTO MPUMEHEHHUs OCYIIEeCTBIseTcs 3a mpeneiamu Poccuiickoit @enepanuu,
WJTU OTCYTCTBHE 3TOTO 3aKIIOYCHUSI.

(uactp 7.1 BBenena denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

8. Jlomyckaercss oOpaleHre JeKapCTBEHHBIX IPENapaToB JUIsi BETEPHHAPHOTO TPUMEHEHHUS 0
HCTEYEHUS CPOKa FOJHOCTH, IPOU3BEIEHHBIX B TEUEHHE CTa BOCBMUIECATHU JIHEH Mocie JaThl MPUHATHUS
YIOJIHOMOYCHHBIM (1)6I[CpaJ'II)HBIM OopraHom HUCIIOTHUTEILHOM BIACTH PEeICHNA O BHCCCHHUU N3MEHEHHUH B
JOKYMEHTBI, COJIEpIKaIlHecs] B PETUCTPALMIOHHOM JIOChE Ha JIEKapCTBEHHBIHM MpenapaT, B COOTBETCTBUU C
uH(popmMalren, coaeprkamieics B JOKYMEHTaX PErUCTPallMOHHOIO JOChE Ha JIEKapCTBEHHBIHN Mpenapar J0
JaThl IPUHATHUS TAKOTO PEILICHUS.

(uactb 8 B pen. exepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

CraTtbsa 32. OTMeHa rocyaapCcTBEHHOW perncrpauum fieKapcTBEHHOro npenapara

Pemenne 006 oTMeHe rocyJapCTBEHHOH perucTpalnyy JEKapCTBEHHOTO INpernapara U UCKIYEHHH
JIEKapCTBEHHOI'O TIpernapara M3 TOCYAApCTBEHHOIO peecTpa JIEKAapCTBEHHBIX CPEICTB IPUHHUMAETCS
YIIOJTHOMOYEHHBIM (e/iepalbHbIM OPTaHOM MCTIOTHUTEIBHON BJIACTH B CiIydae:

1) npecTaBICHUs COOTBETCTBYIOIIUM YIIOJTHOMOUEHHBIM (heIepaIbHBIM OPraHOM HUCTIOTHUTEIIbHOM
BJIACTH 3aKIIOYCHHUS O PHUCKE WM 00 Yrpo3e 370pPOBbIO, JKH3HH UYEIOBEKAa WM SKABOTHOTO IIPH
NPUMEHEHUH JIEKAPCTBEHHOTO Tpernapara, MPEBBIIIAINMX ero 3(PQPEKTHBHOCTh, IO pe3yJbTaTam
OCYIIECTBIIIEMOTO UM MOHUTOPHHTA 0€30MaCHOCTH JIEKAPCTBEHHOT'O MpenapaTa;
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

2) mojmaym JAeprKaTelieM WIA BJIAJEIbIIEM PETUCTPAMMOHHOTO YIOCTOBEPCHHS JIEKAPCTBECHHOTO
npernapara WM YIOJHOMOYCHHBIM WM JIDYTUM FOPUAMYECKHM JIMIIOM 3asBJICHUS 00 OTMEHe
rOCy/IapCTBEHHON PETUCTPAIIMH JICKAPCTBEHHOTO Mpenapara;

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

3) HENOATBEP)KIAEHUS FOCYAAPCTBEHHOM PErHCTpalMM JIEKAPCTBEHHOI'O Ipenapara 1o HWCTEYEHUU
CpOKa JACUCTBHSI PETHCTPALIMOHHOIO YAOCTOBEPEHUS, BBIIAHHOI'O HA IIATH JIET;

4) HenpeACTaBICHUS 3asiBUTEIEM HH(OPMAIIMH, KOTOPask MOKET TOBJIeYb 32 cO00i HEOOXOUMOCTh
BHECEHUs U3MEHEHMH B JJOKYMEHTBI, COEpKalHecs B PETUCTPALlMOHHOM JI0ChE Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBCHHBIN Mpernapar, B TSUeHUE TPUIIATH pabovnx JHEW CO THS HACTYIUICHUS dTUX U3MECHCHU;

5) ocyuecTBICHHsI TOCYyIapCTBEHHONW pErucTpalMy JEKapCTBEHHOIO IMpernapara I0J TOPIOBbIM
HAMMCHOBAHUCM 3apCruCTpUpOBAHHOI0 pPaHEC IMOA 3TUM TOProBbIM HAMMCHOBAHUCM JICKAPCTBCHHOI'O
npernapara, OTJIMYAIOLIErocss KaYeCTBEHHBIM COCTABOM JIEHCTBYIOIINX BEILECTB;

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

6) OCYIIECTBICHUS TOCYJAPCTBEHHOI PETUCTPAIlMK OJHOTO U TOTO YK€ JICKAPCTBEHHOTO IMperapara B
OTHOIICHWH OJHOTO W TOTO K€ JepiKareis WU BIIAJENblla PETUCTPAIMOHHOTO YAOCTOBEPEHUS
JICKQpCTBEHHOTO TMpernapara B BUAC IBYX M 00Jee JIGKAPCTBEHHBIX IPENapaToB IIOJ pa3IHYHBIMU
TOPrOBHIMH HAMMCHOBAHUSIMU;

(m. 6 B pea. @exnepanbHoro 3akona ot 04.06.2018 N 140-03)

7) BEIHECCHHSI CYZIOM PEIICHHS O HAPYIICHUH TPaB IMPaBoo0IanaTeliss 00beKTOB HHTEIUICKTYIbHON
COOCTBEHHOCTHU IIPU 0OpaIlleHUH JIEKApCTBEHHBIX CPE/CTB;

8) OTCYTCTBHS JIEKApCTBEHHOI'O TMpermapara B oOpamieHuu B Poccuiickoit denepannu B TeueHUE
Tpex u bornee Jer;
(1. 8 BBeieH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

O) HeBHIOMHEHHUS JepXKaTeleM WM  BJIaJebIleM PETUCTPALMOHHOTO  YAOCTOBEPEHUs
JIEKApCTBEHHOTO TIpernapara 00 YIMOJIHOMOUYECHHBIM UMHU JIPYTUM IOPHIMYECKUM JUIIOM MEPOTPUSITHIA
no obecrneyeHn0 Oe30MacHOCTH JIEKAPCTBEHHBIX IMPEMapaToB, YCTAHOBJICHHBIX YIMOJIHOMOYEHHBIM
(dbenepaibHBIM OpPraHOM HCIIOJHUTEIHHOM BJIACTH B COOTBETCTBMM C dYacTsmMu 3 u 4 cratbu 64
HacTosiero ®enepanbHOro 3aK0Ha, B paMKax OCYIIECTBICHUs (papMakoHaaA30pa;

(. 9 BBennen DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

10) oTkaza pepxareis WIM BJaJenblia PETUCTPALlMOHHOTO YIOCTOBEPEHHs JIEKapCTBEHHOIO
npenapaTta JIMOO YIMOJIHOMOYEHHOTO MMM JIPYroro HOPHAWYECKOro JIMIa OT BHECEHUS M3MEHEHUN B
MHCTPYKLHIO II0 IPUMEHEHHUIO JIEKAPCTBEHHOI'O IIperapaTa, KacaroIMXCS HOBBIX IOATBEPKICHHBIX
JAHHBIX O TOM, YTO PUCK NMPUUMHEHUS Bpena 3/I0pPOBBIO0 YEJIOBEKA WJIM KMBOTHOTO BCIIEJCTBUE IpHEMa
JIEKapCTBEHHOTO Mpenapara npeBbiiaeT 3pHEeKTUBHOCT €0 IPUMEHEHHUS.

(. 10 BBenen denepanbHbiM 3aKk0HOM OT 22.12.2014 N 429-03)

Koncynprantlimtoc: npumedanue.
C 01.01.2023 cr. 32 pononusierca n. 11 (@3 ot 27.12.2019 N 475-D3).
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

CraTtba 33. locyaapcTBeHHbIN peecTp fieKapCTBEHHbIX CPeaAcTB

1. T'ocymapcTBEHHBIH peecTp JIEKAPCTBEHHBIX CPEJCTB COJEPKUT TMEPEUYCHb JICKAPCTBEHHBIX
[IpernapaToB, MPOILIEAIINX TOCYIapCTBEHHYIO PETUCTPALIMIO, NepeueHb (hapMalleBTHUECKUX CyOCTaHIIHM,
BXOJIAIINX B COCTAB JIEKAPCTBEHHBIX MIPETAPATOB, U CICIYIOIIYI0 HHPOPMAITHIO:

1) B OTHOIIEHUH JIE€KAPCTBEHHBIX IIPENapaToOB:

a) HaMMEHOBaHHME JICKAPCTBEHHOI'O IIpemapara (MEXIyHapOJHOE HEMAaTeHTOBaHHOE, WU
IpYNIIMPOBOYHOE, MM XUMUUYECKOE U TOPIrOBOE HAUMEHOBAHMS);
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

0) nexkapcTBeHHas (OopMa ¢ yKa3aHHUEM JIO3MPOBKH JIEKAPCTBEHHOTO IIperapaTa U ero KOJM4ecTBa B
NOTPEOUTENHCKON yITaKOBKE;

B) HAMEHOBAHHE JIepIKaTeNs WM BIaJIeNIbl[a PETHCTPAHOHHOTO YOCTOBEPEHHS JIEKapCTBEHHOTO
mpernapara U CBEJCHHS O PETHCTPALdU JIep)KaTessl WIM BIIaJelblla PETUCTPAIIMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO Mpernapara JUisi MeIUIIMHCKOTO MPHUMEHEHUSI B Ka4eCTBE HAJOTOIUIATEIIbIINKA B CTPaHe
peructpanuu (IUIT POCCUUCKHUX IOPUIMYECKUX JIUI - WICHTU(DUKAIMOHHBIA HOMEp HAJIOTOIUIATeIbIIIHKA
(MHH), nnst mHOCTpaHHBIX IOPUIMYECKHX JIUIL - CTpaHa PErUCTPALUK, HAUMEHOBAHHE PETHCTPUPYIOLIETO
OpraHa, perucTpallMOHHBIM HOMEp, KOJ HAJOroIUIaTebIIMKa B CTpaHE pPErucTpaluuu (MHKOPIIOpaIUK)
WM €TO aHaJor);

(nm. "B" B pen. ®enepanpHoro 3akoHa ot 28.12.2017 N 425-D3)

I') HAMMEHOBAHUE U aJpec MPOU3BOAMUTENS JEKAPCTBEHHOr0 IpenapaTa U CBEACHUS O PErUCTpaliu
[IPOM3BOJUTENS  JIEKAPCTBEHHOIO0  Ipernapara Uil  MEAULMHCKOIO IPUMEHEHMs] B  KayecTBe
HQJIOromjiaTeJbIluka B  CTpaHe  perucrpauuu  (Iii  POCCHMMCKMX  IOPUJIMYECKUX — JIMI[ -
UJACHTU(PUKAIMOHHBI HoMmep Hanoromnatenbiiuka (MHH), mi1s vMHOCTpaHHBIX OPUIMYECKUX JIHIL -
CTpaHa pErucTpanuy, HAaUMEHOBAHWE PETHUCTPUPYIOLIETO OpraHa, PEruCTPallMOHHBIM HOMEp, KOJ
HaJIOTOIJIaTENbIINKA B CTPAHE perucTpauy (MHKOPIOpAluK) WIN €ro aHaJlor);

(mm. "r" B pen. ®enepanbHoOro 3akona ot 28.12.2017 N 425-D3)

1) dbapmakoTeparneBTHYECKAs rpyIma, KO/, JIEKapCTBEHHOTO npenapara 13(0)
aHaTOMO-TEPaNeBTHUECKO-XUMHUYECKON KIacCU(pUKaIllK, PEKOMEHI0BaHHOW BceMupHON opranuzarueit
3IpaBOOXPaHEHUS;

(mm. "n" B pea. @eaepanbHOro 3akona ot 22.12.2014 N 429-03)

e) IMMOKa3aHUA U IMPOTHUBOIIOKAa3aHWA K IPUMCHCHHIO JICKAPCTBCHHOT'O IpLIiapara,
) TOOOYHBIE ISHCTBUS JIEKAPCTBEHHOTO MIpenapara;

3) CPOK TOJTHOCTH JIEKAPCTBEHHOTO TIpernapara,

W) YCJIOBHSI XpaHEHUsI JIEKaPCTBEHHOTO Mpenapara;

K) YCJIOBHS OTITyCKa JIEKapCTBEHHOTO Mpernapara;

J) HOMep QapMakonedHOW cTaThbMl WJIM B ClIydae €€ OTCYTCTBHSI HOMEp HOPMaTHBHOM
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

AOKYMCHTAaIUK 1100 HOPMAaTUBHOI'O JOKYMCHTA,

M) JaTa TOCYAApCTBEHHOH perucTpanuy JIEKapCTBEHHOro Ipenapara M €ro perucTpaluoOHHBINA
HOMEp, J1aTa 3aMEHbl PETUCTPALMOHHOIO YAOCTOBEPEHUs JIEKapCTBEHHOIO Ipernapara Ha OeccpodyHOe
pErucCTpallMOHHOE  YAOCTOBEPEHUE JIEKAPCTBEHHOrO0 IIpenaparta, JaTra I[OoJayd  3asBJIECHUS O
MOATBEPKJICHUN TOCYAApPCTBEHHOM  PErMcTpalMM  JICKAPCTBEHHOTO Ipemapara, Jara OTMEHBI
rOCyJJapCTBEHHOM perucTpaiiy JeKapcTBEHHOTO IIpenapara;

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

H) KAueCTBEHHBI COCTAaB M KOJUYECTBEHHBIM COCTAaB JCHCTBYIOIIMX BELIECTB M KayeCTBEHHBIN
COCTaB BCIIOMOTaTeJbHbIX BELIECTB JIEKAPCTBEHHOI'O IIpErapara;
(. "u" BBeneH deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

0) nH(pOpMaIus 000 BCEX pa3pelIeHHBIX BUaX BTOPUYHOHN (TOTPEOUTENBCKOM) YIAaKOBKH;
(nm. "o" BBeneH PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)

1) JaTa TPUHSATUS pEHICHUsT O BO3MOXKHOCTH paccMaTpHUBaTh JICKAPCTBEHHBIA IpernapaTr NpHu
roCy/IapCTBEHHON PETUCTPALUU B KauecTBe Op(haHHOrO JeKapCTBEHHOTO Mpernapara (A1 JeKapCTBEeHHbBIX
MpenaparoB JJIsi MEAUIIUHCKOTO PUMEHEHHUS );

(mm. "m" BBemen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepaabHOrO 3aKOHA OT
27.12.2019 N 475-D3)

p) HamuuMe JEKapCTBEHHOIO IMpernapara B IEpeuHe KU3HEHHO HEOOXOAWMBIX U Ba)KHEHIIHUX
JIEKApCTBEHHBIX MIPEmnapaToB (s JIEKapCTBEHHBIX MPENapaToB JJisi MEIUIIUHCKOTO MPUMEHEHHS);

(mm. "p" BBemen denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-®3; B pen. ®enepalibHOTO 3aKOHA OT
27.12.2019 N 475-D3)

C) HaJIMYMe B JIEKAPCTBEHHOM Ipernapare HApKOTUYECKUX CPEICTB, ICUXOTPOMHBIX BEIIECTB U UX
MPEKypCOpOB, MNOMJIECKAIMMX KOHTpoJito B  Poccuiickoii  ®enepauur, B  COOTBETCTBHH  C
3aKkoHonarenbcTBOM Poccuiickon denepanuu, Mexx 1 yHapoAHbIMU JoroBopamu Pocculickoit @enepannu,
B ToM uucine EauHONl KOHBEHIMEH O HapKoTHYecKuX cpenctBax 1961 roma u KouBenmueir o
MICUXOTPONHBIX BemecTBax 1971 roaa;

(. "c¢" BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

T) uHpoOpMamusi O TOM, SBIAETCS JIM JAaHHBIA JIEKAPCTBEHHBIM Tmpenapar pedepeHTHBIM
JIEKapCTBEHHBIM TIPENapaToM;
(nm. "T" BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-®3)

Y) CBCIACHHA O II0Ja4€ 3asBJIICHHSA O BHCCCHHH H3MCHCHHI B JOKYMCHTBI, COJACPpKAIIHUECA B
PEruCTpaiioOHHOM OOCHC Ha HeKapCTBeHHLIﬁ npenapar,

nen

(nm. "y" BBeieH PenepanbHbIM 3aK0oHOM OT 22.12.2014 N 429-D3)
¢) yrpatun cuiy ¢ 1 mapta 2020 rona. - @enepanbublii 3akoH ot 27.12.2019 N 475-03;

X) CPOK BBEACHHUS JIEKAPCTBEHHOI'O IIperapara B rpaKIaHCKuil 000poT;
(mm. "x" BBeeH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

2) B OTHOLIEHUHU (papMaleBTUUECKUX CYOCTaHIIMMA:
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?;ipﬁ'leﬁ”'ﬂ'bég 32%'(205 ot 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"06 obpalleHnn nekapcTBEHHbIX cpeacTs” Aata coxpanerua: 11.01.2022

a) HamMEHOBaHWE (hapMaIleBTHYECKOH CcyOcTaHIMU (MEXKIyHApOJHOE HEMATeHTOBAHHOES, WIN
IpYNIIMPOBOYHOE, MM XUMUUYECKOE U TOPIrOBOE HAUMEHOBAHMS);
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

0) HAaMMEHOBAHUE U a/IpeC MIPOU3BOAUTEINS (PapMaIleBTUHUCCKOM CyOCTaHIINN;
B) CPOK TOAHOCTH (hapMalleBTUYECKON CyOCTaHINY;
T') YCJIOBHS XpaHeHHs! (hapMarieBTUUECKON CyOCTaHIINH,

o) HoMep ¢apMakomeWHOW CTaTbM WM B CIy4ae €€ OTCYTCTBHSI HOMEpP HOPMAaTHBHOM
JOKYMEHTAIMH 100 HOPMATUBHOIO JOKYMEHTA;

¢) HaMuue (papMareBTUYECKONW CYOCTaHIIMU B MEPEYHE HAPKOTUYECKHX CPEACTB, TICHXOTPOITHBIX
BEIECTB U UX MPEKypCOPOB, MOJUIekKAIIUX KOHTpodro B Poccuiickoii ®denepaiuu, B COOTBETCTBUU C
3aKoHomarenbcTBOM Poccuiickon denepanuu, MexIyHapoAHbIMU JoroBopamu Pocculickoit @enepannu,
B TOM uyucie EauHoil KOHBEHIMEH O HapKoTUueckux cpencrBax 1961 roma u KonBeHuuein o
IICUXOTPOIHBIX BemecTBax 1971 roxa.
(nm. "e" BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

2. dapmareBTHYSCKas CYOCTaHIMS, NMPOU3BEACHHAS IS pean3allii, MOXKET OBITh BKIIIOUCHA B
TOCYJapCTBCHHBI peecTp JICKApPCTBEHHBIX CPEJCTB HA OCHOBAHWU 3asBJICHUS pPa3padOTYMKa WU
MIPOU3BOIUTENS JIEKAPCTBEHHOTO CpEICTBA JHOO YIOJHOMOYEHHOTO MMM IOPHIUYECKOTO JHIA IPH
YCJIOBHUU TIPOBEIICHUS B OTHOIICHWHM TaKOH (papManeBTUYECKOW CyOCTaHIIMU 3KCIIEPTHU3bl KadyecTBa
(dapmalreBTHUECKON CyOCTaHIIMM B IMOPSIJIKE, YCTAHOBIEHHOM cTaTheil 34 Hacrosimero denepanbHOro
3akoHa. B oTHomieHWM QapMaleBTUYECKUX CYOCTaHIMKA, TPOM3BEICHHBIX [UIS peaju3aluu, B
TOCYJapCTBEHHOM peecTpe JEKApCTBEHHBIX CPEACTB COJAEPKHUTCS CIEAYIOIast WH(OpMAIIHS:

1) HauMeHoBaHUE (apMalleBTUYECKONH CyOCTaHIMM (MEXIyHAapOJAHOE HENaTeHTOBAHHOE, WU
IPYNIUPOBOYHOE, WM XUMUYECKOE U TOPTOBOE HAUMEHOBAHMUS);

2) HaMMEHOBaHUE, aJpec MPOU3BOAUTENS (hapMaleBTUUECKOW CyOCTaHIIMH, a TAK)KE B OTHOLICHUU
JIEKAPCTBEHHBIX CPEJICTB Il MEJUILMHCKOIO NPHUMEHEHUS CBEICHUS O PETUCTpPAlUU IPOU3BOAMTEIS
¢dapmarieBTUYECKOH CyOCTaHLIMM B KadecTBE HAJIOroIUIaTebIlMKa B CTpaHe perucrpauuu (ams
POCCHUHCKHMX FOPUIMYECKUX JIMIL - WIACHTU(PUKAIMOHHBIM Homep Hanoromnatensiiuka (MHH), mis
MHOCTPAHHBIX IOPUINYECKHUX JIAL[ - CTpaHa PETUCTPALMM, HAMMEHOBAHUE PETMCTPHUPYIOIIETO0 OpraHa,
PETUCTPallMOHHBI HOMEp, KOJI HAJIOTrOIUIaTeNbIIMKa B CTPaHE PErUCTpallM (MHKOPIOpALMK) WIH €ro
aHaJjor);

(. 2 B pea. @enepanbHoro 3akona ot 28.12.2017 N 425-03)

3) cpok rogHOCTH (hapMalleBTUUECKOM CyOCTaHINu;
4) ycnoBus XpaHeHus (papMareBTHIECKO CyOCTaHIINM;

5) Homep (apmakoneiiHOH cTaTh JMOO B cClyyae €€ OTCYTCTBUS HOMEpP HOPMaTHBHOMN
JOKYMEHTAI[M! WJIM HOPMAaTUBHOTO JJOKYMEHTA;

6) HaJIM4ue (I)apMaHCBTH‘ICCKOf/'I Cy'6CTaHI_II/II/I B MEPCUHC HAPKOTUYCCKHUX CPCACTB, IMCUXOTPOIHBIX
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

BEIIECTB M HUX IPEKYPCOPOB, MOIEKAIIMX KOHTPOO B Poccuiickoir denepaunu, B COOTBETCTBUU C
3aKkoHoJaTeNnbcTBOM Poccuiickoit denepanuu, MexayHapoaHbIMu goroBopamu Poccuiickoit @enepanuu,
B TOM uuciae EnuHoil koHBeHIMEW o HapkoTruueckux cpeacrBax 1961 roma um Konsenuueil o
MCUXOTPONHBIX BeniecTBax 1971 roxa;

7) mara BKJIIOYEHUS (hapMaleBTHUECKOW CyOCTaHIIMU B TOCYJApCTBEHHBIN peecTp JIEKAPCTBEHHBIX
CPEACTB, JaTa BHECEHUs M3MEHEHHUH B JTOKYMEHTH! (hapMalleBTHUECKOM CyOCTaHLMH, AaTa UCKIIOUEHUS
(bapMarieBTHYeCKON CyOCTaHIIMH U3 TOCYJAapCTBEHHOTO peecTpa JEKapCTBEHHBIX CPEACTB.

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

3. Iopsnok BeneHHs] TOCYIapCTBEHHOTO peecTpa JEKApCTBEHHBIX CPEICTB A MEAULUHCKOTO
IPUMEHEHUsT W TOpSAOK BEICHUS TOCYJapCTBEHHOI'O peecTpa JIEKapCTBEHHBIX CPEACTB NS
BETEPUHAPHOTO TPUMEHEHHUSI YTBEPXKAAIOTCS COOTBETCTBYIOUIMM YIIOJIHOMOYEHHBIM (e/iepaabHbIM
OpPraHOM UCIOJIHUTEJIBHOW BIacTH.

Cratba 34. BknrwoyeHne B rocyfapCTBEHHbIA peecTp NeKapCTBEeHHbIX CPeacTB U
MUCKNIoYeHne u3 rocyaapcTBeHHOro peecTpa neKapcTBeHHbIX cpencTs
c¢hapmaueBTUYECKON CyOCTaHLUMKN, NPOU3BEAEHHOMN ANA peanusauumn
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Jns BrmrodeHWs (apMalreBTUYCCKOW CYOCTAaHIMM, TPOW3BEICHHOW JUIS peaau3aluu, B
roCyJAapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEACTB, IPOBOAUTCS SKCIIEPTU3A €€ KaueCTBa.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. DKcrnepTH3a KayecTBa YKa3aHHOW B yacTu | HacTosmiel craTbu (papMalieBTHUECKON CyOCTaHIINH,
COCTABJICHHE KOMHUCCHEN SKCIIEPTOB 3aKJIIOUCHUI 110 pe3ysIbTaTaM 3TOM SKCIEPTU3bI U UX HAIlpaBJICHUE B
YIIOJTHOMOYEHHBIN (peiepalibHbIil  OpraH HCIIOJIHUTEIBHOW BIACTH OCYLIECTBISIIOTCS B CPOK, HE
MPEBBIMIAIONINN  MIECTUACCITH pabdOYMX JHEH CO JHA TIOJYYEHUS] OKCIEPTHBIM YUpEKICHUEM
COOTBETCTBYIOIIETO 3a/JaHUs YIMOJHOMOYEHHOTO (eiepalbHOTO OpraHa HCHOJHUTENBHON BIAcTH H
CJIEIYIOIIUX JOKYMEHTOB (CBEJICHUM ):

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

1) cBeaeHust 0 JaTe MPEAOCTABICHUS M PETUCTPAIMOHHOM HOMEpPE JIMIIEH3UM Ha MPOU3BOACTBO
JICKapCTBEHHBIX CPEACTB WJIM CBEICHUSA O Jare IMPENOCTaBICHUS U PETUCTPALMOHHOM HOMEpE
3aKJTIOYEHUST O COOTBETCTBUU TPOM3BOJIUTENS JICKAPCTBEHHBIX CPEJCTB TPEOOBAHUSM  ITPaBUI
HaJUIeKalled MPOU3BOACTBEHHOM TMPAKTHKH, BBIJAHHBIX (MIPEAOCTABIECHHBIX) YIOJIHOMOYEHHBIM
(dbenepaibHBIM OpPraHOM WCIIOJIHUTEIBHONW BJIACTH, B Cllydae, €CJId TPOU3BOJCTBO JIEKAPCTBEHHOTO
cpeacTsa ocyuiectBisieTcs B Poccuiickoit @enepanuu;

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

2) Komus JOKYMEHTAa, BBIJAHHOTO YIIOJHOMOYEHHBIM OpPraHOM CTpaHbl IPOU3BOAUTEIS
JIEKapCTBEHHOT'O CPEJICTBA U MOATBEPIKIAIOIIETO Pa3pelleHUe IPOU3BOJICTBA JIEKAPCTBEHHOIO CPEJCTBA,
U €ro MEpPEBOJl HA PYCCKUH S3bIK, 3aBEPEHHBIE B YCTAHOBJIEHHOM IOPSIJIKE, a TAKXKE KOMHSI 3aKJIFOUEHUS O
COOTBETCTBUM  IPOU3BOAMTENS JIEKAPCTBEHHBIX CpPEACTB TpeOOBaHMSIM TpPaBUI  HaJJexalen
MIPOU3BO/ICTBEHHOI MPaKTHKH, BBIIAHHOTO YIOJHOMOUYEHHBIM (pe/iepaibHbIM OpPraHOM HMCIIOJHUTEIbHON
BJIACTH, JIMOO KOMHUS PELIeHHs] YIIOJTHOMOYEHHOTO (erepalbHOr0 OpraHa HCIOJIHUTENbHOM BIAcTH O
IIPOBEJICHUN HWHCIEKTUPOBAHUSA IPOU3BOJIUTEINS JIEKAPCTBEHHOI'O CPEACTBA. YKa3aHHBIE JOKYMEHTBI
IPEJCTaBISAOTCS B Cilydae, €CIM IPOU3BOJCTBO JIEKAPCTBEHHOI'O CPEACTBA OCYLIECTBISAETCS 3a
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?:,iie?:ﬂbgé 32%'(205 ot 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"06 obpalleHnn nekapcTBEHHbIX cpeacTs” Aata coxpanerua: 11.01.2022

npeaenamu Pocceniickoit denepanuu;
(. 2 B pen. @enepanpHoro 3akoHa ot 04.06.2018 N 140-D3)

3) IOKYMEHT, COAep Kalluil CIeayIoIue CBeIeHHs O (hapMalleBTHUECKOI CyOCTaHIUHU:
a) HaUMEHOBaHMe (apMaleBTUUECKON CyOCTaHIIUM, €€ CTPYKTypa, OOII1e CBOWCTBA;
0) HauMEHOBAaHME U a/1PEC POU3BOAUTENS;

B) TEXHOJIOTHS IPOU3BOJCTBA C OMHMCAHUEM CTAJWHA MPOU3BOACTBA M METOJOB KOHTPOJISI Ha BCEX
CTaJusAX MMPOU3BOJICTBA;

T) onucaHue pa3paboTKu Mpolecca MPOU3BOJICTBA;

J1) ONHMCaHHE KOHTPOJS KPUTHUYECKUX CTauil Ipolecca MpPOU3BOACTBA U IPOMEKYTOUHOM
HPOAYKIHH,

€) IOKYMEHTaJIbHOE TIOITBEPKIACHUE (BAIMIA1IMs) IPOIIECCOB U (UJTM) X OIIECHKA,
’K) CBOMCTBA U CTPYKTYpa JIEHCTBYIOIIUX BEIIECTB;

3) XapaKTepUCTHKA IPUMECEH;

n) creurdukanys Ha hapMaleBTHUECKYIO CyOCTaHIUIO U €€ 000CHOBAHME;

K) aHaJWTHYECKUE METOJMKH, WCIIOIb3yeMble TIPH OCYINECTBICHHHM KOHTPOJII KadecTBa
(dapmaleBTUUECKOI CyOCTaHIINY;

J'I) AOKYMCHTAJIBbHOC IMOATBCPIKIACHUC (BaJ'II/II[aHI/ISI) AHAIIUTUYCCKUX MCETOJUK, HCIIOJIB3YCMbBIX IIPHU
OCYHICCTBJICHUU KOHTPOJIA Ka4Y€CTBa (l)apMaI_IeBTI/ILICCKOI\/'I CY6CTaHI_[I/II/I;

M) pe3yJIbTaThl aHAJIN3a CEPHM (hapMaIleBTUUECKON CyOCTaHIINH;

H) TIepeueHb CTaHAAPTHBIX 00pPa3llOB MM BEIIECTB, UCIOJIb3YEMBIX MPU OCYIIECTBICHUN KOHTPOIS
KayecTBa,

0) OIMCaHME XapaKTEPUCTUK U CBOMCTB YIIAKOBOUHBIX MaT€PHAJIOB U YKYIIOPOUHBIX CPE/CTB;
1) JaHHBIE O CTA0MJIBHOCTH (papMalieBTUUECKON CyOCTaHIINH;
P) CPOK TOJTHOCTH;

4) TOKYMEHT, COJEpIKAIINIi CBECHUS O PEruCTpaliii IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJCTB JUIs
MEIUIMHCKOrO0 MPHUMEHEHHUS B KA4eCTBE HAJOTOIUIATENIbIMKA B CTPAHE PErMCTpalyu (s POCCUNCKUX
IOPUANYECKUX JIUI - HIeHTU(UKAIMOHHBIA HoMep Hanoromarensiuka (MHH), ans wmHocTpaHHBIX
IOPUANYECKHX JIUIL - CTPaHa PETUCTPALi, HAMMEHOBAHNUE PETUCTPUPYIOIIETO OpraHa, perucTpaliiOHHbIN
HOMeEp, KOJI HAJIOTOIlJIaTebIIMKa B CTpPaHEe perucTpaniy (MHKOPIOPAI|K) WM €0 aHaJIoT).

(. 4 BBennen PenepanibHbIM 3aKOHOM OT 28.12.2017 N 425-D3)
(dactp 2 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. 13.07.2015))
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

3. Jliug mpoBeAeHMS OSKCHEPTH3bl KadecTBa YKa3aHHOM B dactu | Hacrosmed cratbu
(dhapMmareBTHUeCKO CyOCTaHIIMM 3asBUTENIb MPEICTABISACT B YIOJHOMOYCHHBIA (eaepaabHbIii OpraH
HUCIIOJIHUTEILHOM BJIACTH:

1) 3asBieHHE O BKJIIOUYEHHWHM B TOCYIAAPCTBEHHBIM peecTp JIEKapCTBEHHBIX CPEICTB JaHHOU
(hapmaIeBTHUECKON CyOCTaHIINY;

2) Konus JOKYMEHTa, MOJTBEPXJAIOLIEr0 YIUIATy IOCyJapCTBEHHOM IOLUIMHBI 3a BKJIIOUEHHE B
TOCYJapCTBEHHBI PEeCTp JIEKApCTBEHHBIX CPEACTB (apMalleBTUYECKON CyOCTaHIMM, MPOU3BEICHHON
U1 peain3auuu, MO0 1O COOCTBEHHOW WHMIIMATHBE YyKa3aHHbI JOKyMeHT. B ciywae ero
HETPE/ICTABICHUS 3asBUTEJIEM YIIOJHOMOUYCHHBIN (peepanbHblii OpraH HCHOJHHUTEIBHOM BIIACTH
npoBepseT (akT yIulaThl TOCYAapCTBEHHON MOLUIMHBI 3asBUTEIEM C UCHOJIb30BaHMEM HMHPOpMaLuu 00
yIiaTe ToCyJapCTBEHHOM MOIUIMHEI, coepkaieiics B ['ocymapcTBeHHON MH(DOPMAITMOHHON CHCTEME O
rOCylapCTBEHHBIX M MYHULMIAJIBHBIX IUIATEKaX, HA OCHOBAHUU IIPEICTABICHHOW 3asBUTENEM KOIHMU
JOKYMEHTA, IIOATBEPKAAIOLIET0 YIUIATy OCY1apCTBEHHOMN ITOIUINHBI;

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

3) IOKYMEHTBI, YKa3aHHBIEC B UaCTU 2 HACTOAIIEH CTaThU;
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

4) 3asBIeHHE O BbIJaye paspelieHus Ha BBO3 B Poccuiickyro depepannio KOHKPETHOW MapTHU
HE3apErUCTPUPOBAHHOIO JIEKAPCTBEHHOIO CPEACTBA, NPEJHA3HAYEHHOIO Ul IPOBEICHUS YKa3aHHOHU
JKCIEPTU3BI.

(. 4 BBeneH DenepanbHbIM 3aKkOHOM OT 22.12.2014 N 429-D3)

3.1. B ciywyae HempenCTaBlIeHUsS C 3asBJICHHEM O BKJIIOYEHUM B TOCYJApPCTBEHHBIM peecTp
JIEKapCTBEHHBIX CPEACTB (hapMalleBTUUECKOH CYOCTaHIIMM JOKYMEHTOB, MOATBEPXKAAIOIINX YIUIATY
rOCyJ1IapCTBEHHOM MOILJIMHBI U YKAa3aHHBIX B ITYHKTE 2 YaCTH 3 HACTOSIIEH CTAaThH, a TAKKE BbIJTABAEMBIX
(mpenocTaBisieMbIX)  YIOTHOMOYEHHBIMH  (peiepallbHBIMH ~ OpraHaMU  HCIIOJHUTEIBHOW  BJIACTH
JIOKYMEHTOB (CBEJICHMI), YKa3aHHBIX B MYHKTaX | M 2 4acTu 2 HACTOSIIEW CTaThU, YIOJHOMOYECHHBIN
denepanbHBI OpraH HCIOTHUTEIHHONW BIIACTH 3alpallliBaeT yKa3aHHBIE JOKYMEHTHI (CBEIEHHUs) B
MOPSIIKE MEXKBEJOMCTBEHHOT'O HH(POPMAIIMOHHOTO B3aMMOICHCTBHUSI.

(uactp 3.1 BBegeHa denepanbHbIM 3akOHOM OT 27.12.2019 N 478-D3)

4. B Tedyenue aecsaTH pabouux JHEH CO JHS MPUHATHS 3a8BJICHUS O BKJIIFOUCHHH YKAa3aHHOW B YacTU
1 nacrosmeit ctatbu (papmarieBTHUECKONW CYOCTaHIIMM B TOCYJApCTBEHHBIN peecTp IeKapCTBEHHBIX
CPEACTB M JIOKYMEHTOB, MEPEYHMCICHHbIX B 4YacTM | M TyHKTE 2 YacTW 3 HACTOSIIEH CTaThH,
YIIOJTHOMOYEHHBIN (peiepatbHbIi OpraH UCTIOTHUTEIHHON BIACTH:
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1) mpoBOAUT MPOBEPKY MOJHOTHI M JJOCTOBEPHOCTH JaHHBIX, COAEPIKAIIMXCS B MPEICTABICHHBIX
3asiBUTENIEM JIOKYMEHTaX;
(B pen. deaepanbhoro 3akona ot 25.11.2013 N 317-03)

2) mpuUHUMAET pELIeHHEe O HANpaBiICHHH B SKCIEPTHOE YUpEXKJIECHUE 3a/laHus Ha IPOBEACHUE
HKCHEPTH3bl KauecTBa yKa3aHHOM B 4acTH | HacTosIel ctaTby papMaleBTUYecKoi cyOCTaHIIMU Ui 00
OTKa3e B TAKOM HaIlpaBJICHUU;
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

3) yBenOMIISieT B RJIEKTPOHHOW WJIM MHUCBMEHHOH (hopMe 3asBUTEINS O NPUHSATOM PEIICHHH WU B
cilydae OTKa3a ¢ yKa3aHHUeM IPUYMH TaKOTO OTKa3a.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4.1. B caydae BbISBICHHS HEJOCTOBEPHOCTH CBEJCHHUI, COAEPKAIIUXCS B MPEACTABICHHBIX
3asBUTEJIEM MaTepHajax, yIOoJHOMOUCHHBIN (eepaabHblii OpraH MCIOJHUTENFHON BIACTH HAMpaBIIsET
3afBUTENIO 3alpoc 00 YTOYHEHHM YKA3aHHBIX CBeleHHWH. JlaHHBIA 3ampoc MOXKeT OBITh mepenaH
YIIOJTHOMOYEHHOMY TIPEACTABUTEIIO 3aSBUTENS JIMYHO IO/ PACIUCKY, HANpaBJIeH IO MOYTE 3aKa3HBIM
IMCBMOM WJIM TIepeliaH B JJIEKTPOHHOM (popMme 1Mo TelneKOMMYHUKAIIMOHHBIM KaHajlaM CBs3u. B cimydae
HaNpaBJICHUs] JAaHHOTO 3aIpoca MO MOYTE 3aKa3HbIM MHUCbMOM OH CUHMTAETCS MOJTYYEHHBIM 110 UCTCYCHUHU
IIECTH JHEH ¢ 1aThl HalPaBJICHHUS 3aKa3HOTO IMHCHMA.

(uactsb 4.1 BBeneHa @enepasbHbIM 3ak0HOM OT 25.11.2013 N 317-®3)

4.2. 3asBuTenb 00s3aH NMPEACTaBUTh OTBET HA 3alpoC YIOJIHOMOYEHHOro (enepalbHOro opraHa
WCTIOJTHATENIHOW BJIACTU B CPOK, HE MPEBBILAIONIMNA JEBIHOCTa pabouMX IHEW CO JHS TOTyYeHHS
nanHoro 3ampoca. Cpok, yKa3aHHBIM B 4YacTW 4 HACTOSIIEH CTaThbH, NMPHOCTAHABIMBAETCS CO JIHS
HAIIPaBJICHUS 3asSBUTENIO 3a1IPOCa YIIOJIHOMOYEHHOTO (heIepabHOr0 OpraHa UCIOJTHUTEIBHOM BIACTH 10
IHS TOJMYYEHHs] MM OTBETa Ha JAaHHBIM 3alpoC U HE YYUTHIBACTCS NPH MCYUCICHHU CPOKa SKCIEPTH3BI
KadecTBa (hapMaleBTHUECKOW CyOCTaHIIMM, HEHCIIONb3yeMOH TIpU MPOM3BOJCTBE JIEKAPCTBEHHBIX
Ipenaparos.

(uacTsb 4.2 BBeneHa DenepasibHbIM 3ak0HOM 0T 25.11.2013 N 317-®3)

5. OcHOBaHMEM [UIsl OTKa3a B HAIIPaBJICHUU B HKCIEPTHOE YUPEKICHUE 3aJlaHUs Ha IPOBEICHUE
IKCIIEPTH3bI Ka4yeCcTBA yKa3aHHOW B dYacTH | Hacrosmield cratbu (apManeBTUYCCKOW CyOCTaHIINH
SBIIETCS HEMpEJCTaBJIICHWE JOKYMEHTOB, YKa3aHHBIX B 4YacTH 2 HACTOSIIEH CTaTbH, OTCYTCTBHUE
uH(pOpMaNUY, TOATBEPXKIAAIONICH (QakT ymiaTel TOCYJApPCTBEHHOH TIONUIMHBI 33  BKIIFOUCHUE
dapmaleBTUUECKO CyOCTaHIIMM, TPOU3BEACHHON M pealu3allid, B TOCYAapCTBEHHBIA peecTp
JIEKApCTBEHHBIX CPEJCTB, HEMIPEACTABICHHUE 3asIBUTEJIEM B YCTAHOBIICHHBIH CPOK OTBETA HAa YKa3aHHBIN B
yacTu 4.1 HacTOSIIEH CTaThU 3aMpPOC YIIOJIHOMOUYEHHOTO (efepatbHOr0 OpraHa UCIIOTHUTENBHOMN BlIacTH
WJTU TIPEJICTaBIICHHUE JOKYMEHTOB, HE COJEPKAIIMX MCUYEPIIHIBAIOIIETO MEPEUHs HEOOXOIUMBIX CBEJICHUM.
(uactb 5 B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B Teuenue nsTHaguaTH pabouyMX JHEW CO JAHS TOJIYYEHUS pELIEHUS YHIOJIHOMOYEHHOIO
(benepaabHOro OpraHa MCHOJHUTENbHOM BIACTH O HANpaBJIEHUHM B HKCIEPTHOE YUPESKICHHUE 3aJaHUs Ha
MPOBEACHUE SKCIEPTU3hl KauecTBa YKa3aHHOM B yacTu | HacTosimied crartbu (hapMareBTHUECKOM
CyOCTaHIIMM 3asiBUTENb MPEJCTABISAET B SKCIEPTHOE YUPEkAECHUE JUIsl TPOBEJCHUS JaHHOM SKCIEpTU3bI
oOpasibl apMareBTUIeCKO CyOCTaHIIMKM B KOJMYECTBE, HEOOXOIUMOM JIJIsi BOCTIPOU3BEIACHUSI METOIOB
KOHTpOJISl KauecTBa. ODKCHEPTHOE YUPEKICHHWE INpHU IOJy4yeHMH OOpa3lloB yKa3zaHHOM B uactu 1
HacTodAlel cTaTbu (apMalleBTUYECKON CyOCTaHLIMU BBIAET 3asBUTENIO JTOKYMEHT, MOATBEPKIAIOIINMA
MOJIydeHHe 3TUX O0Opa3loB, M B CPOK, HE TMPEBBINAOLIMN Tpex pabouux IHEH, yBeIOMISIET B
ANIEKTPOHHOW WJIM TNUCbMEHHOW (¢opmMe 00 HTOM  YIOJIHOMOYEHHBIM (enepanbHblii  Opras
HCIIOJIHUTENILHOM BJIACTU. DTH CPOKH HE BKIJIIOYAIOTCS B CPOK MTPOBEIEHUS JAHHON SKCIIEPTU3HI.

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

7. JIOKYMEHTBI, IIOCTYIIUBILKXE B DKCIEPTHOE YUYPEKIACHUE IUISA NPOBEACHUS DKCIEPTU3bI KaueCTBA
yKa3aHHOM B 4acTtu | HacTosmeill crarbu (apMaleBTUYECKON CyOCTaHLIMM, MOJUIeKaT BO3BpaTy B
YIIOJIHOMOYEHHBIN (eiepaabHbIii OpraH MCHOJIHUTEIBHOW BIACTH OJAHOBPEMEHHO C 3aKIIIOYEHUSMHU I10
pe3yabpTaTaM IpPOBEIECHHON YKCIIEPTU3BI.
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

8. B cpok, He MpeBBINAIONMN MATH pabodux THEH CO JHS MONMYYCHHS 3aKIIOUYCHUS KOMHCCHU
JKCIEPTOB IO PE3ylbTaTaM »>KCHEPTU3bl KadyecTBa YKa3aHHOM B 4acTh | Hacroswmied craTtbu
(dapmaleBTHUECKOI CyOCTaHIINHU, YITOJIHOMOUYEHHBIN (heJiepatbHbId OpTaH UCIIOJHUTEIIBHON BIIACTH:

1) OCYIICCTBIIACT OLCHKY TAKOI'O 3aKIHOUCHUA A ONPCACICHHSA €ro COOTBETCTBUA 3aJaHHUIO Ha
IMPOBCACHUC JIaHHOM OKCIICPTU3BI;

2) IPUHUMAET pelIeHUE O BKIIOUCHUH YKa3aHHOUM B yacTu | HacTosmel cratbu GpapMareBTHISCKOM
CyOCTaHIIMM B TOCYJApCTBEHHBIN peecTp JEKApCTBCHHBIX CPEICTB WU pEIIeHHe 00 OTKa3e B TaKOM
BKJIFOUEHUU;

3) BHOCUT IpU HPHUHITHM PELICHUS O BKJIIOUEHUMM YKa3aHHOM B yacTH | HacTosmied craTbu
GbapManieBTUUECKOH  CyOCTaHIIMM B TOCYAAPCTBEHHBIM  pEecTp  JIEKapCTBEHHBIX  CPEICTB
MPEIyCMOTPEHHYIO 4acThio 2 cTaTtbu 33 Hacrosmero deaepanbHOro 3aKkoHa MHPOPMAITUIO U YBEAOMIIIET
00 3TOM B 3JIEKTPOHHOM MJIM MUCbMEHHOM (hopMe 3asBUTENS.

(B pen. deaepanbHbIx 3aK0HOB OT 22.12.2014 N 429-03, o1 27.12.2019 N 462-D3)

9. OcHoBaHueM /Uil OTKa3a BO BKJIOYEHUM YKa3aHHOM B 4YacTh | Hacrosued CcTaTbu
(dapMaIreBTHUECKON CYOCTaHIIMM B TOCYAAPCTBEHHBIM pEECTp JICKAPCTBEHHBIX CPEJCTB SIBIISICTCS
3aKJIFOYEHHE COOTBETCTBYIOIIETO YMOJIHOMOYEHHOTrO (efepaibHOr0 OpraHa MCHOJHUTENBHOW BIACTH O
TOM, 9TO Ka4eCTBO (papMarieBTUICCKON CYOCTaHIIMH HE TIOITBEPKICHO MOTyYCHHBIMH JaHHBIMHU.

(gactp 9 BBenena DenepanbHbIM 3aK0HOM OT 22.10.2014 N 313-D3; B pen. deaepaabHOrO 3aKOHA OT
04.06.2018 N 140-D3)

10. He nomyckaeTcsi BKJIIOUEHHE B TOCYJApPCTBEHHBIM pEECTp JEKAPCTBEHHBIX CPEICTB OJIHOMN
(dapMaIreBTHYECKON CYOCTaHIIMH, MTPOU3BEACHHON JJIs pPeaTu3alliid U BBITYCKAEMOW OJHUM M TEM XKe
MIPOU3BOIUTENIEM, B BUE IBYX U O0Jiee PeecTPOBBIX 3AIUCEH.

(dactpb 10 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

11. BHecenue n3MeHeHu B IOKYMEHTHI Ha (apMalleBTUUECKYIO CyOCTaHIUIO, TPOU3BEICHHYIO IS
peanu3alui U BKJIIOYEHHYIO B TOCYIApCTBEHHBIN peecTp JICKapCTBEHHBIX CPEACTB, OCYIIECTBISETCS B
nopsake, ycraHoBieHHOM cTathsimMu 30 u 31 Hacrosmero ®denepanbHOro 3akoHa, € YILIATOM
rOCyJIapCTBEHHOM MOLUIUHBI, TPEAYCMOTPEHHOM 3aKOHOAATENBCTBOM Pocculickoit denepannu 0 Hajaorax
u coopax.

(dactb 11 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

12. Jlonyckaercst oOpatieHue papMaleBTHUECKUX CyOCTaHIUHN, TPOU3BEICHHBIX Ul peaau3alyy, B
TE€YEHHE CTa BOCBMUJECATU JHEH A0 M IOCJE NPUHATHUS YIOJIHOMOYEHHBIM (efepaibHbIM OpPraHOM
UCTIOJHUTENIBHOM BJACTU PpEIIEHUS O BHECEHWU H3MEHEHUH B JIOKYMEHTHl Ha (hapMaleBTHUECKYIO
CyOCTaHIIMIO, MPOU3BEAECHHYIO Ul pealu3allid M BKIIOYEHHYIO B TOCYJapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEJICTB.

(uacTh 12 BBeaena PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

13. Pemenue 00 MCKIIOYEHWH U3 TOCYAAPCTBEHHOIO peecTpa JIEKapCTBEHHBIX CPEJICTB
(bapmaleBTUUECKON CyOCTaHIMM, MPOU3BEACHHON MJIi pealu3aliy, MPUHUMAETCS YMOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM UCIIOJIHUTENILHON BJIACTH B CIIyYae:

1) mpencraBiaeHHs] COOTBETCTBYIOLIUM YIIOJIHOMOUYEHHBIM (pe/iepabHbIM OPraHOM HCIIOTHUTEIbHON
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

BJIACTU 3aKJIIOYCHHUA O PUCKEC HIIN 00 Yrpo3€ KM3HU WKW 3J0POBBIO YCIIOBCKA 1100 KMBOTHOT'O npu
HCIIOJIB30BAHHUHU JICKAPCTBCHHOI'O CPECACTBA,

2) momaud pa3pabdOTUUKOM JIEKAPCTBEHHOTO CPEJCTBA MM MPOU3BOIUTENEM JIEKAPCTBEHHOTO
cpeAcTBa JIMOO YNOJIHOMOYEHHBIM HUMH JIPYTMM IOPHIMYECKHUM JIMLOM 3asBJICHHUS 00 HUCKIOYEHUU W3
rOCYJapCTBEHHOTO PEECTpa JIEKAPCTBEHHBIX CPEACTB (hapMaleBTHUECKOW CYOCTaHIMH, MPOU3BEICHHON
11 pean3alny;

3) oTcyrcTBUs (hapMaIleBTHUECKON CyOCTaHIINU, TPOU3BEACHHOMN ISl pealin3alii, B 00palieHny B
Poccutiickoit deneparuu B TeUCHHE TPEX U OOJIEe JIeT.
(uactb 13 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

CraTtba 35. YTpatuna cuny ¢ 1 nronsa 2015 ropa. - PepgepanbHbIM 3aKOoH oT 22.12.2014
N 429-93.

Cratba 36. OOxanoBaHue peweHUss o060 oOTKase B Bblgadye paspelleHus Ha
npoBeAeHWEe KIMHUYECKOro MUcCrneaoBaHUsA JleKapCTBEHHOro npenapara, pewweHus o6
OTKase B rocyfapCTBEHHOM perucrTpaumum JeKkapcTBEHHOro npenapara, 3aknio4eHus
KOMMCCUM IKCNEPTOB IKCMEPTHOrO yYpeXXAeHUs UNu1 3aKnoYeHus coBeTa No 3TUKe

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

Pemienue cOOTBETCTBYIOIIETO YIOJIHOMOYEHHOrO (eIepajJbHOr0 OpraHa MCIOJHUTEIbHON BIACTH
00 OTKa3e B BbIa4Ye pa3pelieHUs] Ha NPOBEACHUE KIMHUYECKOTO HCCIIEAOBAHUS JIEKAPCTBEHHOTO
npernapara, pelieHHe YyKa3aHHOro (eepaJibHOro OpraHa HCIOJHUTENBHOW BJIACTM 00 OTKa3e B
rOCYAapCTBEHHOM pPETHUCTpaluy JIEKAPCTBEHHOI'O IIpernapara, 3akIlOYeHHEe KOMHMCCHUU JKCIEPTOB
HKCHEPTHOIO YUPEKICHUS MM 3aK/IIOYEHHE COBETa M0 3THUKE MOXKET OBITh 00XKaJloBaHO B TMOPSJIKE,
YCTAaHOBJIEHHOM 3akoHoJaTenbcTBOM Poccuiickoir ®enepauuu. 3akiaO4eHHE KOMMCCHUU SKCIIEPTOB
9KCIIEPTHOTO YYPEXACHHUS O B3aMMO3AMEHSEMOCTH JIEKapCTBEHHBIX INPENaparoB UIsl MEAUIIMHCKOTO
MIPUMEHEHHUs TUOO O TOM, UTO JIEKAPCTBEHHBIN MpemnapaT A MEAUIMHCKOrO MPUMEHEHMS HE SBIIIETCS
B3aMMO3aMEHSAEMBbIM, MOXXET OBITh O0’KaJOBaHO JEpKaTelieM WIM BIIAJENIbLEM PETUCTPALlMOHHOTO
YI0CTOBEPEHUS JIEKAPCTBEHHOTO TpernapaTa B YIOJTHOMOYEHHBIN (efepaabHbIil OpraH UCIOTHUTEIHHOM
BJIACTH, KOTOPBIM NMPHUBJIEKAET K PACCMOTPEHUIO YKA3aHHOW asloObl MOABEJOMCTBEHHbIE €My Hay4HbIE
OpraHM3alii W  o0pa3oBaTeNbHbIE OPraHU3allMd  BBICIIETO  00pa30BaHUs, OCYILIECTBIISIIOIINE
JesTelnbHOCTh B c(epe oOpallleHUs] JIEKapCTBEHHBIX CPEACTB. 3aKIOYEHHE KOMHCCHUHM 3KCIIEPTOB
AKCIIEPTHOTO YUPEXKJEHHUs, O(POPMIIEHHOE II0 HTOraM IepecMoTpa OO0KaJOBAaHHOIO 3aKIHOYECHUS
HKCHEepTa, MOXKET OBITh OCHOPEHO JepKaTelieM WM BIaJeibleM PETUCTPAllMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOI0 Ipemnapara Ju00 YHNOJHOMOYEHHBIM HMH JIMIOM B TOpSAIKE, YCTaHOBJIEHHOM
3akoHonaTtenbcTBOM Poccuiickoit ®enepanuu. I[lpum o0XkanoBaHUM peLIEHUS YHOJHOMOYEHHOI'O
(denepanbHOro opraHa HCHOJIHUTEIBHOW BIIACTH, 3aKIIOYEHMS] SKCIEpTa WM KOMHCCHM SKCIIEPTOB
SKCIIEPTHOTO YUPEKIACHUS, 3aKIIOYEHNS COBETA II0 ITUKE JEpXKaTellb WIM BIIAJEIEl] PETUCTPAlMOHHOIO
YIOCTOBEPEHUS JIEKApCTBEHHOTO Ipernapara Ju0o YINOJIHOMOYEHHOE MMH JIMIIO BIIpaBe MPEACTABUTH
pe3yJIbTaThl AKCIEPTHU3bl JIEKAPCTBEHHOI'O IIpernapara, MPOTOKOJBI IOJYYEHHBIX AKKPEIUTOBAHHBIMU
UCIBITaTEIbHBIMU JIA00PATOPUSAMU (LIEHTPaMH) PE3yIbTAaTOB UCCIIEIOBAaHUH, UCIIBITAHUM.
(B pen. denepanbHoro 3akona ot 27.12.2019 N 475-03)

Cratba 37. WUHdopmauus, cBsA3aHHaA C OCYyLWeCTBNEHUEeM rocyaapCTBeHHOM
perucTtpauum neKkapCTBeHHbIX MnpenapaTtoB, WHoOpMauusas O 3aperucTpUupoBaHHbIX
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

NeKapCTBeHHbIX nMpenapaTtax W JieKapCTBeHHbIX npenapaTtax, WCKMIOYEeHHbIX U3
rocyfapcTBeHHOro peecTpa NieKapCTBEHHbIX CPeACTB

1. CoOTBETCTBYIOIINIA YITOJTHOMOYEHHBIN (hefiepalibHbIN OpraH UCIOJHUTEILHOM BIACTH pa3MeliacT
Ha cBoeM odwuimanbHoM caiite B cetn "HHTepHeTr" uH(pOpMAanMio, CBSI3aHHYIO C OCYIIECTBICHUEM
rOCy/IapCTBEHHOM PETUCTPAllMU JIEKAPCTBEHHBIX INPENapaToB, B TOM YHUCJE MPOBEACHUEM SKCIIEPTHU3BI
JICKapCTBEHHBIX CPEICTB (BKJIIOYAsi PE3Y/IbTaThl €€ MPOBEIACHUA), HHOOPMAIHIO O 3apPETHCTPHPOBAHHBIX
JIEKapCTBEHHBIX TIpenapaTtax M JIEKapCTBEHHBIX IIpernapaTax, HCKIIOYEHHBIX H3 TOCYAapCTBEHHOTO
peecTpa JEKapCTBEHHBIX CPEICTB, HE IMO3JHEE 4YeM dYepe3 MATh pabouumx IHEH co THS HOJy4YeHUs
YIOJTHOMOYEHHBIM (e/IepaibHbIM OPTaHOM HCIIOTHUTEIHLHOM BIACTH COOTBETCTBYIONICH HH(pOpMaLu.
(B pen. @enepanbHbIX 3aK0oHOB 0T 22.12.2014 N 429-D3, ot 02.08.2019 N 297-D3)

2. Cpoku W TOPSAAOK pa3MEIICHUsS YyKa3aHHOW B dYacTh | Hacrosmiedl crarbu WHGOpMAIUu
YCTaHABIIMBAIOTCS YIIOJTHOMOYCHHBIM (pelepalIbHBIM OPraHOM HCIIOJIHUTEIIBHON BiacTtu. MHpopmarws,
yKa3aHHas B 4acTH | HACTOSIIEH CTaThu, SBJSETCS OTKPBITOM M OOIIEAOCTYNHON M MPEAoCTaBiseTCS
3aMHTEPECOBAHHBIM JIMLIaM B COOTBETCTBHHM C 3aKOHOAATENLCTBOM Poccuiickoit @enepanuu.

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

Mnasa 7. KMMHWYECKUE UCCNEOQOBAHUA NNIEKAPCTBEHHbIX
NMPEMNAPATOB AnA MEAULUMHCKOIo NPUMEHEHUA, AOTOBOP
Ob UX NPOBEAEHUU, NPABA NALMEHTOB, YYACTBYIOLLUUX
B 3TUX UCCIIEAOBAHUAX

Cratba 38. KnuHunyeckue wuccnegoBaHus JIeKapCTBeHHbIX npenapatoB Ansd
MeaAULMHCKOro npumMmeHeHusA

1. Kiimanyeckne nccnenoBaHus JEKapCTBEHHBIX IMPENapaToB JUIS MEIUIIMHCKOTO NPHUMEHEHUSs, B
TOM YHCJIC MCKAYHAPOAHBIC MHOT'OLICHTPOBLIC, MHOTOLCHTPOBLIC, MOCTPECTUCTPALIMOHHBIC, ITIPOBOAATCA B
OJHOW MJIM HECKOJIbKMX MEIMIIMHCKUX OpPraHM3alUsAX B COOTBETCTBHM C MpaBUIaMU HaJJlekalei
KJIIMHUYECKOW MPaKTUKHU, YTBEP)KJIEHHBIMU YIIOJTHOMOYEHHBIM (peIepaIbHbIM OPTaHOM HCIOJIHUTEIbHOU
BJIACTH, COOTBETCTBEHHO B CIEAYIOUIMX IIEIAX:
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1) YCTAHOBJICHUC 0e30IMacHOCTH JICKAPCTBCHHBIX IPLCIIApaTOB JJIsI 3T0OPOBBIX ,Z[06pOBOJ'IBI_ICB u (I/IJ'II/I)
MNEPECHOCUMOCTH UX 3J0POBBIMHU I[O6p0BOJ'II)IIaMI/I, 3a UCKIIOYCHHUEM TaKUX HCCIICIOBAHUM JICKApCTBCHHBIX
npemnaparos, IMIPONU3BCACHHBIX 3a ITPEACIIaMU Poccuiickoit q)e,uepaum/l;

2) noad0p ONTUMAJIBHBIX JIO3UPOBOK JIEKAPCTBEHHOTO Iperapara U Kypca JIeUeHHUs ISl MallUeHTOB
C OIpeJesIeHHbIM 3a00JIeBaHUEM, ONTUMAIBHBIX J03 M CXEM BaKIUHALUU HMMYHOOHOJIOTMYECKUMHU
JIEKapCTBEHHBIMU MperapaTaMu 3I0pOBbIX JOOPOBOJIBLIEB;

3) ycraHoBIeHHE 0€30MaCHOCTH JIEKApCTBEHHOT0 Mpenapara 1 ero 3pQeKTUBHOCTH I MalueHTOB
C ompeaeneHHbIM 3a0osieBaHueM, npoduIakTudeckod A(PYEKTUBHOCTH HUMMYHOOHMOJIOTUYECKUX
JIEKapCTBEHHBIX MPENapaToB sl 37J0POBBIX 100POBOJIBIIEB;

4) uzyyeHue BO3MOKHOCTH PACUIMPEHUs MOKa3aHUN JIIsl MEAUIIMHCKOTO IPUMEHEHMSI U BBISIBICHUS
paHee HEU3BECTHBIX MOOOYHBIX IEHCTBHIA 3apeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MTPETIAPATOB.
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

2. B oTHOIICHUN BOCITPOMU3BCACHHBIX JICKAPCTBCHHLIX NPCAapaTOB I MCAUIIUHCKOT'O NIPUMCHCHUS
IIPOBOAATCA HCCICAOBAHUA OMOSKBUBAJIEHTHOCTH H (I/IJ'II/I) TepaHeBTquCKOﬁ OKBHUBAJICHTHOCTH B
MmopsAaKe, YCTAHOBJICHHOM YITOJJTHOMOUYCHHBIM (bellepa.HBHHM OpraHom HCIIOJIHUTEILHON BIACTH.

3. OpFaHI/ISaHI/IIO IMPOBEACHUA KIMHHYCCKUX I/ICCJ'IeI[OBaHI/Iﬁ JICKAPCTBCHHOI'O IIpf€riapara IJid
MCIUIUHCKOI'O IPUMCHCHUS BIIPABC OCYLICCTBIIATD:

1) pa3paboTuuK JeKapCTBEHHOIO Ipernapara Wik yIoJHOMOYEHHOE UM JIUIIO;

2) oOpa3oBaTenbHBIC OpraHU3alMd BhICHIETO O00pa30BaHUS, OpPTaHMU3ALUU JIOTIOJHUTEIHLHOTO
po¢eCCHOHAIIBHOTO 00pa30BaHUs;
(n. 2 B pea. @enepanbHoro 3akoHa ot 02.07.2013 N 185-03)

3) HAaYyYHO-UCCJIICAOBATCIILCKUC OpraHU3alluu.

4. KivHWYECKHWE WCCIICIOBAaHUS JICKApPCTBEHHOTO Tperapara Ui MEIMIIMHCKOTO MPUMEHCHHS
IIPOBOATCS HAa OCHOBAHUH PA3pPEIICHHS Ha MPOBEACHHUE KIMHUYCCKOTO HCCIICAOBAHMS JIEKAPCTBEHHOTO
mpermapaTra, BBIJAHHOTO — YIOJHOMOYCHHBIM  (helepaibHbIM OPraHOM HCIIOJIHUTEIHHOW  BIIACTH.
Y1IoTHOMOYEHHBIH (heiepaibHBI OpraH MCIIOJHUTEIBHOW BJIACTH BEAET PEECTP BBIIAHHBIX pa3pelIeHUi
Ha MPOBEJICHNE KIMHUYECKUX HCCIICIOBAHUHN JIEKAPCTBECHHOTO Tperapara, CoJepKallii yKa3aHue Ha UX
1eJIb WM 1IeJTH, B YCTAHOBJICHHOM STHM OPTaHOM IOPSIJIKE.

(B pen. deaepanbHbIx 3aKk0HOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-D3)

5. ¥Yrpatun cuny ¢ 1 utons 2015 roxpa. - @exnepanpHblil 3akoH oT 22.12.2014 N 429-03.

6. K opranuszanuu mnpoBeNeHUS KIMHUYECKUX HCCIIEIOBAaHUM JIEKapCTBEHHOI'O IMpernapara ajs
MEIULMHCKOTO TPUMEHEHUs1 pa3pabOTYMKOM JIEKAPCTBEHHOIO Ipenapara MOTYT IPHUBIEKATHCS
IOpUAMYECKUE JHIa JI000M OpraHu3allMOHHO-TIPAaBOBOM  (OpMBI IpPU  YCIOBUU  OOECIEUEHMUS
COOTBETCTBHS 3TUX UCCIEI0BaHUN TpeOoBaHUAM HacTosero denepaibHOro 3aKoHa.

7. KiMHHM4YecKHe HCCIeNOBaHUs JIEKAPCTBEHHBIX IPENapaToB Ui MEAUIMHCKOIO IPUMEHEHUs
IPOBOJATCSI B MEIUIMHCKMX OpraHM3alysiX, aKKpPEIUTOBAHHBIX YIIOJIHOMOYEHHBIM (erepaabHbIM
OpraHOM HCIIOJHUTEIBHOW BJIACTU B TOpAJKE, YyCTaHOBIEHHOM IIpaBurensctBoM Poccuiickon
denepanuu.

8. IlepeueHp MEOUIIMHCKUX OpraHU3alUdi, HMEIOUMX MpPaBO MPOBOJAUTh KIMHUYECKUE
UCCJIEIOBaHMsl JIEKAPCTBEHHBIX IPENaparoB s MEAMIMHCKOTO INPUMEHEHHs, U PEECTP BbIAAHHBIX
paspelieHuii  Ha  IPOBEIACHHE  KIMHUYECKMX  MCCIEAOBAHMH  JIEKAPCTBEHHBIX  IpEenapaToB
OINyOJIMKOBBIBAIOTCA M PA3MEINAIOTCS  YHOJHOMOYEHHBIM (peiepalbHbIM OpPraHOM HCHOJIHUTEIbHOM
BJIACTH B YCTAaHOBJICHHOM UM MOpSAKE Ha CBOeM opUIMaIbHOM caiiTe B ceTH "HTepHet".

Cratba 39. PeweHne o npoBeAeHUN KIIMHUYECKOrO UCCreAoBaHUs NeKapCTBEHHOro
npenaparta Ana MeAULUMHCKOro npuMmeHeHus
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Knunnyeckoe wnccneqoBaHUE JIEKApCTBEHHOI'O Mpernapara Juisi MEIWIHMHCKOTO INPUMEHEHHUs
IIPOBOJUTCA HAa OCHOBAHWM PA3PELICHUs HA IPOBEICHUE KIMHUYECKOIO UCCIIECIOBAHMS JIEKAPCTBEHHOIO
npernapaTa, BBIJAHHOTO YIOJHOMOYEHHBIM (eepaqbHbIM OpPraHoOM HCIHOJHUTENbHOM BIIACTH 11O
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pe3yjibTaTaM JSKCICPTHU3bI AOKYMCHTOB, HGO6XOIII/IMBIX AJI MOJIYYCHHA pa3pClICHUA Ha HPOBCACHUC
KIIMHUYCCKOI'O UCCIICAOBAaHUA JICKAPCTBEHHOT'O IIpEIiapara u STHYECKOU OKCIICPTHU3EI.

2. Jlnd moJydyeHusl pa3pellieHHs] Ha IPOBEIACHHME KIMHUYECKOTO HCCIIEIOBaHMS JIEKAPCTBEHHOIO
npernapara A MeJIUIHMHCKOI0 IPUMEHEHHUs 3asiBUTEIb MIPEJICTABIIAET B YIIOJIHOMOYEHHBIN (eepaabHbIi
OpraH UCIHOJIHUTEIBLHOMN BIACTH:

1) 3asBJICHUEC O BBIAAYC pa3spClICHUA HA ITPOBCACHNUEC KIIMHUYCCKOI'O UCCICAOBAHUS JICKAPCTBCHHOI'O
npemnapara ajii MCIUIUHCKOTIO IPUMCHCHU,

2) KONWU JTIOKYMEHTOB, MOATBEPKAAMOIIUX YIUIATy TOCYIApCTBEHHOH IOIUIMHBI 3a TPOBEICHHUE
ATUYECKON SKCIEPTHU3bI, SKCIEPTU3bl JOKYMEHTOB Ha JIGKAPCTBEHHBIM Tpernapar s MOJIYYCHUS
paspelieHrss Ha TPOBEACHUE KIMHUYECKOTO HCCIEAOBAaHMS JICKAPCTBEHHOTO Iperapara s
MEIWIIMHCKOTO TIPUMEHEHUS, 32 BBIJAYy pPa3pelIeHUs Ha IMPOBEJACHHUE KIMHUYECKOTO WCCIICIOBAHHSI
JICKQpCTBEHHOTO TpenapaTa JUlsi MEIUIIMHCKOTO PUMEHECHHUs, 3a MPOBEJACHUE IKCIIEPTH3BI JJOKYMEHTOB
Ha JICKQPCTBEHHBIM TMpemnapar i TOJIYYCHHS pa3peileHdss Ha TPOBEACHHE MEXIYHAPOTHOTO
MHOTOIIEHTPOBOTO KJIMHUYECKOTO HCCIENIOBAaHMS JICKAPCTBEHHOIO TMperapara s MEIUIIMHCKOTO
MPUMCHCHHS, 324 BBIJAYy pa3pelieHdss Ha MPOBEICHUE MEXKIYHAPOJIHOTO MHOTOICHTPOBOTO
KIIMHHYECKOTO HCCIICIOBAHUs JIEKAPCTBEHHOI'O TMpernapara JJjis MEIWIIMHCKOTO MPUMEHEHHs, 3a
MPOBEJICHUE STUYCCKOW DKCIEPTHU3BI, KCHEPTU3BI JIOKYMCHTOB Ha JICKAPCTBEHHBIM Ipermapar Uit
MOJYYCHUsT pa3pelICHHsT Ha TPOBEICHHE IOCTPErHCTPAMOHHOTO KIMHUYECKOTO HCCIICIOBaHUS
JICKapCTBCHHOTO TIperapara s MEJAWIIMHCKOTO0 MPUMEHEHHUS, 32 BBIJAYy pa3pelicHHs] Ha TPOBEACHHE
MOCTPETHUCTPAIIMOHHOTO KJIMHUYECKOTO MCCIICOBaHUS JIEKAPCTBEHHOIO Iperapara Jjis METUIIMHCKOTO
MIPUMCHCHHS,

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

3) IMPOTOKOJ KIIMHHUYCCKOI'O HCCICAOBAHUA JICKAPCTBCHHOI'O IIp€riapara ajid MCEIAUIIMHCKOI'O
MMPUMCHCHUS,

4) OpoIopy UCCIIEI0BATEIIS;
5) nHGOPMAITMOHHBIH TUCTOK MAllUEHTa;

6) cBenmeHus 00 OmMbITe PabOTHI MCCIEIOBATENECH MO COOTBETCTBYIOIIUM CIIEIMAIBHOCTSAM U X
OTIBITE PAOOTHI MO MPOBEACHUIO KIMHUYECKUX UCCIIeI0OBAHUM;

7) CBCACHUA O MCAOAWINUHCKHUX OpraHu3aluiax, B KOTOPBIX [MPEANOoJarac€rcda IMpPOBECACHUC
KJIMHUYECKOT'O HMCCIeI0OBaHUS JIEKApCTBEHHOTO TpernapaTa A MEJUIIMHCKOTO MpUMEHEHHs (TOJIHOE U
COKpallleHHOE€ HAaUMEHOBAHUS, OpPraHU3allMOHHO-TIpaBoBas (opMa, MECTO HAXOXKAECHHUS U MECTO
OCYILECTBIICHUSI IeATENILHOCTH, TelaedoH, Tenedakc, apec MEeKTPOHHON MOYTHI KaXI0M MEIUIIMHCKOM
OpraHu3alln);

8) CBCACHUA 0 npeanojaaracMbIix CpoKkax IIPOBCACHUA KIMHHUYCCKOT'O HCCICA0BaHUA
JICKApCTBCHHOTO ITpfriapara JJIsi MCAUITUHCKOI0O MPUMEHCHNA ;

9) KOIIMKO OOTOBOpa 00513aTEIBLHOTO CTpaxoBaHUd, 3aKJIIHOUYCHHOTO B COOTBCTCTBHU C THUIIOBBIMU
ImpaBrUJIaMHn 00513aTEJILHOTO CTpaxOBaHHs, C YKa3aHHEM npenenLHoﬁ YUCJIICHHOCTHU TIallMCHTOB,
Y4aCTBYIOUX B KIIMHAYCCKOM HCCICAOBAHUHN JICKAPCTBCHHOI'O IIpfliapara A MCEAULUHCKOTO
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MIPUMCHCHHS,
10) undopmariuio o coctaBe JEKapCTBEHHOTO Mpernapara i MEAUIIMHCKOTO IPUMEHEHHS,

11) mOKyMEHT, COCTaBJEHHBIN MPOU3BOAMUTENIEM JIEKAPCTBEHHOTO Ipemnapara st MEAUIUHCKOTO
MPUMEHEHHUS W COJCpKAIMi MOKazaTenu (XapaKTepUCTHUKH), a TaKKe CBEACHHUS O JIEKapCTBEHHOM
npenapare i MEIUIMHCKOTO TPUMEHEHHUs, MPOU3BEICHHOM [UJIi TPOBEACHHUS KIMHUYECKUX
HCCJICTOBAHUM;

12) cBeneHus o jnare NpefoCTaBICHUS U PErMCTPALMOHHOM HOMEpPE JIMIIEH3UMM Ha MPOU3BOACTBO
JIEKapCTBEHHBIX CPEJCTB B Cly4yae, €CJIM MPOU3BOJACTBO JIEKAPCTBEHHOI'O IpernapaTa OCYIIECTBISETCS B
Poccuiickoii ®depepanuu, WM CBEACHUA O JaTe IMPEJOCTABICHHS W PETMCTPALIMOHHOM HOMEpPE
3aKJIIOUYEHHST O COOTBETCTBHM IPOMU3BOJAUTENS JIEKAPCTBEHHOI'O IIperapaTa TpeOOBaHUSAM IPaBUII
HaJJIeXkKalleld MPOU3BOJICTBEHHON NPAaKTUKH, NPEJOCTABICHHOIO YINOJHOMOYEHHBIM OPraHOM CTpaHBI
MIPOM3BOIUTENIS JIEKAPCTBEHHOTO Tperapara.

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

2.1. B cnyuyae HenpencTaBICHHs C 3asABICHUEM O BblJAauy€ pa3pelleHUs Ha I[POBEACHUE
KJIMHUYECKOT'0 MCCIIEA0BAaHMs JIEKAPCTBEHHOTO MperapaTa JUisl MEAUIIMHCKOIO IPUMEHEHUS TOKYMEHTOB
(cBeneHwmit), MOATBEPXKIAIOIIUX YIUIATy FOCYJapCTBEHHON MOLUIMHBI U YKa3aHHBIX B IYHKTE 2 4acTH 2
HACTOAIIEH CTaThU, a TaKXK€ BBIJABAEMBIX (MPEAOCTABISIEMBIX) YIIOJIHOMOYEHHBIMH (DeepanbHbIMU
OpraHaMM HCIOJHMUTEIBbHOM BIAcTH JOKYMEHTOB (CBEIEHMI), YKa3aHHbBIX B IyHKTe 12 yactu 2
HACTOALLIEH CTaThbU, YHNOJHOMOYEHHBIH (enepanbHbli OpraH HCHOJIHUTEIbHOM BIACTH 3alpaliuBacT
yKa3aHHble  JOKYMEHThl  (CBEJEHMsS) B  IOpSAKE  MEXKBEJOMCTBEHHOIO  HMH(OPMAIMOHHOIO
B3aUMO/ICHCTBUS.

(uactsb 2.1 BBeneHa @enepasibHbIM 3aKOHOM OT 27.12.2019 N 478-D3)

3. B cpok, He npeBbILaoIuUi IATH padounx JHEH co THS MPUHATHS yKa3aHHOrO B MyHKTE 1 yactu
2 HacToslIeH CTaTbU 3asBJICHHUS U HEOOXOAMMBIX JOKYMEHTOB, YIOJIHOMOYEHHBIH (enepanbHblii opraH
VCIIOJTHUTENIBHON BIIACTH:

1) MMpOBOAUT MPOBEPKY MNOJTHOTHI U JOCTOBEPHOCTHU CBe,Z[eHI/II\/’I, COACPpKAMMNXCA B MPEACTABICHHBIX
3asABUTCIIEM JJOKYMCHTAX,

2) MNPUHUMACT PCHICHUC O MPOBCACHUHU SKCIICPTHU3BI JOKYMCHTOB IJIA IMOJYUYCHHA PA3PCIICHUA Ha
MPOBCACHUEC KIIMHUYCCKOI0 UCCIICAOBAHUA JICKAPCTBCHHOT'O IMperiapaTta A MEAUIUHCKOTO IMTPUMCHCHUA
U dTUYECKOH SKCIICPTU3LI UIIN 00 oTKaze B MMPOBCACHNH YKa3aHHBIX 3KCIICPTU3;

3) yBemoMmisieT B JJEKTPOHHON (opMe wim Ha OyMa)KHOM HOCHUTENE 3asSBUTENS O TPHUHSITOM
penieHny 100 B ciiyyae MPUHATHUS pElIeHHUs 00 OTKa3e TakKe ¢ yKazaHUEM MPUYHH TaKOTO 0TKAa3a;

4) moAroTaBiMBAaeT M HAMpaBiseT B SKCIEPTHOE YUPEXKIEHHUE W COBET IO 3THKE 3aJaHHe Ha
IPOBEIECHUE COOTBETCTBYIOIINX DKCIIEPTHU3.

4. B cinydae BbISIBICHUS HEMOJHOTHI M (WMJIM) HEJOCTOBEPHOCTH HH(pOpMAINH, COAepiKallehcs B
NPEJCTABICHHBIX 3asBUTENIEM JOKYMEHTaX, YIOJHOMOYEHHBIH (elepanbHblil OpraH HCIOJHUTEIbHON
BJIACTHM HAIPAaBIISET 3asBUTENIO 3alpoCc 00 YTOUHEHUU yKa3aHHOW MHGopMaruu. [[aHHBIN 3a1pOC MOXKET
ObITH TepeaH YHOJIHOMOYEHHOMY MPEICTABUTENIO 3asBUTENS JIMYHO IO/ PACIHUCKY, HANpaBieH II0
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[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

MOYTe 3aKa3HBIM MMMCHMOM WM TMEpeJaH B AJIEKTPOHHOH (opMe MO TEIEKOMMYHHKAIIMOHHBIM KaHajlaM
CBA3M. B cilydae HampaBileHHs [AHHOIO 3ampoca IO II0YT€ 3aKa3HbIM IIMCBbMOM OH CYHMTAeTCs
MOJyYeHHBIM 1O MCTEYCHHMH INECTH AHEW C JaThl HANpPAaBJICHUS 3aKAa3HOTO MUCHhMA. 3asBUTENb 00s3aH
IIPEJCTaBUTh OTBET Ha 3alpoC YMOJIHOMOYEHHOTo (heliepalbHOro OpraHa MCIOJHHUTEIbHON BIacTH B
CPOK, HE MPEBBIMAIOIINN JIeBTHOCTA paboUYuX aHEH co aHs ero nmomydeHus. Cpok, yKa3aHHBIA B 4acTu 3
HACTOAILLEH CTaThbU, NPUOCTAHABIMBACTCA CO JIHSA HAIPAaBICHUS 3asBUTEIIO 3allpOCa YIOJHOMOYEHHOIO
(benepanbHOro OpraHa MCTIOJTHUTENBHOM BIACTH 10 JHS MOJXYYEHHUS UM COOTBETCTBYIOIIETO OTBETA U HE
YUUTBIBAETCSI IPU HMCUUCICHUM CpOKa IPHUHATUS YIOJIHOMOYEHHBIM (efepalbHbIM  OpraHoM
VICIIOJTHUTEJIBHON BJIACTH PELLEHUs O IPOBEICHUH SKCIEPTU3bI JOKYMEHTOB I IIOJIY4CHHS pa3pelicHus
Ha [POBEJIEHUE KIMHUYECKOTO MCCIEAOBAHUSA JIEKAPCTBEHHOIO TIIpenapara Juisi MEOUIMHCKOrO
IIPUMEHEHHS.

5. OcHOBaHMEM JUIsl OTKa3a B MPOBEAEHUM SKCHEPTU3bI JOKYMEHTOB ISl MOJYYEHUS pa3pelIeHUs
Ha [IPOBEJICHUE KIMHUYECKOIO MCCIEA0BAaHUS JIEKAPCTBEHHOrO Mpenapara JUisi MEAMIMHCKOTO
MIPUMEHEHUSI U HTUYECKON SKCHEPTHU3bl SBISIETCS MPEICTABICHUE JOKYMEHTOB, MPEAYCMOTPEHHBIX
4acTbi0 2 HACTOSILEN CTaTbH, B HEMOJHOM OOBEME, HENPEACTABICHUE 3asBUTEIEM B YCTAHOBJIEHHBIM
CpPOK OTBETa Ha yKa3aHHBIA B 4YacTH 4 HACTOAILICH CTaThbU 3alpoc YMOJIHOMOYEHHOTro (eaepaabHOro
OpraHa UCIHOJHUTEIBbHOM BJIACTH JUOO OTCYTCTBHUE B MPEICTABIEHHBIX JOKYMEHTAX HCUEPIIBIBAIOLIETO
nepeyHs: HeoOXxoaumon uH(opmanuu win UHGOPMAIUHU, KOTOpas JOJDKHA OBITh OTpakeHa B HHX, a
TaKXKe OTCYTCTBHE HH(OPMAIMH, IMOATBEPXKAAIOMEH (akT ymaaTbl roCcylapCTBEHHOW MOIUIMHBI 3a
MIPOBEACHUE 3TUYECKOW SKCHEPTU3bl, SKCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM Mpenapar s
MIOJIy4YEHUsl pa3pellieHus] Ha MPOBEJICHUE KIMHUYECKOT0 MCCIEA0BAHUS JIEKAPCTBEHHOIO Mpenapara Jyis
MEIULHUHCKOTrO IMPUMEHEHHUs, 32 BbIJAUy pa3peliCHUs] Ha IMPOBEACHUE KIMHUYECKOTO HCCIEAOBaHUS
JIEKapCTBEHHOI'O IpernapaTa JJii MEIULIUHCKOTO IPUMEHEHHUS, 3a MPOBEACHUE SKCIEPTU3bl JOKYMEHTOB
Ha JIEKAPCTBEHHBIM IMpenapar i [OJYyYEHHUs pa3pelieHus Ha MPOBEACHUE MEXIAYHApPOJIHOIO
MHOTOIIEHTPOBOTO KJIMHMYECKOTO HCCIIEIOBaHUs JIEKapCTBEHHOTO IIpernapara s MEIUIIMHCKOrOo
MPUMEHEHHUsI, 32 BbIJAYy pa3pelieHUs] Ha MPOBEACHUE MEXKIYHAPOJHOTO MHOTOLIEHTPOBOTO
KJIIMHUYECKOTO0 HCCIIEOBaHMs JIEKAPCTBEHHOI'O IIpernapaTa JUisli MEIULMHCKOrO TNpUMEHEHHs, 3a
IIPOBEJICHUE DJTUYECKOW HKCIEPTHU3Bl, DKCIEPTU3bl JTOKYMEHTOB Ha JIEKAPCTBEHHBIM Ipenapar i
MOJIyYEHHUsl pa3pelleHHs] Ha MPOBEACHHE MOCTPETUCTPALMOHHOTO KIMHUYECKOIO HCCIEIOBAHUS
JIEKapCTBEHHOI'O Ipernapara il MEAMIMHCKOrO IMPUMEHEHHUs, 33 Bblayy pa3pellieHUsl Ha MPOBEJICHUE
MIOCTPETUCTPALIMIOHHOTO KIMHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOIO IpernapaTa s MEeAUIIMHCKOIO
IIPUMEHEHHS.

6. llpoBeneHue »SKcnepTU3bl JOKYMEHTOB IS IIOJYyYEHHUS pa3pelieHHus Ha IpOBEICHUE
KJIIMHUYECKOT'0 MCCIIEA0BAHNS JIEKAPCTBEHHOT0 Npernapara sl MEJUIUHCKOTO IPUMEHEHNS U dTHYECKOU
AKCIIEPTU3BI, COCTABIEHNE KOMUCCUEHN IKCIIEPTOB M COBETOM IO 3THUKE 3aKJIFOUEHUN O BOZMOXKHOCTH WIIH
HEBO3MO)KHOCTH NPOBEJIECHUS TAaKOTO KIMHMUYECKOTO MCCIENO0BAaHUS U HAIpPABICHUE dTUX 3aKIHOYECHUN B
YIOJTHOMOYEHHBIN (efepanbHblii OpraH MCIOJIHUTEIbHOW BIIACTH OCYILECTBISIOTCS B CpPOK, HE
NPEBBILIAIOIINNA TPUALATH pabounx JHEW CO AHA MOJYYEHHs SKCIEPTHBIM YUPEKIACHUEM 3a/laHus
YIOJHOMOYEHHOTO (peiepalbHOIO0 OpraHa HUCHOJHUTENbHOM BIACTH C NPUIOKEHHUEM JTOKYMEHTOB,
yKazaHHbIX B TyHKTax 3, 4, 10 m 11 wactu 2 HacTosIIed CTaTbU, U COBETOM IO JTHUKE 3aJaHUS
YIOJHOMOYEHHOTO (eiepabHOr0 OpraHa HUCHOJHUTENbHOM BIACTH C MPUIOKEHHUEM JTOKYMEHTOB,
yKa3aHHbBIX B MyHKTaX 3 - 6, 8 1 9 yactu 2 HacTOsAIIEH CTaThH.

7. B cpok, HE TIPEBBIMIAIONTNN TIATH PabOYMX ITHEH CO IHS MOJYyYEHHUS 3aKIIOUYCHHUH, YKa3aHHBIX B
gacTu 6 HACTOSIIEH CTaThH, YIIOJTHOMOUYEHHBIH (peiepanbHblii OpraH HCIIOHUTEIHHON BIACTH:
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1) OCYHICCTBJIACT OLICHKY NOCTYIIUBIINX 3aKJIFOUYCHUM AJI onpeACIICHUA NX COOTBCTCTBHUA 3aJaHUAM
Ha NPOBEACHUE COOTBECTCTBYIOIIUX SKCIICPTU3,

2) NpUHUMAET pEUIEHHE O BblJau€ pa3pellieHUs Ha IPOBENECHUE KIMHUYECKOIO MCCIIEI0BaHUS
JIEKapCTBEHHOI'0 Ipernapara il MEIULUHCKOIO NPUMEHEHMs WiIM 00 OTKa3e B Bblaye YKa3aHHOIO
paspelIeHus;

3) BbIIACT PA3pCIICHUEC HAa MPOBCACHNUE KIIMHUYCCKOr'O MCCICAOBAHUA JICKAPCTBCHHOI'O IIpEIiapara
A MCOUIOUHCKOIO MHNPHUMCHCHUSA WM PCHICHUC 00 oTkase B BbLJAYC YKA3aHHOI'0 pa3pClICHUSA C
YKa3aHUECM IIPUYHH OTKa3a.

8. OcHOBaHUEM JUIsl OTKa3a B BbLJaye paspelIeHUs Ha MPOBEACHUE KIMHUYECKOTO HCCIIEIOBAaHUS
JIEKApCTBEHHOIO IIpenapara uisi MEIULMHCKOIO IIPUMEHEHUS SABIIACTCA HATUYKME 3aKII0YEHUs KOMUCCHUU
JKCIIEPTOB WJIM 3aKJIIOYEHUS COBETa II0 3THKE O HEBO3MOXXHOCTH IIPOBEIACHUS KIMHUYECKOIO
UCCIEAOBAHUA JICKApCTBEHHOIO IIpenapara JUid MEAMIUHCKOIO IIPUMEHEHHS II0 pe3yiabTaraM
IIPOBEJICHHBIX 3KCIEPTU3, IPEYCMOTPEHHBIX YacThio 6 HACTOALIEH CTaThU.

9. Pemienne 00 oTka3ze B MPOBEACHHM SKCIEPTH3bI JOKYMEHTOB JUISl MOJYYCHHs pa3pelieHus Ha
MPOBEJICHUE KIIMHUYECKOIO MCCIIEIOBAHUS JEKAPCTBEHHOrO Mpenapara il MEAUIUHCKOTO TPUMEHEHUS
M STUYECKOM SKCHEPTHU3bl M B BbIJIau€ pa3pelieHUss Ha MPOBEIACHUE KIMHUYECKOTO HCCIICIOBaHUS
JIEKApCTBEHHOT'0 TIperapara Jyisi MEIUIIMHCKOTO MPUMEHEHUSI MOXET OBITh O00XaJOBaHO B TOPSJIKE,
YCTaHOBJICHHOM 3aKOHOAATENbCTBOM Pocculiickon ®Penepanuu.

CraTtba 39.1. 3Tnyeckasa akcnepTusa
(BBeneHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

1. Otrueckas OKCIICPTHU3a MMPOBOAUTCA COBETOM 110 3THUKE, CO3JJAaHHBIM B MOPAAKEC, YCTAHOBJICHHOM
YIIOJIHOMOYCHHBIM (I)e,uepaanHM OpraHomMm HCIIOJIHUTEIbHOMN BJIaCTH, B ICIIAX BbIAA4YMW 3aKJIIOYCHUA 00
THYECKON 000CHOBAHHOCTH BO3MOXKHOCTH MMPOBEACHUSA KIIMHUYCCKOI0 MCCIICA0BAHUA JICKAPCTBECHHOI'O
npenapara i1 MCIUIUHCKOTO IPUMCHCHH .

2. DKcnepTaMy COBETa MO 3TUKE MOTYT OBITh MIPEACTABUTEN MEIUIIMHCKUX OPraHU3allNii, HAYIHBIX
opraHmzaiuii, 00pa30BaTeNbHBIX OpPraHM3AIMi BBICIIETO OOpa30BaHMs, a TaKXKe NPEACTaBUTENN
OOIIIECTBEHHBIX OpTraHU3aIlMi, PEJIMTUO3HBIX OpPraHU3alUi M CPEJCTB MAacCOBOM MH(popManuu. J[aHHBIE
OKCIIEPTHl HE JIOJDKHBI HAXOAUTHCA B KAaKOW-THOO 3aBHUCHUMOCTH OT Pa3pabOTUYMKOB JIEKAPCTBEHHBIX
MPENapaToB U APYTrUX JIUII, 3aUHTEPECOBAHHBIX B PE3YJIbTATAX STUUYECKON IKCIEPTHU3HI.

3. Omnata yciayr SKCIEPTOB COBETa IO JTHKE OCYIIECTBISETCS Ha OCHOBAHMM JIOTOBODA,
3aKJIFOYEHHOTO MEX]y YHNOJIHOMOYEHHBIM (heliepajbHbIM OPraHOM MCIIOJIHUTEIBHON BIACTH, KOTOPBIM
CO3JIaH COBET IO 3TUKE, M OKCIEPTOM COBETa IO OSTHKE, 3a CYeT OIO/PKETHBIX AaCCUTHOBAHMUH,
MIPEyCMOTPEHHBIX YIOJIHOMOYEHHOMY (heepaJbHOMY OpraHy MCIOJHUTEIBHOW BJIAcTH, KOTOPBIM
CO3[]aH COBET IO 3THKE, B (hefeparlbHOM OOKETe Ha COOTBETCTBYIOMIMN rojJi Ha oOecleuyeHHe €ro
NEeATEIbHOCTH, B pa3Mepax, ycTaHoBIeHHbIX [IpaButensctBom Poccniickoit denepanun.

4. DKcnepTbl COBETa MO 3THUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBUM C 3aKOHOJATEIHCTBOM
Poccuiickoit ®enepanuu.

5. CoctaB coBera 110 9THUKE, IMOJIOKCHHUC 00 3TOM COBCTC, MOPAIOK €TO ACATCIIbHOCTH, TpeGOBaHI/IH K
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KBTM(DUKAIIMH U OIBITY Pa0OTHI MO SKCIEPTHOU OIEHKE HAYYHBIX, MEIUIIMHCKUX U 3TUICCKUX ACIIEKTOB
KJIMHUYECKUX  HMCCIEIOBAHUN  JICKAPCTBEHHBIX MpenapaToB g MEIUIMHCKOTO MPUMEHEHUS,
MPEIBABISIEMBIE K JKCIIEPTAM COBETA MO 3THKE, MOPSAJOK OpPraHu3alld W IPOBEICHHS ATUYECKOU
AKCMEePTU3BI, opMa 3aKITIOUYEHUS COBETA IO dTUKE YCTAHABIMBAIOTCSA YIOJTHOMOYEHHBIM (eepabHbIM
OpPraHOM MCIOJIHUTEIBHOM BIACTH. YMCIIO MNpencTaBUTENEd MEIUUMHCKUX OPraHU3aluil HE MOMKET
MIPEBBINIATH MMOJIOBUHY OT OOIIEro Yucia SKCIEPTOB COBETA IO ITHKE.

6. Nudopmanus o cocraBe coBeTa IO 3THKE, IJIaHAX €ro paboTbl M TEKylleld AEATEIbHOCTU
pasmerniaercs Ha OQUIMAIBLHOM CaiTe YHNOJHOMOYEHHOIO (heAepalbHOrO0 OpraHa MCIOJIHUTEIbHON
BJIacTH B ceTu "MIHTEepHET" B yCTAaHOBJIEHHOM UM IOPSIJIKE.

Cratbsa 40. lNpoBeaeHMe KNMHUYECKOro UccriefoBaHNA NeKapCTBeHHOro npenapara
AN MeAuLMHCKOro NnpuMeHeHus

1. PykoBoauTesnb MEAMLMHCKOW OpraHM3allud, KOTOpas MPOBOAUT KIMHUYECKOE HCCIel0BaHHE
JIEKapCTBEHHOI'0  IpemapaTta s  MEAMIMHCKOrO  INPUMEHEHHs, Ha3HadaeT  UCCIlIeoBarTels,
OTBETCTBEHHOI'0 3a IIPOBEJICHHE TAKOTO MCCIEIOBAaHUA M HMEIOIIEro Je4yeOHYI0 CIEeHUabHOCTS,
COOTBETCTBYIOLIYIO IPOBOAMMOMY KIMHMYECKOMY HCCIEI0BAaHUIO JIEKAPCTBEHHOrO IIpernapara, co
cTakeM palOoThl MO IpOrpaMMaM KIMHUYECKUX HCCIEJOBAHUMN JIEKAPCTBEHHBIX MpenapaToB HE MEHee
4YeM TpU TOJa M II0 €ro MpPEUIOKCHHIO Ha3HA4aeT COMCCIENOBATEIe W3 4YuCla Bpaded 3TOU
MEIULUHCKONW OpraHu3alHH.

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

2. Hccnenosarens OCYHICCTBJIACT BLI60p MMaguCHTOB, KOTOPLIC IIO MCAWMIHUHCKHUM IIOKa3aHUAM
MOTYT OBITH IMPHUBJICYCHBI K YYAaCTHIO B KJIIMHHUYCCKOM HCCIICAOBAHUHN JICKAPCTBCHHOI'O IIpfrapara IJIsa
MCAUIUHCKOI'O IIPUMCHCHUS.

3. UccnemoBaTens ©  COMCCIIEAOBATCIH  JTOJDKHEI OBITb O3HAKOMIIEHEI C pe3yiabTaTaMu
JAOKIIMHUYCCKOI'O HUCCICI0BaHUA JICKAapCTBEHHOT'O CpeacTna, COJACpKalllUMHUCA B 6pom10pe
HCCIICO0BATCIIA, MPOCKTOM IPOTOKOJIA KIIMHUYCCKOI'0 HCCICAOBAHHA JICKAPCTBCHHOI'O IIpCriapara IJid
MCIUIHUHCKOI'O MPUMCHCHUA, p33pa6OTaHHHM paBpa6OT‘-II/IKOM JICKAPCTBCHHOT'O IIpCliapaTa WJIW HHbIM
OPUINYCCKUM JIMIIOM, IIPHUBJICKACMBIM K OpraHu3allvid MIPOBCACHHA KIMHUYCCKOTO HCCICAOBAHUA
JICKApCTBCHHOT'O TIIpfriaparta I MCEAUIUHCKOTrO IMPUMCEHCHUA, U APYTHUMH MATCpUalaMHU TaKOIro
HUCCICIOBAaHUs.

3.1. PykoBoauTeNnb MEAUIIMHCKON OpPraHu3allii B CPOK, HE MPEBBIMIAIOIINKI TpeX pabodyunx JHEH co
JHS Havajla MPOBEJCHUS KIIMHUYIESCKOTO MCCIIEAOBAHUS JIGKAPCTBEHHOTO TIperapara Jiisl MEAUIIHHCKOTO
MIPUMEHEHHs, co00IIaeT 00 3TOM B YMOTHOMOYEHHBIH (heepaabHbli OpraH HCIOTHUTEIHHOW BIIACTH,
BBIIABIINI pa3pelicHe Ha IPOBEJICHIE TAKOTO UCCIICOBAHMS, TT0 YCTAHOBICHHON UM (opMe.
(uacts 3.1 BBenena @enepanbHbiM 3akoHOM OT 29.11.2010 N 313-D3)

4. OpraHuzanuy, OCYHIECTBISIOIIAE OPraHU3ALMI0 MPOBEJICHUS KIMHUYECKOIO HCCIEIOBAHMS
JIEKapCTBEHHOI'O IIpenapaTta JUlsi MEIUWLUHCKOIO IPUMEHEHUs W yKa3aHHble B dacTu 3 craTbu 38
HacTosmero denepalbHOrO 3aKOHA, B Clyyae HEOOXOJUMOCTH BHECEHHUSI W3MEHEHHUH B IPOTOKOI
KJIMHUYECKOT'O MCCIIEI0BAHUS JIEKAPCTBEHHOTO Ipernapara JUlsi MEIUIIMHCKOTO MPUMEHEHHUS! COOOIIaloT
00 3TOM B YIIOJIHOMOYEHHBIN (efepanbHbI OpraH UCIOJHUTEIBHON BIIACTH, BBIIABIINHN pa3pelieHne Ha
MIPOBE/IEHUE TAaKOTO UCCIIEJOBAHUS, 110 YCTAHOBIEHHON UM (hopme.

(B pen. @enepanpuoro 3axkoHa ot 11.10.2010 N 271-D3)
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4.1. ®opma cooOmEeHUs] O BHECEHWH H3MEHEHHH B MPOTOKOJN KIMHUYECKOTO HCCIEIOBAHMS
JIEKapCTBEHHOTO Ipenapara Juisi MeIUIIMHCKOTO IIPUMEHEHHUS TOJDKHA COJIEPXKATh CIETYIOINE CBEACHUS:

1) HaumeHOBaHUe, NICHTU(UKAIIMOHHBIA HOMEP | JIaTa MPOTOKOJIA KIMHUYECKOTO UCCIICIOBAHMS;
2) nata BHECEHUsI K3MEHEHUM B MPOTOKOJI KIIMHUYECKOTO UCCIIEA0OBAHUS;
3) HaMMEHOBaHUE U MECTO HaXOXKJICHUS 3asIBUTEIISA,

4) HaMMEHOBaHUE OpraHU3allMU, MPHUBJICYCHHOW pa3pabOTUUKOM JIEKAPCTBEHHOrO Mpernapara K
OpraHu3aly MPOBEACHUS KIMHUYECKOr0 UCCIe0BaHus (TIpU HAJIMYUN);

5) HaAaHMMCHOBAHUA M MECTa HaXO0XICHHA MCIHUIHMHCKHX opraHmauHﬁ, B KOTOPBIX ITPOBOAHUTCA
KIMHUYCCKOC NCCICIOBAHUC,

6) nmara BbIJAYM pas3pelieHHs Ha IPOBEACHUE KIMHUYECKOTO HCCIECIOBAHUS M HOMEpP 3TOrO
pa3penIeHus;

7) U3MEHEeHUs, BHOCUMBIEC B TIPOTOKOJI KJIMHUYECKOTO HCCIICIOBAHUSI.
(uactsb 4.1 BBenena @enepanbHbM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He NmpeBbIIAOMUN TpUALATH PaboYMX AHEH CO JIHS MOJTY4eHUs YKa3aHHOro B yacTu 4
HACTOAILLEH CTaTbU COOOIUEHHUS, YIOJIHOMOYEHHBIH (eepanpHblii OpraH MCIOJHUTEIbHONW BJIAacTU
paccMaTpUBaeT 3TO COOOIEHHE B YCTAaHOBJIEHHOM MM IMOpSJAKE M NPUHUMAET pELIEHWE O BHECEHUHU
U3MEHEHUN B IIPOTOKOJ KJIMHMYECKOIO MCCIIEIOBAaHUS JIEKAPCTBEHHOI'O IIpenapara Juisi MEIUIMHCKOIO
IPUMEHEHHUs WM 00 OTKa3e BO BHECEHMM TakuxX H3MeHeHMH. Ilpu paccmorpeHun cooOuieHus o
HEOOXO/JMMOCTH BHECCHHMS HM3MEHEHHWH B TPOTOKOJ KIMHMYECKOTO HMCCIIEOBAHUS JICKAPCTBEHHOTO
mpenapara A8 MEAWLUHCKOrO IPUMEHEHHs B IeNAX OLEHKM OOOCHOBAHHOCTH HpPEJIaraeMbIX
W3MEHEHUN W OIPEAENICHUs CTENEHW PHUCKA JUIs NAUUEHTOB, MPUHUMAIOIINX YY4acTHE B KIMHUYECKHUX
UCCIICIOBAHUSIX, YIIOJIHOMOYEHHBIM  (ellepalbHbIM OpPraHOM  HUCIOJHUTENIBHOW BJIACTH  MOTYT
IIPUBJIEKATHCS SKCIIEPTHI COBETA IO ITHKE.

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

6. Knmauyeckoe wucciegoBaHUE JIEKapCTBEHHOIO TMperapaTta JUlsi MEIUIIMHCKOTO TMPUMEHEHUS
MOKET OBITh MPHOCTAHOBIEHO WM MPEKpaIIeHO, €CIM B MpoIlecce €ro MpoBeNeHUs OOHapyk eHa
OMACHOCTb JIJIS )KU3HHU, 3J0POBbS MALMEHTOB. B cilydyae BO3HMKHOBEHUS OMACHOCTH ISl )KU3HH, 3/I0POBBS
MAllMEHTa, YYACTBYIOLIETO B  KJIMHUYECKOM MCCIEHOBAHMM JIEKAPCTBEHHOIO IIpernapara s
MEJUIIMHCKOTO TPUMEHEHHS, HCCleNoBaTeau oO0s3aHbl MPOMH(DOPMUPOBATH 00 STOM PYKOBOIUTEIS
MEIMIMHCKOM OpraHu3allMd W  OpraHU3aldio, I[OJYYMBIIYH) Pa3pelieHUuE  YIIOJIHOMOYEHHOIO
(dbenepaibHOTO OpraHa WCIOJHHUTEIBHOW BJIACTH HAa OPraHU3aIyio TPOBEACHUS KIMHUYECKOTO
HCCIIEIOBAHMS JIEKAPCTBEHHOIO Ipernapara. Pemenre 0 npuoCTaHOBIEHUH KIMHUYECKOTO UCCIEA0BaHUS
JIEKapCTBEHHOTO Tpernapara g MEAUIUHCKOTO MPUMEHEHHUS! IPUHUMAIOT PYKOBOJAUTENh MEIUIIMHCKOMN
OpraHu3alyy 1 (WJIu) OpraHu3aIus, MOTYIHBIIAas pa3pelieHne YIOTHOMOYEHHOTO (heepaabHOro oprana
WCTIOJIHUTEJIbHON BJIACTH HAa OPraHHU3alMI0 MPOBEACHUS KIMHUYECKOTO HCCIIENOBAHUS JIEKAPCTBEHHOTO
rnpernapara s MEIUIMHCKOTO IIPUMEHEHUS, PEIIEHWE O MPEKPAllEHUH TaKOro HCCIEeI0BaHUs
MIPUHUMAET YITOJTHOMOYEHHBIN (he/iepaibHbIi OpraH WCIIOTHUTEIIBHON BIACTH HA OCHOBAHUM COOOIICHUS
B THCHBMEHHOW (opMe pyKOBOIUTENS MEOUIIMHCKOW OpraHW3allid WJIM OpTaHU3allus, MOTy4YHBIIAs
paspeleHue YIoJHOMOYEHHOro (¢efepalbHOr0 OpraHa HCHOJIHUTENbHOM BIAaCTM Ha OpraHU3alUIo
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MMPOBCACHUA KIIMHUYCCKOI0 UCCIICAOBAHUA JICKAPCTBCHHOI'O IIpCriapara i1 MCAUITUHCKOIO MPpUMCHCHU .

7. B cpok, He NpeBbIAOLIMN MATH padouux AHEH CO JHS 3aBEpLICHMs], IPUOCTAHOBICHUS WU
IIPEKpalICHUsI KIMHUYECKOIO MCCIENOBAHMS  JIEKAPCTBEHHOIO Iipenapara Uil  MEAMIMHCKOIO
IIPUMEHEHHMs, COOOIIeHne 00 TOM HalpaBlAeTCsl OpraHU3alMsiIMHU, YKa3aHHbIMU B 4acTH 3 cTaTbu 38
Hacrosero dexepanbHOro 3aKOHA, B YIIOJTHOMOUYEHHBIN (e/iepaibHbIil OpraH UCTIOIHUTEIBHONW BIACTH
10 YCTAaHOBJICHHOH UM (hopMe.

8. ®opma cooOUIeHHs O 3aBEPUICHUU, MPHOCTAHOBICHUH WM TPEKPALICHUH KIMHUYECKOTO
HCCIIeI0BaHMsI JIEKApCTBEHHOT'O Mpenapara A1 MEIULIMHCKOTO IPUMEHEHUS JI0JKHA COJIepKATh!

1) uadopmanmo 0 MEIUIIMHCKOW OpraHU3aIMK WIH MEIUIUHCKUX OPTraHU3aIusX, MPOBOIUBIINX
JJaHHOE UCCJIeJOBaHUE;

2) onucaHue JaHHOTO MCCIIEIOBAHNUS,

3) nanHble uccienoBareis ((pamMuiaus, UMs, OTYECTBO, MECTO pabOThI, 3aHUMaeMasi TOJDKHOCTb,
CHEIMAILHOCTh, CTaX pabOThIl IO TporpaMMaM KIMHHYECKHX HCCIICIOBAHUHA JICKAPCTBCHHBIX
NperaparoB, IEpeYeHb KIMHUYECKUX MCCIICOBAHUIN JICKAPCTBEHHBIX NPENapaToB, B KOTOPBIX OH
MpUHUMAIT ydacTue (MIEPUO/IbI YUaCTHsI) B KAUECTBE MCCIIE0OBATEIS WIIA COUCCIICAOBATENS);

(B pen. @enepanbHoro 3akona ot 11.10.2010 N 271-03)

4) pe3ynbTaT JAaHHOTO MCCIIEIOBaHUs (3aBepIleHHUEe, TPUOCTAHOBICHUE WIIM TIPEKPAIICHHE JaHHOTO
UCCIICIOBAHMSI C YKa3aHUEM MX MPUYUH M BIMSHUS Ha OLEHKY €ro pe3yJbTaToB, OOIIYIO OLICHKY PUCKA U
OXKHJaeMOW TIOJNB3bl OT TPUMEHEHHs HCCIEIyeMOro JICKapCTBEHHOIO TIpemapara, a TakKxke
npe/roiaracMple JalbHEHIIUE ICHCTBUS).

8.1. Ilpu BbISIBICHUH (QeAepaIbHBIM OPraHOM HWCIOJHUTEIBHON BIACTH, OCYIIECCTBIISIONIIM
GYHKIIUM 1O KOHTPOIIO W Haa30py B cdepe 3ApaBOOXpaHEHHUs, HAPYIICHUN NpaBUI HaAJexKalen
KIIMHAYECKOU IMPAKTUKH IPU MPOBECACHHUU KIMHHUYCCKOTO MCCICIOBAHUSA JICKAPCTBCHHOI'O IIpIriapara,
BIUSIONIMX HA TIOJHOTY U (WJIM) JOCTOBEPHOCTh JAHHOTO KIMHHYECKOTO HCCIEAOBAaHUS, yKa3aHHBIH
q)e):[epaﬂbelﬁ opran HCHOJIHUTEILHON BJIACTU MPUOCTAaHABIMBACT MPOBCACHUC NAHHOTO KIMHHYECKOI'O
WCCJIEIOBAHMS M BBIHOCHUT MEIUIIMHCKON OpraHM3aliH, B KOTOPOH MPOBOAUTCS JAaHHOE KIMHUYECKOE
UCCIIeIOBaHNe, TMpeANucaHue o0 yCTpaHEeHUHM BbIABICHHbIX HapymeHuid. [lpu HeycTpaHeHHH
MEIUIIMHCKOW OpraHu3aluell BBIABICHHBIX HApYIICHWH B YCTAaHOBICHHBIH B MPEINUCAHUH CPOK
YKa3aHHbI (QenepaibHblil OpraH HCIOJIHUTEIbHOW BIACTH MPUHUMAET pELIEHHE O MpeKpalleHuH
MIPOBEJICHUS] KIMHUYECKOTO HCCIIEJIOBaHMS JIEKAPCTBEHHOIO MperapaTa M HampaBisieT B (enepalbHbIi
OpraH HCIIOJIHUTENbHON BJACTH, OCYILECTBISAIOIUN (QYHKIMM 10 BBIPAaOOTKE U peanu3aluu
rOCy/IapCTBEHHONW TOIUTHUKA U HOPMATHBHO-TIPABOBOMY PETYIMPOBAHHUIO B cdepe 3IpaBOOXpaHEHUS,
3aKJIIIOYCHHUEC O BBLIABJIICHHUU IIPU MPOBECACHUUN JAHHOTI'O KIIMHHUYCCKOI'0 MCCICAOBAHUA HapymeHI/Iﬁ IMpaBUI
HaJJIeXxalel KIMHUYECKOW IPAKTUKY IS IPUHATHS PElIeHUs] 00 OTMEHE pa3pelIeHus] Ha OpraHUu3aIuio
MMPOBCACHUA JAHHOT'O KIMHHUYCCKOIO MCCICAOBAHHA C AaTbl NPUHATHA PCHICHUSA O IMPUOCTAHOBJICHUH
MPOBEJICHUS KJIMHIUYECKOTO MCCIeA0BaHUS JIEKapCTBEHHOT O TIpernapara.

(dactb 8.1 B pen. denepanpHoro 3akona ot 13.07.2015 N 241-D3)

9. VYmnonHoMOYeHHBIH (enepanbHbli OpraH MCHOJHUTEIBHON BJIACTH OMYyOJMKOBBIBAET U
pa3Meniaer Ha cBoeM oduIuaibHOM caiite B cetd "HMHrepHer" cooOlieHMe O 3aBeplleHUuH,
IIPUOCTAHOBJIEHUU WJINM NPEKPALIEHUM KIMHUYECKOTO MCCIEN0BAaHUS JIEKapCTBEHHOTO Ipernapara i
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

MCIUIIUHCKOI'O MPUMCHCHUS B CPOK, HEC HpeBBII_HaIOIJ_II/Iﬁ 1T pa60q1/1x ILHGI;'I CO JIHA €T0 IIOJIYy4YCHUS, B
YCTAaHOBJICHHOM UM IIOPAOKE.

10. YmonHOMOYeHHBIH (enepaibHbli OpraH HCIOJHUTEIBHON BJIACTH OCYIIECTBISICT BEICHUE
peecTpa uccienoBarene, NpOBOASAIIMX WIA IPOBOAUBIINX KIMHUYECKHE UCCIIEI0BAHMS JIEKaPCTBEHHBIX
mpenaparoB Jyisi MEIUIIMHCKOTO MPUMEHEHUS, B COOTBETCTBUM C YTBEP)KJIECHHBIMHU UM IpaBUJIAMU U
pasMelnaeTr ero Ha cBOeM OQUIMaIbHOM caiite B ceTu "MHTepHET" B yCTAaHOBIGHHOM WM ITOPSIJIKE.
Yka3aHHbBIN peecTp COACPKUT HHHOPMALIUIO, TPETYCMOTPEHHYIO ITYHKTOM 3 YacTH 8 HACTOSAIICH CTAaThU.

11. Oryer o pe3ynpTaTax KIMHUYECKOTO HCCICNOBAHUSA JIEKAPCTBEHHOIO IIpernapara A
MEAUIIMHCKOTO MPUMEHEHHS COCTABIIAECTCS OpraHU3allel, yKa3aHHOW B 4acTH 3 cTaTby 38 HACTOALIETO
@DenepallbHOTO 3aKOHA, HA OCHOBAaHMM 3aKIIOYCHMM MEIULMHCKAX OPraHU3alM{, MPOBOAMBILHUX 3TO
WCCIICIOBAaHKE, M MPEICTABISACTCA B YINOJHOMOYEHHBIN (peepanbHblii OpraH MCIOJHUTEIHHON BIACTH,
BBIIABIINI pa3pelICHUE Ha MIPOBEIEHUE dTOT0 UCCIIEI0OBaHMs, B CPOK, HE IIPEBBIIAIOIINN TPEX MECALIEB
CO JHS €ro 3aBepLICHMs, NPHUOCTAHOBJICHUS WM IPEKpallCHUs, B IOPSIAKE, YCTAHOBICHHOM
YIIOJIHOMOYEHHBIM (he/iepabHbIM OPraHOM HCIIOJIHUTENIbHON BIACTH.

12. Hapymenue mnpaBui Haajexalled KIMHUYECKOH NpakTHKH, (ambcudukanus pe3ylibTaToB
KJIMHUYECKOI'O HCCIIEI0BaHMsl JICKapCTBEHHOI'O INpenapara Jjisi MEIULIUHCKOIO INPUMEHEHUs BJIEKYT 3a
co00# OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOATENHCTBOM Poccuiickoit deneparum.

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

13. Ilpu nmpoBeeHUHN KIMHUUYECKOTO UCCIIEOBAHUS JIEKAPCTBEHHOI'O IIpenapara Jisi MEIULUHCKOTO
IIPUMEHEHMs JOIYCKaeTcsl 3a00p y HallMEHTOB OMOJIOTMYECKHUX MaTepuaioB (00pa3lbl OMOJIOTHYECKUX
KHUJIKOCTEH, TKaHEH, CEKPEeTOB W MPOAYKTOB >KU3HEACATEIIFHOCTH 4YeNOBeKa, (U3MOJOTHUECKUX U
NaTOJIOIMYECKUX BbIIEICHUH, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPI'aHU3MOB, OMOINICUIHHBIA MaTepual)
uig ux usyuyenus B Poccuiickoit @enepaunu u (uim) 3a npeaenamu Poccuiickoit @enepanui.

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

14. Tlopsanok BBo3a B Poccuiickyro denepannio U BbIBO3a 3a npenensl Poccuiickont deneparun
OMOJOTMYECKUX  MaTepualoB, TONYYEHHBIX TPU MPOBEACHUM  KJIMHUYECKOTO  HCCIEIOBaHUS
JIEKApCTBEHHOT'0 TperapaTra Jjsi MEIUIIMHCKOrOo TPUMEHEHUs, ycTaHaBinuBaercs [IpaBUTenbcTBOM
Poccuiickoit denepanun.

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

Cratbsa 41. [loroBop O npoBeAeHUU KITMHUYECKOro uccnenoBaHUA NeKapCTBEHHOro
npenapara ans MeguUUHCKOro NnpuMeHeHus

1. KnuHuyeckoe uccineqoBaHUE JIEKAPCTBEHHOIO Mpenapara il MEIUIMHCKOTO NPUMEHEHHUS
MIPOBOJIUTCS B COOTBETCTBHUH C JIOTOBOPOM O TIPOBEICHUH KIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOTO
mpemapaTa JJii MEIULMHCKOTO TMPUMEHEHHs, 3aKI0YaeMbIM MEXKIy OpraHu3alHel, MMOTydHBIIeH
paspelleHrue YInoJHOMOYEHHOro (efepaibHOr0 OpraHa HUCHOJHUTENbHOM BIACTH Ha OpraHU3alMio
MPOBEACHUS TAKOTO MCCIIEOBAaHUSA, M MEIUIMHCKON OpraHu3anuel, OCYIIECTBISIIONIEH MpOBEICHUE
TaKOI'0 UCCIIEIOBAHMS.

2. I[OFOBOp O TPOBCACHUU KIUMHUYCCKOTO HUCCICAOBAHUA JICKAPCTBCHHOI'O IIpfrapara i
MCIUIHUHCKOI'O IPUMCHCHUSA JOJKCH COACPKATE!:
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

1) yciioBus ¥ CpOKU MPOBEACHUS JAHHOTO MCCIICIOBAHUS;

2) OIMpCACIICHUC 06HICI>1 CTOMMOCTHU IIpOrpaMmbl JAaHHOI'O HCCICAOBAHHA C YKA3aHUCM CYMMDBIL,
HpCZ[H@BHEl‘-I&IOH.IGfICSI JJIA BBIIIJIAT UCCIICAO0BATCIIAM, COUCCIICA0BATCIIAM,

3) ompenenenuie (GopMbl MPEACTABICHUS PE3YyIbTATOB JAHHOTO MCCIEI0BAHUS B YIIOJIHOMOYEHHBIN
(benepanbHBIA OPraH UCTIOTHUTEIIBHON BIIACTH.

CtaTtbs 42, duHaHcoBoe obecneyeHue KIMMHU4YeCKoro nccnepoBaHus
NleKapCTBEHHOro npenapara Ana MeaAUMLUHCKOro NpuMeHeHus

dunaHcoBoe oOecHeyeHHe KIMHHUYECKOTO HCCIICAO0BaHUA JICKAPCTBCHHOI'O IIpf€rapara i
MCIUIHUHCKOI'O IPUMCHCHUS OCYHICCTBIIACTCA 3a CUCT:

1) cpenctB deaeparbHOTO OKOIKETA;

2) cpeACTB OpraHM3aluii, NOJYyYMBIIMX pa3pelieHHe Ha OpraHu3alMi0 MPOBEICHHUS JaHHOI'O
HCCIIEA0BAHM, B COOTBETCTBUU C YCIOBHUAMU JOTOBOPA O €0 IIPOBEACHUH;

3) MHBIX HE 3alpEIICHHBIX 3aKOHOAaTeNbcTBOM Poccuiickoit denepalinu ICTOYHUKOB.

Cratbsa 43. ﬂpaBa naumeHToB, Yy4YacTBywOWUX B KIIMHU4YECKOM wuUcclriegoBaHuu
JNTeKapCTBeHHOro npenaparta agnd meauuMHCKOro npumeHeHunsA

1. VYuyactue MMaguCHTOB B KIMHHUYCCKOM HCCICOAOBAHMU JICKAPCTBCHHOI'O IIpfliapara I
MCIUIHUHCKOI'O IPUMCHCHUS ABJIACTCA ZIO6pOBOJII)HI)IM.

2. TlanueHT WM ero 3aKOHHBIA MPEACTAaBUTENb JOJDKEH OBITh MHGOOPMUPOBAH B MUCHBMEHHOU
dbopwme:

1) 0 JICKaApCTBCHHOM IIperiapare I MCEAUIHUHCKOIO IMPUMCHCHHA W CYIIHOCTU KIMHUYCCKOTO
HCCIICO0BAaHMA 3TOTO JICKAPCTBCHHOI'O IIpCriapara,

2) o 6e30MacHOCTH JIEKaPCTBEHHOI'O Mpernapara JUlsi MEJUIIMHCKOTO MPUMEHEHUs], ero 0’KUAaeMOon
3¢ (HEKTUBHOCTH U CTENIEHU PUCKA I AIUEHTA;

3) 00 YCIOBUAX YUACTHA IMAUCHTA B KIMHUYCCKOM UCCIICAOBAHUH JICKAPCTBCHHOI'O IIpCliapaTa AJid
MCIUIHUHCKOI'O IPUMCHCHUA

4) 0 IS WM [OeIdX W TPOAOJDKUTCIIBHOCTU KIIMHUYCCKOIO HMCCICHAOBAHUA JICKAPCTBEHHOI'O
npemnapara Jjisd MCIUIUHCKOTIO IPUMCHCHU,

5) 0 ,Z[CﬁCTBPIﬂX ManuceHTa B CJIyda€ HCIIPCABUIACHHBIX 3(1)(1)CKTOB BJIMAHUA JICKAPCTBCHHOTO
nmpemnapara i1 MEIUIUHCKOr0 IPpUMCHCHHA Ha COCTOAHUC €T0 3JOPOBbA;

6) 00 YCIOBUAX 00s13aTEeIILHOTO CTPaxOBaHHUA KU3HU, 300POBbA MAIUCHTA,

7) 0 TapaHTHAX KOH(l)I/I)IeHHI/IaJ'II)HOCTH ydaCTus TMalnueHTa B KIMHUYCCKOM HCCICIOBAHUU
JICKApCTBCHHOTO IIperiapara s MCIUIUHCKOTI'O IPUMCHCHU .
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"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

3. I[OGpOBOJIBHOC corjraCue¢ nmaueHTa Ha y4aCTUC B KIMHUYCCKOM HCCICIOBAHUU JICKAPCTBCHHOI'O
mnmpemnapara i1 MCIUIHUHCKOIO IPHMEHCHUSA IMOATBEPKAACTCA €Ir0 IOAINUCHBIO HIIKM IMOAIMUCBIO €TI0
3aKOHHOI'O IpCACTAaBUTCIIA HA I/IH(bOpMaI_[I/IOHHOM JJUCTKC MMaluCHTA.

4. HaHI/IeHT WIM €ro 3aKOHHBIN NpEACTAaBUTECIIbL HMMCET IIPaBO OTKA3aTbCA OT YdaCTHUsA B
KIIMHUYCCKOM HCCJICAOBAHUUN JICKAPCTBCHHOT'O IIpCIliapara AJId MCOAUIMHCKOI'O IMPUMCHCHUA Ha 000
CTaguu IPOBEACHUA TaKOI'0 UCCICIOBaHM.

5. TlpoBeneHune KIMHUYECKOTO HCCICIOBAHUS JICKAPCTBEHHOTO Ipemnapara i MEIUIIMHCKOTO
NPUMEHEHHS C YYaCTHEM B KauyeCTBE MAIMEHTOB JIETEH JOIYCKAETCS TOJIBKO C COTJIACUS B MHUCHMEHHOM
dbopMe uX poauTeneid, ychlHOBUTENEH. J[eTm MOryT paccMaTpuBaThCcs B KAauyeCTBE IMOTEHIIMAIBLHBIX
MAIMEHTOB TAKOT'O UCCIIEIOBAHHMS, TOIBKO €CIIH €ro MPOBEACHUE HEOOXOAUMO IS YKPEIIIICHUS 3I0POBbS
netei nin npouiIakTUKe WH(EKIIMOHHBIX 3a00JICBaHUI B IETCKOM BO3pPAacTe MO0 €CIIU IENbI0 TaKOTro
WCCIICIOBAHMS SIBJIICTCSI TIOJTYYCHUE JaHHBIX O HAWIyYIled JO3MPOBKE JICKAPCTBEHHOTO Tpenapara s
JedeHUs JeTed. B 3THX cioydasx TakoMy HCCIICIOBAHUIO JIOJDKHO TIPEIIIECTBOBATh KIMHUYCCKOE
UCCIIC/IOBAaHKUE JICKAPCTBEHHOIO TMperapara Ui MEIUIIMHCKOTO MPUMEHEHHS Ha COBEPIICHHOJICTHHX
rpaXaaHax, 3a HWCKIIOYEHHEM CIIy4aeB, €CJIM HWCCIEAYeMbId JIeKapCTBEHHBIM Tpenapar i
MEIUIUTHCKOTO MIPUMEHECHUS npeHa3HAYCH UCKJTFOUUTEIILHO TSt UCTIOJIb30BaHUS
HECOBEPIICHHOJICTHIUMH T'PaXKTaHAMHU.

(B pen. @enepanbHoro 3akona ot 22.10.2014 N 313-03)

6. 3anpen1aeTcs1 IMPOBCACHNEC KIIMHHUYCCKOIO0 MCCICIOBAHUA JICKAPCTBCHHOI'O IIpliapara IaJid
MCIUIHUHCKOI'O IPUMCHCHUS C YUACTUCM B KAUCCTBC MMAIIUCHTOB!

1) nereili-cupoT U aeTel, ocTaBIIMXCs 0€3 MONeUYeHUs POJUTENEH;

2) JKeHIUMH B HepuoJ OEpeMEeHHOCTH, JKEHIIMH B MEpPUOA TPYAHOIO BCKApMIIMBAHUS, 32
UCKIIIOYEHUEM CIIy4aeB, €CIU IPOBOJUTCS KIMHMYECKOE HCCIIEIOBAHME JIEKAPCTBEHHOIO IIperapara,
IpeJHa3HAUYEeHHOIO JUIsl YKa3aHHBIX KEHIUH, IPU YCIOBUU HEOOXOJMMOCTH MOJIY4YEeHUs HMHPOpMAaLUU
TOJIBKO BO BpPEMs IPOBEACHUS COOTBETCTBYIOIIMX KIMHHYECKUX HCCIEIOBAHUM W MPUHATHS BCEX
HEOOXO/JMMBIX Mep IO HCKIIOUEHHUI0 PHCKa HAHECeHMs Bpela >KEHIIMHE B IMepHoj] OepeMEeHHOCTH,
KEHILMHE B IEPUOJ IPYAHOI0 BCKAPMIIMBAHMSL, IIJIOY UIH PEOCHKY;

3) BOEHHOCTYXalllUX, 32 MCKIIOYEHHEM CIIy4yaeB IPOBEACHUS KIMHUYECKOTO HCCIIEIOBaHUS
JIEKapCTBEHHOI'0 IpernapaTa, CIEUHaJbHO pa3paboTaHHOrO JUIsi NPUMEHEHUS B YCIOBUSX BOEHHBIX
JeWCTBUHM, 4Ype3BbIUANHBIX CHUTyallMid, NpOQUIAKTUKM W JiedeHUs 3a00JieBaHMM U TMOpaXeHUH,
MOJIYyUEHHBIX B  pe3ysbTaTe BO3JCHCTBHS  HEONAronpUATHBIX  XMUMHMUYECKHUX, OHOJIOTMYECKUX,
panuanuoHHbIX (hakTopoB. KiMHHYeckoe wHccieoBaHHE TaKOro JIEKapCTBEHHOIO Ipernapara MOXKET
IIPOBOJIUTHCS C YHACTHEM B Ka4ECTBE MAL[UEHTOB BOEHHOCIYKAIIKUX, 3a HCKIIOYEHUEM BOCHHOCITYXKAIIHX,
MPOXOAALINX BOCHHYIO CIYXOy IO NMPU3BIBY, C COONIOIEHNEM TpeOOBaHH, YCTAHOBICHHBIX HACTOSIINM
@enepanbHbIM 3aKOHOM B OTHOIIIEHUM IPAKIAHCKUX JINLL;

4) COTPYAHUKOB ITPABOOXPAHUTCIILHBIX OPTraHOB;

5) nui, oTOBIBAIOIIMX HAKa3aHWUE B MECTax JIMIIEHUS CBOOOJBI, a TAKXKE JIMI, HAXOISIIIUXCS IO/
CTpa)eH B CIECICTBEHHBIX U30JATOPAX.

7. ,HOHYCKaeTCﬂ OPOBCACHUC KIMHUYCCKOIO HCCICAOBAHUA JICKAPCTBCHHOT'O IIpfIliapara ajsd
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

MCIUIHUHCKOI'O ITPUMCHCHHU, ITPECAHAZHAYCHHOTI'O JJIA JICUCHUA IICUXUYCCKUX 3a6OHeBaHHﬁ, C y4aCTucMm B
KayecTBE MaIEHTOB JIUL] ¢ ICUXUYECKUMU 3a00JI€BaHUSAMU, IPU3HAHHBIX HEAEECIIOCOOHBIMU B TIOPSIZIKE,
YCTaHOBJIICHHOM  3akoHozaarenbcTBOM  Poccuiickoir  ®enepanuu. KnuHudeckoe  MCCIIEIOBaHHE
JIEKapCTBEHHOI'0 IIpenapaTta B 3TOM Cllyyae INPOBOJUTCA MPH HAJIMYUU COIJIacHsl B MUCbMEHHOU (hopme
3aKOHHBIX HpeHCTaBHTCHCﬁ YKa3aHHBbIX JIMII.

Cratba 44. OOszatenbHOe CTpaxoBaHMe XXU3HW, 300POBbs  MNaALUEHTA,
yvyacTBywwero B KINMHUYECKOM MUCCrefoBaHUM neKapCTBEHHOro npenapata Ans
MeAULMHCKOro npumMmeHeHus

(B pen. ®enepanpHoro 3akoHa ot 29.11.2010 N 313-D3)

1. OpraHmauHﬂ, ImoJiydyuBlIass pa3pC€lI€CHUEC Ha OpraHu3alrdi0 IIPOBCACHHUA KIMHUYECKOTI'O
HCCIICAOBaHUA JICKAPCTBCHHOI'O Ipfrapara ajJd MCAUIUHCKOIO MNPHUMCHCHUA, o0si3aHa B KaudecTBE
CTpaxoBaTelIsl CTPaxoBaTb PUCK IMPUYUHCHUA BpEAa KU3HHU, 3A0POBHBIO IMAOMCHTA B PE3YJbTATC
MPOBCACHUA KIMHUYCCKOTO UCCICAOBAHUS JICKAPCTBCHHOI'O ITperiaparta Ayl MECAUIUHCKOTO ITPUMCHCHU A
3a CBOM cUeT IMyTEM 3aKIIFOYCHHA JOTOBOpA 00513aTEJILHOIO CTpaxOBaHHA.

2. OOBexkToM 0053aTEIBbHOTO CTPAaXOBAaHUS SIBISETCS MMYIIECTBEHHbI HWHTEpEC IMalueHTa,
CBSI3aHHBIN C MPUYMHEHHEM BpE/a €ro XM3HHU WU 370POBBIO B PE3yJbTaTe MPOBEACHUS KIMHUYECKOTO
MCCIICIOBAHMSI JICKAPCTBEHHOTO Tpernapara ik MeIUIIHHCKOTO IPUMEHEHUSI.

3. CTpaxoBbIM CllyyaeM IO JOTOBOPY 00s3aTEIBLHOIO CTPAXOBaHUS SABJISETCS CMEPTh NAllMEHTa WU
YXYALIEHUE €ro 3/I0pOBbs, B TOM YHCJIE BIEKYIEE 32 COOON yCTAaHOBJICHHE UHBAJIWIHOCTH, IPU HATTMYUU
IPUYMHHO-CJIEICTBEHHON CBSI3M MEXJ1y HACTYIUIGHHEM 3TOro coOBITUS M YdacTHEeM IMaleHTa B
KIIMHUYECKOM HCCIIEI0BAHUHU JIEKAPCTBEHHOTO IIpenapara.

4. Tpe6OBaHI/I$I O BO3MCHICHHMHU BpC€ad, IPUYUHCHHOI'O JKHW3HH WJIM 3J0pPOBbBIO IIAIIMCHTA,
MPECABABIAIOTCA B TCUCHHUC CpOKOB HCKOBOI1 JaBHOCTH, YCTAaHOBJICHHBIX TpaXXJaHCKUM
3aKOHOJaTCIbCTBOM.

5. Pa3mep cTpaxoBoil BIIIATHI IO JOTOBOPY 0053aTEILHOTO CTPAXOBAaHUS COCTABIISET:

1) B ClIydac¢ CMCPTH IalMCHTA ABa MUJIJIMOHA py'6J'IeI7I Ha KaXJO0ro mnmanueHTa, y4aCTBOBABIICTO B
KIIMHUYCCKOM HUCCIICAOBAHUY JICKAPCTBCHHOT'O ITPLCIiapara,

2) Ipu yXyALICHUH 3/10POBbs MAIEHTa:

a) TOBJIEKILIEM 3a cO0OM yCTaHOBJIEHME MHBAIWIHOCTU | rpymnmbl, OAMH MUJUIMOH HSATHCOT THICSY
pyOsieli Ha KaKJ0ro MalMeHTa, y4YacTBOBABIIETO B KIMHUYECKOM MCCIEOBAHUN JIEKApPCTBEHHOIO
rpenapara;

0) moBiekieM 3a co0oil ycTaHOBIEHHE WHBAIMAHOCTH Il rpynmbl, OAMH MWIIMOH pyOyied Ha
Ka)KJI0T0 MalMeHTa, yuaCTBOBABUIETO B KIIMHUYECKOM HCCIIEI0BaHUH JIEKAPCTBEHHOTO Iperapara;

B) MOBJEKIIEM 3a co0o0i ycTaHoBieHue umHBanuAHocTH III rpymmel, maTbcoT THICSY pyOsed Ha
Ka)KJI0T0 MalMeHTa, yiaCTBOBABUIETO B KIIMHUYECKOM HCCIIE€0BaHNH JIEKapCTBEHHOTO Mpenapara;

1") HE IIOBJIEKIIIEM 3a CO00I YCTAHOBJICHUSI MHBAJIMIHOCTHU, HEC Ooliee ueM TPUCTA ThICAY pYGHCf/'I Ha
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

Ka)XJIOTO TMAalMeHTa, Y4YaCTBOBABIIETO B KIMHUYECKOM HCCIEJOBAaHUU JIEKApCTBEHHOIO IIpenapara,
WUCXOMIsSl W3 HOPMATHBOB, OTPAXKAIOIIMX XapaKTep W CTENEHb TMOBPEKICHUS 3JI0POBbS, a TaKkKe
(aKTUYECKHM TIOHECCHHBIX TAIMEHTOM PAaCcXOJIOB, BBI3BAHHBIX TOBPEXKICHUEM 3JI0pPOBbS, Ha
MEIUIIMHCKYIO TIOMOIITb, TPHOOPETEHHUE JICKAPCTBEHHBIX MIPEMapaToB.

(nm. "r" B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-D3)

6. Yrparui cuity ¢ 1 urong 2015 roga. - @enepanbubliii 3akoH ot 22.12.2014 N 429-D3.

7. Cpok jmoroBopa 0053aTEILHOTO CTPAXOBAHUS HE MOXET ObITh MEHEE, YeM CPOK IMPOBEICHHS
KJIIMHUYECKOTO UCCIIEIOBaHMS JIEKAPCTBEHHOTO MIperapara.

8. YcnoBus 10roBopa 00S3aTENBHOTO CTPAXOBAaHUS, B TOM YHCIIE CTPaxoBble Tapudbl 10
00513aTEIbBHOMY CTPaxOBaHMIO, IEepeueHb HEOOXOIMMBIX JOKYMEHTOB JJIsi OCYIIECTBIEHUS CTPaxOBOM
BBIIJIATHI, TOPSIOK YCTAaHOBJCHHS CTPAXOBaTEIEM WHAWBHIYAIBHOTO HACHTH(PHUKAIMOHHOTO KOJa
HalMeHTa, NopsI0K HHHOPMUPOBAHUS CTPAXOBaTEIEM CTPAXOBILMKA O MPUBJICYCHHBIX K KIMHUYECKOMY
HCCIIEIOBAaHUIO JIEKAPCTBEHHOI'O Ipenapara JUisi MEAULMHCKOTO IPUMEHEHUs IallUeHTaX, MOpPsI0K
yIIIaThl CTPaxoBOM MPEMUH, NOPSAJIOK pealIn3aluy ONpeaesIeHHbIX HacToAUM PeiepaabHbIM 3aKOHOM U
apyrumu  (penepanbHBIME 3aKOHAMH TpaB M O0S3aHHOCTEH CTOPOH MO JIOTOBOPY 00s3aTEIbHOTO
CTpaxOBaHMs, a TaKXe HOPMAaTHUBbI, OTPAKAIOUIME XapakTep M CTENEHb IMOBPEXKACHUS 370pOBb,
YCTAHABJIMBAIOTCS TUIIOBBIMHU ITPaBUIIaMU 0053aTEILHOTO CTPAXOBaHUS.

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

9.B CJIydac NpUYUHCHUA BpE€aa ) XU3HU MMAIUCHTA, YHaCTBOBABIICTI'O B KIIMHUYCCKOM HCCICAOBAHNN
JICKaApCTBCHHOI'O IIpfCIiapara, BLIFOI[OHpI/IO6peTaTeJ'IHMI/I o  J0roBopy 00513aTEJILHOTO CTpaxoBaHUA
SABJIIIOTCA TpaxJaHC, HMCIONIMC IIPpaBO Ha BO3MCHICHUC Bpcaa B Cliyda€ CMCPTH KOpMUIIbLA B
COOTBCTCTBUU C TPAKAAHCKUM 3aKOHOAATCIIBCTBOM, IIPU OTCYTCTBUU TAKUX TPAXKIAAH - POAUTCIIH,
Cymnpyr, ACTH YMCPLICIo MnmamuveHTa, y4aCTBOBABHICIO B KIIMHHUYCCKOM HCCICAOBAHHUU JICKAPCTBCHHOI'O
npenapara, B ClIyda€ CMCPTH MalMCHTA, YYAaCTBOBABIICTO B KIMHHUYECKOM  HCCICOOBAHHUU
JICKApCTBCHHOT'O Ipfrapata U HEC MMEBHICIO CaAaMOCTOATCIBHOIO J0XOId, - IpaXkAaHC, Ha HKIAWBCHUU
KOTOPBIX OH HaxoAWJICsA, B OTHOWICHHUHW BO3MCHICHUSA PaCXOdOB Ha HOFpe6eHI/IC nalucHTa,
Y4aCTBOBABUICTO B KIIMHUYCCKOM HCCIICAOBAHUU JICKAPCTBCHHOT'O IIpfIiapara, - JIMIO, IMTOHCCHICC TAKHC
pacxodbl.

10. CTanOBaSI BbIIIJIaTa B CUCT BO3MCHICHHA BpE€ad, IMTPUYMHCHHOI'O JKW3HU IIallUCHTA,
Y49aCTBOBABIICTO B KIIMHUYCCKOM HCCIICAOBAHUUN JICKAPCTBCHHOI'O IIpCIiapaTra, pacCIpEacCIACTCA MCKIAY
BI)IFOI[OHpI/IO6p€TaTeH${MI/I MMPOMMOPHUOHATIBHO UX KOJIMYECTBY B PaBHBIX JOJIAX.

11. Tlpu HacTyluIeHMHM CTpPaxoBOrO clyyass TMAalMeHT, Y4YyacCTBOBAaBUIMH B KIMHUYECKOM
WCCIIC/IOBAaHNH  JIEKAPCTBEHHOTO  TIpemapara,  BBITOJONPUOOpETaTeNlb  BIpaBe  NPEIABSBUTH
HEMOCPEJCTBEHHO CTPaxXOBILUKY TpeOOBaHNE O BO3MELIEHUN NMPUUMHEHHOro Bpena. CTpaxoBas BhIILIATa
OCYHICCTBIIACTCA CTPAaxXOBHIMKOM B TCUCHUC TpUALATU I[Heﬁ CO JHA NpCACTaBJICHUA HGO6XOI[I/IMI)IX
IOKyMeHTOB. [larueHT, yuacTBOBaBIINN B KJIMHUYECKOM HCCIIEI0BAaHUHU JIEKAPCTBEHHOTO Mpernapara, Ui
BBITOIONIPHOOpETaTeNb 005f3aH COOOLIUTh CTPAXOBIIMKY JUISI OCYIIECTBIIEHUS CTPaxOBOMl BBIIIATHI
WH/IMBUYAJIbHBIA UACHTU(PUKAIIMOHHBIN KOJ] TAlMEHTa, YCTAHOBJIEHHBIN CTpaxoBaTeieM B COOTBETCTBUU
C TUIIOBBIMHU ITpaBHUJIaMH 00s13aTEILHOr0 CTpaxOBaHUH.

12. I[O MOJIHOTO OHPpCACTICHUA pasMepa IMOMJICKAINCTO BO3MCIICHUIO BpEaa CTPAXOBINHUK II0
3ad4BJICHUIO MALUCHTA, YHAaCTBOBABIICTO B KIIMHUYCCKOM HUCCJIICAOBAHUHN JICKAPCTBCHHOI'O IMpeIiapara, Ujin
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

3asABJICHHUIO BBII‘OI[OHpI/IO6peTaTeJI5I BIIpaBC OCYHICCTBUTDH 4aCThb CTanOBOﬁ BbIIIATBI, COOTBETCTBYHOLIYIO
(baKTI/I‘IeCKI/I OHpCI[CJ'ICHHOfI YaCcTU NPpUIHMHCHHOI'O BpCa.

13. CrpaxoBas BblIIUIATA B COOTBETCTBUM C JOTOBOPOM 00S3aTEIBHOIO CTPaxOBAaHHUS
OCYIIECTBIISICTCS HE3aBUCHMO OT BBIILIAT, IPUIUTAFONIMXCS 110 APYTUM BHJIAM CTPaXOBAHUSL.

14. He AOIYCKACTCA y4aCcTUC MalUMCHTAa B MPOBCACHHUU  KIIMHUYCCKOI0 HUCCICAOBAHUA
JICKaApCTBCHHOI'O IIpIiapaTta IIpru OTCYTCTBHU JOTOBOpPa 0053aTeNLHOr0 CTpaxOoBaHUsI.

15. KoHTposib 3a HCIOJTHEHHWEM OpraHU3alMel, MOJTyYUBIIEH pa3pelieHHe Ha OPraHU3alUIo
MIPOBEACHUS KIMHMYECKOTO UCCIEN0BAHMS JIEKapCTBEHHOIO Mpenapara il MEAULIHUHCKOIO IPUMEHEHMS,
YCTaHOBJICHHOW HACTOAIICH CTaThel OOS3aHHOCTH MO 005S3aTEIHbHOMY CTPaXOBAaHUIO KH3HU, 370POBbS
ManueHTa, Y4acTBYIOLIEro (y4acTBOBABIIET0) B KIMHUYECKOM HCCIEJAOBAHUU JIEKAPCTBEHHOI'O
mpermapara, OCYIMIECTBISICTCS YIOJHOMOYCHHBIM (he/iepadbHbIM OPraHOM HCIIOJTHUTEILHON BIIACTH,
BBIJIABUIMM pa3pelIeHUE HA MPOBEICHUE KIMHUYECKUX HCCIEAOBAHUI JIEKAPCTBEHHBIX IPENaparoB s
MEIHUIMHCKOTO TPUMEHEHUS.

Mnaea 8. MIPON3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbLIX CPEACTB
CraTtba 45. NMpon3BoACcTBO fleKapCTBEHHbLIX CPEeACTB

1. TIpow3BOACTBO JIEKAPCTBEHHBIX CPEJICTB JIOJDKHO COOTBETCTBOBATH TPEOOBAHMSIM IPABHUI
HaJJIeXxalleld MpOU3BOJACTBEHHON MPAKTUKH, YTBEPKIEHHBIM YIIOJTHOMOYEHHBIM (eiepalIbHBIM OpPraHOM
HCIIOJTHUTENIBHOHN BiacT. OCOOEHHOCTH TIepeXxo/ia MPOU3BOJICTBA OTICIIBHBIX JICKAPCTBEHHBIX CPEJICTB K
WX MPOU3BOJICTBY B COOTBETCTBUU C TPEOOBAHUSAMHU MPABHI HAAJEXKAIIEH MPOU3BOACTBEHHOMN MPAKTUKU
ycraHaBinuBarotcs IIpaButensctBom Poccuiickoit ®@enepanuu. Bpigada 3akiatod4eHU O COOTBETCTBUU
MIPOM3BOJUTENSI JICKAPCTBEHHBIX CPEJICTB TpeOOBAaHUSAM TIPaBWJ HAJUICKAIIEH IMPOU3BOJICTBEHHON
MPAKTUKU OCYIIECTBIAECTCS MO PE3yJbTaTaM MHCIEKTUPOBAHUS TPOU3BOAUTENEH JIEKAPCTBEHHBIX
CpPEACTB B IOpslKe, ycraHoBiaeHHOM IIpaBurenscrBom Poccuiickonn ®enepauuu. Pasmep muiarel 3a
BBIJIa4y 3aKJIOUEHUSI O COOTBETCTBUU IMPOM3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHHSAM IMPABUII
HaJUIeKalled  IMPOU3BOACTBEHHOM NpakTUKW  ycTaHaBiuBaercs lIpasurensctBoM — Poccuiickoit
®enepauuu. [lopsnok opraHu3anuv U NTPOBEACHUS WHCIEKTUPOBAHUS MTPOU3BOIUTENICH JIEKAPCTBEHHBIX
CpPEICTB Ha COOTBETCTBHE TpPEOOBAHUSAM TPAaBUI HaJUIekKalled TMPOU3BOACTBEHHON MPAKTUKU
ycranasinusaercs [IpasurensctBom Pocceniickoit denepanun.

(B pen. @enepanpHbix 3akoHOB OT 25.06.2012 N 93-D3, or 22.10.2014 N 313-®3, ot 22.12.2014 N
429-03)

2. 1Ipou3BOACTBO JIEKapCTBEHHBIX cpeAcTB B Poccuiickoit ®enepanuu  OCYIIECTBIISETCS
MIPOU3BOUTEISIMU JIEKAPCTBEHHBIX CPEJICTB, UMEIOIIUMHU JIUIEH3UIO Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX
cpenctB. [loaTBepkneHHEe COOTBETCTBUS JIMIIEH3MATa INpaBWIaM HaAJeXalled MpPOU3BOJCTBEHHOU
MPAKTUKU OCYIIECTBISIETCA B PaMKax JHUIIEH3MOHHOTO KOHTPOJISI B COOTBETCTBUM C 3aKOHOJATEIHCTBOM
Poccuiickoit @eaeparuu ¢ yaueToM 0COOEHHOCTEH, YKa3aHHBIX B YacTu | HACTOsIIEH CTaThH.

(B pen. deaepanbhbix 3aKk0HOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. HpOI/ISBO,Z[CTBO JICKAPCTBCHHLIX CPCACTB OCYIICCTBIISICTCA C CO6J'IIOI[CHI/ICM TpC6OBaHHﬁ
IMPOMBIINIJICHHOT'O PETIaMEHTA, KOTOpLIﬁ YTBCPKAACTCA PYKOBOAUTEIIEM MMPOU3BOAUTEIIA JICKAPCTBCHHBIX
CpCACTB W BKJIIIOYAaCT B cels NEpCUYCHL  HCIIOJIb3YCMbIX (bapMaI_[eBTI/I‘-IeCKI/IX Cy6CTaHI_II/II71 n
BCIIOMOIr'aTC€JIbHBIX BCHIECCTB C YKA3aHHUEM KOJIMYECTBA KaXJIOro M3 HHUX, JAaHHBIC 00 HCIIOJIB3YEMOM
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

O60p}’Z[OBaHI/II/I, OIMMUCAHUC TCXHOJOIMYCCKOTO Iponecca M METOAOB KOHTPOJIA Ha BCCX IJTalax
IIPOMU3BOJCTBA JICKAPCTBECHHBIX CPCACTB.

4. Tlpy TpOM3BOJCTBE JICKAPCTBEHHBIX CPEJICTB HCHOJB3YIOTCS (hapMaleBTHUYECKUE CyOCTaHIUH,
CBEICHUS O KOTOPBIX COJEpXKATCI B TOCYJAapCTBEHHOM peecTpe JICKapCTBEHHBIX CpEJICTB, 3a
UCKJTIOUYEHHEM (hapMaleBTHUECKUX CyOCTaHIUM, MPOU3BOAMMBIX JUISI MPOBEACHUS KIMHUYECKUX
UCCIIeIOBaHMi 1 s dKkcropra. K mporeccy nmpou3BoicTBa papmaneBTHYeCKoil cyOCTaHIIMA OTHOCSTCS
m00ble  CTaJuM  TEXHOJOTHMYECKOTO TPOILECcca, IO3BOJIAIONIME MOJIYYUTh TOTOBBIA  MPOAYKT,
COOTBETCTBYIOLIMKA TpeOOBaHUSAM (apMaKONCHHOW CTaThbH, B TOM 4HCiIe (DepMEHTAIMs, IKCTPAKIUs,
OYMCTKA, BBIICICHUE, NEPEeKPUCTAILIN3AIN, BHICYIIMBAHNE, U3MENIbYeHHE. B ciydae HE0OOXOaUMOCTH
WCIIOJIb30BaHUSI ATHJIOBOTO CIIMPTA, B TOM 4HUCIE (DapMaleBTHYECKOW CYOCTaHIIMM CIUPTa ITHIIOBOTO
(9TaHoONa), TPU TPOM3BOJACTBE JICKAPCTBEHHBIX CPEACTB B KadecTBE JEHCTByromlero u (WIn)
BCIIOMOTATEJILHOTO BEIIECTBA, a TAK)KE B WHBIX TEXHOJIOTHYECKUX LENAX TOJDKHA OBITh MCIIOJIb30BaHA
TOJILKO (papManeBTUYECKast CyOCTaHIUS CIIUPTA ATUIIOBOTO (ITAHO).

(B pen. ®enepanbHbix 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 IMPEMapaToB MJis MEIUIMHCKOTO MPUMEHEHHS, B OTHOLICHUU
KOTOPBIX YCTAHABJIMBAIOTCA TpPeOOBaHMS K OOBEMY Taphl, YMAaKOBKE W KOMIUIEKTHOCTH, IepeueHb
JIEKapCTBEHHBIX NMPENapaToB JIJIsl BETEPUHAPHOTO IPUMEHEHHSI, B OTHOIIEHUU KOTOPBIX YCTaHABINBAIOTCS
TpeOOBaHUSI K 00BEMY Taphl, a TaKkKe TpeOOBaHUS K OOBEMY Tapbl, YIIAKOBKE W KOMIUIEKTHOCTHU
JIEKapCTBEHHBIX MpenaparoB MJii MEIUIIMHCKOTO TMpPUMEHEHHs, TpeOoBaHUs K 0O0BbEMYy Tapbl
JIEKapCTBEHHBIX IPENapaToB Uil BETEPUHAPHOIO IMPUMEHEHMSI OMNPEIENSAIOTCS COOTBETCTBYIOLIMMHU
YIIOJTHOMOYEHHBIMH (pe/iepalibHbIMH OpraHaMu HCTHOJHUTENbHOM BIIACTH B MOPSIKE, YCTAaHOBICHHOM
IIpaBurensctBoM Poccuiickoit denepanuu.

(uactsb 4.1 B pen. @enepanbHoro 3akona ot 14.12.2015 N 374-03)

4.2. Opranuzanuy, OCYLIECTBISIONIME IPOU3BOJACTBO (apMaleBTUYECKOM CYOCTaHIIMM CIHpTa
STUJIOBOTO (STaHONA) A MPOU3BOJCTBA CHUPTOCOJAEPKAIIMX JICKAPCTBEHHBIX IPENapaToB, 00s3aHbI
OCYIIECTBJISITh YUET B TMOPSAJIKE, YCTAHOBICHHOM cTaThsiMu § U 14 ®denepaibHOTO 3aKOHA OT 22 HOSIOps
1995 rona N 171-®3 "O rocynapcTBEHHOM PETYIUPOBAaHUU IPOU3BOJICTBA U 000POTA ITUIIOBOTO CIIUPTA,
QJIKOTOJIBHOM U CIUPTOCOJEpKallel MNpoAyKIMM U 00 OrpaHMYeHUM MOTpedsieHus (pacriuThs)
askorosibHOM mpoaykuuu'". Ilpon3BoacTBo (hapMarieBTHUECKOW CyOCTaHIIMU CIUPTA ATUIIOBOTO (3TAHOJIA)
JIOTYCKAeTCsl TOJBKO OpraHu3alued, OCYIIECTBISIONIEH MPOU3BOJICTBO PEKTU(PUKOBAHHOTO ITUIIOBOIO
CIMpTa W3 IHILEBOTO CBHIpbS HAa OCHOBAHMM JIMLEH3MHM Ha IPOU3BOJICTBO JTHIOBOrO CIIMpTa IS
MIPOM3BOJICTBA (PapMaleBTUYECKOM CyOCTaHIIMM CHOUPTAa ATUIOBOrO (3TaHOJIa) B COOTBETCTBUU C
TpeboBanusamMu denepanpHoro 3akoHa oT 22 Hos0ps 1995 roma N 171-®3 "O rocyaapcTBeHHOM
pEryJIMpOBaHUM IPOU3BOJICTBA M 00OpPOTa ATHIIOBOIO CIHPTA, AJIKOTOJBHON M CIUPTOCOJEpIKalleH
OPOAYKIMM M 00 OrpaHMYeHMHM MOTpeOsieHus (pachuThs) AaJKOTOJILHOM MPOAYKUMHU", METOAOM
pa3BecHUs BOJOM OYMILEHHON TAKOTO 3THUJIOBOIO CIIMPTA, MPOU3BEICHHOIO JAHHOW OpraHU3alHed 1o
MECTY OCYIIECTBICHHS IPOU3BOICTBA (papMaleBTHUECKOI CyOCTaHIIMU CIIUPTA ATUIIOBOTO (3TAHOJIA).
(dactp 4.2 BBeaeHa denepanbubiM 3akoHOM OT 03.07.2016 N 261-D3; B pen. DenepaqbHOr0 3aKOHA OT
27.12.2019 N 481-03)

4.3. HauBHayallbHBIE TPEANPUHAMATEIN U IOPUIAYECKHE JIMIA, OCYIIECTBIIAIONINE 3aKyNKy H
UCMOJIb30BaHUE (hapMalleBTUYECKON CYOCTaHIIMM CIIUPTa STHJIOBOTO (3TAaHONA), a TaKKe MPOU3BOJICTBO,
U3rOTOBJIEHHE U (WiaM) o000poT (32 MCKIIOYEHHUEM PO3HUYHOW TMPOJAXH) CIHUPTOCOAEPIKALIUX
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

JICKaApCTBEHHBIX MPENapaToB, O0sM3aHBl OCYLIECTBIATh MX Y4e€T M JCKIAPHUPOBAHHE B TOPSAIKE,
YCTaHOBJICHHOM cTaThsiMu 8 u 14 ®depepanbHoro 3akoHa ot 22 Hos0ps 1995 roma N 171-d3 "O
rOCy/lapCTBEHHOM pPETyJIMpPOBaHUM IMPOM3BOACTBA M 000pOTa STWIOBOTO CHHUPTA, AJIKOTOJBHOM H
CHUPTOCOJEpKAIIEeH MPOAYKIIMH U 00 OrpaHHYEHUH NOTpeOIeHHs (PACTIUTHUS) AIKOTOJILHON MPOIYKIIMH".
(uactsb 4.3 BBeneHa DenepasibHbIM 3aKk0HOM OT 29.07.2017 N 278-D3)

44. Ilpu npouW3BOACTBE JICKAPCTBEHHBIX IMPENAapaToB JUIsi BETCPUHAPHOTO IPHUMEHEHUS
JOMyCKAETCsl HCIIOJIb30BAaHUE TPOU3BEACHHBIX Ui peaju3alud (papManeBTHUECKUX CyOCTaHIIUH,
BKJIIOUYCHHBIX B TOCYJApCTBEHHBIH PEECTp JEKAPCTBEHHBIX CPEJCTB YIOJIHOMOUYCHHBIM (eaeparbHbIM
OpPraHOM  HUCIIOJIHUTEIBbHOW  BJIACTH, OCYILECTBISIIOIIUMM  BEAEHHE TIOCYAAapCTBEHHOIO  peecTpa
JIEKapCTBEHHBIX CPEJICTB IJISI MEAMIIMHCKOTO MTPUMEHEHHS.

(uacTb 4.4 BBeneHa PenepanbHbIM 3akoHOM 0T 02.08.2019 N 297-D3)

5. 3anpermaercst MPOU3BOICTBO:

1) nexapCTBEHHBIX CPEJCTB, HE BKIIFOUEHHBIX B TOCYJapCTBEHHBII PEECTp JIEKApCTBEHHBIX CPE/ICTB,
34 HCKIIOYEHHEM JIEKAPCTBEHHBIX CPEACTB, IMPOU3BOAMMBIX Il I[POBEACHUSA KIMHUYECKHUX
UCCIICIOBAHUM U JUIA DKCIIOPTa,

2) panbcuUIMPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB;
3) leKkapCTBEHHBIX CPEJCTB 0€3 JULEH3UU Ha POU3BO/ICTBO JIEKAPCTBEHHBIX CPE/ICTB;

4) JICKAPCTBCHHBIX CPCACTB C HAPYHICHUCM IpPABUJI OpTraHHU3allH IIPOU3BOACTBA W KOHTPOJIA
KaueCTBa JICKAPCTBCHHLBIX CPCACTB,

5) yrpatui cuiy. - @enepanbHblii 3aKoH 0T 27.12.2019 N 481-D3;

6) CIUpPTOCOAEPKAIINX JICKAPCTBEHHBIX MPENnapaToB IO MECTY OCYIIECTBICHUS IMPOW3BOACTBA
(bapMarieBTUUECKONH CyOCTaHIIMM CIHUPTa STUIOBOTO (3TaHosNa) M (WIM) 1O MECTy OCYLIECTBICHMS
MIPOU3BOJICTBA STUIIOBOTO CIHPTA;

(n. 6 BBenneH PenepanbHbIM 3aK0HOM 0T 27.12.2019 N 481-D3)

7) dapmaiieBTHYECKON CYyOCTaHIIMM CHUPTA STWIOBOTO (dTaHOoJAa) W (MJIM) CHUPTOCOACPIKAIIUX
JIEKapCTBEHHBIX MPENapaToB Ha OCHOBHOM TEXHOJOTMYECKOM 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 pEryJIMpPOBAHWU MPOU3BOJICTBA M 000pOTa 3TUIOBOTO CIHPTA,
QJIKOTOJIBHOM U CIUPTOCOJEpKallel MpOAyKIMHM U 00 oOrpaHMueHUuM MoTpelieHust (pacnuTus)
QJIKOTOJIBHOM MPOyKIUH "

(n. 7 BBennen denepanbHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

6. Ilpu BBOJAE JEKAPCTBEHHBIX CPEACTB B TPAKIAHCKUH OOOPOT YIOJTHOMOYEHHOE JIHIIO
MMPOU3BOJUTEIIA JICKAPCTBEHHBIX CPEACTB OCYIICCTBIIACT MOATBEPKACHHUE COOTBETCTBUA JICKAPCTBCHHBIX
CPEICTB TpeOOBAHHM, YCTAHOBIEHHBIM NMPHU UX TOCYAAPCTBEHHOW pErucTpalii, U TapaHTUPYeT, 4TO
JICKApCTBCHHBIC CpEACTBa IMPOU3ZBECACHBI B COOTBCTCTBUU C Tpe6OBaHI/I$IMI/I ImpaBuJI Ha)mex(ameﬁ
MIPOU3BOJICTBEHHON MIPAKTUKH.

(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

7. YTOTHOMOYEHHBIM JIUIIOM IPOU3BOJIUTEINS JICKAPCTBEHHBIX CPEJCTB SBISETCS €ro pabOTHUK,
aTTECTOBAaHHBI B YCTAHOBJICHHOM YIOJHOMOYEHHBIM (e/iepabHbIM OPTaHOM HCIIOJHHUTEIBHOMN BIIACTH
MOPSJIKE ¥ UMEIONIUI CTaX pabOThl HE MEHEe YeM IISATh JIET B 00JaCTH IPOU3BOJICTBA U (MUITH) KOHTPOJIS
Ka4yecTBa JICKAPCTBEHHBIX CPEJICTB, BHICIIEE 0Opa30BaHUE COOTBETCTBEHHO IO OJHOM M3 CIICIUAIbHOCTEH
u (W) OJHOMY U3 HANpPaBICHHWN TMOATOTOBKH: OWOJIOTHS, OWOTEXHOJOTHS, BETCPUHAPHUS,
BETCPUHAPHO-CAHUTApHAsT OKCIEPTU3a, KIMHHYECKAas MEIUIMHA, paauallioHHas, XUMHUYECKas |
Ouosorudeckas 3amura, papmarus, GyHaaMeHTaTbHAS MEAUIIMHA, XUMUYECKasT TEXHOJIOTHS, XHMHS.

(B pen. deaepanbhbix 3akoHOB OT 22.10.2014 N 313-D3, ot 02.08.2019 N 297-D3)

8. Ilpon3BoauTeNN JEKAPCTBEHHBIX CPEICTB (32 UCKIIOUEHHEM (apMareBTUYECKOH CyOCTaHUIUU
CHUPTa STUJIOBOTO (3TaHOJIA) MOTYT OCYIIECTBIIATH MPOJAAXy JIEKAPCTBEHHBIX CPEJICTB WIIU Iepe/laBaTh
HX B YCTAHOBJICHHOM 3aKOHOAATENbCTBOM Poccuiickoi denepaunn Nopsiake:

(B pen. @enepanpHoro 3akoHa ot 29.07.2017 N 278-D3)

1) apyruM npou3BOJUTENSM JIEKAPCTBEHHBIX CPEICTB AJIsl IPOU3BO/ICTBA JIEKAPCTBEHHBIX CPE/ICTB;
2) opraHu3aiusM ONTOBON TOProBIIHM JIEKAPCTBEHHBIMU CPEJICTBAMM;

3) AllTCUHBIM OpraHu3alvsaM, BCTCPUHAPHBIM AaIITCUHBIM OpraHu3alyuiaM, WHAWBUAYAJIbHBIM
OpcaAnpUuHUMATCIIAAM, HUMCIOIIUM JIMIOCH3HWIO Ha q)apMaI_IeBTI/I‘IeCKYI-O JACATCIIBHOCTh HWJIM JIHMILOCH3HUIO Ha
MCIUIHUHCKYIO JCATCIbHOCTD,

4) HAYYHO-UCCJIICAOBATCIILCKUM OpraHnU3aluvsIM IJIs HaquO-HCCHeILOBaTeHLCKOﬁ pa6OTI>I;
5) MCIUIMHCKUM OpraHu3alviaM U BETCPUHAPHBIM OPraHu3alusaM;

6) OpraHu3anusM W WHAUBHUIYAIBHBIM TMPEANPHHUMATENSAM, OCYIIECTBISIONUM pPa3BelICHHE,
BEIpANIMUBAHUE M COJICPKAHWE JKUBOTHBIX (32 HCKIIOYCHHEM MPOJaXH UM (apMareBTUICCKUX
CyOCTaHIIMI UM UX TIepeaayn).

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

9. IlpoumsBoaurenu QapmaneBTUYECKON CyOCTaHIIMM CHHpTa ATUIOBOrO (3TaHOjda) O00s3aHbI
OCYIIECTBIISITh pean3anuio (1epeady B yCTaHOBICHHOM 3aKOHOJATelbcTBOM Poccuiickoit deneparym
nopsiake)  (apmaneBTHUECKOM  cyOCTaHIMM  CHOUpTa STUIOBOTO  (9TaHONA)  HPOM3BOJIUTENSM
JICKApPCTBCHHBIX CPCACTB I IMTPOU3BOACTBA JICKAPCTBCHHBLIX CPEACTB, ITPOU3BOAUTCIIAM (I/ISFOTOBI/ITGJ'ISIM)
MEIULMHCKUX U3JeNUi 115l MPOU3BOJCTBA U U3TOTOBJICHUS MEAULMHCKUX U3JeNUIl B eMKOCTSIX 00beMOM
He Oonee 1 ymrpa u (wn) He MeHee 1000 TUTPOB, a OpraHU3aIUsIM, yKa3aHHBIM B ITYHKTaX 3 - 5 9actu §
HacTosILeH cTaThy, B Tape 00beMoM He Oosee 1 nuTpa.

(uacTth 9 BBeneHa denepanbHbIM 3akoHOM OT 29.07.2017 N 278-®3; B pen. deaepanbHbIX 3aKOHOB OT
27.12.2019 N 481-®3, o1 22.12.2020 N 444-D3)

10. Peammszanusa (mepemada B yCTAaHOBJICHHOM 3aKOHOJATENhCTBOM Poccuiickoit depepanun
nopsake) (QapMareBTHYECKOW CYOCTaHIIMM COHMpPTa STUIOBOTO (3TaHOJA) OPTaHU3AIMSIM OMTOBOM
TOPTOBJIHU JICKAPCTBEHHBIMH CPEJICTBAMH HE JTIOTTYCKAETCSI.

(uactb 10 BBegena PenepanbHbIM 3akoHOM OT 27.12.2019 N 481-D3)

11. IlepeBo3ku (apmaneBTHUECKON CyOCTaHIIMM CIHMPTA ATHIOBOTO (3TAaHOJA) OCYIIECTBISIIOTCS C
coOmoieHeM TpeOOBaHMM, YCTAHOBJIECHHBIX a03alleM 4eTBepThIM MyHKTa 3 crathu 9 DenepaiabHOro
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

3akoHa oT 22 Hos0pa 1995 roma N 171-®@3 "O rocynapcTBEHHOM pEryjIMpOBaHUM IIPOU3BOJCTBA U
000poTa 3TUJIOBOTO CHHPTA, AIKOTOJBHOM W CHUPTOCOJEpKalled NpOAYKUMH M 00 OrpaHHYeHUU
noTpedieHus (PacuTHs) aTKOTOJIBHON MPOoayKIuu'.

(dactb 11 BBenena denepanbHbIM 3aK0OHOM OT 27.12.2019 N 481-D3)

CraTtbsa 46. MapknpoBKa nekapcTBeHHbIX CpeacTB

1. JlekapcTBeHHBIC IMpemaparbl, 3a HCKIFOUCHHEM JICKAPCTBEHHBIX IMPEMapaToB, M3TOTOBICHHBIX
AllTCUHBIMU  OpraHHU3alusIMH, BCTCPHUHAPHBIMHU AlTCYHBIMHU OpraHU3alusaAMU, HWHIWBUAYAJIbHBIMU
OpEANPUHUMATEIIAME, HMEIOIIMMHU  JIMIICH3UIO Ha  (apMaleBTUYECKYIO JICATEIbHOCTh, JIOJIKHBI
MOCTYIaTh B OOpaICHNE, SCITH:

1) Ha WX TEPBUYHOH YIAaKOBKE (32 HCKIIOYCHUEM IMEPBUYHON YIAKOBKH JICKAPCTBEHHBIX
PaCTHTEIBHBIX IPEMapaToB) XOPOIIO YHTAEMBIM MIPUPTOM HA PYCCKOM S3BIKE YKa3aHbl HAUMEHOBAHHE
JICKQpCTBEHHOTO Tpenaparta (MEXIYHapOJIHOE HEMAaTEHTOBAHHOE, WX TPYINIUPOBOYHOE, HIIU
XUMHYECKOE, WU TOPTOBOC HAMMEHOBAHKE), HOMEP CEPHH, JaTa BBITyCKa (IS HMMYHOOMOJIOTUISCKUX
JICKQpCTBEHHBIX IPENapaToB), CPOK T'OJHOCTH, JO3UPOBKA HIIM KOHIICHTpaIusi, 00beM, aKTHBHOCTH B
SIMHUIIAX JCUCTBUS WIH KOJIHMYECTBO J103;

(B pen. deaepanbubix 3akoHOB OT 11.10.2010 N 271-D3, o1 22.12.2014 N 429-D3)

2) Ha WX BTOPUYHOH (NMOTPEOUTEIHCKOW) YITAKOBKE XOPOIIO YHTAEMBIM HIPU(TOM HAa PYCCKOM
A3bIKE YKa3aHbl HAMMEHOBAaHHUE JIEKApCTBEHHOTO Ipernapara (MeXAyHapoJIHOE HENaTEeHTOBAaHHOE, HIIU
IPYNIUPOBOYHOE, WJIM XHMHUYECKOE W TOProBO€ HAUMEHOBAHMWSA), HAWMEHOBAaHUE IPOU3BOJIUTEIS
JIEKapCTBEHHOTI'O Ipernapara, HOMEp CepHH, Aara BbIIYCKa (11 KMMYHOOMOJOTMUECKUX JIEKAPCTBEHHBIX
IIpernapaToB), HOMEP PEruCTPALMOHHOTO YIOCTOBEPEHMS, CPOK TOJHOCTH, CIOCOO0 MPUMEHEHMUS,
JI03UpPOBKAa WM KOHLIEHTpalus, o0beM, aKTUBHOCTb B €AMHUIAX AECUCTBHUS JMOO KOJIMYECTBO 103 B
yIaKOBKE, JIEKapCTBEHHAas (opMa, YCIOBUS OTIYCKa, YCIOBUS XPaHEHMUS], IPELyIPEAUTENbHbIE HAIIUCH.
(B pen. PenepanbHbix 3akoH0B 0T 11.10.2010 N 271-®3, o1 22.12.2014 N 429-D3)

2. ®apmaneBTUUYECKHEe CyOCTaHIIMU JOJKHBI MOCTYINaTh B OOpallleHHe, €Ciau Ha UX MEepBUYHON
YIaKOBKE XOPOLIO YUTAEMbIM HIPU(TOM Ha PYCCKOM SI3bIKE YKa3aHbl HAMMEHOBaHHUE (hapMalleBTUYECKOM
CY6CTaHHI/II/I (MC)KI[yHapOI[HOG HCMMIAaTCHTOBAHHOC, HWJIM T'PYHIIMPOBOYHOC, WM XHUMHUUYCCKOC U TOProBOC
HalMEHOBaHM), HAMMEHOBAaHUE MPOU3BOANUTENS (hapMalleBTHUECKOW CyOCTaHIIMU, HOMEp CepuH M JlaTa
HU3TOTOBJICHUS, KOJIMYCCTBO B YIIAKOBKEC W €AWMHUIBLI UBMCPCHUA KOJIMYECTBA, CPOK IT'OJHOCTU U YCJIOBHA
XpaHEeHHUS.

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

3. .HeKapCTBCHHBIe CpeAcTBaA B KaUCCTBC ChIBOPOTOK JOJIKHBI ITOCTYIIATh B 06pa1ueHI/Ie C YKazaHHUEM
JKMBOTHOI'O, U3 KPOBH, IJIa3MBI KPOBH, OPTraHOB U TKaHel KOTOPOIr'0 OHHU IOJYUCHBI.

4. Ha BTOpHuHYIO (TOTPEOUTENBCKYIO) YIAKOBKY JIEKAPCTBEHHBIX CPEJCTB, MOJYUYEHHBIX U3 KPOBH,
MJIa3Mbl KPOBH, OPTaHOB M TKAaHEW dYeNOBEKa, JIOJDKHA HAHOCHTHCS Haamuch: "AHTurena k BUY-1,
BHNU-2, k Bupycy renarura C 1 NOBEpXHOCTHBINM aHTUTE€H BUpYca remnaruta B orcyrcrByror".

5. Ha  nepBuunyro YIaKOBKYy  H BTOPUYHYO (MOTpeOUTENBCKYIO) YIIaKOBKY
panuodapmalneBTHYECKUX JIEKaPCTBEHHBIX CPEJCTB JOKEH HAHOCUTHCS 3HAK PaJAUAIlMOHHON OMACHOCTH.

6. Ha BTOpHuHYyIO (MOTPEOUTENHCKYIO) YIIAKOBKY FOMEONAaTHYECKHX JIEKAPCTBEHHBIX IPErapaToB
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

OJDKHA HAHOCUTHC HAAMUCh: "'l oMeonaruueckuii".

7. Ha BrOopmuHylO (IMOTPEOUTENHCKYIO) YIAKOBKY JIEKAPCTBEHHBIX PACTUTEIBHBIX IpErapaToB
JTOJKHA HAHOCUTHCS HAaanuch: "IIpoaykius mpoiiia paidaliMOHHbIA KOHTPOJIb".

8. Ha mnepBuuHyr ymakoBKy (ecid [JIi ATOTO CYIIECTBYET TEXHHUYECKas BO3MOXXKHOCTH) U
BTOPUYHYIO (MOTPEOUTENHCKYIO) YIAKOBKY JICKAPCTBEHHBIX MIPEMapaTroB, NpeIHA3HAYCHHBIX IS
KIMHUYCCKUX HUCCIIEAOBAaHUM, O KHA HAHOCUTHCS HAAIMKCh: " J{JI1 KITMHUYSCKUX HCCIeA0BaHuN".

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

9. VYnakoBka JIEKapCTBEHHBIX CpEACTB, IIPEJHA3HAUEHHBIX MCKIIOYUTEIBHO MJIs HKCIOPTa,
MapKHPYETCsl B COOTBETCTBUU C TPEOOBAHUSMH CTPAHBI-UMIIOPTEPA.

10. Ha TpancnopTHyio Tapy, KOTOpas He NpeqHa3HadeHa [js HoTpeduTeneii u B KOTOPYIO
MMOMEIIIEHO JICKApPCTBEHHOE CPEJCTBO, JODKHA HAHOCUTHCS HH(OpMamuss O HAUMCHOBAHWUU, CEPHH
JIEKapCTBEHHOT'O CPEJICTBA, JaTe BBINYCKAa, KOJIWYECTBE BTOPUUYHBIX (MOTPEOUTENHCKUX) YIIAKOBOK
JIEKapCTBEHHOI'O CPEACTBA, MPOU3BOAMUTENE JIEKAPCTBEHHOIO CPEJCTBA C YKAa3aHHMEM HAMMEHOBAaHUS U
MECTOHAXO0KCHHSI IPOU3BOAUTEIS JIGKAPCTBEHHOTO CPEeACTBA (aApec, B TOM YHCIIE CTpaHa U (M) MECTO
IIPOM3BOJICTBA JIEKAPCTBEHHOI'O CPE/CTBA), & TAKXKE O CPOKE I'OJHOCTU JIEKAPCTBEHHOI'O CpPEACTBa U 00
YCIOBUSIX €r0 XpaHEHUS U MEePEeBO3KU, HEOOXOIMMBIE MPEAYIPEAUTEIbHbIC HAIIMUCH U MAaHUITYISTOPHBIC
3HAKHU.

11. Ha nepBuuHyl0 yHakoBKY W BTOPHUYHYIO (TOTPEOUTENHCKYIO) YIAKOBKY JIEKapCTBEHHBIX
CPEICTB MJii BETEPUHAPHOTO MPUMEHEHUs JODKHA HAHOCUTHCS HaAnuchk: "Ilig BeTepuHAPHOTO
NpUMeHEeHHUs".

12. Ha BropuuyHyto (IOTpeOUTENbCKYI0) YHNAKOBKY JIEKapCTBEHHOIO IIpernapaTa HaHOCHUTCS
IITPUXOBOM KOJI.

nasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUACKYIO ®EAEPALMIO N BbIBO3 NEKAPCTBEHHbIX CPE[CTB
U3 POCCUNCKON ®EOEPALIUN
(B pea. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

CraTtba 47. Nopsagok BBO3a nekapcTBeHHbIX cpeacTtB B Poccumnckyro denepauumro m
BbIBO3a NIeKapCTBEHHbIX cpeacTB n3 Poccunckon ®epepauum
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. BBo3 nekapcTBeHHBIX cpenctB B Poccuiickyro @enepanuro OCyIIECTBISETCS B IOPSIKE,
ycraHoBieHHOM [IpaButensctBom Poccuiickoii  ®enepanuu, B COOTBETCTBUUM € TaMOKEHHBIM
3aKOHOAATEIBCTBOM TaMoOKeHHOro coro3a B pamkax EBpA3DC (nanee - TaMOXEHHBIN cO103) U (UJIN)
3aKoHOaTenbCcTBOM Pocculickoit denepanuu 0 TaMOXKEHHOM JIETIE.

(B pen. denepanpHoro 3akoHa ot 06.12.2011 N 409-03)

2. BBosumbie B Poccuiickyro ®enepaiinio JIeKapCTBEHHBIE CPENICTBA JOJKHBI CONEPKATHCS B
TOCYJapCTBEHHOM peecTpe JICKapCTBEHHBIX CPECTB.
(B pen. deaepanbhbix 3akoHOB OT 06.12.2011 N 409-D3, o1 27.12.2019 N 462-D3)

www.consultant.ru Crpanuua 107 ns 142
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=342016&date=11.01.2022&dst=100666&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=286532&date=11.01.2022&dst=100822&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=286532&date=11.01.2022&dst=100824&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=385632&date=11.01.2022&dst=100011&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=286532&date=11.01.2022&dst=100825&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=286532&date=11.01.2022&dst=100826&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=341770&date=11.01.2022&dst=100020&field=134

®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

3. Jonyckaercs BBO3 B Poccuiickyro @enepanuio KOHKPETHOH IMAapTHH 3apErHCTPUPOBAHHBIX U
(M)  HE3aperUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, IPEJHA3HAUEHHBIX JUISI MPOBEICHMS
KIIMHUYCCKHUX I/ICCJIGI[OBaHI/Iﬁ JICKApCTBCHHBIX IMPCIIapaToB, MPOBCACHUA ISKCHCPTU3LI JICKAPCTBCHHBIX
CPeACTB Ul OCYLIECTBIEHMS TOCYIAapCTBEHHON PEruCTpalMy JICKapCTBEHHBIX IpenapaToB WM JAJs
OKa3aHUus MGI[I/IHHHCKOﬁ IMOMOIIM 110 KU3HCHHBIM IMOKAa3aHUAM KOHKPCTHOI'O IMAallMCHTAa HAa OCHOBAaHHU
paspelleHns, BBIAAHHOIO YIOJIHOMOYEHHBIM (efepalbHbIM OPraHOM HCIOJHUTENIBHOW BJIACTH 110
3asBJICHUSIM JIMI, YKa3aHHBIX B cTaThe 48 Hacrosiero deaepanbHOro 3akoHa. PaccMoTpeHue Takoro
3adBJICHMS W IPUHATHE pEIIeHUs O BblJaue pas3pelieHuss Ha BBO3 KOHKPETHOH mapTuu
3apCTUCTPUPOBAHHBIX U (I/IJII/I) HE3apCTUCTPUPOBAHHLBIX JICKAPCTBCHHBIX CPCACTB, MPCAHA3HAYCHHBIX IJIA
IPOBEIECHUS KIMHUYECKUX MCCIEOBAHUN JIEKAPCTBEHHBIX IIpenapaToB, IPOBEIEHHUS SKCIEPTHU3bI
JIEKapCTBEHHBIX CPEACTB I OCYLIECTBJIEHUS TOCYJapCTBEHHOW PETUCTPALUU  JIEKAPCTBEHHbIX
IpernapaToB WIM A OKa3aHUs MEAMLMHCKOW MOMOILIM IO XM3HEHHBIM IOKa3aHUSAM KOHKPETHOTO
namuenTa Ju0o o0 OTKa3e B BbIJaue YKa3aHHOT'O pa3pelieHHs MPOU3BOIATCA B CPOK, HE MPEBBIMIAIONINN
nATH pabouunx qHe. [lnaTa 3a Beljauy yKa3aHHOTO pa3pelieHus] He B3UMAeTCH.

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

Koncynprantllnroc: 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 ®Denepannio KOHKPETHON MapTUU HE3apErHCTPUPOBAHHBIX
JICKapCTBCHHBIX IPENapaToB, COJEPKANINX HAPKOTHUYECKUE CPEACTBA WIIM IICHXOTPOITHBIC BEIIECTBA, B
nopsijike, ycraHoBiieHHOM [IpaButensctBoM Poccuiickoit ®epepanuu, IUisi OKa3aHUS MEIUITUHCKON
MTOMOIIH TI0 KM3HCHHBIM MOKA3aHUSM KOHKPETHOTO TAIMeHTa WU TPYIIbI MMAlMEHTOB B CiIydae, eCcliu
HMEETCSl pEIICHHe BpadyeOHOW KOMHCCHH MEIUIIMHCKOM OpraHu3alud O Hed(P(GEKTUBHOCTH WM
HEBO3MOXXHOCTH TMPUMEHECHHSI Y KOHKPETHOTO IAalMEeHTa WHBIX 3apETUCTPHPOBAHHBIX JICKAPCTBCHHBIX
MpernapaToB, B TOM YHCIE COJCPXKAIIUX JPYrue JEHCTBYIOIINE BEIIECTBA, U O HEOOXOJMMOCTH BBO3a
OTIPEICIICHHOTO HEe3aperHCTPUPOBAHHOTO JICKAPCTBEHHOT'O MpernapaTa ¢ YKa3aHHeM ero MEXTyHapOIHOTO
HEMaTeHTOBAHHOTO (WJIM XUMHYECKOTro, WM TPYNIHPOBOYHOIO) HAaUMEHOBaHHS, (OPMBI BBIYCKa U
KomdecTBa. llepedeHp 3a00JeBaHUN M COCTOSIHMA M COOTBETCTBYIOIIMX JICKAPCTBEHHBIX IPEIapaToB,
COJIEp>KaIINX HApPKOTHUECKHUE CPEICTBA U TICHXOTPOITHBIE BEUIECTBA, B IIENISIX OCYIIECTBICHUS UX BBO3a B
COOTBETCTBHHM C TPEOOBAHUSIMH HACTOSIIEH YacTH YTBEPXKIAACTCS YIOJHOMOYCHHBIM (eepaTbHbIM
OpraHOM HCTIOJTHUTEIbHOM BIACTH.

(dactp 3.1 BBegeHa denepanbHbiM 3akoHOM OT 27.12.2019 N 475-03)

4. B Poccuiickyto ®denepannio MOXHO BBO3HUThb JIEKAPCTBEHHBIE CPEACTBA, Kauye€CTBO KOTOPBIX
MOATBEPKIICHO  CepTU(PUKATOM  TPOU3ZBOAUTENST  JIGKAPCTBEHHBIX  CPEACTB,  yIOCTOBEPSIONIIUM
COOTBETCTBHE BBO3UMBIX JIEKAPCTBEHHBIX CPEJICTB TPeOOBaHUAM (papMaKOIMEHHBIX cTaTell 100 B ciyyae
WX OTCYTCTBHS HOPMATHUBHOM JOKYMEHTAIIMH WM HOPMATUBHOTO TJOKYMEHTA.

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

5. 3anpemtaercs BBo3 B Poccuiickyto denepannio dpanbcu@UIMpOBaHHBIX JEKAPCTBEHHBIX CPEACTB,
HE100pOKAaYEeCTBEHHBIX JICKAPCTBEHHBIX CPEJCTB, KOHTPA(PaKTHBIX JIEKAPCTBEHHBIX CPEJICTB.
(B pen. denepanpuoro 3akoHa ot 06.12.2011 N 409-03)

6. @anbcuuIUpPOBaHHBIE JIEKAPCTBEHHBIC CPENCTBA, HEIOOPOKAYECTBEHHBIE JIEKAPCTBEHHBIC
CpPEACTBA MOJIEkKAT UIBATHIO U MOCIIEYIOIEMY YHUUYTOKEHUIO WM BbIBO3Y U3 Poccuiickoit denepanuu,
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

KOHTpa(i)aKTHBIe JICKApPCTBCHHLBIC CPCACTBA - UZBATHUIO U MOCICAYIOIEMY YHUYTOKCHHUIO. YHUYTOXCHUE
win  BeIBO3 u3 Poccuiickoit  ®epepauun  panbcupUIMPOBAHHBIX  JICKAPCTBEHHBIX  CPEJCTB,
HET0OpPOKAYECTBEHHBIX  JIGKAPCTBEHHBIX  CPEACTB, KOHTpPA(aKTHBIX  JICKAPCTBEHHBIX  CPEJCTB
OCYIIECTBIISICTCA 3a CYET JIMIA, OCYIIECTBHBIIETO WX BBO3. [lOpSIOK YHUYTOXKEHUS HUIBITHIX
(banbCcuUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPENICTB, HEIOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB,
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CpeAcTB ycraHaBnuBaercs [IpaButenscrBom Poccuiickoit @enepannu.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

7. Jluma, ocymecTBiastomue BBO3 B Poccumiickyro  ®enepanuio  GambCUPUITMPOBAHHBIX
JIEKapCTBCHHBIX  CPEJCTB, HEAOOPOKAYECTBEHHBIX  JIEKAPCTBEHHBIX  CPENCTB, KOHTpPadaKTHBIX
JIEKapCTBEHHBIX CPEJCTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C TAMOXEHHBIM 3aKOHOAATEIHCTBOM
TamoxeHHOr0 cor03a U (WJIK) 3aKOHOJAaTeNLCTBOM Poccuiickoit denepaiiuu 0 TaMOKEHHOM JIEJI€.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

8. BbIBO3 JekapcTBEHHBIX cpencTB U3 Poccuiickoit denepaunu ocymecTBisieTcs 0€3 NpUMEHEHUs
OrpaHUYEHUH, YCTAaHOBJEHHBIX TaMOXXEHHBIM 3aKOHOJATEILCTBOM TaMOXXEHHOro coro3a M (MIn)
3aKkoHomarenscTBOM Poccuiickont denepanuu O rocy1apCTBEHHOM pEryJMpPOBAaHUMU BHEUIHETOPIOBOU
JESATEIIBHOCTH.

(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. BBox B TpakIaHCKHA 00OpOT JIEKAPCTBEHHBIX IMPEIApaTOB JJIsi METUITMHCKOTO MPUMEHEHUS,
BBe3eHHBIX B Poccuiickyro Denepanuio, OCyIECTBISIETCS C COOM0IeHUEM TpeOOBaHUM, YCTAHOBICHHBIX
cratheit 52.1 nHactosmero denepaibHOrO 3aKOHA.

(uactb 9 BBenena denepanbubiM 3aKk0HOM OT 28.11.2018 N 449-03)

Koncynprantl[ntoc: npumeyanue.
C 01.09.2023 crt. 47 pononusiercs 4. 10 (@3 ot 02.07.2021 N 317-D3).

Cratbs 48. lOpuanyeckue nuua, KOTOpbIM pa3peLleH BBO3 JIeKapCTBEHHbIX CPeaAcTB
B Poccumnckyro ®eagepauuto
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

JlexapcTBeHHbIe cpencTBa B Poccuiickyro denepaiuo MOryT BBO3HUTH:
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

1) mnpousBOAUTENM JIEKAPCTBEHHBIX CPEACTB JUId Lened COOCTBEHHOrOo IPOM3BOJICTBA
JIEKapCTBEHHBIX CPE/CTB;

2) WHOCTpaHHbIE pPa3pabOTYUKU JIEKAPCTBEHHBIX CPEJICTB U HMHOCTPAHHBIE MPOU3BOIUTENN
JIEKapCTBEHHBIX CPEJCTB WU APYrHe IOPUANYECKHE JTUIA 110 TOPYUYEHHUIO pa3pabdoTUHKa JIEKapCTBEHHOTO
CpelncTBa JUIsl MPOBEACHUS KIMHUYECKUX HCCIEAOBAaHUM JIEKAPCTBEHHOIO Ipernapara, OCYIIECTBICHUS
TOCYJapCTBEHHON  perucTpaluy  JIEKapCTBEHHOTO  Ipernapara, BKIIOYEHHS  (apMalleBTUYECKOM
CyOCTaHIIMM B TOCYIapCTBEHHBIA PEECTp JIEKAPCTBEHHBIX CPEJCTB, KOHTPOJIS KAaueCTBA JIEKAPCTBEHHBIX
CPEACTB MpHU HAJIMYUM pa3pellieHus YIIOJIHOMOYEHHOTo (peiepalbHOro OopraHa MCHOJHUTENbHOM BIIACTH
Ha BBO3 KOHKPETHOH MapTHH JIEKAPCTBEHHBIX CPEJICTB;
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

3) opranu3anuy ONTOBOM TOPrOBIIM JEKAPCTBEHHBIMU CPEACTBAMY;

4) HayYHO-UCCIICJIOBATECILCKUE OpPraHU3allud, OOpa30BaTeNbHBIC OpPraHHW3alMU  BBICIIETO
o0Opa3oBaHMs, MPOU3BOAUTENH JIEKAPCTBEHHBIX CPEACTB IS Pa3pabOTKH, HMCCIECIOBAHUN, KOHTPOIS
0€30macHOCTH, KadecTBa, A(PQPEKTUBHOCTH JICKAPCTBEHHBIX CPEACTB NPU HAIUYUU  Pa3pelICHHS
YIIOJIHOMOYEHHOTO (heiepalibHOTO OpraHa UCIIOJIHUTEFHON BIACTH;

(B pen. @enepanpHoro 3akoHa ot 02.07.2013 N 185-D3)

5) MEIUIIMHCKUE OpraHu3alluy, NHbIE YKa3aHHbIE B ITyHKTaxX | - 4 HacTosIIEeNH CTaTbU OpraHUu3aluu
JUIS OKa3aHWsI MEIULUHCKON IIOMOIIM I10 )KM3HEHHBIM IT0Ka3aHUsIM KOHKPETHOTO NAIllMEHTAa IIPU HAJIMYUU
pas3pelIeHnss yIoJIHOMOUYEHHOTO (eepabHOr0 OpraHa MCIOJHUTEIBHON BIIACTH HAa BBO3 KOHKPETHOM
[apTUHU JIEKApCTBEHHOI0 IpenapaTa, BbIAAHHOINO B YCTAHOBJIEHHOM IOpsAIKe B (OpMeE 3JIEKTPOHHOIO
JOKYMEHTA, MOANMCAaHHOTO YCHJICHHON KBAIN(UITMPOBAHHOM 3IE€KTPOHHON TIO/IHCHIO;
(B pen. @enepanbHoro 3akona ot 12.03.2014 N 33-D3)

Koncynprantl[ntoc: npumeyanue.
C 01.01.2024 1. 6 ct. 48 yrpaunBaet cuiry (P3 ot 27.12.2019 N 475-D3).

6) ToCyJapCTBEHHBIE YHUTApPHBIC TPEANPHITHS, UMYIIECTBO KOTOPBIX HAXOAUTCSA B (eaeparbHOU
coOcTBeHHOCTH, onpenensemble I[IpaButensctBoM Poccuiickoii ®enepanuu, B dYacTH BBO3a B
Poccuiickyro  ®@enepanuio  HE3aperHCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  IPENAPATOB,  COJACPIKAIIMX
HApPKOTUYECKUE CPEACTBA MM TCUXOTPOIHBIE BEUIECTBA, A OKa3aHUS METUIIMHCKON MOMOIIM IO
KU3HEHHBIM TOKa3aHUSAM KOHKPETHOTO MallMeHTa WM IPYIIbl MAllUEHTOB B COOTBETCTBUM € 4acThio 3.1
ctatbu 47 HacTosero deneparbHOTO 3aKOHA.

(. 6 BBeneH PenepanbHbIM 3aKk0HOM OT 27.12.2019 N 475-D3)

Cratba 49. [loKyMeHTbl, NpeacTtaBnsieMble B TaMOXeHHble opraHbl Poccuuckowm
denepauunm npu BBO3e NieKapCTBEeHHbIX cpeacTB B Poccumnckyro ®epepauuio
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. Ilpn BBO3e JsekapcTBEHHBIX cpeACTB B Poccuiickyro denepanuro B TaMOXEHHBIE OpraHbl
Poccuiickoit @enepauyu Hapsaxy C JOKYMEHTaMH, IIPEACTABIEHUE KOTOPBIX MPEAYCMOTPEHO
TaMOXXEHHBIM 3aKOHOJATEeNbCTBOM TaMOXXEHHOro coro3a U (WIM) 3aKOHOAATeNbCTBOM Poccuiickoii
denepanyy 0 TAMOXKEHHOM JIEJI€, IPEACTABIAIOTCA CIEAYIOIINE JOKYMEHTHI:

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

1) ceprudukar NpPOU3BOAMUTENS JIEKAPCTBEHHOTO CPEICTBA, YIOCTOBEPSIOMINUNA COOTBETCTBHE
BBO3MMOI'O JIEKAPCTBEHHOI'O Cpe/icTBa TpeOoBaHUsAM (papmakomneilHoW craThu MO0 B Ciydae ee
OTCYTCTBHSI HOPMaTHUBHOM TOKYMEHTALIUU HJIM HOPMAaTHBHOT'O IOKYMEHTA;

2) paspelleHHe YHIOJIHOMOYEHHOTO (heepalbHOr0 OpraHa HCIOJIHUTEIbHOM BIACTH Ha BBO3
KOHKPETHOH MapTHM JIEKAPCTBEHHOI'O CPEACTBAa B CIIydasX, YCTAHOBJIEHHBIX YacTbl0 3 cTarbu 47
Hacrosero denepaibHOro 3aKoHa.

2. JIOKyMEHTBI, yKa3aHHble B NyHKTax | m 2 uyacTu 1 HacTosmiedl craTbu, NMPEACTABISAIOTCA B
TaMOKeHHbIe opranbl Poccuiickoit @enepanuu npu npuObITHH JIEKAPCTBEHHBIX CpeACcTB B Poccuiickyro
denepanuro.
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

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

Cratba 50. BB0o3 nekapcTtBeHHbIX npenapatoB B Poccuuckyro ®Pepepauuio aAns
JINYHOrO UCMNOJIb30BAHUA U UHbIX HEKOMMEPUYECKUX Lenen, a Takke ANs UCNONb3OBaHUSA
Ha TeppPUTOPUM MEXAYHAPOAHOIro MeaAULIMHCKOro Krnacrepa
(B pen. deaepanbubix 3akoHOB 0T 06.12.2011 N 409-03, o1 29.06.2015 N 160-D3)

1. JlekapcTBeHHBIC TmpemnapaThl MOTYT OBITh BBe3eHbI B Poccuiickyro ®Deaepanmio 0e3 ydera
TpeOOBaHUH, IPEyCMOTPEHHBIX YacTsiMu | - 4 crateu 47, ctathsimu 48 u 49 nactosmiero denepalbHOTO
3aKOHa, €CIIM OHU IpeIHA3HAYEHBI JJIA:

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

1) n1uyHOrO MCHOJB30BaHUS (PU3MUYECKUMH JHullamMH, NpuObBImIMMU B Poccuiickyro ®enepanuro.
I[Ipu »stom BBO3 B Poccuiickyto Denepanuio JIEKapCTBEHHBIX IPENApPaToOB, COAECPKAIIMX
CIIIBHOACHUCTBYIOIME U (WIKM) SJOBUTHIE BEIIECTBA, BKIIOUYECHHBIE COOTBETCTBEHHO B CITMCOK
CUJIbHOJICHCTBYIOIIMX BELIECTB IS LIEJEN YrOJOBHOIO 3aKOHOJaTenbcTBa Poccuiickoit denepanuu U B
CIIMCOK SIIOBUTBIX BEILECTB MJisi LieJIed YroJIOBHOIO 3akoHojaTenbcTBa Poccuiickoir ®denepauuu,
yrBepxkaeHHble [IpaBurensctBoM Poccniickoit denepanuu, OCymECTBISAECTCS IPU HAINYUU JOKYMEHTOB
(3aBepeHHBIX KOMUN JOKYMEHTOB WMIIM 3aBEPEHHBIX BBIMHMCOK W3 HUX), MOATBEPIKIAIOIIUX Ha3HAUYCHUE
¢u3nvYeckoMy JIMIy YKa3aHHBIX JIEKAPCTBEHHBIX TMPEMapaTroB (3a HCKIIOYEHHUEM JIEKapCTBEHHBIX
[penaparoB, 3aperucTpupoBaHHblX B Poccuiickoit ®enepauun u oTnyckaembeix B Poccuiickoit
@enepanuu 0€3 peLenTa Ha JeKapcTBEHHbIHN npenapar). [lonrBepkaaroniye J0KyMEHTbI (MX 3aBEPEHHbIE
KOIUU WJIM 3aBEPEHHBIC BBIMUCKHU M3 HUX) TOJKHBI COEPKATh CBEICHUS O HAUMEHOBAHUU U KOJMYECTBE
HAa3HAYEHHOr'0 JIEKapCTBEHHOIo Ipenapara. B ciydae, eciM NOATBEp)KIAlOUIME JOKYMEHTHI (UX
3aBepEHHBIC KOMHM WM 3aBEPEHHBIC BBIMHCKU W3 HUX) COCTABJIEHb HA MHOCTPAHHOM SI3bIKE, K HHUM
[IpUlaraeTcs HOTApUAIbHO 3aBEPEHHBIN NIEPEBO HA PYCCKUH S3BIK;
(m. 1 B pea. @exnepanbuoro 3akona ot 02.06.2016 N 163-03)

2) WCMONB30BaHHMS  PAaOOTHUKAMH  JIUIJIOMATHYECKOTO KOpIyca WM  MPEACTaBUTEISIMU
MEKIYHApOIHBIX OpraHu3alui, akKpeIuToBaHHbIX B Poccuiickon denepannu;

3) neueHus MaccCaXUpoB M UIEHOB OJKUMNaXEW TPAHCIOPTHBIX CPEACTB, IMOE3JHBIX Opuraa u
BOJIUTEJIEH TPAHCIIOPTHBIX CPEACTB, NpuOBIBIIMX B Poccuiickyto deneparuro;
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4) neyeHus y4yaCTHHUKOB MEXAYHAPOJHBIX KYJIbTYPHBIX, CIIOPTUBHBIX MEPONPUATHIA U YyUaCTHUKOB
MEXTYHApOAHBIX dKCIETUIUI;

5) TnedeHHs KOHKPETHBIX JKMBOTHBIX B 300MapKax, 300calax, IHMpPKax, OKeaHapuymax,
nenbUHAPUSAX, JICUCHUS UKUX KUBOTHBIX, MOCTOSHHO WJIM BPEMEHHO HACEISIOIMIMX TEPPUTOPHUIO
Poccuiickoit ®deneparuu, HaXOAAIUXCS B COCTOSHUM E€CTECTBEHHON CBOOOABI M MpUHAICKAIIUX K
BUJaM, 3aHeceHHBIM B KpacHyto kuury Poccuiickoit @enepanuu v (WiaM) KpacHble KHUTH CYOBEKTOB
Poccuiickoii ®@enepanuu, a TakKe KUBOTHBIX, BBO3UMBIX B Poccuiickyro denepauuio 1 ydyacTus B
CIIOPTUBHBIX U 3PEIIUIIHBIX MEPONPUATHSIX;

(B pen. deaepanbhbix 3akoHOB OT 06.12.2011 N 409-D3, ot 02.08.2019 N 297-D3)

6) HCITOJTE30BaHMS HA TEPPUTOPHU MEKIYHAPOIHOTO MEAUIIMHCKOTO KIIacTepa.
(. 6 BBeneH PenepanbHbIM 3ak0HOM OT 29.06.2015 N 160-D3)
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2. B ciayyasx, npelyCMOTPEHHBIX YacTblO | HacTOsIIEH CTaThbU, AONycKaeTcsl BBO3 B Pocculickyro
Denepanuio JIEKAPCTBEHHBIX NIPENapaToB, HE 3aperuCTpUpOBaHHbIX B Poccuiickoit Penepanuu.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

3. JlekapcTBeHHbIE MpenapaThl, MpeIHa3HauYeHHbIE JI1 TYMaHUTApHOW MOMOMIM (CONEHCTBUS) WU
IIOMOIIM IIPYM 4YPE3BBIYAMHBIX CHTyauusx, BBO3sATCA B Poccuiickyto ®Denepauuto B IOpsIKE,
yctanoBiieHHOM [IpaButensctBom Poccuiickoit ®epepanuu. 3amnpemaercss BBo3 B Poccuiickyro
@denepalvio  HE3APETUCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  IIPENaparoB,  IpeJHA3HAYEHHbIX  JJIA
ryMaHUTapHON MOMOIIHU (COACHCTBHS) UM MIOMOIIY IPU YPE3BBIYANHBIX CUTYALIUSX.

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

Cratba 51. CotpyaHuyecTBO (pegepanbHOro opraHa WCMONHUTENILHOW BRacTy,
YNOSIHOMOYEHHOro B 0OONacTM TaMOXEHHOro perna, W ApPYrux YNonHOMOYEHHbIX
¢epepanbHbIX OpraHOB UCNONTHUTENBLHOW BracTun

1. VYmomHoMoueHHBIC (eaepaibHble OpraHbl HCIOJHUTEILHON BIACTH MPEIOCTABISIOT B
pacriopsbkeHue (eepaJbHOro OpraHa HCHOJHMTENbHOM BIAcTH, YHOJIHOMOYEHHOTO B 001acTH
TaMO>KEHHOT'0 JieJla, TOCYIapCTBEHHBIM peecTp JIEKapCTBEHHBIX CPEACTB, a TaKkKe HH(OPMaLHI0 O
BBIJIAHHBIX pa3pelIeHUs X Ha BBO3 KOHKPETHOW NapTHUM JIEKapCTBEHHBIX CPEICTB B  ClydasXx,
YCTaHOBJIEHHBIX 4acThio 3 craThu 47 HacTosmero deaepanbHOro 3aKOHa.

2. @enepanbHbll OpraH MCHOJHUTEIBHON BIIACTH, YIOJHOMOYEHHBIH B 0OJACTH TaMOKEHHOI'O
nena, nHQOPMUPYET yKa3aHHBIE B YaCTH | HACTOAIICH CTaTbU YIMOJTHOMOUYEHHBIE (e/iepaibHbIe OpraHbl
UCIIOJIHUTEIIBHOM BJIACTM O BBO3€ JIEKAPCTBEHHBIX cpencTtB B Poccuiickyro denepanuio M BbIBO3E
JIeKapCTBEHHBIX cpeAcTB u3 Poccuiickoir deneparyu mo GopMe u B MOPSAKE, KOTOPHIE YCTaHOBIICHBI
IIpaButensctBOM Poccuiickoit Deneparuu.

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

Masa 10. PAPMALEBTUYECKAA OEATEJIbHOCTb
CraTtba 52. OcyuwecTBneHue cpapmMaLeBTUYECKOU AEATENbHOCTH

1. ®apmaneBTUyecKas MAESITENBHOCTb OCYLIECTBIISIETCS OpPraHU3alUsMU ONTOBOM TOProBiId
JIEKapCTBEHHBIMU  CpPEACTBAMM,  aNTEUYHBIMM  OpPraHM3alUsIMH, BETEPUHAPHBIMM  ANTEUYHBIMU
OpraHu3alusIMH, WHAMBUAYAJIbHBIMU  NPEANPUHUMATENSMH, UMEIOUIMMH  JIMIEH3UI0  Ha
(bapMareBTUYECKYI0 JeSITEeIbHOCTb, MEIUIMHCKUMU OpraHU3alMsAMM, HMEIOLUMMH JIMIEH3UI0 Ha
(bapMaleBTUUYECKYIO JESITeNbHOCTb, W HUX 000COOJEHHBIMU MoOjpa3eneHusiMu (amOynaTopusMu,
denpamepckuMu ¥ QeIbALIEPCKO-aKYIIEPCKUMHM  ITyHKTaMH, LEHTpaMHu (OTJeNeHUsIMH) oOIei
BpayeOHON (CEeMEHOM) MpPaKTUKM), PACIIOJIOKEHHBIMH B CEJIbCKUX HACENEHHBIX MyHKTaX, B KOTOPBIX
OTCYTCTBYIOT allT€4YHbIE OpPraHM3alMM, U BETEPUHAPHBIMM OPraHU3alUsAMHU, UMEIOIIMMH JIMLIEH3UI0 Ha
(bapMaleBTUYECKYIO 1EATEIbHOCTb.

(B pen. denepanbhoro 3akona ot 25.11.2013 N 317-03)

Koncynprantl[ntoc: npumeyanue.
OO0 0COOEHHOCTSX JOMYCKa K OCYIIECTBICHUIO JSITeIbHOCTH JHI 0e3 cepThu(uKaTa CrieualncTa Uin
MPOXOXKICHUS aKKPEIUTAUN CIENUATUCTa W (WIM) 1O CHEIHaIbHOCTSIM, HE TPETyCMOTPEHHBIM
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cepTrudUKaTOM WU aKkpeauTanuen, cM. [Ipuka3z Munznpasa Poccun ot 23.12.2021 N 1179H.

2. Owu3MyYecKue JMIAa MOTYT OCYHIECTBIATH (DapMaleBTHUECKYIO JAEATEIbHOCTh MpPU HAIWYUU
BBICIIIETO WM CpelHEro (hapMaleBTHUECKOro oOpa3oBaHMs M CepTH(HKATa CHEIUATNCTA, BBICIIETO HIIH
CpPEIHET0 BETEPUHAPHOI0 00pa30BaHMs U CepTU(UKATA CIELUAINCTA, a TAKXKE BBICIIEr0 WM CPEIHEro
MEIUIIMHCKOTO 00pa3oBaHus, cepTHU(HKATA CIEHHATUCTa W JOMOJIHUTEIBHOTO MPOQEeCcCHOHATHLHOTO
00pa3oBaHMs B YaCTU PO3HUYHOM TOPTOBJIM JEKAPCTBEHHBIMH IpErapaTaMH MpH YCIOBHU UX pabOTHI B
000COOJICHHBIX MMOIPA3IeTICHUAX MEIUIIMHCKIX OPraHU3alui, YKa3aHHBIX B YaCcTH | HaCTOSIICH CTAaThH.
(uactsb 2 B pen. enepanpHoro 3akoHa ot 27.07.2010 N 192-D3)

Koncynprantllintoc: npumedanue.

JlexkapcTBEHHBIE MIpemapaThl AJIsi MEIUIIMHCKOTO MPUMEHEHUS, BBEICHHBIC B TPAXKIAHCKUNW 000pOT 10
29.11.2019, nmomyexaT XpaHEHHIO, MEPEBO3KE, OTMYCKY, pealu3alluu, Iepenade, MPUMEHEHUIO 10
ucreueHus cpoka ux roguoct (O3 ot 28.11.2018 N 449-03).

Cratba 52.1. BBoa B rpaxpaHCcKumM oOOOpPOT neKapCTBEHHbIX MpenapaTtoB AnA
MeAULUHCKOro NpUMeHeHus1
(BBeneHa @enepanbHbIM 3ak0HOM OT 28.11.2018 N 449-D3)

1. Ilepen BBOAOM B rpaskJaHCKUN 00OPOT KaXKIOM CEpUM WM KaXKIOW MapTUU MPOU3BEACHHOTO B
Poccuiickoit @enepannn JEKapCTBEHHOIO IIpenapara i MEIUIMHCKOTO MTPUMEHEHNS, 32 UCKIIFOYEHUEM
MMMYHOOHOJIOTUYECKMX JIGKAPCTBEHHBIX IPEMapaToB, MPOU3BOAUTENh TaKOrO JIEKAPCTBEHHOTO
mperapara MmpeacTaBiseT B GpenepaibHbIi OpraH UCTIOTHUTEIHLHOW BIACTH, OCYIICCTBISIONUNN (YHKIHH
0 KOHTPOJIO M HaA30py B cdepe 3apaBOOXpaHEHHS, AOKYMEHT IPOU3BOJIUTENS JIEKapCTBEHHOIO
CpPEACTBA,  MOATBEPKAAIOIIMA  KA4eCTBO  JIEKAPCTBEHHOrO  Ipemapara, MW IOATBEPKICHHE
YIOJHOMOYEHHOIO JIMIA MPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEICTB COOTBETCTBUSL JIEKAPCTBEHHOI'O
npenapara TpeOOBaHUSIM, YCTAHOBIIEHHBIM TP €T0 TOCYIapCTBEHHON PETUCTPAIIUH.

2. Tlepen BBOJOM B TpaKAAaHCKUH OOOpPOT KaXKAOH CepUM WM KaXJOW MapTUU BBO3UMOIO B
Poccuiickyro  ®@enepanuio JIEKapCTBEHHOTO Ipenapara JUuisi MEIULIHUHCKOTO IPUMEHEHHs, 3a
UCKJIIOYEHHEM HMMYHOOHOJOTMUECKUX JIEKAPCTBEHHBIX IPENapaToB, OPraHU3alUs, OCYILECTBIISIONIAs
BBO3 JIEKapCTBEHHOro mpenaparta B Poccuiickyto ®enepanuio, npeacrapisieT B ¢eaepanbHbId opraH
UCTIOJHUTENIBHOW  BJIACTH, OCYHIECTBISAIOMMKA (YHKIMH 1O KOHTPOJII M Haa3opy B chepe
3pAaBOOXPAHEHMs], CEPTU(PHUKAT IPOU3BOAUTENS JIEKAPCTBEHHOIO  CPEACTBA,  YAOCTOBEPSIOIINI
COOTBETCTBHE BBO3MMOI'O JIEKAPCTBEHHOTO MpenapaTa TpeOoBaHUAM (papMakorneiHoi cTaTbH, a B ciaydae
OTCYTCTBUSI (papMaKoOINEeWHON cTaTbu TpPeOOBAaHUSAM HOPMATUBHOM JOKyMEHTAllUM, U TOATBEPXKICHUE
IIPEICTAaBUTENS OpraHU3alMy, OCYLIECTBIIIOIIEH BBO3 JIEKApCTBEHHOro Ipenapara B Pocculickyro
QPenepalii0 W YINOJHOMOYEHHOM HMHOCTPAaHHBIM  IPOM3BOJMUTEIEM  JIEKAPCTBEHHBIX  CPEICTB,
COOTBETCTBUSI BBO3MMOTO JIEKAPCTBEHHOTO IpenapaTa TpeOOBAaHUSAM, YCTAHOBJIEHHBIM IIpU €ro
roCyJAapCTBEHHON pPErUCTPALVH.

3. Tlopsaaok mpeacTaBiIeHUs B COOTBETCTBUHU € 4yacTAMHU | W 2 HACTOSIIEH CTaTbU JIOKYMEHTOB M
CBEJICHMI O JIEKapCTBEHHBIX IIpernaparax, BBOJUMBIX B TpaXXAaHCKHI 000pOT, yCTaHaBIUBAETCS

IIpaBurensctBoM Poccuiickoit denepanun.

4. B OTHOHmIEHMM MEpPBBIX TPEX CEpUA WIM NapTHM JIEKapCTBEHHOrO IIpenapara, BIEPBbIE
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

npousBeeHHOro B Poccuiickoir @enepauuu uiav BOEpPBbIE BBO3UMOTO B Poccuiickyro dexnepanuio, B
benepanbHbI OPraH UCHOJHUTEIBHON BJIACTH, OCYIIECTBISIIOIIMKA (PYHKIIMK IO KOHTPOIIO M HAaJa30py B
cdepe 3ApaBOOXpPAHECHHUS, TOTMOTHUTEIBLHO MPEACTABISETCS MPOTOKOJ UCIBITAHUNA O COOTBETCTBUH CEPUU
WM TapTUU JIEKAPCTBEHHOrO Ipernapara il MEIWLIHUHCKOTO IMPUMEHEHHs II0Ka3aTelisiM KayecTBa,
MPEAYCMOTPEHHBIM HOPMATHMBHOW JIOKYMEHTaluen (fajee - MPOTOKOJ MCHBITaHUM), MPOBOJUMBIX
aKKpEJIUTOBAHHBIMHU B COOTBETCTBUU C 3aKOHOAATEeNbCTBOM Poccuiickoit deneparuu 00 akKpeIuTauu B
HAI[MOHATILHOW  CHUCTEME  aKKpeauTanuud  (QeAcpanbHbIMH  TOCYIAPCTBCHHBIMU  OFO/KETHBIMU
YUpPEXKIEHUSMH,  IOJBEJOMCTBEHHbIMH  (efepalbHOMy  OpraHy  HCHOJHHUTEIBHOM  BIIACTH,
OCYIIECTBISIONIEMY (YHKIIMM TIO BBIPAaOOTKE U peanu3allid TOCYyJapCTBCHHOW TMOJMTUKUA U
HOPMAaTUBHO-TIPAaBOBOMY pETyJIUpOBaHHIO B cdepe 3apaBooxXpaHeHus, M (¢eaepalbHOMy OpraHy
WCIIOJIHUTEIIBHON  BIIACTH, OCYIICCTBISIONMIEMY (YHKIIMM 1O KOHTPOJIIO M Han30py B cdepe
3npaBooxpaHeHus. [lopsiiok BelgauM ykazaHHBIMU (efepalbHbIMU TOCYAAPCTBEHHBIMU OIOKETHBIMU
YUPEKACHUAMHU JAHHOTO ITPOTOKOJIA U pa3Mep IUIATHI 3a €ro BblJayy ycraHaBiInBaroTcs [IpaBurenscTBoM
Poccuiickoit deneparuu.

5. Exxerogno He mosnHee 1 (eBpais mpoOM3BOAUTENN JEKAPCTBEHHBIX CPEICTB MM OpPTaHU3AIHH,
OCYILECTBIAIONIME BBO3 JIEKAPCTBEHHBIX IpenapaTtoB B Poccuiickyro ®epepanuio, NpeAcCTaBIsAIOT B
(benepanbHBI OpraH UCIOTHUTEIBHON BIACTH, OCYHIECTBISIOMNN (YHKIIMU 0 KOHTPOJIIO U HAJ30pYy B
cdepe 31paBOOXpaHEHUs], IPOTOKOJI UCIBITAHUI NOCTYMUBIIETO B TEYEHUE IOfla B IPAXKAAHCKUN 000pOT
JIEKapCTBEHHOI'O IIpernapara KOHKPETHOIO IPOM3BOAUTENS (Ha OJHY CEpPHI0 KaXJIOro TOProBOro
HalMEHOBAHUS C Y4ETOM JICKapCTBEHHOH (OpMBI U JJO3MPOBKH), MPOBOJUMBIX AKKPEIUTOBAHHBIMH B
COOTBETCTBUM C 3aKoHoJarenbcTBOM Poccuiickoit ®Denepauuu 00 akKpeauTalMM B HaIlMOHAIbHON
CHCTEME aKKPEAUTALMU UCIIBITATeIbHBIMU J1JAO0PAaTOPUAMHU (LIEHTPAMU).

6. IlpousBoguTenu JIEKAPCTBEHHBIX CPEICTB MM OpPraHU3alluM, OCYLIECTBIAIONIME BBO3
JeKapcTBeHHbIX npemnapatoB B Poccuiickyro denepaliyio, He MEHee 4eM 3a OJUH roJl 10 IUIaHUPYEMBIX
[IPUOCTAHOBIICHUSI WJIM MpPEKpallleHUusl IMPOU3BOJICTBA JIEKAPCTBEHHBIX MpPENapaToB WM HMX BBO3a B
Poccuiickyro ®enepanuio yBeIOMISIOT 00 3TOM (efepasbHBI OpraH MCIOJHUTEIbHON BIACTH,
OCYILECTBISAIONINI (QYHKIIUU 110 KOHTPOJIIO ¥ HAA30py B cdepe 3apaBooXpaHeHus U (eaepaabHblii opral
UCTIOJHUTENIBHOW  BJACTH, OCYLIECTBIAIOUIMA  (QYHKIMM 1O JIMIEH3UPOBAHHUIO  IMPOU3BOJICTBA
JIEKapCTBEHHBIX CPEJICTB.

7. BBoa B TpakgaHCKUH OOOPOT KaXAOH Cepuu MM KaxI0W MapTHM MMMYHOOMOJIOTHYECKOIO
JIEKApCTBEHHOI0 IIpenapara, npousBeaeHHoro B Poccuiickoit denepanuu uwim BBO3UMOro B Poccuiickyro
denepanuio, OCYLIECTBISETCS HAa OCHOBAaHUM pa3pellieHHs, BBIJAHHOTO (eAepalbHbIM OpraHoOM
UCTIOJIHATEJIBHOM  BIACTH, OCYIIECTBIISIIOIIMM (YHKIMU 10 KOHTPOJIIO M HaaA3opy B cdepe
3/IpaBOOXPAaHEHMs, HAa OCHOBAHUHU BBIJAHHOTO (elepalbHbBIMU TOCYIAapPCTBEHHBIMH OOKETHBIMU
YUPEKIACHUSMH, YKA3aHHBIMM B YaCTH 4 HACTOSIIEW CTAaTbH, 3aKIIOYEHUS O COOTBETCTBUH CEPUU WIH
NapTUd UMMYHOOMOJIOTHYECKOTO JIEKAPCTBEHHOTO Ipernapara TpeOOBaHUSAM, YCTAHOBJIEHHBIM HpPU €ro
rocy/lapCcTBeHHON peructpauuu. [1opsiok Bbiaun paspeuieHusl Ha BBOJ B IPaKAaHCKUI 000pOT cepuu
WIN NApTUU UMMYHOOHOJIOTHYECKOTO JIEKApCTBEHHOTO IpenapaTa, a TakKe MOPsI0K BbIJaul YKa3aHHOTO
3aKJIIOYEHUsT W pasMep IUIaTel 3a €ro BbAady ycraHaBauBaroTcs [IpaBurensctBoMm Poccuiickoit
denepanuu.

8. 3a HempenacTaBJeHHE WM HECBOEBPEMEHHOE TMPEACTaBIECHUE JOKYMEHTOB M CBEJEHUM,
NPEIyCMOTPEHHBIX YacTsaMu 1, 2, 4, 5 u 6 HacTosIel cTaThy, IPOU3BOANUTEINN JIEKAPCTBEHHBIX CPEICTB U
OpraHM3alliM, OCYIIECTBISIOUINE BBO3 JIEKAPCTBEHHBIX NpenaparoB B Poccuiickyio denepannio, HECYT
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

OTBETCTBEHHOCTh B COOTBETCTBHUU C 3aKOHOAATENLCTBOM Poccuiickoi denepannm.

9. IlpencraBiieHne JOKYMEHTOB M CBEIEHUN, MPEIYCMOTPEHHBIX 4acTsaMmu 1, 2 u 4 Hacrosmei
CTaThbW, M TMOJy4YEHUE MPEAYCMOTPEHHOTO YAaCThi0 7 HACTOSAILIEH CTaThbU pa3pelieHusl Ha BBOJ
MMMYHOOHMOJIOTUYECKOT0 JICKAPCTBEHHOT'O TMperapaTa B TpPaXIaHCKHK 000poT HE TpeOyroTcs B
OTHOIIEHUU JICKAPCTBEHHBIX MPENapaToB, MPEJHA3HAYCHHBIX IS MPOBEACHUS  KIMHUYECKUX
HCCIICIOBAHUI JIGKQPCTBEHHBIX IPENapaToB, IMPOBEACHHUS AKCIIEPTU3BI JICKAPCTBEHHBIX CPEACTB IS
OCYIIECTBJICHUSI TOCYIapPCTBEHHOW PETUCTpAIlMU JICKAPCTBEHHBIX IpENapaToB, a TaKXK€ B OTHOLICHUU
HE3apeTUCTPUPOBAHHBIX JICKAPCTBEHHBIX NPEMapaToB, MpeAHA3HAYEHHBIX I OKa3aHUsS MEIUITMHCKON
MOMOIIM MO KU3HEHHBIM MOKA3aHMUSIM KOHKPETHOr'O MAallMeHTAa WIM TPYHIbl MAlMEHTOB, BBO3UMBIX B
Poccuiickyro @enepannio B cooTBEeTCTBUU ¢ yacTsiMu 3 u 3.1 ctateu 47 Hactosimero denepanbHoro

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

10. Ilpu BbIsIBIEHUM B Ipa)JaHCKOM OOOpOTE CEpUM WIM NapTUU JIEKAPCTBEHHOI'O IIperapara,
JOKYMEHTbl U CBEICHHUS O KOTOPBIX, NMpEeAyCMOTpeHHble dacTsamu 1, 2 u 4 Hacrosueill craTbu, He
MpeACTaBiCHbl B (pepepanbHblii OpraH HMCHOJHUTEILHON BJIACTH, OCYIIECTBISIIONINN (QYHKIHMH IO
KOHTPOJIIO U HaA30py B cepe 3apaBoOXpaHeHus, MO0 CepUM MM NapTUHM UMMYHOOMOJIOTMYECKOIro
JEKapCTBEHHOTO TIpernapaTra, HE WMEIONIMX pa3pelieHuss Ha BBOA B TPaXKTAHCKUH 00OpOT,
IPEJYCMOTPEHHOI0 4YacThlO0 7 HAcTOsIIEH cTaTbd, (elepasibHbli OpraH MCIOJHUTEIbHON BIACTH,
OCYHIECTBIIAIOINN (YHKIIMM MO KOHTPOJIIO M Hag30py B cdepe 3ApaBOOXpPAHEHUs, B IOPSJIKE,
ycraHoBieHHOM IlpaButensctBoM Poccuiickoil denepanuy, NpUHUMAET pelIEHUE O MPEKpalleHuu
rpaxaaHCKoro 060p0Ta TaKUX CCpUH WM IapTHUHU A0 NPCACTABICHUSA YKa3aHHbBIX OOKYMCHTOB H
CBeJIeHU 1100 MoJIydyeHHs YKa3aHHOTO pa3pelleHHmsl.

Koncynprantl[ntoc: npumeyanue.
C 01.09.2023 noxymeHT nonosnsercs cT. 52.2 (D@3 ot 02.07.2021 N 317-D3).

Cratbsa 53. Npoaaxa, nepeaaya NekapcTBeHHbIX CPeACTB OpraHu3aLMsaMu onToBOM
TOProBNY NIeKapCTBEHHbIMU cpeacTBaMu

1. Opranusanuu onToBOM TOProOBIM JEKAPCTBEHHBIMHU CPEACTBAMU MOTYT OCYILECTBIIATH MPOJIAXKY
JIEKAPCTBEHHBIX CPEJICTB WM IepelaBaTh MX B YCTAaHOBJICHHOM 3aKOHOAATENbCTBOM Poccuiickon
deneparyu nopsake (3a UCKIOUEHHEM (apMalleBTHUECKONW CyOCTaHIIMM CIIUPTA 3TUIIOBOTO (3TaHOMA):

(B pen. @enepanbHoro 3akona ot 27.12.2019 N 481-03)

1) apyrum opraHuzaiusm OrnTOBOW TOPTOBIH JIEKAPCTBEHHBIMU CPEICTBAMU;

2) NPOU3BOIUTENSM JICKAPCTBEHHBIX CPEACTB JJIA LIeJIel MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB;
3) anTeYHBIM OPraHU3ALUAM U BETEPUHAPHBIM alTEUHbIM OpTraHU3aIUsIM;

4) Hay4yHO-HCCIIeI0BATENbCKIUM OPTraHU3alusaIM Il Hay4YHO-UCCIIe10BaTENbCKOM paboThI;

5) WHIUBUAYAJIBHBIM MPCANPUHUMATCIAM, HUMCIHOIIUM JIMIOCH3WUIO Ha (I)apMaI_ICBTI/I‘-IeCKYIO
ACATCIIBHOCTD WJIN JIMICH3HUIO HA MEIUINHCKYIO ACATCIIBHOCTD,
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

6) MEAULIMHCKUM OpPIraHU3aLMSIM, B TOM YHCIIE CO3/IaHHBIM U 3aPETUCTPUPOBAHHBIM B COOTBETCTBUU
C 3aKOHOJATEJIbCTBOM MHOCTPAHHOTO rocyaapcTBa - wieHa OpraHuzald 3KOHOMHUYECKOIrO
COTpYJIHMYECTBA M  Pa3BUTHS  WHOCTPAHHBIM  IOPUAMYECKUM  JIMIAM,  WHAUBUIYaJbHBIM
MpeINPUHUMATENSAM, SBISIOIIUMCS YUaCTHUKAMU MPOEKTa B cooTBeTcTBUU ¢ DenepanbHbIM 3aKkoHOM "O
MEX1YHApOAHOM MEIUIIMHCKOM KJIACTEPE Y BHECEHUU M3MEHEHUN B OT/IEbHBIC 3aKOHOJATEIbHbIE aKThI
Poccuiickoit ®eneparuun", 1 BETepUHAPHBIM OPraHU3ALUSIM;
(B pen. denepanbhoro 3akona ot 26.07.2019 N 240-03)

7) oOpraHuzanusM W WHAMBHIYAIBHBIM TMPEANPUHUMATEISIM, OCYIIECTBIISIONIMM pa3BeICHHE,
BBIpAIlMBaHUE U COJEP)KAaHHE >KUBOTHBIX (32 MCKIIOYCHHEM TMPOJAKH WM (apMalieBTUIECKUX
CyOCTaHIIMI W UX TIEPEIAdH ).

(n. 7 B pea. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. OpraHu3anui ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMU CpPEJICTBAMH HE BIPaBE OCYIIECTBIATH
npoaaxy (mepegady B YCTAaHOBJICHHOM 3akoHojaarenbcTBOM Poccuiickoit deneparuu  mopsiake)
(bapmaleBTHUECKOi CyOCTaHIIMY CIUPTA ATHIOBOTO (ITAHOIA).

(uactsb 2 B pen. enepanbHoro 3akoHa ot 27.12.2019 N 481-D3)

Cratbs 54. [paBMna onToBOM TOProBIUN JIEKAPCTBEHHLIMU CpeacTBaMm

OnToBasi  TOProOBJsSI  JIGKAPCTBEHHBIMUA ~ CPEJICTBAMU  OCYIICCTBIIICTCS  MTPOU3BOIUTEIISIMH
JICKQpPCTBEHHBIX CPEACTB M OpPraHU3AlMUSMHU OINTOBOW TOPrOBIU JICKAPCTBEHHBIMH CPEICTBAMHU II0
MpaBWJIaM HAJJICKAIICH JUCTPUOBIOTOPCKOM MPAKTUKU M MIPABHIIAM HAJUIC)KAIICH PAKTHKU XPAHECHUS H
MEPEBO3KM JIGKAPCTBEHHBIX IPEMApaToB, YTBEPXKICHHBIM COOTBETCTBYIOIIMMHU YIOJTHOMOUYCHHBIMU
benepanbHBIMU OPraHAMU UCTIOJTHUTEIIBHON BJIACTH.

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

CraTtba 55. MNopsagok pO3HMYHOM TOProBNY NeKapCTBEHHbIMM NpenapaTtamu

1. Po3HuMYHas TOpProBis JEKapCTBEHHBIMM IpenapaTaMM B KOJIMYECTBAX, HEOOXOAUMBIX IS
BBINIOJTHEHUST BpayeOHbIX ((enbauepckux) Ha3HAuUE€HUN WM Ha3HA4YeHUH CHEeNHaUuCTOB B o0jacTu
BETEPUHAPUH,  OCYILECTBISAETCS  ANTEUYHBIMM  OpPraHMU3ALMsIMHM, BETEPUHAPHBIMH  aANTEUYHBIMH
OpraHu3alusIMH, WHAMBUAYAJIbHBIMU  NPEANPUHUMATENSAMH, UMEIOUIMMH  JIMIEH3UI0  Ha
(bapMaleBTUYECKYIO JESITEIbHOCTb, MEAWIUHCKUMHM OpPraHU3alMsMM, HMEIOLUMH JIMIEH3UI0 Ha
(bapMalleBTUYECKYIO JESITeNbHOCTb, W HUX 000COOJEHHBIMU MoOjpa3eneHusiMu (amOynaTopusMu,
denpamepckuMu ¥ QeIbALIEPCKO-aKYIIEPCKUMHM  ITyHKTaMH, LEHTpaMHu (OTJeNeHUsIMH) oOIei
BpayeOHON (CEeMEHOM) MPaKTUKM), PACMOJIOKEHHBIMU B CEIHCKUX HACEJICHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT allT€4YHbIE OpPraHM3alMM, U BETEPUHAPHBIMM OPraHU3alUsAMHU, UMEIOIIMMH JMLEH3UIO Ha
(apMalleBTUUECKYIO JI€ATEIbHOCTh. Pa3pemieHa po3HWYHAash TOProBIs TOJBKO JIEKAPCTBEHHBIMU
IpernapaTamy, 3aperucTpupoBaHHbIMM B Poccuiickoii ®enepanuu WM HU3TOTOBICHHBIMU ANTEUYHBIMU
OpraHu3alusIMH, BETEPUHAPHBIMU anTeYHbIMU OpraHu3alusIMH, WHIUBUAYAIbHBIMU
OpeINpUHUMATEISIMY, HWMEIOIUMH JIMIEH3HI0 Ha (apMaleBTUUECKYIO JesTelNbHOCTh. Po3HMYHAs
TOProOBJI JIEKAPCTBEHHBIMU IpernapaTaMi OCYIIECTBISETCS IO MpaBUjaM Hajlexalleid anTeqyHon
MPAKTUKH, YTBEPKJAECHHBIM YITOJTHOMOUYEHHBIM (eiepaIbHbIM OPraHOM HCIIOJHUTENBHON BIACTH.

(B pen. deaepanbhbix 3aKk0HOB OT 25.11.2013 N 317-D3, o1 22.12.2014 N 429-03)

1.1. Po3nuunas TOProBJId JICKAPCTBCHHBIMU IpCliapaTaMu IJid MCAUIUHCKOTO IPUMCHCHHA (32[
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

HCKIIIOYEHHEM JIEKapCTBEHHBIX MPENapaTroB, OTIYCKAEMbIX MO PELEeNnTy Ha JIeKapCTBEHHBIN Ipemnapar,
HapKOTUYECKUX JIEKAPCTBEHHBIX IPENapaToOB M ICUXOTPOIHBIX JEKAPCTBEHHBIX IPENapaTroB, a TaKkKe
CHUPTOCOACPKALIUX JICKAPCTBEHHBIX MPENapaToB ¢ OOBEMHOW JOJEH STUIOBOTO CHUPTA CBBIIMIE 25
MPOLIEHTOB) MOXET OCYHIECTBIATHCA ANTEUYHBIMU OPTraHU3AlMSIMH  JTUCTAHIIMOHHBIM  CIIOCOOOM.
Po3Huunyro  TOProBiui0  JIEKAPCTBEHHBIMU  Mpenaparamu  JJis  MEIULIMHCKOTO  IPUMEHEHUS
JUCTAHIIMOHHBIM CIOCOOOM MOTYT OCYILECTBJISTh alTeUHble OpraHU3allid, MUMEIOIIME JUICH3UIO0 Ha
(apMarieBTUYECKYl0  JCATEIbHOCTh M  COOTBETCTBYIOIIEE paspemieHue (eaepasbHOr0  opraHa
UCIOJIHUTENIBHON  BJIACTH, OCYIIECTBISIOMIEr0 (YHKIMHM 1O KOHTPOII M Haa3opy B cdepe
3npaBooxpaHeHus. [lopsiiok  BbIIauum  pa3pelieHHss Ha OCYIIECTBICHHE PO3HUYHOM TOPIOBIIU
JIEKapCTBEHHBIMU MperapaTaMH JUMCTAaHIIMOHHBIM CIIOCOOOM, TpeOOBaHUS K alTEYHBbIM OpraHU3aIUsM,
KOTOpBIE MOT'YT OCYLIECTBJISITh TAaKyK) TOPTOBIIO, U IOPSAJOK €€ OCYLIECTBIICHHUS, a TaKXe IpaBHIIa
JIOCTABKU JIEKAPCTBEHHBIX IpENapaToB rpaxaaHam ycraHaBiuBaroTcs IIpaBurenscTtBoM Poccuiickoi
Oenepannn. Uadopmanus 06 orurayeHHBIX (OTHYIICHHBIX) U MOMYYEHHBIX JICKQPCTBEHHBIX MperapaTax
BHOCUTCA B CHCTEMY MOHUTOPUHIA JBHJKEHUS JIEKAPCTBEHHBIX NPENaparoB JUisi MEAUIMHCKOIO
MIPUMEHEHUS B MIOPSIKE, TPEAYCMOTPEHHOM YacThi0 7 cTaThu 67 HacTosmiero deaepaabHOTO 3aKOHA.
(uactsp 1.1 BBenena @enepanbubiM 3akoHOM OT 03.04.2020 N 105-D3)

2. Buapl anTeyHBIX OpraHU3alliidi M TpaBWIa OTIyCKa JICKAPCTBEHHBIX INIPEMapaTtoB IS
MEIHUIIMHCKOTO TMPUMEHEHUS aNTeUYHbIMH OpraHU3alUsMU, WHIUBUAYATbHBIMU MPEANPUHUMATEISAMU,
UMEIOIITUMH JIUIEH3UIO Ha (hapMarleBTHUSCKYIO ACSITEILHOCTb, & TAKXKE MPaBUiIa OTIyCKa JICKAPCTBEHHBIX
MpernapaToB Uil MEAUIIMHCKOTO MPUMEHEHUS MEAUIMHCKUMH OpPTaHH3aIMsIMH, UMEIOLUUMHU JTUICH3UIO
Ha (hapMareBTHUECKYIO ICATCILHOCTh, U WX O0OCOOJCHHBIMH IOAPA3ICICHUAMHI (aMOyIaTOPUSIMHU,
denpamepckuMu U QENbIIIePCKO-aKyIIEPCKUMH  MMYHKTaMH, UEHTpaMu (OTIENIeHUsMHU) OOIIei
BpayeOHON (CEeMEHOM) MPaKTHUKU), PACIOJIOKEHHBIMU B CEJIbCKUX HACEJIEHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT aNTEYHbIE OpraHM3allMM, YTBEPXKAAIOTCS YIOJTHOMOUYEHHBIM (enepalbHbIM OpraHOM
WCIOJIHUTEIIbHOM BJIACTH.

(B pen. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

3. IlpaBuiia OTIycKa HapKOTUYECKUX CPEACTB U MCUXOTPOIHBIX BEIIECTB, 3aPETUCTPUPOBAHHBIX B
KauecTBE JIEKapCTBEHHBIX IPENapaToB, JIEKAPCTBEHHBIX IPENapaToB, COJAEPKAIIUX HAPKOTUUYECKUE
CpelIcTBa M TICUXOTPOIHBIE BEIIECTBA, YTBEPHKIAIOTCS YIMOJIHOMOYECHHBIM (pefepalibHbBIM OpPTraHOM
WCIIOJHUTENBHON BJAcCTU MO COTJACOBaHUIO C (QeaepalbHbIM OpPraHOM HCIONHUTEIBHONW BIACTH,
YIOJIHOMOYEHHBIM B c(pepe BHYTPEHHUX JICII.

(B pen. @enepanbHoro 3akona ot 03.07.2016 N 305-03)

4. JlexapcTBeHHblE TIpemapaTbl JJii BETEPUHAPHOTO TMPUMEHEHHUS TOJUIeKaT  OTIYCKY
BETEpUHAPHBIMU aNTEYHBIMU OPTraHU3ALUSAMH, BETEpUHAPHBIMU OpraHU3alMsIMU, WHIUBUAYAJIbHBIMU
npeaApuHUMaTCIIMM, HWMCIOIIMMU  JIMICH3WIO Ha q)apMaHeBTI/I‘IGCKYIO ACATCIIBHOCTBD. OTHYCK
JIEKapCTBEHHBIX MPENaparoB JUIsl BETEPHUHAPHOIO IPUMEHEHHUS OCYIIECTBISETCS B COOTBETCTBHM C
mpaBUJIaMHn Haz[nexcameﬁ anTeyHoM IMPAKTUKU JICKAPCTBCHHLIX TMPCIapaToB Hajid BETCPUHAPHOTO
IPUMEHEHHMS], YTBEPKAECHHBIMU YIIOJTHOMOUYEHHBIM (pe/iepaibHbIM OpPraHOM MCIIOJHUTEIBHOMN BIACTH.

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

5. IlepeyeHb MEOUIIMHCKUX OpraHU3allMi, MMEIONIMX JIMIEH3UI0 Ha (hapMaleBTHYECKYIO
NesTeNbHOCTh, M  HUX 000COONEHHBIX  mojpasfeneHuil  (amOynatopuit,  (QenpAmepcKUX U
(enpamepeKo-aKyepcKkux MyHKTOB, LHEHTPOB (OTAeNeHui) obmieil BpaueOHOM (ceMelHOM) MpaKTUKH),
PacMoJIOKEHHBIX B CEIbCKUX HACEJIIEHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT allT€YHbIE OpraHU3alluu, a
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

TaKXe MepeyeHb JICKApCTBEHHBIX MPENapaToB, MPOAaXa KOTOPHIX MOXET OCYIIECTBIIATHCS YKa3aHHBIMU
OpraHu3alisiME W HX  O0OOCOOJICHHBIMH  IOJAPA3ACICHHUSIMHU, YCTAHABIMBAIOTCS  OpraHaMH
UCTIOJTHUTENIbHOM BiacTu cyObekToB Poccuiickoit @enepanuu.

(B pen. deaepanbhbix 3aKkoHOB OT 25.11.2013 N 317-D3, ot 03.04.2020 N 105-D3)

6. AnreuyHble OpraHu3allid, WHIAUBUAYAJIbHbIE IPEANPUHUMATENN, HMEIOLUIUE JMIEH3UI0 Ha
(bapMaleBTUUECKYI0  JeSITEIbHOCTh, 00s3aHbl obOecnedynBaTh  yTBepKAEHHBIH [IpaBuTenscTBOM
Poccuiickoit @enepanuu U GOpMHUPYEMBI B YCTAaHOBICHHOM MM TOPSIIKE MUHHUMAJIbHBIA aCCOPTUMEHT
JIEKapCTBEHHBIX IIPENapaToB, HEOOXOIUMBIX Ul OKa3aHUs MEIULUHCKON IIOMOILH.

(uactsb 6 B pen. denepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnUTeuHble OpraHU3alH, HHAWBUIYyaJbHbIC HPCIIPHHAMATEIH, HMCIONIHE JIUICH3UI0 Ha
(bapMaIeBTUYECKYI0 JICATENbHOCTh, HApAAy C JIEKAPCTBEHHBIMH IIperaparaMd HMEIOT IpaBo
npuodperath W MpoJaBaTh, B TOM YHCIIE AWCTAHIMOHHBIM CIIOCOOOM, MEAWIMHCKHE H3/IeNus,
Ne3nH(UIMPYIONTUE CPEJICTBA, NMPEIAMETBI W CPEACTBA JIMYHOW TUTHEHBI, MOCYMY IS METUITUHCKUX
1eJIed, MPeAMEThI U CPEJCTBA, IPeIHA3HAUCHHBIE IS YX0/1a 32 OOJIbHBIMU, HOBOPOXKICHHBIMHU H JICTHMH,
HC JOCTUTTIHMMHU BO3pacCTa TPEX JICT, OYKOBYIO OIITUKY M CpCACTBA yXO/Ja 3a Heﬁ, MHHCPAJIbHBIC BOJHI,
OPOJYKTBI JIe4eOHOro, JETCKOrO0 M IUETHYECKOrO MUTaHHs, OMOJOrMYecCKH aKTHUBHbBIC [00aBKH,
Hap(bIOMepHI)Ie N KOCMCTHYCCKHE CpCACTBA, MCIUIMHCKUC W CAHHUTAPHO-IIPOCBCTUTCIIBHBIC ITCYATHBLIC
U3/1aHus, [IPeIHA3HAYCHHBIC [UIs POIAraH/ibl 310pPOBOr0 00pa3a KH3HH.

(B pen. @enepanpubix 3akoHOB OT 27.07.2010 N 192-@3, ot 25.11.2013 N 317-®3, ot 03.04.2020 N
105-@3)

8. JlearenbHOCTh anTeuHbIX opranu3zauuii Boopyxkennbix Cuil Poccuiickoit denepaunu, apyrux
BOMCK, BOMHCKUX (POPMUPOBAHUIl M OpPraHoB, B KOTOPBIX 3aKOHOZATeNbcTBOM Poccuiickoit ®enepanuun
IPEIYCMOTPEHO TPOXOXKACHUE BOSHHON CIYy)KOBI WM (enepaibHOil ToCylapCTBEHHOW —CITY>KOBI,
CBSI3aHHOM C IPaBOOXPAaHUTENIBHOM JEATEIBHOCTBIO, PErVIAMEHTUPYETCs HacToAmuM DenepanbHbIM
3aKOHOM UM YTBEP)KJIEHHBIMH COOTBETCTBYIOIIMMH (eepallbHBIMU OpraHaMU HCIOJHUTEIBHON BIACTU
nojioxkeHussMU. KOHTponb 3a COOJIOJIEHHEM YKa3aHHBIMM AalTeUYHBIMU OpIaHU3aLUSAMH T10JI0KEHHH
HacTosuero denepanbHOrO0 3aKOHA OCYIIECTBISIETCS COOTBETCTBYIOIIMMH (eAepalbHBIMU OpraHaMH
VCIIOJIHUTEJILHOM BJIACTH.

(B pen. denepanbHoro 3akoHa ot 13.07.2015 N 262-03)

9. Vrpartun cuny c 1 suBaps 2021 rona. - ®@enepanbhbiii 3akoH o1 03.04.2020 N 105-D3.

CraTtba 56. U3aroTtoBneHue n OoTNycK fieKapCTBEHHbIX NpenapaToB

Koncynprantl[ntoc: npumeyanue.
C 01.03.2023 B u. 1 ct. 56 BHOCsATCs uzmenenus (O3 ot 30.12.2021 N 463-D3).

1. M3roroBineHue JEKApCTBEHHBIX NPENApaToB alTEYHbIMM OpraHU3aLMsIMHU, BETEPUHAPHBIMU
anTEeYHbIMU OPTraHMU3ALUsAIMU, WHIUBUIYAIBHBIMU [PEANPUHUMATEIAMH, MMEIOIUMU JIMIEH3UI0 Ha
(bapMaleBTUUECKYIO AESITENbHOCTh, OCYIIECTBISETCS MO pelenTaM Ha JEeKapCTBEHHbIE Mpenaparsl, Mo
TpeOOBAHUAM MEAMLIMHCKUX OpPraHU3alMii, BETEPUHAPHBIX OpraHU3alUi B COOTBETCTBUU C MpPABUIIAMHU
WU3TOTOBJIEHUS W  OTIyCKAa JIEKAPCTBEHHBIX IPENapaToB, YTBEP)KICHHBIMU  YIOJHOMOYEHHBIM
(benepaabHBIM OPraHOM UCTIOJHUTENILHON BIACTH.
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"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

2. Ilpu M3roTOBIEHUM JIEKAPCTBEHHBIX IIPENAPATOB AITE€YHBIMU OPTraHU3ALMSIMH, BETEPUHAPHBIMU
anTEeYHbIMM OPraHU3ALUSAMM, WHIMBUAYAJIbHBIMU INPEANPUHUMATENSIMH, HMEIOIUMH JIMIEH3UI0 Ha
(hapMaleBTHUECKYIO JCATEIbHOCTh, HCIOJIB3YIOTCS (hapMaleBTUUYECKHE CYOCTaHIIMM, BKIIOYCHHBIC
COOTBETCTBEHHO B I'OCYAAPCTBEHHBINH PEECTp JEKAPCTBEHHBIX CPEACTB AJISI METULIMHCKOIO IPUMEHEHUS U
FOCyHapCTBeHHBIﬁ peecTp JICKAPCTBCHHLBIX CPCACTB AJId BCTCPHUHAPHOI'O0 MPUMCHCHUA B YCTAHOBJICHHOM
nopsake. He nomyckaercss M3roTOBJICHHME aNTEYHbIMU OpPIraHU3ALUsIMM, BETEPUHAPHBIMU aNTEUYHBIMHU
opraHnu3anusimu, HHIWBUAYAJIbHBIMHA npCAIpPUHUMATCIISAMU, UMCIOIIIUMHU JINICH3UIO Ha
(bapMareBTUYECKYIO JESATEIbHOCTh, JEKApPCTBEHHBIX IPENaparoB, 3aperucTpUpoBaHHbIX B Poccuiickoii
denepanuu.

3. MapKI/IpOBKa JICKApCTBCHHBIX IIPECIapaToB, HMU3rOTOBJICHHBIX AalTCYHBIMHU OpraHU3alusMHu,
BCTCPUHAPHBIMU alTCYHBIMHU OpPraHu3aludaMi, HWHAUBUAYAJIbHBIMU IMMPCATIPUHUMATCIIAMU, UMCHOIIUMU
JJMIICH3UIO Ha (bapMaI_ICBTI/ILIeCKYIO ACATCIIBHOCTh, H O(i)OpMJ'IeHI/Ie TaKuX IIperaparoB OJOJXKHBL
COOTBCTCTBOBATH IIPpaBUJIaM, YKa3aHHBIM B YaCTHU 1 HaCTOSIHIeI\/JI CTaTbu.

4. AnrteuyHble OpraHu3allid, BeTEpUHAPHBIC aNTEYHbIE OpraHU3allUd, WHAWBUIYAJIbHbIC
npeaApruHUMAaTCIIN, UMCIOIIHUEC JIMICH3WIO HAa q)apMaIleBTI/ILICCKyIO ACATCIIBHOCTD, HECYT OTBETCTBCHHOCTD
3a HEecOOJIOZCHHE MpaBWJI M3TOTOBJIEHUS M OTIyCKa JIEKAapCTBEHHBIX IpenapaToB B COOTBETCTBHM C
3aKoHoarenscTBOM Pocculickon Penepanuu.

Cratba 57. 3anpeweHue npogaxum ¢anbCUPULMPOBAHHbIX JleKapCTBEHHbIX
CpeAcTB, HenoOpoKa4yeCTBEHHbIX  JIeKAPCTBEHHbIX  CPeACTB,  KOHTpadaKTHbIX
neKapCcTBEHHbIX CPeacTB

[Tponaxka hambCUpUIIUPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB, HETOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX
CpeICTB, KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEJCTB 3aIPELIAcTCs.

CraTtbsa 58. XpaHeHMe neKkapCTBeHHbIX CPeacTB

1. XpaHeHue JEKapCTBEHHBIX CPEJICTB OCYLIECTBISETCS MPOU3BOAMUTENAMH JIEKAPCTBEHHBIX
CpPEICTB, OpraHW3aIUsIMA  ONTOBOW  TOPTOBJM  JIEKAPCTBEHHBIMU  CPEICTBAMH,  alTEUYHBIMHU
OpraHu3alMsIMHU, BETEPUHAPHBIMU anTeYHBEIMHU OpraHu3aIUsIMu, WHVBU1yaJIbHBIMU
MpEANPUHUMATENSIMH, UMEIONMMHU JIUIICH3UI0 Ha (papMalleBTUUYECKYIO NESITEIIbHOCTD WM JUIEH3UIO Ha
MEIULUHCKYIO JI€AT€IbHOCTh, MEIUIMHCKUMU OpraHU3alMsIMU, BETEPUHAPHBIMU OpTraHU3ALUAMH U
WHBIMH  OpPTaHM3aIlUsIMU, OCYIIECTBISIONIMMHU OOpallleHne JIeKApCTBEHHBIX CPEACTB. XpaHEHUe
JIEKAPCTBEHHBIX CPEACTB JUIsl BETEPUHAPHOTO MPUMEHEHHsI OpraHU3alMsIMU W HHIUBUAYaIbHBIMHU
MpeANPUHUMATENIIMU B CIIy4asix, €CJIIM OHU HCIOJB3YIOTCI HCKJIIOYUTEIHHO TPU Pa3BEICHUH,
BBIPAIIUBAHUH, COJCPKAHUHU U JICYCHUH >KUBOTHBIX, MOXKET OCYIIECTBISTHCS 0€3 MOTydYeHHs JIULEH3UH
Ha (hapMaIeBTUUECKYIO IS TEIbHOCTb.

(B pen. @enepanbHoro 3akona ot 22.10.2014 N 313-03)

2. IlpaBwia  XpaHeHUs  JIEKapCTBEHHBIX  CPEACTB  YTBEPXKIAIOTCS  COOTBETCTBYIOIINM
YIIOJIHOMOYEHHBIM (he/iepaibHbIM OPTaHOM UCTIOJIHUTENIBHOM BIAaCTH.

3. XpaHeHHe HapKOTI/I‘—IeCKI/IX J'IeKapCTBeHHI)IX Cpe)ICTB, HCI/IXOTPOHHI)IX J'IeKapCTBeHHBIX CpeJICTB,
paanodapMaleBTHUECKUX  JIGKAPCTBEHHBIX  CPEACTB  OCYIIECTBISIETCS B COOTBETCTBUU  C
3akoHo aTenbcTBOM Poccuiickoit denepanum.
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Cratba 58.1. lpeaMeTHO-KONMMYECTBEHHbIA Y4YeT JieKapCTBeHHbIX CpeacTB Ans
MeAULIMHCKOro NnpMmMmeHeHus
(BBenena denepanbHbIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. [IlepeueHp JEKApCTBEHHBIX CPEACTB IS MEAMLMHCKOTO IHPUMEHEHMs, MOAJIEKAIINX
MPEIMETHO-KOJIMYECTBEHHOMY  Y4Y€Ty, YTBEP)KIAeTCs YHNOJHOMOYEHHBIM (peepaibHbIM  OpraHOM
VCIIOJIHUTEIILHOM BJIACTH.

2. TlopsiioKk BKIIFOUEHUs JIGKAPCTBEHHBIX CPEACTB JUII MEAMIIMHCKOTO TPUMEHEHHUS B TEPEYCHb
JICKAPCTBEHHBIX CPEJCTB JUISI MEAMIIMHCKOTO MPUMEHEHHS, MOJICKAIIUX MPEIMETHO-KOJINYCCTBEHHOMY
y4eTy, YCTaHABJIMBACTCS YIOJIHOMOYEHHBIM (eAepaTbHBIM OpPraHOM HWCIIOTHUTEIBHOW BJIACTH TIO
COTJIACOBAaHUIO C (elepalibHbIM OPraHOM HCIIOJHHUTEIBHON BIACTH, YIIOJIHOMOYECHHBIM B cdepe
BHYTPEHHUX JIEI.

(B pen. @enepanbHoro 3akona ot 03.07.2016 N 305-D3)

3. [IpenMeTHO-KOJMYECTBEHHBIN Y4eT JIEKAPCTBEHHBIX CPEICTB U MEIULUHCKOIO NPUMEHEHUs
BEIyT IPOU3BOJUTEIN JIEKAPCTBEHHBIX CPEACTB, OPraHU3allMd OITOBOM TOPIOBJIM JIEKAPCTBEHHBIMU
CPEICTBAMHM, allTeYHble OPraHMU3alUy, WHIWBHUAyaJIbHBbIC IPEANPUHUMATENN, UMEIOIUE JULEH3UI0 Ha
(bapMaleBTUYECKYIO AEATENIbHOCTh WM JIMLEH3UI0 Ha MEIULMHCKYIO NEeSTEeIbHOCTb, M MEAULUHCKHE
OpraHM3allK, OCYILECTBIISAIONINE 00pallleHne JIEKaPCTBEHHBIX CPEJICTB JUIsl MEAUIIMHCKOTO PUMEHEHUS,
IyTeM PErucTpalyu JIOOBIX CBA3aHHBIX C UX OOpallleHMeM Omepaluii, Mpu KOTOPBIX M3MEHSETCS HX
KOJIMYECTBO U (WJIM) COCTOSIHME, B CIIEHUANbHBIX )KypHaJlaX ydyeTa Oolepanui, CBI3aHHbIX C 0OpalleHUeM
JIEKapCTBEHHBIX CPEACTB I MEIUIIMHCKOTO IIPUMEHEHUS (Jjaiee - CriellanbHbIe XKYPHAJIbl).

4. TlpaBuna perucrpanuu oIrepanuil, CBI3aHHBIX C OOpalleHHEM JIEKapCTBEHHBIX CPEICTB MJIs
MEIULHUHCKOIO IPUMEHEHUS, BKIIOUYEHHBIX B II€PEYEHb JICKAPCTBEHHBIX CPEACTB I MEIULIMHCKOIO
IIPUMEHEHHSI, TTOJIEKAIIUX TPEAMETHO-KOJINYECTBEHHOMY YUETY, B CIIELUAIbHBIX XKypHalax U IpaBuia
BEJCHUS M XPAaHEHMs CIELUAIbHBIX JKYpHAJOB YTBEP)KIAIOTCS YIOJIHOMOYEHHBIM (erepaabHbIM
OpraHOM MCIOJHUTEIbHOM BIACTH.

5. Kontpons 3a coOniofeHHEM MpaBWJI PETHUCTpPAIlMU OMepaluii, CBA3aHHBIX C OOpalleHueM
JICKApPCTBCHHBIX CPCACTB A MCAULIMWMHCKOIO NMPHUMCHCHUSA, BKIIIOYCHHBIX B ICPCUYCHLb JICKAPCTBCHHBIX
CPEeICTB Uil MEOUUMHCKOrO TPUMEHEHHMs, MOJUICKAIUX MPEeIMETHO-KOJIUYECTBEHHOMY Y4YeTy, B
CIICHUAJIBHBIX JKYpHaJIaX, a TaKXE 3a CO6J'II-O)I€HI/I€M npaBujl BCACHUA MW XPaHCHHA CIICHUAJIBbHBIX
KYPHAJIOB BO3JIaraeTcsl Ha YIOJIHOMOYEHHbIE (pe/iepalibHble OpraHbl UCMOIHUTEIBHON BIACTH U OPTaHbI
WCTIOTHUTENIPHOW BIACTH CYOBeKTOB Poccuiickoit ®Denepannu, OCYIIECTBISIOMIUE JTUIIEH3UPOBAHUE
MPOM3BOJICTBA  JICKAPCTBEHHBIX CPEICTB, (apMalleBTUYECKOM JEATENbHOCTH H  METUIIUHCKOU
ACATCIIBHOCTH, U OCYHICCTBIIACTCA B paMKaX JIMOCH3MOHHOTO KOHTPOJIA.

naesa 11. YHUMTOXEHUE NEKAPCTBEHHbIX CPEACTB
CrtaTtbsa 59. OcHOBaHusA U nopAaAOK YHUHTOXEeHUA NekKapCTBeHHbIX cpeacTB
1. HenoOpokauecTBeHHbIE JIEKAPCTBEHHBIE CpPENCTBa, (QaibcuPpUIMpOBaHHbIE JIEKAPCTBEHHBIE

CpeAcTBa TMOJUIeKAT M3BIATUIO K3 OOpaIleHUs W YHUYTOXKEHUIO B TOpPSJKE, YCTAaHOBJICHHOM
[IpaBurenscTBOM Poccuiickorn @enepannn. OCHOBaHHMEM JUIsl YHUUYTOKEHHS JIEKAPCTBEHHBIX CPEICTB
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ABJIAETCS ~ pElIEHWE  BJIAJENblia  JIEKAPCTBEHHBIX  CPEJICTB,  PEIIEHHUE  COOTBETCTBYIOLIETO
YIIOJIHOMOYEHHOT0 (heZiepalibHOr0 OpraHa UCIOJIHUTEIbHON BIACTH WM PELICHHUE CYAA.
(B pen. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. KonTtpadakTHbie JEKapCTBEHHBIE CPEJICTBA MOJICIKAT U3BATHIO M3 OOPAIICHUS U YHUYTOXEHHUIO
o pemnieHuro cynaa. [lopsaok yHUYITOKEHHSI KOHTpapaKTHBIX JICKAPCTBEHHBIX CPEJCTB YCTAaHABIMBACTCS
[IpaBuTenscTBOoM Poccuiickoit denepanuu.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. Pacxompl, CBs3aHHBIE C YHUYTOXKEHHEM KOHTpPA(aKTHBIX JIEKAPCTBEHHBIX CPEACTB,
HET00POKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, (anbCU(UIIMPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB,
BO3MEILIAIOTCSA UX BIAJEIBLEM.

4. Bragener| JIEKapCTBEHHBIX CPEJCTB JOJDKCH MPEACTABUTh B YIIOJIHOMOYEHHBINH (enepanbHbIi
OpraH MCIOJHUTEIBHOM BIACTH JOKYMEHT WIM 3aBEPEHHYIO B YCTAHOBJIEHHOM IOPSJAKE €ro KOIMIO,
MOJTBEpXKAAIONINE (aKT YHHUTOKEHHS JICKAPCTBEHHBIX CPE/ICTB.

5. CoOTBEeTCTBYIOIIMH YHOJHOMOYEHHBIN (efepanbHbIi  OpraH HWCHOJHUTEIBHONW BIIACTH,
NPUHSBIIMKA pelieHne 00 YHUYTOKEHHH JICKAPCTBEHHBIX CPEICTB, OCYILECTBIIIET KOHTPOJIb 3a HX
YHUUTOXKEHUEM.

6. VYHUYTOXEHHE JIEKapCTBEHHBIX CPEACTB MPOU3BOAMTCA OpraHU3alUsIMM, HMEIOIIKUMU
COOTBETCTBYIOLIYIO JMIIEH3HIO, Ha CHEIMAIbHO 000PYAOBAaHHBIX IJIOIAIKAX, HOJUIOHAX U B CHELMATIBHO
000pYIOBAaHHBIX MMOMEIIEHHUIX C COOMIOJIeHNEM TpeOOBaHUH B 00JIACTH OXpPaHBI OKPY)KAIOIIEH Cpenbl B
COOTBETCTBHUHM C 3aKOHOJaTenbcTBOM Poccuiickoit denepanuu.

7. Hapkoruyeckue JI€KapCTBEHHbIE CpEACTBA, IICUXOTPOIHBIE JIEKApPCTBEHHBIE CpPEJICTBA,
panuodapmanieBTHYECKUE  JIGKAPCTBEHHBbIE  CPEACTBA  YHUYTOXKAIOTCS B COOTBETCTBUM  C
3aKkoHoarenscTBOM Poccuiickoit denepanuu.

Mnasa 12. TOCYOQAPCTBEHHOE PETYJIMPOBAHUE LIEH
HA JIEKAPCTBEHHbBIE NMPENAPATbI AJ1A MEAULUUHCKOIO NPUMEHEHWUA

Cratba 60. NocynapcTBeHHOe perynupoBaHue LieH Ha NeKapCTBeHHble npenaparbl
AN MeAuLMHCKOro NnpuMeHeHus

1. TocynmapcTBeHHOE pErylIMpOBaHUE II€H Ha JIEKApCTBEHHBIE TpEmaparbl JUIsi MEIHIIMHCKOTO
IPUMEHEHHSI OCYILECTBIISETCS TOCPEACTBOM:
(B pen. @enepanbHoro 3akona ot 26.03.2020 N 67-D3)

1) yrBepxknenus IIpaBurensctBom Poccuiickoit denepannn nepedHs KU3HEHHO HEOOXOIMMBIX U
BAXHEHIINX JIEKAPCTBEHHBIX IPENapaTroB, KOTOPbI (QOpMHUpPYETCS U HE pexe OJHOro pa3a B ToOj
[IEpECMaTPUBAETCA B YCTAHOBIEHHOM MM IIOPSJKE HAa OCHOBE KOMILUIEKCHOW OLICHKU JIEKAPCTBEHHBIX
IpernapaToB, BKJIIOYash aHalU3 CBEICHUM O CpaBHUTENbHOM KIMHUYECKOW A(P(EKTUBHOCTH U
0€30MacHOCTH  JIEKapCTBEHHOT'O CPEJCTBA, OIEHKY HKOHOMHUYECKHMX TOCIEACTBHNA TNPUMEHEHHs
JIEKAPCTBEHHOI'O0 CPEACTBA M M3YYEHUE JIONOJHMUTENBHBIX IOCIEACTBUI NMPUMEHEHHs JIEKAPCTBEHHOIO
CPEICTBa;

(B pen. enepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3, ot 13.07.2020 N 206-D3)
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

2) yTBEpXKIEHHS METOAMKH pacyeTa MpeaesbHBIX OTIYCKHBIX IIEH TPOMU3BOJHUTENEH Ha
JIEKapCTBEHHBIC IIperapaTrhl, BKIIOUCHHbIE B IEPEYCHb >KU3HEHHO HEOOXOAMMBIX M BaKHEHIIMX
JICKapCTBEHHBIX IPEMapaToB, a TAK)Ke BHEAPEHHSI MEXaHU3MOB (DOPMUPOBAHUS CUCTEMBI peepeHTHBIX
LIeH;

(B pen. enepanbHbIx 3aK0oHOB 0T 22.12.2014 N 429-D3, ot 06.06.2019 N 134-D3)

3) TOCYymapCTBEHHOW pPErHCTpAllid MpPEACiIbHBIX OTIYCKHBIX LEH IPOU3BOJHUTENEH Ha
JICKApCTBCHHBIC TIIpCHapaTbl, BKIIOYCHHBLIC B ICPCUCHL KHU3HCHHO HGOGXO[[I/IMBIX A BaXXHEHUIINX
JIEKapCTBEHHBIX IPETapaToB;

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

4) BeleHUS TOCYAApPCTBEHHOTO peecTpa MpPEACTbHBIX OTIMYCKHBIX IIEH IPOM3BOJMTENCH Ha
JIEKapCTBCHHBIE TMpEnaparhl, BKIIOYEHHBIE B TMEPEUCHb JKU3HCHHO HEOOXOAMMBIX U BaKHEHUIIUX
JIEKapCTBEHHBIX MPENapaToB;

5) yTBEp)KIEHHS METOJMKH YCTAHOBJIEHHWS OpraHaM{ MCIIOJIHUTEIbHOW BIIACTU CYOBEKTOB
Poccuiickoit ®enepanuu mnpenenbHbIX pa3MEpOB ONTOBBIX HAA0ABOK M IpEAEibHBIX pa3MepoB
PO3HMYHBIX HaI0aBOK K (AaKTHUECKUM OTIIYCKHBIM II€HAM, YCTAHOBJICHHBIM IPOU3BOAUTEISIMHU
JIEKapCTBEHHBIX IIPENaparoB, Ha JIEKAPCTBEHHBIE IIpENaparbl, BKIIOYCHHBIE B IIEPEUEHb JKU3HEHHO
HEOOXOMMBIX M BKHEUIINX JIEKAPCTBEHHBIX MIPEAapaToB;

6) ycTaHOBJICHHSI TIPEICIBbHBIX Pa3MEPOB ONTOBBIX HAJA0ABOK M MPEACTbHBIX Pa3MEPOB PO3HUYHBIX
HaA0aBOK K (PaKTUYECKUM OTIYCKHBIM IICHAM, YCTAHOBJICHHBIM IPOWU3BOJUTEIISIMUA JICKAPCTBCHHBIX
MpernapaToB, Ha JICKAPCTBEHHBbIE Mpenaparhl, BKIIOUYEHHBIE B IEpPEUCHb >KU3HEHHO HEOOXOIUMBIX H
BOKHEUIIIMX JICKAPCTBEHHBIX MPENapaToB;

7) yTBep:KIEHHUS MOpSJKAa BbIAAYM MPEINUCAHHM OpraHaM HCIHOJHHTEIbHOW BIACTH CYOBEKTOB
Poccuiickoit denepanu 0 NpUBEAECHUHA B COOTBETCTBUE C 3aKOHOJATENbCTBOM Poccuiickon denepanuu
pemieHnii 00 YCTAaHOBIICGHHWU TMPEAETBHBIX Pa3MEpPOB OMNTOBBIX HAA0ABOK M TMPEAENbHBIX pa3MepoB
PO3HUYHBIX Hag0aBOK K (DaKTHUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJIEHHBIM MPOU3BOAUTEIISIMU
JIEKApCTBEHHBIX IMpPENapaTroB, Ha JEKAPCTBEHHBbIE Mpenaparbl, BKIIOYEHHBbIE B IEPEUYEHb >KU3HEHHO
HEOOXOIUMBIX M BAXHEUIIMX JICKAPCTBEHHBIX TPEMApaTOB, €CIW OHM TPHUHATHI C HapylICHUEM
3akoHogarenbeTBa Poccuiickoit denepanuu, B MOpsIKE, ycTaHOBIEHHOM [IpaBurensctBom Poccuiickon
denepanuu;

8) HampaBlieHUs] YINOJHOMOUYEHHBIM (efepabHbIM OpPraHOM MCIIOJHUTEIBHON BJIACTH OpraHam
UCIIOJIHUTENIbHON Biactu cyObekToB Poccuiickoit ®enepauuu MNpeanucaHuil O MPHUBEACHUU B
COOTBETCTBHE C 3aKoHozarenscTBOM Poccuiickoin ®enepaunu NOPUHATBIX € HapyLIEHHEM
3akoHoAarenscTBa Poccuiickoit @enepanyu perieHnii 00 yCTaHOBICHUH NMPEAETIbHBIX pa3MEPOB ONTOBBIX
Ha/J10aBOK M MpPEJENIbHBIX pPa3MepoOB PO3HUYHBIX HAJ0ABOK K L€HAM Ha JIEKAPCTBEHHbIE MpenapaTthl,
BKJIFOUEHHBIE B [T€PEUEHb )KU3HEHHO HEOOXOMMBIX U BaKHEHIINX JIEKAPCTBEHHBIX MPENapaToB;

9) ocymiectBneHus GeaeparbHOro rocyIapcTBEHHOTO Ha30pa B cpepe oOpatieHus JeKapCTBEHHBIX
CPEACTB M PETHOHAIBHOIO TOCYJIApPCTBEHHOIO KOHTPOJIS 3a NPUMEHEHHEM II€H Ha JIEKapCTBEHHbIC
MpernapaTsl COOTBETCTBEHHO YIIOJTHOMOUYEHHBIMH (peIepaIbHBIMU OpraHaMH UCTIOJHUTEILHON BIACTH U
opraHaMy HUCIIOJIHUTEIIbHON BJAacTH CyObeKTOB Poccuiickoir denepanuul COrJIaCHO MX KOMIIETEHITUU B
nopsiake, ycranoineHHoM [IpaBurensctBoMm Poccuiickon @enepannu;

(. 9 B pea. @enepanbHoro 3akoHa ot 25.06.2012 N 93-D3)
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

10) npumeHeHHs TPENYCMOTPEHHBIX 3aKkoHojaTenbcTBOM Poccuiickoit  @enepanuu  Mep
OTBETCTBEHHOCTU 3a HapylleHHe IOopsAlKa IeHOOOpa30BaHMs Ha JIEKapCTBEHHbIE Ipernaparsl,
BKJIIOYCHHBIE B IIEPEUEHb )KU3HEHHO HEOOXOAMMBIX U BKHEUIINX JICKAPCTBEHHBIX MPEMIAapaToOB.

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

2. B ycioBusix 4pe3BblYaiiHONW cUTyallMM M (WIK) IPU BO3HUKHOBEHUH YIPO3bl PAaCIpPOCTPaHEHUS
3a00JieBaHusl, MPEACTABISAIONIEIO OMACHOCTh JI OKPYXKAIOIIMX, a TAaKKe B cllyyae, €clM B TEUCHUE
TPUALATH KaJeHAAPHBIX JHEN mocine npuHsatus [IpaBurenscrBom Poccuiickon denepanuu pemeHus o
MIPOBEJACHUN MOHUTOPHUHIAa PO3HUYHBIX LIEH HA JICKaPCTBEHHBIE IIPENaparhl, HE BKIIFOUEHHbIE B IIEPEUYEHb
KU3HEHHO HEOOXOIMMBIX M BAKHEHMIIMX JIEKAPCTBEHHBIX IIPEIapaToB, HA TEPPUTOPHUIX CYOBEKTOB
Poccuiickoit @enepannn BBISBIEH POCT PO3HUYHBIX LIEH HA YKAa3aHHBIE JIEKAPCTBEHHbBIE MpENapaThl Ha
TPUALIATH TIPOIEHTOB U Oonee, [IpaBuTtenscTBo Poccuiickoii denepanuu BpaBe yCTaHOBUTH MPEACIbHBIC
OTIIYCKHBIE II€Hbl IPOU3BOAMTENICH HAa YKa3aHHBIE JICKAPCTBEHHBIE IPENaparhl, MPEAENIbHbIE pa3Mepbl
OIITOBBIX HAJ0ABOK W IMpPEIEIIbHBIE pa3Mepbl PO3HUYHBIX HAI0ABOK K (DAKTUYECKUM OTITYCKHBIM ILIEHAM
MIPOU3BOJUTENECH HA yKa3aHHBIE JIEKAPCTBEHHbIE Ipenapathl. [lepeueHp 1eKkapCTBEHHBIX MpenapaToB, HE
BKJIFOUEHHBIX B I€PEUYEHb >KM3HEHHO HEOOXOAMMBIX M Ba)KHEWIIUX JIEKApCTBEHHBIX IMpENaparoB, U
nopsAI0K ero popmupoBanus onpexaenstores [IpasutensctBom Poccuiickoit denepanuu.

(dactp 2 BBeneHa degepanbHbIM 3aKk0HOM OT 26.03.2020 N 67-D3)

3. B TeueHue neBsiHOCTa KaJeHAAPHBIX AHEH co AHS yrBepxkiaeHus I[lpaBurenbcrBom Poccuiickoit
denepanuu nepedHsi, yKa3aHHOTO B YaCTH 2 HACTOSIIEH CTaThU, HE IOMYCKAIOTCS pean3alus U OTIIYCK
BKJIFOYEHHBIX B HErO JIEKAPCTBEHHBIX IPENapaToB IO LIEHAM, IPEBBIILIAIOIINM PEAEIIbHbIE OTITYCKHbIE
LIEHBbl MPOU3BOAUTENEH HA YKa3aHHbIC JIEKAPCTBEHHBIC IMPENApPaThl, MPEACIBbHBIE PA3MEPbl OMNTOBBIX
HafA0aBOK M TpEeNeNbHbIE pPa3Mepbl PO3HUYHBIX HAJ0aBOK K (PAKTUUYECKMM OTIYCKHBIM II€HaM
MIPOU3BOJUTENICH Ha YyKa3aHHbIE JICKAPCTBEHHBIE Mpemaparbl C YYE€TOM Hajora Ha J00aBJICHHYIO
CTOMMOCTb.

(uacts 3 BBenena denepanbabiM 3akoHOM 0T 26.03.2020 N 67-D3)

Koncynpsrantllimtoc: npumedanue.
3apeructpupoBanabsie g0 07.06.2019 mpenenbHble OTIYCKHBIE IIEHBI MOJJIEXKAT 005S3aTeIbHOM
nepepeructpanuu B 2019 - 2020 rogax B cooTBeTcTBUHU €O CT. 2 @3 o1 06.06.2019 N 134-D3.

Ctatba 61. Focy,qapCTBeHHaﬂ pernctpauma " nepeperucTpauna npegernbHbIX
OTNYCKHbIX LUeH I1pOVI3BOAVIT9ﬂeﬁ Ha IneKapCcTBeHHble npenapaTtbl, BKIHOY€eHHbIe B
nepe4vyeHb XU3HeHHO HeO6XOAMMbIX N BaXXHEeMLunx JIeKapCTBeHHbIX npenapatoB

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

1. IlpenenbHass OTHYCKHas LI€Ha NPOU3BOAMTENS Ha JICKAPCTBEHHBIN Ipenapar, BKIOYEHHBIN B
MepevYeHb IKU3HEHHO HEOOXOJMMBIX U BAKHEWIIMX JIEKAPCTBEHHBIX IMPENapaTroB, TMOJJICKHUT
rOCyJIapCTBEHHOM PErMCTpalUM B MOPsAIKE, ycTaHoBIEeHHOM [IpaBurenscTBom Poccuiickon ®denepanuu,
Ha OCHOBAHHWH TPEJICTABIIEHHOTO B YIIOJHOMOYEHHBIN (eaepabHbIii OpraH HMCIOJHUTEIHHOW BIIACTH
3asBJICHUS Jep KaTessl WM BIIaJIeNIblla PETUCTPALMOHHOTO YAOCTOBEPEHUSI JIEKAPCTBEHHOTO Iperapara
(YNOJTHOMOYEHHOT'O UM JIULIA).

2. 3apeTI/ICTpHpOBaHHa$I npeaciibHasgd OTIYCKHad HOCHA IIPOU3BOAUTCIIL Ha HCKapCTBCHHBIﬁ
nmpemnapar, BKJIIOYCHHBIN B NEPCUCHb KU3HCHHO HGO6XO)II/IMI)IX A BaXKHEHIIHNX JICKApCTBCHHBIX
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

IIPENapaToB, MOKET OBITh NEPEPErMCTPUPOBAHA B CTOPOHY YBEJIMYEHMS OJUH pa3 B KaJICHJAPHOM TOAY
Ha OCHOBaHUH MPECTABICHHOTO B YIOJHOMOYEHHBIN (efiepanbHblii OpraH UCIOJIHUTENBHON BiacTu 10 1
OKTSOpST KaXJOro ToJia 3asBICHUS AEp)KaTellsl WIM BIAAETbIa PETUCTPAIIMOHHOTO YIOCTOBEPEHHUS
JIEKapCTBEHHOT' 0 Ipernapara (yrnoJHOMOYEHHOTO UM JIUIIA).

3. 3apeructpupoBaHHasl IpeleibHAas OTIYCKHas L€HA IPOM3BOAUTENSI Ha JIEKAPCTBEHHBIN
npemnapaTr, BKIIOUYEHHBIH B TMEpeYeHb >KU3HEHHO HEOOXOAMMBIX M BaXXHEHIIMX JIEKapCTBEHHBIX
IIPENnapaToB, MOXKET ObITh IIEPEPETUCTPUPOBAHA B CTOPOHY CHMIKEHMSI HA OCHOBAHUM IIPEJCTaBIECHHOTO B
YIOJTHOMOYEHHBIN (eiepalibHbIil OpraH MCIOIHUTEIHLHON BIACTU 3asBIICHUS JAepiKaTess WK BiaJelblia
PETUCTPALIMOHHOIO YA0CTOBEPEHUS JIEKAPCTBEHHOT0 Mpenapara (YIHoJHOMOYEHHOIO UM JIMLIA).

4. Jlepxarenp WM BIaJeNel PErMCTPALMOHHOIO YJIOCTOBEPEHMS JIEKAPCTBEHHOIO IIpernapara
(YMOTHOMOYEHHOE WM JIMIIO) OO0s3aH TPEACTaBUTh B YIOJHOMOYEHHBIN (enepanbHbId  OpraH
WCIIOJTHUTENIBHON BJIACTH 3asBJIICHHE O NEPEPErUCTPALMH 3apErUCTPUPOBAHHOMN MPEAEIbHONW OTIYCKHOM
LIEHBI MPOU3BOIUTENS Ha JICKAPCTBEHHBIN Mpenapar, BKJIIOUYCHHBIM B MIEPEUCHb )KU3HEHHO HEOOXO0UMBIX
Y BOKHEUILUX JICKAPCTBEHHBIX MIPENApaTOB, B CTOPOHY CHMXKEHUS B CIEAYIOIINX CIIydasix:

1) cHI>KEHHE 1IeHbI B MHOCTPAHHOM BAJIIOTE Ha JIEKAPCTBEHHBIN MperapaT B CTPAHE POU3BOAUTEIIS
u (W) B CTpaHax, B KOTOPHIX JIEKAPCTBEHHBIH IIpemapaT 3aperucTpupoBaH U (WJIHM) B KOTOpHIE
IIOCTABJISAETCS IPOU3BOJUTEIIEM;

2) CHMXEHHE LIeH Ha pedepeHTHbIE JICKapCTBEHHbIE Ipernaparbl B COOTBETCTBHM C IIYHKTOM |
HacTodAllel dYacTh ([JI1 COOTBETCTBYIOLIMX BOCIPOU3BEACHHBIX, OMOaHANIOroBbIX (OMOMOJOOHBIX)
JIEKapCTBEHHBIX IIPENapaToB);

3) mpeBblIIEHUE MPEAETbHON OTIYCKHOM II€Hbl Ha MEpBbIM BOCIPOU3BEAECHHBIN, OMOAHAIOTOBBIN
(Omoroo0OHBIH) JIEKapCTBEHHBIH MpernapaT MHOCTPAHHOI'O IMPOM3BOJCTBA HAJ MPEAEIbHON OTIYCKHOM
LIEHOM MPOU3BOAUTENS HA BTOPOM BOCIIPOU3BEACHHBIN, OM0aHaAIOroBbIN (O0MOMOA00HBIN) TeKapCTBEHHBIH
rpenapar, paCCUiuTaHHON B COOTBETCTBUU C METOAMKOM, yrBep:KAeHHOH I[IpaBurensctBoM Poccuiickoin
denepanuu;

4) mpeBbIllIEHUE TPEAeNbHON OTIMYCKHOW II€HBl Ha TEPBBIH BOCIPOU3BEACHHBIN, OMOaHATOTOBBIN
(6uomogOOHBIN) JIEKAPCTBEHHBIM TIpernapar MPOU3BOJAUTENST TrocyaapcTBa - uieHa EBpaswuiickoro
JKOHOMHYECKOTO  COK03a HAJ MPENEIbHOM  OTIYCKHOM ILIEHOM IPOM3BOAUTENS Ha  BTOPOU
BOCIPOU3BE/ICHHBIN, OHOaHAIOroBbIM (OMOMOMOOHBIN) JIEKAPCTBEHHBIM Ipenapar MPOU3BOIUTEINS
rocyiapcrBa - wieHa EBpa3MiiCKOro 3KOHOMHMYECKOIO COI03da, PAaCCUMTAHHONM B COOTBETCTBHM C
METOAMKOH, yTBepxkaeHHOM [IpaBuTensctBoM Poccuiickon denepannn.

5. Ilopsaaok nepeperucTpanyy 3aperucTpUPOBAHHBIX IIPEAEIBHBIX OTIIYCKHBIX LIEH TPOU3BOIUTENECH
Ha JIEKapCTBEHHBIEC IMpEenaparbl, BKIIOUYEHHBIE B IMEPEUYCHb KXU3HEHHO HEOOXOOUMBIX M BaKHEWUIIUX
JIEKapCTBEHHBIX IpenapaToB, B ClydasX, MpPEeJyCMOTPEHHBIX uacTsMU 2 - 4 HacTosIed CcTaTbH,
ycranaBinuBaercs [IpasurensctBom Poccniickoit denepanun.

6. DKOHOMUYECKUI aHAIM3 IPENeIbHON OTIYCKHON LIEHbl IPOM3BOAMTENS HA JIEKAPCTBEHHBIN
npernapaT, BKIIOUYEHHBIH B IE€peUYeHb JKU3HEHHO HEOOXOJMMBIX M BaXXHEHIIHMX JI€KapCTBEHHBIX
[IpenaparoB, IPU €€ TOCYNapCTBEHHOW PpEruCTpaluyd WM IEPEPEerucTpaluu  OCYLIECTBIAETCS
denepanbHbIM OpPraHOM HCIIOJIHUTEIBHOW BIIACTH, OCYIIECTBISIOMIMM (YHKIUH TIO TNPUHSATHIO
HOPMATHUBHBIX IPABOBBIX AaKTOB W KOHTPOJIO 3a COONIOJIEHHMEM 3aKOHOJATENbCcTBA B  cdepe
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

rOCYJapCTBEHHOTO PETYJINPOBaHUS 1ieH (TapudoB) HA TOBAPHI (YCIYTH).

7. Pacuer mpeAenbHbIX OTIYCKHBIX I1I€H, YKa3aHHBIX B yacTsaX | um 2 HacTosIIeW CTaTbU, MPU HX
rocyJAapCTBEHHOM pEerucTpanuy Wid MepeperucTpalul OCYIIECTBISETCS B COOTBETCTBUU C METOIMKOM,
yTBepkeHHoM [IpaBurenbctBoM Poccuiickoit denepaiiiy M yYUTHIBAIOIIECH B TOM YHUCIIE:

1) cobmonenne 6anaHca MHTEPECOB MOTPEOUTENEH JIEKAPCTBEHHBIX IPENapaToB, BKIIOYCHHBIX B
[epeueHb XM3HEHHO HEOOXOAMMBIX M BaXKHEUIINX JIEKAPCTBEHHBIX IPENapaToB, W IPOU3BOJIUTENCH
JICKApCTBCHHBIX IPCIapaToB, BKIOYCHHBIX B IMCPCUCHL KHU3HCHHO HCO6XOIII/IMBIX A BaXHEHIINX
JIEKapCTBEHHBIX MPETapaToB;

2) (hakTHUECKYIO OTITYCKHYIO IIEHY Ha JIeKapCTBEHHBIE Ipenapatel B Poccuiickoit deneparuu, neHy
BBO3a JIEKAPCTBEHHBIX mpenapatoB B Poccuiickyro @Penepanuio, a TakKe LEHBI HAa aHAJIOIMYHBIC
JIEKapCTBCHHBIE TPENapaThl, HaxXoIsIIrecs B oopamiennn B Poccuiickoit denepanumy;

3) 3aTpaThl TPOM3BOIUTENS JIEKAPCTBEHHOI'O TIpenapara Ha WPOM3BOJACTBO U  pealln3alluio
JICKapCTBEHHOTO Ipernapara;

4) ueHy Ha JIEKapCTBEHHBIH Mpenapar, ero LeHy B CTpaHe MPOU3BOJUTENS U B CTPaHax, B KOTOPBIX
JIEKapCTBEHHBIN Mpernapar 3aperucTpupoBaH U (WiIKM) B KOTOPBIE ITOCTABIISAETCS IPOU3BOAUTEIIEM.

8. He nomyckaroTcs peanusaiys U OTIYCK JIGKAPCTBEHHBIX MPENapaToB, BKIOUCHHBIX B MEPEYCHb
KNU3HCHHO HCO6XOIII/IMI)IX U BaXHEUIINX JICKApPCTBCHHBIX MpPCrapaToB, Ha KOTOPBLIC NPOU3BOIUTCIAMU
JICKapCTBEHHBIX MpENapaToB HE 3aperdCTPUpOBaHa IMpeieibHas OTIYCKHAs IIeHa, peaar3aius
MPOU3BOJUTCIIAMHU JICKAPCTBCHHBIX NPCHIAapaToB IO IEHaM, MPEBLIIAIOINIUM 3apCrUCTPUPOBAHHBIC HJIHU
[epePEruCTPUPOBAHHbIC MPEICIbHbIC OTIYCKHBIC I[CHBI Ha JICKAPCTBEHHBIC MPENaparhl ¢ YI€TOM Hajlora
Ha JI00ABJICHHYIO CTOUMOCTb.

9. OcobeHHOCTH TOCYapCTBEHHOTO PETYIUPOBAHUS MPEACTBHBIX OTITYCKHBIX IIEH MPOU3BOAUTENCH
Ha JICKAQpCTBCHHBIC MPCraparbl, BKIIOYCHHBIC B ICPCUCHBL KU3HCHHO H€O6XOI[I/IMBIX U BaXHEUIIUX
JIEKapCTBEHHBIX MPENapaToB, B 3aBUCHUMOCTH OT IKOHOMUYECKUX U (WMIIM) COLHUATBHBIX KPUTEPHUEB
(I/ISMGHCHI/IC yCJ'IOBI/If/'I, nmopsAaaKa 1 CTOMMOCTH NPOU3BOJACTBA JICKAPCTBCHHBIX IMPEIapaToB, UCIIOJIB30BAHUEC
HOBBIX (HOpPM, METOJOB M CIOCOOOB TOCYIApPCTBEHHOTO pPETyIHpPOBaHUS II€H Ha JEKapCTBEHHBIE
mpenaparsl, B TOM YKCJI€ HA OCHOBE MEXaHH3Ma pePEepeHTHOro 1IeHO00pa30BaHusl, N3MEHEHHH MOpsIKa
OKa3aHUsl MEIUIIMHCKOI MOMOIIM, U WHbIE U3MEHEHUs) ycTaHaBnuBawTcs [IpaButensctBoM Poccuiickoit
denepanuu.

Cratba 62. [ocymapCTBeHHbI peecTp npeAeribHbIX  OTMNYCKHbIX  LeH
npousBoauTenien Ha neKkapcTBeHHble npenapartbl, BKIMOYEHHbIe B NepevyeHb XXU3HEHHO
HeoO6XoAUMbIX U BaXKHEULLUX NEeKapCTBEHHbIX NpenapaToB

1. 3aperucrpupoBaHHbIE WJIM NEPEPETUCTPUPOBAHHBIC  IPEIEIbHBIE  OTIYCKHBIE  IIE€HBI
MPOU3BOIUTENEH Ha JIEKapCTBEHHBIE MpenapaTsl, BKIOUYEHHbIE B MepeueHb KU3HEHHO HEOOXOAMMBIX U
BaKHEHIITNX JICKAPCTBCHHEBIX IPEIapaTroB, IIOAJCKAT BKIOYCHHUIO B FOCY)IapCTBeHHBIﬁ peecTp
NpeJeNbHBIX OTIYCKHBIX 1I€H MPOU3BOIUTENEH Ha JIeKapCTBEHHBIE Mpenaparhl, BKIIOUEHHBIE B IEPEUCHb
KHU3HECHHO HeO6XO}II/IMBIX 7 BayKHEUTIINX JICKAPCTBCHHLBIX IIPCIIapaToB.

(B pen. denepanbroro 3akona ot 06.06.2019 N 134-03)
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(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

2. I'ocynapcTBeHHBIH peecTp MpeeiabHBIX OTIYCKHBIX LIEH MPOWU3BOAMTENCH Ha JEKApCTBEHHBIC
nperaparbl, BKIIOYEHHBIC B IMEpEYCHb >KU3HEHHO HEOOXOAMMBIX M BAKHCHUIIMX JIEKAPCTBCHHBIX
MIpermapaToB, COEPIKUT B ceOE CISNYIONTYI0 HH(DOPMAIIHIO:

1) HauMeHOBaHUE AeprKaTelsi WIK BIaJeNblla PErUCTPAIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
npenapara, HaMMEHOBAHHE IPOU3BOJUTENS JIEKAPCTBEHHOTO IIperapara, CBEIACHUS O PErucTpaluu
JepKaTensl WIM BIIAJIEbla PETUCTPAMOHHOTO YOCTOBEPEHHUS JIEKAPCTBEHHOIO Mpernapara, CBeIeHHUs O
pEerucTpaluy MPOU3BOAUTENS JICKAPCTBEHHOTO IMpernapaTa il MEIUIMHCKOTO MPUMEHEHHS B KaueCTBE
HAJIOTrOIUIAaTEeNbIIMKA B  CTpaHe  perucrpauud (A1 POCCHUMCKMX  IOPUAMYECKUX  JIMI -
UICHTH(PUKAIIMOHHBI HOMep Hanoromuatenbiuka (MHH), mis MHOCTpaHHBIX FOPUIUYECKHX JIUI[ -
CTpaHa pPErucTpaluy, HAWUMEHOBAHHE PErUCTPUPYIOLIETO OpraHa, PpErucTPAllMOHHBIA HOMEp, KO
HaJIOTOIUIATEIbIMKA B CTPAaHE PErucCTpalvH (MHKOPIOpAIMK) WM €ro aHajor), MECTO HaXOXJICHUS
MIPOU3BOJCTBEHHBIX IIOIIAJO0K, YIaCTBYIOIIUX B IIPOLIECCE TPOU3BOJCTBA JIEKAPCTBEHHOTI'O Iperapara, ¢
YKa3aHHUEM CTa/IMHU IIpoliecca MPOU3BOCTBA;

(m. 1 B pea. @exnepanbHoro 3akona ot 28.12.2017 N 425-03)

2) HauMMEHOBAaHME JIEKApCTBEHHOro Ipemnapara (MeXAyHapoAHOE HEMaTeHTOBAaHHOE, WU
IpYNIIMPOBOYHOE, UM XUMUUYECKOE U TOPIrOBOE HAUMEHOBAHMS);
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) HOMEp PerucTPaIMOHHOTO YAOCTOBEPEHHUS JIEKaPCTBEHHOTO Mpernapara;

4) nexapcTBeHHas opMa C yKazaHHEM JO3UPOBKHU JIEKAPCTBEHHOTO Ipenapara U €ro KoJIN4ecTBa
BO BTOPUYHOH (TOTPEOUTEIHCKOM) YITAKOBKE, & TAKIKE KOMILJICKTHOCTD;
(B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-03)

5) 3apeructpupoBaHHas MpeelbHast OTIYCKHAs IIeHa Ha JICKApCTBEHHBIHN MperapaT B pyoIsx;
(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

6) mata U HOMeEp MpHKa3a YIOJIHOMOYEHHOTO (efepaibHOr0 OpraHa HCIOTHUTEIbHOW BIACTH O
rOCYJIapCTBEHHOM PErMCTPAlMK WM MTEPEPErUCTPaAlli NPEAEIbHON OTIYCKHOM IIEHBI Ha JIEKapCTBEHHBIN
mpemapaTr, BKIIOUEHHBIH B TMEpeueHb JKU3HEHHO HEOOXOJMMBIX M BaXKHEMIINX JIEKapPCTBEHHBIX
MpPENnapaTos.;

(B pen. DenepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-D3, ot 06.06.2019 N 134-D3)

6.1) mata BCTyIUIEHUs B CUJTy TIPUKa3a YIIOJHOMOYEHHOTO (eAepaIbHOTrO OpraHa UCIOIHUTEIHHOM
BJIACTH O TOCYAAPCTBEHHOW pPETUCTpallUd WIM TEepeperucTpanuyl MpeaeabHOW OTIYCKHOW IIEHBI
IMPONU3BOJAUTCIIA HaA J'IeKapCTBeHHI)II\/JI npemnapar, BKJIIOUEHHEIA B NEpCUCHb KN3HCHHO HCO6XOI[I/IMI>IX u
BaXHEHIIINX JIEKAPCTBEHHBIX MPENapaToB;

(. 6.1 BBeneH denepanbubiM 3akoHOM OT 06.06.2019 N 134-D3)

7) WTPUXOBOM KOJ, HAHECEHHBI HAa BTOPUYHYIO (TMOTPEOUTENBCKYIO) YITAKOBKY JIEKAPCTBEHHOTO
npenapara,
(n. 7 BBennen denepanibHbIM 3aKOHOM 0T 22.12.2014 N 429-D3)

8) KOJA JNeKapCTBEHHOIrO Ipernapara MO aHAaTOMO-TEPareBTUYECKO-XMMUYECKON KilacCU(pUKALINH,
PEKOMEHI0BaHHOM BceMupHOU opraHu3anuei 34paBoOXpaHeHHUs.
(. 8 BBeneH DenepanbHBIM 3aK0HOM OT 22.12.2014 N 429-D3)
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"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

3. T'ocymapcTBeHHasi perucTpalus WIA TEpPeperucTpaius MNpeeabHbIX OTIMYCKHBIX II€H Ha
JIEKApCTBEHHBIC IIpernaparhl, BKIIOYCHHBIC B IEPEYCHb >KM3HCHHO HEOOXOAMMBIX U Ba)KHEHIIHX
JIEKAPCTBEHHBIX IIPENapaToB, BEJACHHE TOCYAAPCTBEHHOTO peecTpa IMpeAesIbHBIX OTHYCKHBIX IIEH
MIPOM3BOUTENICH Ha JICKAPCTBEHHBIE IMpEnaparhl, BKIOUYEHHBIC B MEPEYCHb KU3HEHHO HEOOXOIUMBIX U
BOKHEUIIIMX  JICKAPCTBEHHBIX  IpEnaparoB, OCYIIECTBIAIOTCS B  MOPSAKE, YCTaHOBJIEHHOM
[IpaBuTenscTBOoM Poccuiickoit denepanuu.

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

Ctatbsa 63. YcTtaHOBNEeHue opraHamMu MCMOSIHUTENIbBHON BNacTu CyOGBLEKTOB
Poccuinckon ®epepaumm npepenbHbIX pasMepoB ONTOBbIX HafabaBOK U npeaenbHbIX
pa3mMepoB PO3HUYHbLIX Hafb6aBOK K (haKTUHYECKUM OTNYCKHbIM LieHaM, YCTaHOBIEHHbIM
Nnpou3BOAUTENSAMU JFeKapCTBEHHbLIX MpenapaTtoB, Ha JeKapcTBeHHble mpenaparhbl,
BKNIOYEHHbIE B MNepeyYeHb XWU3HEHHO HeoOXOAMMbIX U BaXHeMWMUX FNeKapCTBEHHbIX
npenapaToB
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

1. Opranbl HMCHOJIHUTEIBHOW BiacTU cyObekTOoB Poccuiickoit @Penepanuu ycTaHaBIUBAIOT
IpeJiesIbHbIE pa3Mepbl ONTOBBIX HA/10aBOK U IpeeIbHbIE Pa3Mepbl PO3HUUHBIX HAaJI0aBOK K (PaKTUUYECKUM
OTIIYyCKHBIM IIeHaM (0e3 ydera Hajora Ha JOOaBIEHHYIO CTOMMOCTD), YCTAaHOBJIEHHBIM IIPOU3BOAUTEISIMU
JIEKapCTBEHHBIX IIPENapaToB, Ha JIEKApPCTBEHHBIE IIpENaparbl, BKJIKOYEHHBIE B IIEPEYECHb KU3HEHHO
HEOOXOMMBIX ¥ BaKHEHIINX JIGKAPCTBEHHBIX IIPENapaToB, B COOTBETCTBUH C YTBEPKIEHHON B TOPSJIKE,
ycraHoBiieHHOM IIpaBurensctBom Poccuiickoit ®Penepanuu, METOAMKOW YCTaHOBJIEHHS OpraHamu
WCTIOJIHUTENIbHOW BlIacTh cyOBhekToB Poccuiickoit depepannu npeaenbHbIX pa3MepoB ONMTOBBIX HAT0aBOK
U IpeJeNbHbIX pa3MepoB PO3HUYHBIX HaJI0aBOK K (PAKTMUECKUM OTIYCKHBIM LI€HaM, YCTAHOBJICHHBIM
MIPOM3BOJUTENIAIMA JIEKAPCTBEHHBIX IpENapaToB, Ha JIEKAPCTBEHHbIE IIperaparbl, BKIIOUYCHHBIE B
NepevyeHb >KU3HEHHO HEOOXOAMMBIX M BaXKHEHIIMX JIeKapCTBEHHBIX mpernapartoB. IIpoekTsl perieHuit
OpPraHOB HCIIOJHUTENIBbHON BiacTu cyObekToB Poccuiickoit ®enepanuu o0 yCTaHOBIEHUU U (WIH)
M3MEHEHMH IpeIeNIbHBIX Pa3MEPOB ONTOBBIX HA/I0aBOK M MPEENIbHBIX Pa3MEepPOB PO3HUUHBIX HAJI0ABOK K
(aKTUYECKUM OTIYCKHBIM I1I€HaM, YCTaHOBJIEHHBIM MPOM3BOAMUTENSIMHU JIEKAPCTBEHHBIX IPENapaTroB, Ha
JIeKapCTBEHHbIE Mpenaparhl, BKIIOUEHHbIE B TMEpEYeHb JKU3HEHHO HEOOXOJUMBIX M BaXKHEHUIIMX
JIEKapCTBEHHBIX IpPENaparoB, MOJUIEKAT COIVIACOBAHHUIO C YIOJHOMOYEHHBIM (pellepabHbIM OpPraHoM
MCTIOJHUTEJIBHOW BJIACTH, OCYILECTBIIAIONMM (DYHKIIMH MO MPUHATHIO HOPMATHUBHBIX NPABOBBIX aKTOB U
KOHTPOJIIO 3a COOJIIOJICHMEM 3aKOHOJATENbCTBA B c(epe TroCylapCTBEHHOIO pEryJIMpOBAHUS LEH
(TapudoB) Ha TOBapkI (yCIyru), B mopsake, ycranoBieHHoM [IpaButensctBoM Poccuiickoii denepanui.
(B pen. DenepanbHbix 3akoHOB 0T 13.07.2015 N 241-D3, o1 27.12.2019 N 475-D3)

2. OpraHuzaiuy ONTOBOM TOPTOBIM JIEKAPCTBEHHBIMU CPEICTBAMM, AalTEUHble OpTraHU3aIUH,
HUHAUBUAYAJIBHBIC MPCANPUHUMATCIN, HUMCIOIINEC JIMOCH3WIO Ha q)apMaIIeBTI/ILIGCKYI-O JCATCIIbHOCTD,
MEIMIMHCKIE OpraHu3allui, HUMEIOIMe JIMIEH3UI0 Ha (apMaleBTUYECKY JeATeNbHOCTh, U HX
o0oco0ieHHble Toapa3aeneHus (amOynaropuu, denpamepckue U (eapAlepcKo-aKylepCcKue MyHKTHI,
HEHTphl (OTHesneHus) oOmed BpaueOHOM (ceMeiiHON) NpPaKTUKH), PACHOJOXKEHHbIE B CEIbCKHX
HACCJICHHBIX IMYHKTAaX, B KOTOPBIX OTCYTCTBYIOT alITCUHBIC OpraHU3allliy, OCYLICCTBJIAIOT pCaIn3alrio
JICKApCTBEHHBIX IPENaparoB, BKIIOYEHHBIX B IEPEYCHb >KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX
JIEKapCTBEHHBIX IMIPENapaToB, IO I€HaM, KOTOpble (OPMHUPYIOTCSI B COOTBETCTBHHM C TOPSIKOM,
ycraHoBieHHbIM [IpaBurenscTBoM Poccuiickoit deneparu, u ypoBeHb KOTOpPbIX (0€3 yueTa Hajora Ha
N00aBJIEHHYI0 CTOMMOCTb) HE JIOJDKEH [MpEeBBIIaTh CyMMY (DakTHUeCKOW OTHYCKHOM ILIEHBI,
YCTAHOBJICHHOH NMPOW3BOAUTENIEM JIEKAPCTBEHHOIO IpenapaTa, He MPEBBIIIAIONIeH 3aperucTpupoOBaHHON
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

WIM TEPEeperucTpUpOBAaHHON IPENEIbHOW OTIYCKHOM LIEHBI IPOM3BOAUTENS (HAa JaTy pealu3aluu
JIEKapCTBEHHOI'O Ipernapara IPOU3BOJIUTENIEM), M pa3Mepa ONTOBOW Hajg0aBku W (WiIM) pa3Mepa
PO3HMYHOHN Ha/J0aBKH, HE MPEBBIMIAIOIINX COOTBETCTBEHHO pa3Mepa MpelesbHOW ONTOBOM HaI0aBKH U
(wm) pa3Mepa npeneabHON PO3HUYHON Ha0aBKH, YCTAaHOBJICHHBIX B CyOBbekTe Poccuiickoit denepammm.
(uactsb 2 B pen. enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

3. Opranpl HCHOJHUTEIBHON BiIacTH CyOBeKkTOB Poccuiickoit ®denepanuu pasMmemaroT B CETH
"NuTepHer" nHOOPMAIMIO O 3apEerHCTPUPOBAHHBIX MPEEIbHBIX OTIHYCKHBIX IIEHAaX MPOU3BOAUTENCH Ha
JIEKapCTBEHHbIE TIpEenaparbl, BKJIIOUYEHHBIE B IE€PEUYEHb KU3HEHHO HEOOXOJUMBIX M Ba)KHEHIIHUX
JIEKapCTBCHHBIX TIperapaTtoB, 00 YCTaHOBIEHHBIX B cyObekTe Poccuiickoit ®epepanuu mpeneinbHBIX
pa3Mepax ONTOBBIX Ha/I0aBOK U (WJIM) MpelelbHBIX pa3Mepax PO3HUYHBIX HA/JI0aBOK K YCTAaHOBJIEHHBIM
MPOU3BOIUTENSIMU JICKAPCTBEHHBIX MpenapaToB (PaKTUUYECKUM OTIIYCKHBIM II€HAM Ha JIEKapCTBEHHBIE
npenapaTsl, BKJIIOYCHHbIE B IE€pPEUYEHb >KU3HEHHO HEOOXOJUMBIX M BaXKHEMIIMX JIEKapCTBEHHBIX
[IPENnapaToB, a TAaKKE O CyMME 3apErMCTPUPOBAHHBIX MPEAEIbHBIX OTIYCKHBIX IIEH NMPOU3BOAUTENEH Ha
JIEKapCTBEHHbIE TMpEenaparhl, BKIIOUYEHHBIE B IMEPEUYCHb KU3HEHHO HEOOXOMUMBIX M Ba)KHEHIINX
JIEKApCTBEHHBIX TIPEMapaToB, YCTaHOBJIEHHBIX B cyOwbekTe Poccuiickoit denepanuu mpeneabHbIX
pa3MepoB ONTOBBIX HA/I0ABOK U MpPENIEIbHBIX Pa3MEPOB PO3ZHUYHBIX HaI0aBOK M HAJIOra Ha 100aBIEHHYIO
CTOMMOCTb. VH(popMmanus, nperycMOTpEeHHAash HACTOSIIEH 4YacThlo, JODKHA HAXOJIUTHCS TakkKe B
anTeuHBIX OpraHU3alusaX B JOCTYIHOM JJI BCEX 3aMHTEPECOBAHHBIX JUI] (hOpMe U OOHOBIATHCS MO Mepe
ee pa3MelIeHHs OpraHaMHi WCIOJHHUTEIbHON BiacTu cyOobekToB Poccuiickoit ®enepanuu B ceTH
"UnTepner".

(uactsb 3 B pen. enepanbroro 3akoHa ot 27.12.2019 N 475-D3)

4. Yrparun cuny ¢ 1 mapra 2020 roana. - @enepanbhblii 3akoH oT 27.12.2019 N 475-D3.

Mnasa 13. MOHUTOPUHI 3®®EKTUBHOCTU U BE3OINACHOCTH
NEKAPCTBEHHbIX NMPEMNAPATOB, HAXOAOALWLUNXCA B OBPALLEHUN
B POCCUNCKOWN ®EOEPALIUN
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

Cratbsa 64. PapmakoHan3op
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. JlekapcTBeHHBIE Mpenapathl, HaxoaAmuecs B oOpauieHun B Poccuiickoit deneparuu, moiexar
MOHHUTOPHHTY Bq)(beKTI/IBHOCTI/I h 0e30I1aCHOCTH B neiadaX BbIIBJIICHHUA BO3MOXKHBIX HETATHBHBIX
MOCTECTBUM MX NPUMEHEHHs, MHIUBUIYaJbHONH HEMEPEHOCHMOCTH, MPERYNpPEXICHUs MEIULIUHCKUX
pa6OTHI/IKOB, CIICNUAJINCTOB B o0OJacTu BCTCPUHAPUH, MALMCHTOB HJIM BJIAACIIBLICB JXUBOTHBIX W HX
3alIUTHI OT IPUMEHEHMsI TAKUX JIEKApCTBEHHBIX MPENapaToB.

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

2. ®dapMakoHaJ30p OCYLIECTBISAETCS COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (heaepalbHbIM
OpPraHOM HCIIOJIHUTEIbHON BJIACTH B YCTAHOBJIEHHOM MM MOpSIKE IyTeM aHaliu3a IMpeloCTaBIIIeMOM
cyObeKkTaMH  OOpalleHHs JIEKapCTBEHHBIX CpPEeACTB MHPOpMAMM O TOOOYHBIX  JIEHCTBHIX,
HEXKeNaTeJIbHBIX PEaKIMIX, CEPbE3HBIX HEXENaTeNbHbIX PEaKIMIX, HEMpPeIBUICHHBIX HeXellaTelbHbIX
peaknMsIX Npu NPUMEHEHHMH JIeKapCTBEHHBIX MpernaparoB, 00 WMHIMBHIYaIbHOH HENEPEeHOCHUMOCTH,
OTCYTCTBHH 3(PPEKTUBHOCTU JIEKAPCTBEHHBIX MPEMApaTOB, a TaKKe 00 UHBIX (aKTaXx U 0OCTOATEIbCTBAX,
NPEJCTABIAIOIINX YIpo3y JKU3HM MM 3[0POBBIO UelIOBeKa JHOO KMBOTHOTO IPU TPUMEHEHUH
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

JIEKapCTBCHHBIX MPENapaToB M BBISABICHHBIX HAa BCEX dTamax oOpalleHus JICKQpCTBEHHBIX MPEIapaToB B
Poccuiickoit denepanyu u Jpyrux rocyaapcrnax.

3. CyObeKTsl oOpallieHus JIEKapCTBEHHBIX CPEJICTB B MOPSIIKE, YCTAHOBICHHOM YIIOJIHOMOYEHHBIM
denepanbHbIM  OpPraHOM HCIOJHHUTENBHOM BJIAcTH, OO0sA3aHBl COOOIIATh B  YIOJHOMOYEHHBIH
(benepanbHBIi OpraH MCHOJHHUTEIBHOM BIACTH O TMOOOYHBIX JCHCTBUSX, HEXKEIATEIbHBIX PEaKIHsIX,
CEPBE3HBIX HEXKENATEIbHBIX PEAKUUAX, HEIPEIBUACHHBIX HEXKEIATEIbHbIX PEAKUUAX IPU IIPUMEHEHUN
JICKaQpCTBEHHBIX IPErapaToB, 00 WHAWBUIYAIBHOW HENEPEeHOCHMOCTH, OTCYTCTBHH 3(QeKTHBHOCTH
JIEKapCTBEHHBIX MPENapaToB, a Takke 00 MHBIX (PakTax M 0OCTOSATENHCTBAX, MPEICTABISIONIUX YTPO3y
KU3HH WIM 3J0POBBIO YEJOBEKa JMOO KMBOTHOTO TPU NPUMEHEHUH JICKApCTBEHHBIX NpEnapaToB U
BBISIBJICHHBIX Ha BCEX JTanax oOpalleHHs JEeKapCTBEHHBIX mpernapatoB B Poccuiickoit denepanuu u
JAPYrUX roCyIapCTBax.

4. JlepkaTeny WM BIAJACbIBI PETUCTPAIIMOHHBIX YJIOCTOBEPEHHUH JICKAPCTBEHHBIX IPENaparosB,
HOPUINYCCKUC JIMLA, HA UM KOTOPBIX BbIAAHBI PA3pCIICHNA HA IMPOBCACHUC KIMHUYCCKUX I/ICCJICI[OBaHI/Iﬁ
B Poccuiickoii ®exeparuu, MO0 YIOJTHOMOYCHHbIE MMM JAPYrHe IOPUIMYECKHE JIMIa B paMKax
obecniedeHrst 6€30MaCHOCTH JIGKAPCTBEHHBIX MPENapaToB B MOPSIJIKE, YCTAHOBICHHOM COOTBETCTBYIOIIHM
YIIOJIHOMOYEHHBIM (pe/iepalbHbIM OpPraHOM HCIOJHHUTEIBHON BIIACTH, OOSI3aHBI OCYILECTBIIATH IPHEM,
yder, 0o0paboTKy, aHaJM3 H XpaHEHUE TOCTYMAIMUX B HX aapec OT CYOBEKTOB OOpalieHHs
JICKApPCTBEHHBIX CPEJCTB U OPraHOB TOCYIAPCTBEHHOW BJIACTU COOOIICHWUH O TMOOOYHBIX ICHCTBUSX,
HCKCJIIATCIIbHBIX PCAKIHAX, CCPHE3HBIX HEKCIATCIbHBIX U HCIPCABUACHHBIX HCKCIATCIbHBIX PCAKIHAX
IpU TPUMEHEHUHU JIEKapCTBEHHBIX IPENapaTroB, 00 OCOOCHHOCTSX WX B3aUMOJICWUCTBUS C JAPYTHMH
JICKApCTBCHHBIMU IIpCIiapaTaMu, HHI[I/IBHI[yaJIBHOfI HCIICPCHOCUMOCTH, a TaKXKC 06 HHBIX (baKTaX u
OOCTOSITENILCTBAX, MPEACTABISIONUX YrPO3y JKU3HU WM 370POBBIO YeNIOBEKa MO0 >KUBOTHOTO WIIH
BIIMAOIIIUX HaA HW3MCHCHUEC OTHOUIICHUSA O)KHﬂaeMOﬁ MOJIb3bI K BO3MOXHOMY PHCKY HIPHUMCHCHHA
JICKapCTBEHHBIX MPENapaToB.

5. Ilpu BbIsBIEHUM HMH(OPMALIMA O CEPHE3HBIX HEKEIATENbHBIX PEAaKIMSIX U HENpPEeABHACHHBIX
HEXXEJATeNbHbIX PEAKIUAX IpPU HPUMEHEHHH JIEKAPCTBEHHBIX IpenapaToB, 00 OCOOEHHOCTAX HX
B3aMMOJICHCTBUS C JPYTMMH JIEKapCTBEHHBIMH IpernapaTaMi, WHIUBUIYalbHONW HENEPEHOCHUMOCTH, a
Takxke 00 MHBIX (paKkTax U OOCTOATENBCTBAX, BIUAIOIIMX HA U3MEHEHNE OTHOUIEHHUS 0’KU/1aeMOH MOJIb3bI K
BO3MOKHOMY PHUCKY TPUMEHEHHUS JIEKapCTBEHHBIX MIPENapaToB, JAepXKaTeld WIA  BIAAEIbIbI
PETUCTPALIMOHHBIX YIOCTOBEPEHUH JIEKAPCTBEHHBIX IMPENAPATOB, IOPUINYECKUE JINLA, HA UM KOTOPBIX
BBIIaHBI pa3pellieHus Ha NPOBEJCHHE KIMHUYECKHX HccaeaoBaHuil B Poccuiickoit @eneparuu, n1ubo
YIIOJIHOMOYEHHbIE MMM JpYyrHe OpUAWYECKHe JMLa O0s3aHbl NPUHATH MEpbl, HalpaBIECHHbIE Ha
YCTpAaHEHUE  HEraTUBHBIX  MOCIEACTBHUM  NPUMEHEHUs  TaKUX JIEKAPCTBEHHBIX  IpenapaTos,
IpeaynpexaeHue NPUUNHEHNs Bpela KU3HU WK 3[J0OPOBbIO YelloBeKa MO0 KUBOTHOTO, 3aLIUTY UX OT
MIPUMEHEHHUS TAKUX JIEKAPCTBEHHBIX IIPENapaToB, HA JOMOJIHUTEIbHBIA cOOp JaHHBIX 00 3ppexkTuBHOCTH
1 0€30IaCHOCTH TAKHX JIEKAPCTBEHHBIX MTPETapaToB.

6. 3a HecoOOIlIeHNEe UM COKPBITHE MH(OPMALIUY, TPETYCMOTPEHHON YacThi0 3 HACTOSALIEH CTaThH,
JepKaTeld WIM  BIAJENbLbl  PErHCTPALMOHHBIX  YAOCTOBEPEHUH JIEKapCTBEHHBIX IpENaparos,
OPUINYCCKUC JINIA, HA UM KOTOPBIX BbIAAHBI Pa3pCIICHUA Ha IPOBCACHUC KIIMHUYCCKUX I/ICC.]'IG)IOBaHI/Iﬁ
B Poccuiickoit ®enepaunu, 1u00 YHOJTHOMOUYEHHBIE HMMHU JApPYrHe MOPUAMYECKHE JIHMIA, a TakKke
JOJDKHOCTHBIC JTUIA, KOTOPHIM 3Ta WH(OpMAIMS CTalla M3BECTHA IO POy HMX NpOoQecCHOHATHHOMN
JesTeIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUH € 3aKOHOJaTeIbcTBOM Poccuiickoit denepanuu.

7. Ilpu mosiydeHUU YMOJIHOMOYEHHBIM (pe/iepabHbIM OpraHOM HCIOJHUTENIbHOM BJIACTH B paMKax
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

OCYIIECTBJICHUS UM (papMaKOHaJ30pa JOKA3aTEIbCTB O HECOOTBETCTBHM JIEKAPCTBEHHOIO IIperapara
YCTQHOBJICHHBIM TpPEOOBAaHUAM WM IpPU MOJy4YeHHMM HH(OpManmuu O HECOOTBETCTBUM JaHHBIX 00
3G HEKTUBHOCTH ¥ 0 0€30IaCHOCTH JIEKapCTBEHHOTO Iperapara JaHHBIM O JIEKAPCTBEHHOM IIpernapare,
CoJiep KalIMMCcs B MHCTPYKIMM IO €ro IPUMEHEHHUIO (B TOM YHUCIIE BBISBICHHBIX B XOZ€ OCYLIECTBICHUS
(dapMakoHaa30pa KOHTPOJIBHO-HAJ30PHBIMU OpPTaHAMH HWHOCTPAHHBIX TOCYAApCTB), YHOJHOMOYEHHBIH
(benepanbHbI OpraH MCIOJHUTEIBHON BJIACTH B YCTAHOBJICHHOM MM IOPSAKE pacCMaTPUBAET BOIIPOC O
IIPUOCTAHOBJIEHUY IIPUMEHEHUS TAKOT0 JIEKAPCTBEHHOI'O IIperapara.

CrtaTtbs 65. [lpuocTaHOBNEeHUe NPUMEHeHNA NeKapcTBeHHOro npenapara
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. IIpu nomyyeHuu uHbOpMaIlMU O HEXKETATENbHBIX PEAKUUAX MpPU MPUMEHEHUU JIEKapCTBEHHOIO
IpernapaTa, HE YKa3aHHbIX B HHCTPYKLMHU I10 IPHUMEHEHUIO JIEKAPCTBEHHOI'O IIpernapaTa, CEpbe3HbIX
HEXKENATENbHBIX PpEeaKusiX, 00 OCOOEHHOCTAX €ro B3aUMOJEHCTBUS C JAPYTUMH JIEKApCTBEHHBIMU
npernapaTamMmu, KOTOPbIE MOTYT MPEACTABIATH YTPO3y KU3HU WU 370POBBIO YeJIOBEKa OO0 JKUBOTHOTO, a
TaKk’kK€ 0 HECOOTBETCTBUU HAHHBIX 00 3(PQPeKTUBHOCTH U O 0E30MACHOCTH JIEKApPCTBEHHOTO Mperapara
JAHHBIM O JIEKQpCTBEHHOM IIpernapare, CoAepKaluMcsi B UHCTPYKIIMHU 110 €ro IPUMEHEHHIO, B TOM YUCIIE
OT YIOJTHOMOYEHHBIX OPraHOB HMHOCTPAHHBIX TOCYAapCTB, OOMEH KOTOpPOH OCYIIECTBIsETCS B
COOTBETCTBUM C COIJIAILIEHUSMU MEX]Y YIOJHOMOYEHHBIM (elepallbHbIM OPraHOM HCIIOJIHUTEIbHON
BJIACTH U YNOJHOMOYEHHBIMH OpPraHaMU HHOCTPAHHBIX TOCYAApCTB, YHOJIHOMOYEHHBIN (enepanbHblii
OpraH MCIIOJIHUTEIbHON BJIACTH pacCMaTpHUBAET BONPOC O BO3ZMOXKHOCTH IPUOCTAHOBJIEHUS OOpallleHus
TaKoro JIEKQpCTBEHHOTO IMpenapara B TMOPSAIKE, YCTAHOBIEHHOM YIOJHOMOYEHHBIM (eaepanbHbIM
OpPraHOM HCIOJIHUTEIbHON BJIACTH.

2. Ilpy HEWUCNIONIHEHWW WM HEHAJJeXallleM HWCIOJHEHUN Jep)KaTelsIMU WA BIaJeNbllaMU
PEruCTPallMOHHBIX YIOCTOBEPEHUMN JICKAPCTBEHHBIX MPENaparoB, IOPUAMYECKUMHU JIMIIAMH, Ha UM
KOTOPBIX BBIJAHBI pa3pelIeHHs Ha MPOBEACHUE KIMHUYECKUX HccilenoBanuil B Poccuiickoit denepanum,
WJTU YIIOJTHOMOYEHHBIMU UMH JPYTUMU IOPUINICCKUMHU JTUI[AMU 00sI3aHHOCTEHN, YCTAaHOBJIEHHBIX YaCTSIMHU
3 u 4 crathu 64 HacTosmero PenepalbHOTO 3aKOHA, OO0 B CIyYasiX MPEACTaBIEHUS COOTBETCTBYIOIINM
YIOJIHOMOYEHHBIM (PeiepaabHbIM OPraHOM HMCIOJHUTEIHFHON BIACTH 3aKIIOYCHHUS O HEJIOCTOBEPHOCTH
PEe3yAbTATOB KIMHUYECKOT'O UCCIENOBaHUs JIEKAPCTBEHHOIO MpernapaTa il MEAUIIMHCKOTO MPUMEHEHNUS,
KOTOPO€ OCHOBAaHO Ha pe3ysibTaTax MPOBEPKH MEIUIIMHCKON OpraHu3alluy, MPOBOJMBIICH yKa3aHHOE
KJIMHUYECKOE MCCIIEIOBAHUE C HApYIICHUEM IPaBUJl HaAJeXalled KIMHUYECKON MPAaKTUKU, U TIPUBEIO K
MOJTYYEHUIO HEOCTOBEPHBIX PE3yJbTaTOB, JTUOO B CIy4ae HEBBINOJTHEHUS MPEANHUCAHMS, BBIJTAHHOTO
YIIOJTHOMOYEHHBIM (heiepalbHBIM OpPraHOM HCIOJHUTENBHOM BIACTH MO HWTOTaM OCYIIECTBICHUS
BBIOOPOYHOTO KOHTPOJISI Ka4eCcTBa JIEKAPCTBEHHOT'O Mperapara, YIOJHOMOYECHHBIA (efepaabHbIil OpraH
WCIIOJTHUTENIBHONW BJIACTH B YCTAHOBJIIEHHOM UM TOPSAJIKE pacCMaTpUBAET BONPOC O MPUOCTAHOBICHUU
MIPUMEHEHHUSI TAKOTO JICKApCTBEHHOTO Tperapara.

3. YnoiaHOMOYEHHBIM QenepanbHblii OpraH HCIOJHUTENBHOW BIACTU IMPU TPEICTaBICHUH €My
CBEJCHUH O HECOOTBETCTBUU MPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBaHUSAM IpaBuUIl
Ha/IIeKaleil IpOM3BOICTBEHHOM NMPaKTUKK U (WJIK) O HApYIIEHUH JHUIIEH3UOHHBIX TPeOOBaHHM, KOTOPbIE
ObUIM BBISIBJICHBI B XOJ/I€ MPOBEIEHUS MHCIIEKTHUPOBAHMS MPOU3BOJAUTEINS JIEKAPCTBEHHBIX CPEJICTB MU
OCYILECTBICHHS JTUIIEH3MOHHOTO KOHTPOJIS B cpepe MpPOM3BOACTBA JIEKAPCTBEHHBIX CPEICTB U MPHUBEITU
WIM MOTYT MPHUBECTH K MPOU3BOJCTBY JIEKAPCTBEHHBIX MPENapaTroB JUIsl MEAUIHMHCKOIO MPUMEHEHMUS,
MPUYMHUBIINX WK CIIOCOOHBIX MPUYUHHUTE BpE[l )KU3HU WM 3/J0POBBIO I'PaXkJlaH, pacCMaTpUBAET BOIIPOC
O TIPUOCTAHOBJIICHUU MPUMEHEHMs JIEKAPCTBEHHBIX IMpEnapaTtoB Ui MEAUIHUHCKOIO IMPUMEHEHUS B

www.consultant.ru Crpanuua 130 ns 142
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=319262&date=11.01.2022&dst=100010&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=342016&date=11.01.2022&dst=100708&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=319262&date=11.01.2022&dst=100010&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=203764&date=11.01.2022&dst=100011&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=319262&date=11.01.2022&dst=100010&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=191811&date=11.01.2022&dst=100010&field=134

®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

YCTAHOBJICHHOM UM IIOPAAKE B CJICAYIOIIUX CIIy4dasax:

1) cocraB u (MiM) TEXHOJOTHS IMPOU3BOJICTBA JIEKAPCTBEHHOI'O Iperapara Ajs METUIMHCKOTO
MpUMEHEHHUs (C OMMCAHMEM CTaJWil MPOU3BOACTBA) OTIUYAIOTCS OT 3asBJICHHBIX B PErHUCTPALIMOHHOM
JI0ChE;

2) nexapCcTBEHHBIN mpenapar i1 MEAUIMHCKOrO0 MPUMEHEHMSI IPOU3BEACH Ha IPOU3BOJCTBEHHON
IUIOLIA/IKE, HE YKa3aHHOW B PETUCTPALIMOHHOM JIOChE;

3) y HOpou3BOAMTENS JEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, IOATBEPXAAIOIINE
COOTBETCTBME KAaueCTBa JICKAPCTBEHHOI'O Ipenapara i MEAULUHCKOrO NPUMEHEHUSA, BBOIUMOIO B
rpakIaHCKHI 000poT, TpeOOBAHMSIM, YCTAHOBJICHHBIM IIPH €r0 TOCYIapCTBEHHON PErHCTPaLlny;

4) TpOW3BOAMTENIEM JICKAPCTBEHHBIX CPEJCTB B  COIJIACOBAaHHBIH C  COOTBETCTBYIOUIMM
YIIOJIHOMOYCHHBIM (beﬂepaJH)HBIM OopraHom HCIOJIHUTEIBHON BJIACTU CpPOK HC YCTpaHCHbI HApPYyHICHHA
TpeOOBAaHUH MpaBUII HAUICKANICH TPOU3BOJICTBCHHON MPAKTUKU M (WJIM) JIMIIEH3UOHHBIX TPeOOBaHUH,
KOTOPELIC OBUIHM BBLIABIEHBI B X04€ MNpPOBCACHUA HHCICKTUPOBAHUA IPOU3ZBOAUTEIA JICKAPCTBCHHBIX
CPE/ICTB WJIM OCYIICCTBJICHUS JTUIIEH3UOHHOTO KOHTPOJIS B c(pepe Mpou3BOACTBA JICKAPCTBEHHBIX CPEICTB
U NPUBCIMA WX MOT'YT INPHUBCCTH K HNPOU3IBOJACTBY JICKAPCTBCHHBLIX HNPCHapaToB I MEAWLUHCKOIO
MPUMEHECHHSI, IPUYMHUBIIMX WM CIIOCOOHBIX TPUYUHUTH BPEJT KU3HH WIIN 3[J0OPOBBIO TPaXKIaH.

(uactb 3 BBeneHa OenepanbubiM 3aKk0HOM OT 04.06.2018 N 140-D3)

4. YnonHoMoueHHbIH (henepaibHblid OpraH UCIIOJHUTENBHON BIACTH MPHU HATMYWHU Y HETO CBEACHUIA
O HECOOTBETCTBUHM MPOU3ZBOAMTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHMAM TIPaBUJ HaJUIeKaIIEH
MIPOM3BOJICTBEHHONW MpPAaKTUKU W (WJIM) O HAPYIIEHUW JMIEH3UOHHBIX TpeOOBaHUM, KOTOpbIE ObLIN
BBISIBIIGHBI B XOJI€ TIPOBEICHUSI WHCIIEKTUPOBAHMS TPOU3BOJIUTENS JICKAPCTBEHHBIX CPEACTB WIIU
OCYILIECTBIICHUS JIMLIEH3HOHHOTO KOHTPOIISA B cpepe MpOU3BOJCTBA JIEKAPCTBEHHBIX CPEJCTB U IPUBEIU
WM MOTYT TIPHUBECTH K MPOU3BOJICTBY JICKAPCTBEHHBIX IMPENapaToB /I BETEPUHAPHOTO MPUMEHEHUS,
MPUYMHUBIINX WM CIOCOOHBIX MPUYUHHUTH BpPE] >KU3HH WU 30POBBIO KHUBOTHBIX, PacCMaTpPHUBAET
BOIIPOC O TIPUOCTAHOBIIEHWU peIM3allMd W TPUMEHEHUS JICKapCTBEHHBIX IMpenapaToB s
BETEPUHAPHOTO MMPUMEHEHHSI B YCTAHOBICHHOM UM TOPSIKE B CIEAYIOIINUX CIyYasX:

1) coctaB M (MaM) TEXHOJOTUS IPOU3BOJCTBA JIEKAPCTBEHHOI'O MpernapaTa JUisi BETEPUHAPHOIO
IPUMEHEHHs (C ONMCaHMEM CTaIuil MPOM3BOJCTBA) OTIMYAIOTCS OT 3asBJICHHBIX B PETUCTPALlMOHHOM
J0ChE;

2) HeKapCTBeHHBIﬁ npenapar ajid BETCPUHApPpHOTO ITPUMCHCHUA IMIPONU3BCIACH Ha HpOI/I3BO)ICTBeHHOI71
IIomaaKe, HE YKaSaHHOfI B pEruCTpaiiOHHOM JOCKE;

3) y nOpou3BOAMTEINS JIEKAPCTBEHHBIX CPEICTB OTCYTCTBYIOT JIOKYMEHTHI, MOATBEpKIAroIIne
COOTBETCTBHE KauecTBa JIEKAPCTBEHHOI'O Iperapara JUis BETEPUHAPHOTO NPUMEHEHHUs, BBOJUMOTO B
rpaxIaHCKHi 000poT, TpeOOBaHUSIM, YCTAHOBJICHHBIM IIPU €0 rOCyIapCTBEHHON PEruCTpalluy;

4) nOpoM3BOAMTENEM JIEKApPCTBEHHBIX CPEACTB B  COTJIACOBAHHBIA C  COOTBETCTBYIOIIMM
YIIOJIHOMOYEHHBIM (heZiepallbHbIM OPraHOM HCIOJHUTENBHONW BJIACTH CPOK HE YCTPAHEHBI HapyIIECHUS
TpeOOBaHUI MpaBUJI HaJyIekKalled MPOU3BOJACTBEHHOM MPAKTHUKU M (WJIM) JIMLEH3UMOHHBIX TpeOOBaHUM,
KOTOpbIE OBLIM BBISBICHBI B XOJI€ MPOBEIEHHUS HMHCIHEKTHPOBAHUS MPOU3BOIUTENS JIEKAPCTBEHHBIX
CPEACTB WM OCYIIECTBICHHUS JUIEH3MOHHOTO KOHTPOJIA B c(pepe MpOoU3BOACTBA JIEKAPCTBEHHBIX CPEJCTB
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

Y TPHUBEIU WIM MOTYT NPUBECTH K MPOU3BOJCTBY JIEKAPCTBEHHBIX MPENapaTroB Jisi BETEPHHAPHOTO
MPUMEHEHHS, TIPUIMHUBIINX WM CIOCOOHBIX MPHUYUHHUTD BPE]l )KU3HU WU 37J0POBBIO )KHUBOTHBIX.
(uactb 4 BBeneHa OenepanbubiM 3aKk0HOM OT 04.06.2018 N 140-D3)

KoncynpranTlLitoc: nmpumedanue.
C 01.01.2023 cr. 65 nononusercs 4. 5, 6 (O3 or 27.12.2019 N 475-D3).

KoncynbrantlLtoc: mpumeyaHue.
C 01.09.2023 cr. 65 nononasiercs 4. 7 (O3 ot 02.07.2021 N 317-D3).

CraTtbsa 66. UHcpopmauma o pesynbtaTax hapmakoHapsopa
(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

VYronHoMOueHHBIM  (enepanabHbIi  OpraH  MCIOJHUTEIBHOM  BJIACTH,  OCYIICCTBIISIONIUN
(dbapmakoHaa30p, MO €ro pe3yibTraraM pa3MmellaeT Ha cBoeM oduiuanbHOM caiite B cetu "MHTepHeT"
UH(POPMALIHIO O:

1) BbBIIBJICHMMW HOBBIX IMOATBCPKACHHBIX OAHHBIX O IMOOOYHBIX I[CflCTBPISIX, HEXCIIaTCIIbHBIX
pCaKIuAX, CCPbE3HBIX HECKCIIATCIbHBIX PCAKIUAX, HCIPCABUIACHHLIX HCKCIIATCIbHBIX PCAKIUAX IIPpU
IMPUMCHCHUM JICKAPCTBCHHOI'O IIPLCIiapara, B TOM YHMCJIC BJIUAIOINX HA OTHOIICHHUEC omunaeMoﬁ ITOJIB3HBI K
BO3MOXHOMY PUCKY IIPUMCHCHUA TAHHOTO JICKAPCTBCHHOI'O IIpeI1apara,

2) NPUHATHIX PELICHUSX O BHECEHUH W3MEHEHUN B MHCTPYKLMIO 110 IPUMEHEHUIO JIEKAPCTBEHHOIO
npernapara, 0 IPUOCTAaHOBJICHUU NMPUMEHEHUs JIEKapCTBEHHOTO Iperapara, 00 M3bATUU U3 OOpalleHus
JIEKapCTBEHHOT'O IIpenapara Wik 0 BO30OHOBIIEHHH IPUMEHEHUs JIEKapCTBEHHOTO IIpenapara.

Masa 14. N(HOOPMALUA O JIEKAPCTBEHHbBLIX NMPEMAPATAX. CUCTEMA
MOHUTOPUHIA OBUWXEHUA NEKAPCTBEHHbIX NMPEMAPATOB
ana MEQUUMHCKOIo NnPUMEHEHUA
(B pen. @enepanbHoro 3akona ot 28.12.2017 N 425-03)

Cratba 67. UHdopmauma o nekapCcTBeHHbIX npenapartax. Cucrema MOHUTOpPUHra
ABWXEHUS NneKapcTBEHHbIX NpenapaToB AN MeAULMHCKOro NpUMeHeHus
(B pen. @enepanbHOro 3akona ot 28.12.2017 N 425-03)

1. MHdopmaruss o JeKapcTBEHHBIX Mpernaparax, OTIYCKAaeMbIX IO PELEnTy Ha JIeKapCTBEHHBIN
npemnapar, AOJDKHAa COACPKATHCA TOJBKO B CIHCHUAIM3UPOBAHHBIX H3JAHUAX, MPCIHA3HAYUCHHBIX JJIA
MEIULUHCKUX, (hapMalleBTUYECKHX PaOOTHUKOB, CIIEIMAINCTOB B 001acTu BeTepuHapuu. Hpopmanus o
JICKApCTBCHHLBIX IIpCIiaparax Ajid CICHHAJINCTOB B o0acTu O6paHI€HI/I$[ JICKAPCTBCHHLBIX CPCIACTB MOXKET
coZiepKaThCsi B MOHOrpausx, CHPaBOYHMKAX, HAYYHBIX CTaThAX, B JOKJaJaX Ha KOHIpeccax,
KOH(i)epeHIII/ISIX, CUMIIO3WyMax, HAYYHBIX COBETax, a TaKXKC B MHHCTPYKOUAX II0 IMPHUMCEHCHUIO
JIeKapCTBEHHBIX MPENapaToB.

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

2. Nndopmaruss o JIeKapCTBEHHBIX Mperaparax, OTIIyCKaeMbIX Oe3 pelenrta Ha JIeKapCTBEHHBIN
mpenapar, MOXET COJIEpPX,aThbCsi B MYONHKAUSIX U OOBSABICHUSX CPEICTB MacCOBOW HH(OpPMAIIHH,
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

CHEIMATIM3UPOBAHHBIX M OOIIUX MEYATHBIX H3IAHUSX, HMHCTPYKIHIX MO MPUMEHEHHUIO JIEKapCTBEHHBIX
MpernapaToB, MHbIX U3AAHUSIX CYOBEKTOB 0OpallleHUs JIEKApCTBEHHBIX CPeACTB. PekiiaMHble MaTepuaibl O
JIEKapCTBEHHOM TIpermapare, OTIyCKaeMoM Oe3 pelenrta Ha JIGKApCTBEHHBIM Mpenapar, JIOJDKHBI
COOTBETCTBOBATh MHCTPYKIIMU MO MPUMEHEHUIO JIEKAPCTBEHHOT'O MIperapara.

3. Jomyckaercsi HMCIOJNb30BaHUE JIOOBIX MaTepHAIbHBIX HOCHUTENCH, IMO3BOJISIOUIMX XPAHUTH,
IepeaaBaTh U UCIOJb30BaTh HHPOPMALIMIO O JEKAapCTBEHHBIX MpernapaTax 0e3 ee HCKaXEeHHUs.

4. Jlns ueneil wuIeHTH(PHUKALMK YIIAKOBOK JIEKAPCTBEHHBIX IPENapaToB s MEAUIUHCKOTO
IIPUMEHEHHs] NTPOU3BOIUTENIN JICKAPCTBEHHBIX CPEICTB B IOPSAJKE, yCTaHOBIECHHOM IIpaBuTEnsCcTBOM
Poccuiickoit @enepanny, HAHOCAT Ha MEPBUYHYIO YIAKOBKY (B OTHOILLEHUU JIEKAPCTBEHHBIX IPENapaToB
U1 METULIMHCKOTO NIPUMEHEHHUs, AJI1 KOTOPBIX HE MPEelyCMOTPEHa BTOPUYHAS YIAKOBKAa) M BTOPUYHYIO
(MOTpeOUTENBCKYIO) YITAKOBKY JIEKAPCTBEHHBIX MPEMapaToB Ui MEIUIIMHCKOTO MPUMEHEHHUS CPElCTBa
UACHTUGUKALIMY, 32 HCKIIOUYEHHEM JIEKapCTBEHHBIX IPEnapaToB s MEAULUHCKOrO MPUMEHEHUS,
MIPOU3BOJUMBIX JUIsl POBEACHUS KIMHUYECKMX HCCIEIOBAHMM, JKCIOPTA, JIEKAPCTBEHHBIX IIPENAapaToB
JUIE MEIMLMHCKOTO IIPUMEHEHUs, YKa3aHHBIX B 4acTAX 5 M 8 crareu 13 Hacrosmero denepanbHOro
3aKOHa, paguo(apMaleBTUYECKUX JIEKAPCTBEHHBIX IIPENapaTroB, MHSIBOK MEIULIUHCKUX U Ta30B
MEIULMHCKUX.

(dactb 4 BBeneHa denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3 (pen. 27.12.2019))

5. XapaKTepuCTUKU CPENICTBA UACHTU(DUKAIINH, TTIOPSIOK €ro HaHECeHUs U TPeOOBaHUS K CTPYKType
u  dopmary wuHPOpMAIMK, KOTOPYIO COACPKUT CPEICTBO HACHTU(UKAINU, OMPEICIITIOTCS
[IpaBuTenscTBoM Poccuiickoit denepanuu.
(dactb 5 BBeneHa denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

6. Ilopsmok co3naHusi, pa3BUTHsS, BBOJA B SKCIUIyaTallMl0, SKCIUIyaTalldd M BbIBOJA U3
JKCIUTyaTallud CHCTEMbl MOHMTOpPMHIA JBMKECHHUS JIEKAPCTBEHHBIX IPENApPaTOB Il MEAUIMHCKOIO
NPUMEHEHMs, TOPSIOK TpeAoCcTaBIeHUs HWHPOPMALUU, COJAEpKalleics B CHUCTEME MOHHUTOpPHHIa
JBAKEHUS JIEKAPCTBEHHBIX MPENapaToB Il MEJULMHCKOTO NPUMEHEHHs, U IMOPSIOK B3aMMOJEHCTBHS
yKa3aHHOH  CHCTeMBl C  HMHBIMH  TOCYAApCTBEHHBIMM  HMH(OPMAIMOHHBIMH  CHUCTEMaMH U
MH(OPMALIMOHHBIMU CUCTEMAMHU IOPUINYECKHX JIUI U MHAUBUAYAJIbHBIX MIPeNIPpUHUMATENCH, YKa3aHHbBIX
B yactax 7 u 10 Hactosmed cratbu, ycraHaBiauBaroTcs [IpaBurensctBom Poccuiickoit deneparyu.
OneparopaMu cHCTEMbl MOHUTOPHHIA JIBUKEHUS JIEKAPCTBEHHBIX IPENapaToB A MEAUIHUHCKOIO
IPUMEHEHMs SBISIOTCS  (DefiepasibHbIi  OpraH HCIOJHUTENBHOW BJacTH M (WIM) OpraHu3anus,
ynosiHoMo4eHHbIe [IpaBurensctBoM Poccuiickoit denepanuu.

(uacTb 6 BBeneHa denepanbHbiM 3aK0HOM OT 28.12.2017 N 425-03)

7. FOpuanueckue uiia ¥ MHAUBUAYATbHBIE MPEINPUHUMATENH, OCYIIECTBISIONINE TPOU3BOJICTRO,
xpaHeHue, BBO3 B Poccuiickyro ®enepanuio, OTHNYCK, peanu3aluio, Nepenadyy, NPUMEHEHUE U
YHUYTOXKEHUE JIEKAPCTBEHHBIX MPEMApaTOB JIsi MEIUIIMHCKOTO MPUMEHEHHUsI, 00ECTICUNBAIOT B MOPSIIKE U
B COCTaBe, KOTOpble YycTaHOBJIeHbl IIpaBurenbctBoM Poccuiickoit ®enepanuu ¢ y4eToM BHJA
OCYIIIECTBIISIEMON HMMHU JIEITEIIbHOCTH, BHECEHHWE HWH(GOPMAIMU O JICKApCTBEHHBIX IIpemaparax s
MEIUILUHCKOTO TNPUMEHEHUSI B CHCTEMY MOHUTOPHHIA JIBUJKEHUS JIEKQPCTBEHHBIX MpenapaTroB s
MEIUITMHCKOTO TIPUMECHECHHUS.

(uacts 7 BBeneHa denepanbHbiM 3aK0HOM OT 28.12.2017 N 425-03)

7.1. JlexkapcTBeHHbIE Tpenaparbl Jid MEIMIMHCKOTO NPUMEHEHMS, NpeAHa3HAYeHHbIE s
oOecrieueHus NUI, OOJBHBIX TeMO(MUINEH, MYKOBHCIHI030M, TUNO(H3apPHBIM HAHU3MOM, OOJIE3HBIO
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

[ome, 37m0Ka4eCTBEHHBIMH HOBOOOpPA30BaHUSAMHU JUM(OUIHON, KPOBETBOPHOW UM POJICTBEHHBIX WM
TKaHEH, pacCesTHHBIM CKJIEPO30M, JIUI] [TOCJIE€ TPAHCIUIAHTAI[MN OPraHoB M (MJIM) TKaHEH, IPOU3BEICHHBIC
1o 31 nexabpst 2019 roga, a Takke MHBIE JEKAPCTBEHHbIE MPENApaThl A1 MEIUIIMHCKOTO TIPUMEHEHUS,
npousBeneHuble A0 1 wumronst 2020 roma, mojuiexaT XpaHEHHIO, MEPEBO3KE, OTIIYCKY, pean3allvH,
nepenave, MPUMEHCHUIO 0€3 HAHECEHHUs CPENICTB MIACHTH()HUKAIUHN JO UCTCUCHHUS CPOKAa UX TOIHOCTH.
[IpaButenscTBo Poccuiickoit denepanii BIpaBe YCTAHOBHTh OCOOCHHOCTH BBOJAa B T'PakKIaHCKUN
000pOT JIEKAPCTBEHHBIX MPENapaToB I MEAWIIMHCKOTO MPUMEHEHHsI, TPOU3BEACHHBIX B mepuoj ¢ 1
urosg 2020 roga mo 1 oktsi6ps 2020 roma. B mensx BBoga B TrpakJIaHCKUNA OOOpPOT JICKAPCTBEHHBIC
npenaparbl  JUIi  MEIUIMHCKOTO TPUMEHEHHUs, 32 HCKJIIOYEHUEM JIEKAPCTBEHHBIX IIPENaparos,
MpeHa3HAYeHHBIX Uil oOecreyeHus JHll, OONbHBIX reModuiIneil, MyKOBHUCIHI030M, THIO(U3aPHBIM
HaHU3MOM, 0oJje3Hblo ['orre, 3710Ka4eCTBEHHBIMH HOBOOOPA30BaHUAMH JIUM(OHUIHON, KPOBETBOPHOH U
POJICTBEHHBIX UM TKaHEH, paCCeSTHHBIM CKJIEPO30M, JIUI] MOCje TPaHCIUIAaHTAIIMK OPTraHOB U (MJIM) TKaHEH,
MIPOM3BEJICHHBIC 3a Tpenenamu Tepputopun Poccuiickoit @enepanuu 10 1 oxtsaops 2020 roma, Moryt
ObiTh BBe3eHbl B Poccuiickyto ®enepaumio a0 1 saBaps 2021 roma B mOpsiiKe, YCTaHOBJICHHOM
[TpaButenscTBOoM Poccuiickoii @enepanum, 6e3 HAHECEHUS CPEACTB UACHTU(DUKAIIHH.

(B pen. deaepanbhbIx 3aKk0HOB OT 27.12.2019 N 462-D3, ot 13.07.2020 N 206-D3)

8. Opranuzanus HWHOOPMANMOHHOTO B3aUMOJICHCTBUS CHCTEMbl MOHUTOPWHTA JIBFDKCHUS
JIEKapCTBEHHBIX MpPEmnapaToB i MEAUIMUHCKOTO TPUMEHEHUS C MHBIMH TOCYAapCTBEHHBIMH
WH()OPMAMOHHBIMUA CHCTEMaMH OOECIIEYMBACTCS B TOM YHCJIEC TIOCPEACTBOM HHMPACTPYKTYPHI,
obecnieunBaromied UHGOPMAIMOHHO-TEXHOJIOTMYECKOEe B3aUMOJICHCTBUE HH(GOPMAIIMOHHBIX CHCTEM,
WCIOJIb3YEMBIX ISl TIPEAOCTABJICHHUSI TOCYJAPCTBEHHBIX M MYHHIIMITATBHBIX YCIYT W HCIIOJTHCHHUS
rOCy/IapCTBEHHBIX U MYHHUIIUIIATBHBIX (DYHKIIMH B 3JIEKTPOHHOU hopme.

(dactb 8 BBeneHa DenepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

9. OO6menoctynHas uHOpMalMsi, CcoAepXKalascsi B CHCTEME MOHHUTOPHHIA JIBHKECHUS
JIEKapCTBEHHBIX npenaparoB JUIS MEIULIMHCKOIO MIPUMEHEHU, pasmMeraercs B
nH(OPMALIMOHHO-TEIEKOMMYHHUKAITMOHHOM ceTH "MHTepHeT" (B ToM uncie B (hOpMe OTKPBITHIX JTAHHBIX )
B ITOpsiAKE, ycTaHOBIEHHOM [IpaButenscTtBoM Pocculickont @enepanuu.

(uacth 9 BBenena denepanbHbIM 3aK0HOM OT 28.12.2017 N 425-03)

10. IIpon3BoanTENN JIEKAPCTBEHHBIX CPENICTB MOIYYAIOT COACPIKAIIYIOCS B CHCTEME MOHHTOpPHHTA
JBMDKEHUS JIEKAPCTBEHHBIX IpEnapaToB s MEIUIMHCKOIO NPUMEHEHHs HHGPOPMALHUI0 O CEepUsIX U
MapTUSX JEKApCTBEHHBIX MpPEnapaToB, MPOU3BOIUMBIX UMU M HAXOISIIUXCS B TPAKIAHCKOM 000pOTE B
Poccuiickoit @enepanuu, 6€3B03ME3AHO.

(dactpb 10 BBenena denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-03)

11. 3a npon3BOACTBO MM MPOJAXKY JEKAPCTBEHHBIX MPENapaToB JUisi MEAUIIMHCKOTO MPUMEHEHUS
0€3 HaHECEHMs CPEIICTB WACHTHU(HUKAIMKN, C HAPYIIEHUEM YCTAHOBJIECHHOTO TMOPSAKAa WX HAHECEHUsd, a
TaK)ke 32 HECBOEBPEMEHHOE BHECEHHME [AHHBIX B CHUCTEMY MOHMTOPUHIA JBM)KEHHS JIEKaPCTBEHHBIX
mpenaparoB i MEIUWIIMHCKOTO TIPUMEHEHHUs WM BHECEHHE B HEE HEIOCTOBEPHBIX JaHHBIX
IOpUJIMYECKHE JIUIa U WHIUBUIYaAJIbHbIE MPEINPUHUMATENN, yYKa3aHHbIE B 4acTAX 4 W [ HaACTOsIIEeH
CTaThH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHUU C 3aKOHOAATENLCTBOM Poccuiickoit denepanuu.
(uactp 11 BBenena degepanbHbiM 3akoHOM 0T 28.12.2017 N 425-D3)

12. TlpaBurtenbctBo Poccuiickoii @Pexnepanuiyl BOpaBe YCTaHOBUTh OCOOEHHOCTH BHEIPEHUS
CUCTEMbl MOHMTOPUHIA JBWXKEHUS JIEKAPCTBEHHBIX IIPENApaToB Uil MEIULMHCKOIO IPUMEHEHUS,
BKJIIOYAasi CPOKH €€ BHEAPEHMS, B OTHOIICHWM JIEKAPCTBEHHBIX IIPENapaToB Uil MEAHMIIMHCKOIO
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

MPUMCHCHHS, BKIIOUEHHBIX B IEPEUCHb J>KU3HCHHO HEOOXOIMMBIX M BAXHEHUIINX JIEKAPCTBEHHBIX
MperapaToB, JIGKAPCTBEHHBIX IPEIapaTroB, MpeJHA3HAYCHHBIX Ui OO0CCHEeUeHHUsS JIMI, OOJIbHBIX
reMo(uIneii, MyKOBUCIIUJIO030M, TUMO(PHU3APHBIM HAHU3MOM, OoJyie3HBbIO ['olIe, 37T0Ka4eCTBEHHBIMH
HOBOOOPa30BaHUSAMHU JIMM(POUTHON, KPOBETBOPHOM U POJCTBEHHBIX UM TKAHEH, PACCESTHHBIM CKIIEPO30M,
JUI] TIOCNIE TPAHCIUIAHTAIIMM OPTaHOB W (WJM) TKaHEH, WHBIX JICKApPCTBEHHBIX MPENaparoB IS
MEJIUIUHCKOTO TPUMEHECHHSI.

(dactb 12 BBenena denepanbHbIM 3aK0HOM OT 28.12.2017 N 425-03)

Nnasa 14.1. OTPAHUYEHUA, HAJTATAEMbIE
HA OPTAHU3ALUUN, OCYLLECTBIAKLWUE OAEATENBbHOCTDb
MO OBPALLEHUIO NIEKAPCTBEHHbLIX CPEAOCTB
(BBenena denepanbHbIM 3aK0HOM OT 25.11.2013 N 317-D3)

Cratba 67.1. OrpaHuyeHus, Hanaraemble NpPU OCYLIECTBIEHUM [OEATEeNbHOCTU B
cchepe obpaleHNA neKkapCcTBEeHHbIX CPeacTB

1. Opranuzanum, 3aHUMaOUIHECs pa3paOOTKOH, NPOM3BOJACTBOM W (WIM) peamu3anuen
JIEKapCTBEHHBIX IPENapaToB Uil MEAULIUHCKOrO MIPUMEHEHMs, OpraHu3aluy, o0ajatolue npaBamMm Ha
MCTOJIH30BaHUE TOPTOBOI'O HAUMEHOBAHHMSI JIEKAPCTBEHHOTO MIperapara sl MEAUIIMHCKOTO IPUMEHEHUS,
OpraHu3al ONTOBOW TOPrOBIM JICKAPCTBEHHBIMH CPEJICTBAMM, alTEUYHble OpraHu3auuu (ux
MPEJCTaBUTENN, UHBbIE (U3NYECKHE U IOPHINYECKUE JIMIA, OCYIIECTBISIONINE CBOIO ACATEIBHOCTH OT
MMEHM 3THUX OpraHM3alui) B OTHOLIEHUU MEIUIMHCKUX PaOOTHUKOB M PYKOBOAMTENEH METUIIMHCKHX
OpraHu3alyii He BIPABE:

1) BpyuyaTh MOJapKH, BBHIIUIAYMBATH JACHEKHBIE CPEICTBA (32 MCKIIOYCHHEM BO3HATPAKICHHM IO
JIOTOBOpaM TMpPHU TMPOBEJACHUM KIMHUYECKUX HCCIEAOBAaHUN JICKAPCTBEHHBIX IpernapaTroB Ui
MEIUIIMHCKOTO TPUMEHEHUS, BO3HATPaXICHUM, CBA3AHHBIX C OCYIIECTBICHHEM MEIUIUHCKUM
PaOOTHUKOM TIEAroTMUeCcKoi U (WJIM) Hay9HOU JEATEIHHOCTH), B TOM YHCJIE OTUIAYMBATh Pa3BJICUCHUS,
OTJIbIX, TIPOE€3J] K MECTY OTIbIXa, a TAK)K€ IMPHUBJIEKATh K YYaCTHIO B Pa3BJIEKATEIbHBIX MEPONPUITHUSIX,
MMPOBOJIUMBIX 3a CUET CBOUX CPEJICTB;

2) 3aKJII0YaTh COIJIalllCHUSA O HA3HAYCHHU WM PCEKOMCHOAIMU IMMalUCHTaM JICKAPpCTBCHHBIX
npemnaparoB AJid MEAUIUHCKOIO MPpUMCHCHUS (33 HCKIIIOYCHHUEM OOTrOBOPOB O MPOBCACHUHN KIIMHUYCCKUX
I/ICCJ'ICI[OBaHI/Iﬁ JICKAPCTBCHHBIX MPCIIapaToB AJIA MEAUITUHCKOTO HpI/IMeHeHI/Iﬂ);

3) mpenocTaBisATh 00pa3ilbl JIEKAPCTBEHHBIX MPENapaToB Il MEAUIIMHCKOTO TPUMEHEHHUS B EIIX
BpyUYeHHUSl TMalueHTaM (32 MCKIOYEHHEeM CIIy4aeB, CBS3aHHBIX C MPOBEJECHHUEM KIMHUYECKUX
WCCIICIOBAHMH JIEKAPCTBCHHBIX MPEMapaTOB JIJI MEIUIIMHCKOTO IPUMEHEHUS );

4) npenoCTaBIIATh HEIOCTOBEPHYIO U (MJIM) HEMOJIHYIO HH(POPMALIKIO O JIEKapCTBEHHBIX MTpernaparax
JUIS. MEUITMHCKOTO MTPUMEHEHHS;

5) mocemate UX B pabouee BpeMs Ha pabOYMX MeCTax, 3a MCKIIOUEHHEM CIyyaeB, CBSA3aHHBIX C
MIPOBEACHUEM  KIMHUYECKHX HCCIEJAOBAHMM  JIEKAPCTBEHHBIX IPENaparoB Uil  MEIUIUHCKOIO
IIPUMEHEHHUs, C Y4aCTUEM B IOPSAJKE, YCTAHOBJIECHHOM PYKOBOAMTEIEM MEIULIMHCKOM OpraHU3alliy, B
COOpaHMSIX MEIMLMHCKUX pPa0OTHUKOB M MHBIX MEPONPUSTHUSX, HAMPABICHHBIX Ha IOBBIIIEHUE HX
npo(eCCHOHATLHOTO YPOBHS WJIM Ha TNpEeAOCTaBlIeHHE WH(POPMAlMU, CBS3aHHON C OCYIIECTBIECHHEM
MOHHUTOPHHTra 0€30MaCHOCTH JIEKapCTBEHHBIX MTPENapaTos;
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6) moOyX1aTh K BBIMHCHIBAHUIO JIEKAPCTBECHHBIX MPENApPaTOB ISl MEAMIIMHCKOTO MPUMEHEHUS Ha
OnaHKax, cojepxalux UHQOpPMAIMIO PEeKJIaMHOI0 XapakTepa, a TakKe Ha pelenTypHbIX OllaHKax, Ha
KOTOPBIX 3apaHee Hale4aTaHo HAaMMEHOBAaHUE JIEKAPCTBEHHOTO TMpernapara s MEAUIIMHCKOTOo
MIPUMEHEHHS.

2. Opranu3zanuy, yKa3aHHbIE B a03alle epBOM YacTH | HACTOSIIENW CTaTbU, U UX MPEACTABUTEIH B
OTHOILICHUHU (apMaleBTUYECKUX PAaOOTHUKOB U PYKOBOAMTENEH allTeYHbIX OPraHU3aliii He BIpaBe:

1) Bpy4daThb IOJApKH, BbIIIAYUBATH ACHCKHBIC CPCACTBA, B TOM YUCIIC OIJIAYMBATL PA3BJICUHCHUA,
OTAbIX, IPOE3aA K MECTY OTAbIXa, W IIPHUBJICKATh K YYaCTHUIO B Pa3BJICKATCIIBHBIX MCPOIIPUATHAX,
MMPOBOAMWMEBIX 3a CHCT CBOUX CPCACTB,

2) mpenocTaBiATh OOpa3libl JIEKAPCTBEHHBIX MpPENapaToB Ui MEAULUHCKOIO IMPUMEHEHMs JUIs
BPY4YEHMSI HACEIICHUIO;

3) 3aKJII049aTb COIVIAIICHUA O MPCAJTOKCHHUHU HACCICHHUIO OIPCACICHHLIX JICKAPCTBCHHBIX
npenaparoB 41 MCAUIUHCKOI'O MPUMCHCHU A,

4) npenoCTaBIATh HEJOCTOBEPHYIO U (MJIK) HEMOJIHYI0 HH(OPMAIIHIO O JIEKaPCTBEHHBIX Mpernaparax
JUIST  MEAUIMHCKOTO TPUMEHEHHUS, B TOM YHCJIE€ MMEIOIUX OJMHAKOBOE MEXIYHAPOIHOE
HENMaTeHTOBaHHOE HaMEHOBAHHE.

Cratba 67.2. TpeboBaHMA K opraHM3auMm U NMPoBeAEHUI0 Hay4YHbIX MEpPOonpUATUN,
MHbIX MepPONpPUATUNA, HanpaBfieHHbIX Ha NOBbIWEHWe Nnpo¢eCCUOHANBHOIrO YPOBHS
MeAULMHCKMX paboTHMKOB WM Ha npepgocTaBneHne MWMHPOpMauuMu, CBA3aHHOM C
ocyLecTBNeHneM MOHUTOPUHra 6e3onacHOCTM NieKapCTBEeHHbIX NpenapaToB

1. IIpn mpoBeneHNM HaYyYHBIX MEPONPUITHI, HHBIX MEPOIPUATUIN, HAIIPABICHHBIX HA IOBBIIICHUE
npo(eCCHOHATIBHOIO YPOBHA MEAMLMHCKUX pPAOOTHUKOB WM Ha TPEAOCTABICHHE CBSA3aHHOW C
OCYILIECTBJICHUEM  MOHUTOpUHIa  O€30MacCHOCTH  JIEKAPCTBEHHBIX  IMpenaparoB  MHGOpMAINH,
OpraHU3yeMbIX OpraHM3allMsMHU, yKa3aHHbIMM B a03aue mepBoM uactu | crateu 67.1 Hacrosiuero
@denepallbHOTO 3aKOHA, MX TMPEACTaBUTENSIMU U (MiIM) (UHAHCHUPYEMBIX 3a CUET CpEACTB ATHX
OpraHM3allMiii W UX NpPEJICTaBUTENIECH, 3alpeliaercs MpPensiTCTBOBaTh YYacTHI0 B YKa3aHHBIX
MEPOINPUATUIX MHBIX OpraHu3aluii, KOTOpPbIE MPOU3BOJAT WM PEaN3yIOT JIEKapCTBEHHbIE MpernapaThbl
U1 MEIMIMHCKOTO NPUMEHEHHUS CO CXOXKUM MEXaHU3MOM (apMaKoJOTHUECKOro JAEHCTBHS, OO0
CO3/1aBaTh JIMCKPUMUHAIIMOHHBIE YCJIOBHUS JJS OJHHUX YYaCTHUKOB II0 CpPaBHEHHUIO C JPYyTUMHU
y4aCTHUKaMH, a UMEHHO:

1) npeaoCTaBJIATE Pa3JINIHOC KOJINYCCTBO BPEMCHU JJIA BI)ICTYHJ'IGHI/II\/'I YYaCTHUKOB, pa3JIMYHBIC I10
pasMepy 3aHUMaeMou miomaan MeCta Ijid ACMOHCTpalunu O6p33].IOB JICKAPCTBCHHBIX IIPCIIApaToOB JIA
MCIUIHUHCKOr0O MPHUMCHCHUSA WM PCKIAMHBIX MATCPUAIOB O JICKAPCTBCHHBIX IIpfriaparax IJId
MCIUIHUHCKOI'O NPUMCHCHUS HA DKCIIO3ULUAX, CTCHAAX, 3a HCKIIIOYCHHUEM CJIYHaCB, CCJIM TAKHUC YCJIIOBUA
3aKpCIUICHBI B COTJIAHICHUAX 3THUX OpFaHI/IBaHI/Iﬁ, nux HpeHCTaBHTeHeﬁ 0 q)HHaHCI/IpOBaHI/II/I YKa3aHHBbIX
MCpOHpI/ISITI/Iﬁ n 06yCJ'IOBJ'ICHLI PAa3JIMIHBIMU 3aTpaTaMH YHACTHUKOB Ha UX OPraHU3alUuIo0;

2) ycTaHaBIMBaTh pa3Mep B3HOCA JJI YYaCTHUKOB MEPOIPUATHH, YKa3aHHBIX B a03alle MepBOM
HACTOALLIEN YacTH, MPEBBIIAIONIMN CYMMY 3aTpaT HAa OPraHU3alMI0 YKa3aHHBIX MEPONPUATUIN U BEAYIINN
K HEOOOCHOBAaHHOMY OTPaHMYEHHUIO YUCJIa UX YUaCTHUKOB.
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2. OpraHuzanuy, yka3aHHble B a03ame mepBoM dacTu | ctarbu 67.1 Hactosmiero denepanbHOTO
3aKOHA, UX MPEACTABUTENH, OCYIIECTBISIONINE OPraHU3alio U (Uiu) GUHAHCUPOBAHUE MEPOIPHUITHIM,
yKa3aHHBIX B 4acTu | HacTosmeil craTby, 00s3aHbl 00eCTIeYrBaTh JOCTYI K MHPOPMAIIUHU O JaTe, MECTE U
BPEMEHH MPOBEJCHUS YKa3aHHBIX MEpPONpPUATUN, IIJIaHaX, MPOrpaMMax IPOBEIEHUS YKa3aHHbBIX
MEPOIPUATUA U TeMax, IUIAaHUPYEMBIX JUIsl pACCMOTPEHUS, COCTaBE MX YYAaCTHUKOB IIyTEM Pa3MEIIECHUS
COOTBETCTBYIOIIECH MH(GOpPMAIMK Ha CBOMX O(PHUIIMANIBHBIX caiTaXx B ceTd "MHTepHeT" HEe mo3gHee ABYX
MECSLEB J0 Hauaja MPOBEACHUS YKAa3aHHBIX MEPOIPUSITHH.

3. Uudopmanust o mpoBeI€HUN MEPOINPUATUH, YKa3aHHBIX B 4acTU | HAcCTOAILIEH CTaThbH, B CPOK,
YCTAaHOBJICHHBI YacThIO 2 HACTOSIIEH CTaThH, JOJDKHA OBITH HalpaBiiecHa B (heaepaibHBIA OpraH
UCIOJIHUTENIBHON  BJAacTHU, OCYHIECTBIAOIMMNA (YHKIMHM 10 KOHTPOJIO M Hau3opy B cdepe
3/IPaBOOXPAHEHHS, JJIs MOCIEAYIOIIEro pa3MelleHusl ee Ha O(pUIMAIbHOM CaiiTe 3TOro OpraHa B CETH
"UnTepuer".

nasa 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUNCKON ®EQEPALIUN NPU OBPALLEHUU NEKAPCTBEHHbIX CPEACTB
N BOSMELLEHUE BPEOA, NPUYUHEHHOIO 30POBbLIO NIPAXXOAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX MPEMAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapylweHue 3akoHoaaTenbcTBa Poccunckomn
depepaumm npu obpaleHUn NneKapcTBeHHbIX CpeacTB

1. Hapymenue 3akoHomaTenbcTBa Poccuiickoit ®enepanuu npu 0oOpalieHUH JIEKapCTBEHHBIX
CPEICTB BJCYET 3a COOOH OTBETCTBEHHOCTh B COOTBETCTBHHM C 3aKOHOJATEIILCTBOM Poccuiickoi
®Oenepanuu.

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

2. 3a Hempe/CTaBlIEHUE WIM HECBOEBPEMEHHOE Mpe/icTaBleHne nHpopMaluy U (WIK) JTOKYMEHTOB
aub0 TpeACTaBlIEHWE HENOCTOBEpPHbIX HH(popManuu u (WIKM) JOKYyMEHTOB, MPELyCMOTPEHHBIX
HactosmuM ~ DenepabHBIM  3aKOHOM, CYOBEKTbl OOpalleHHs JIEKApCTBEHHBIX CPEICTB HECYT
OTBETCTBEHHOCTh B COOTBETCTBHUU C 3aKOHOAATEILCTBOM Pocculickoit denepanuu.

(uactp 2 BBeneHa PenepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-03; B pea. PeaepanbHOrO 3aKOHA OT
04.06.2018 N 140-d3)

Cratba 69. Bo3meweHne Bpepa, NpUUYMHEHHOro 340POBbLIO FpaxaaH BcneacTteue
NPUMEHEHNA NeKapCTBEHHbIX NpenapaToB

1. HpOI/I3BOI[I/ITeJ'H:> JICKAPCTBCHHOI'O IIpCliapara 00s13aH BO3MECTHTh BpcA, HpH‘-IHHeHHLIﬁ 310POBBIO
rpaxzaad BCJICACTBHUEC IIPUMCHCHUA JICKAPCTBCHHOI'O Mpcriapara, €CJIn J0Ka3aHOo, YTO:

1) nexapcTBEHHBIM IpenapaT NPUMEHSUICS M0 Ha3HAUEHHIO B COOTBETCTBUU C HMHCTPYKIHEH IO
MIPUMEHEHUIO JIEKAapCTBEHHOI'O IpernapaTa M NPUYMHON Bpelda SBUJICS BBOJ B TIpaXXAaHCKUl 00opoT
HEe100pOKaYeCTBEHHOTO JIEKApCTBEHHOTO Mpernapara;

2) Bpea 3I0pOBBI0 TPUUMHEH BCJCACTBHE HEIOCTOBEpHOW WHGOPMAINHU, COJAEpIKAIICHCsS B
MHCTPYKIMHU IO MPUMEHEHUIO JIEKAPCTBEHHOIO IMpenapara, U3JaHHOW MPOU3BOAUTENIEM JIEKAPCTBEHHOTO
npernapara.
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2. B cnygae, eciu Bpen 310pOBBIO TPaXKAAaH MPUYMHEH BCIIEICTBHE MPUMEHEHHS JICKaPCTBEHHOTO
npernapara, MPUIIEANIEr0 B HETOJHOCTh B pE3yJbTaTe HapyIICHUS NPaBUI XPAHEHUS JICKAPCTBEHHBIX
CpEeACTB, MPaBUJI ONTOBOW TOPrOBIM JIEKAPCTBEHHBIMH TpenapaTaMu, MPaBUJl OTITYCKa JIGKAPCTBEHHBIX
MpernaparoB, IPaBHJ W3TOTOBICHHS M OTIYCKAa JICKAPCTBEHHBIX IPENapaToB, BO3MEIICHHE Bpena
OCYIIECTBISICTCS COOTBETCTBEHHO OpraHM3alKedl ONTOBOH TOProBIM JIEKAPCTBEHHBIMH CpEICTBAMH,
anTeYHOH OpraHu3aluel, WHIAUBHIYAIbHBIM TpPEANPUHUMATEIIEM, HMCIONUMH JIMICH3UIO Ha
(bapMareBTUYECKYI0 JEATEIbHOCTh WM JIMIEH3UIO HAa MEAMLIUHCKYIO JeSTeTbHOCTh, MEIMIMHCKON
OpraHu3aiyeil, WMEIOIIEH JIMIEH3UI Ha (apMaleBTUYECKYIO JeSITeIbHOCTh (ee 000COOJICHHBIM
nojpasnenenueM (amOynaropueil, GenpamepckuM U (QenpAlepcKo-aKyIIepCKUM MTYHKTaMH, IIEHTPOM
(otmenenuem) oOrieil BpaueOHOM (CEeMEWHOM) MPaKTHUKH), PACIOJIOKEHHBIM B CEIBCKOM HACEJICHHOM
MyHKTE, B KOTOPOM OTCYTCTBYET alTeyHas OpPraHu3alus), JOMYCTUBIIMMH MPOJAXXy HIU OTIYCK TaKOTO
JICKApCTBEHHOTO Mperapara.

(B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-03)

3. Bosmemenue Bpena, NPUUMHEHHOTO 3[0POBBIO Tpak[JaH BCIEACTBUE IPUMEHEHUS
JIEKapCTBEHHBIX IPENapaToB WM COBEPLICHMS] IMPOTUBONPABHBIX JEHCTBUN CyOBEKTaMu OOpalleHUs
JICKapCTBEHHBIX CPEACTB, OCYLIECTBISIETCS B COOTBETCTBUM C 3aKOHOJATENbCTBOM Poccuiickoit
denepanuu.

Mnaea 16. 3AKITIOMYUTEJIbHbLIE NMOJIOXEHUA

Cratba 70. O npu3HaHMM yTPaTUBLULUMMU CUNY OTAESIbHbIX 3aKOHOAAaTeNbHbIX aKTOB
(nonoxeHun 3akoHoaaTenbHbIX akToB) Poccumckon depepaumm

HpI/ISHaTL YTpaTUuBIIUMH CUITY:

1) ®enepanbubiii 3akoH oT 22 wuwoHiA 1998 roma N 86-@3 "O nexkapcTBeHHbBIX cpeacTBax'
(CoOpanue 3axkoHonatenscTBa Poccuiickoit @enepamnu, 1998, N 26, ct. 3006);

2) ®enepanbublil 3akoH OT 2 stHBaps 2000 roga N 5-®3 "O BHeCEHUH U3MEHEHUS U TOTIOJHEHUN B
@enepanbubiii 3akoH "O nexapcTBeHHbIX cpencTBax" (CoOpanue 3akoHoAarenbcTBa Poccuiickoit
®enepanun, 2000, N 2, cT. 126);

3) crarbio 40 denepanbHoro 3akona ot 10 stBaps 2003 roma N 15-D3 "O BHeceHHH H3MEHEHHI U
JOTIOJIHEHU B HEKOTOPBIE 3aKOHOJAATENbHBIE aKkThl Poccmiickon Penepanuu B CBA3U C INPUHATHEM
@enepanbHoro 3akoHa "O  JMIEH3UPOBAHMU  OTAENBHBIX BHJOB jedrenbHocTH"  (CoOpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2003, N 2, ct. 167);

4) cratpio 31 denepanpHoro 3akona ot 30 utons 2003 roga N 86-d3 "O BHeceHHH W3MEHEHHH U
JOTIOJIHEHU B HEKOTOPBIE 3aKOHOJATENbHbIE akThl Poccuiickon denepanuy, NpU3HAHUN YTPATUBIINMHU
CWIIy OTHCNIBHBIX 3aKOHOAATENbHBIX akTOB Poccuiickoil denepannu, NpenoCTaBICHUH OTAEIBHBIX
rapaHTUil COTPyIHUKAM OpraHOB BHYTPEHHHUX JI€JI, OPTaHOB 10 KOHTPOJIIO 32 000POTOM HapKOTUYECKUX
CPEACTB M TCUXOTPOIHBIX BEIIECTB M YIpa3JHAEMBIX (efepalbHbIX OPraHOB HAJIOTOBOW IMOJIMIMH B
CBSI3M C OCYIIECTBICHHEM MeEp IO COBEPIIEHCTBOBAHHIO rocynapcTBeHHoro ympasineHusa" (Cobpanue
3akoHoaarenscTBa Poccuiickoit denepanuu, 2003, N 27, ct. 2700);

5) crateio 101 denepanproro 3akona ot 22 asrycrta 2004 roga N 122-03 "O BHeCeHHH W3MEHCHHHA
B 3aKoHoAaTelbHble akThl Poccuiickoil denepanuum M NPU3HAHUM YTPATUBIIUMH CHIIy HEKOTOPBIX
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3aKOHO/aTeNbHbIX akToB Poccuiickoit ®denepanuu B cBsizu ¢ npuHsitueM DenepanbHbiX 3aKoHOB "O
BHECCHHHM HM3MCHECHHMH M nomnojHeHuid B DenepanbHbiii 3akoH "OO 00mMMX MPUHIUIIAX OPTaHHU3AIUN
3aKOHOJIATENbHBIX (MPEICTABUTENbHBIX) U HCIOJHUTEIBHBIX OPraHOB TOCYJApCTBEHHOM BIIACTU
cyorektoB  Poccmiickoit  ®Depepanmu” wu  "OO0 o0mmMX NOpPUHOHWIAX OPTraHU3alMd  MECTHOTO
camoynpasiienus B Poccuiickoii @enepanuun” (CoOpanue 3akoHonarenbctBa Poccuiickoit denepanuu,
2004, N 35, ct. 3607);

6) crarbio 28 denepanbHoro 3akona ot 18 mexadps 2006 roga N 231-d3 "O BBeaeHUH B ICHCTBHE
yacTu dYeTBepToi ['paxkmanckoro konaekca Poccuiickoit ®denepanun" (CoOpaHue 3aKOHOIATEIHCTBA
Poccuiickoit ®eneparuu, 2006, N 52, ct. 5497).

CraTtba 71. BctynneHue B cuny HacTtosiwero PegepanbHOro 3akoHa

1. Hacrosimuit @enepanbHblil 3aKOH BeTymnaeT B cuiy ¢ 1 centsiops 2010 roxa.

2. JlexapCTBEHHBIE CpEACTBA, 3aPErMCTPUPOBAHHBIE O JHSA BCTYIUIEHHS B CHJIy HAaCTOSILErO
@DenepallbHOTO 3aKOHA, IMOJIEKAT BKIYECHHUIO B TOCYAAPCTBEHHBIE PEECTPBI JICKAPCTBEHHBIX CPEICTB C
BHECEHHEM YyKa3aHHbIX B yacTu 1 crtarbu 33 Hacrosmero denepanbHOr0 3aKOHa CBEIEHUI 00 ITHX
JICKApCTBEHHBIX CPEJICTBaX 0€3 NPOXOXKICHHWS BHOBH NPOIEAYpPHl TOCYJAPCTBEHHON pETUCTpAINH
JIEKApCTBEHHBIX IIPETApaToB.

3. l'ocymapcTBeHHAsT perucTpanus JeKapCTBEHHBIX MPEIapaToB, 3a HCKIIFOUEHUEM JICKApCTBEHHBIX
MpenapaToB ISl MEIUIIMHCKOTO NMPUMEHECHHUsS, NPEJCTABICHHBIX HA YKAa3aHHYIO PETHCTPALUIO IO JTHS
BCTYIUICHHUS B CHITy HacTosmero denepaibHOro 3aKOHA, OCYIIECTBIISIETCSI B COOTBETCTBUU C HACTOSIIIIUM
denepanbHBIM 3aKOHOM Ha OCHOBAaHUH JIOKYMEHTOB W JIAHHBIX, NIPEJCTABJICHHBIX JIO JIHS BCTYIUICHUS B
city Hacrosimero denepanbHOTO 3aKOHA.

(B pen. @enepanbHoro 3akona ot 11.10.2010 N 271-D3)

3.1. I'ocynapcTBeHHas: perucTpalus JeKapCTBEHHbIX MpenapaTroB sl MEAUIIMHCKOTO IPUMEHEHUS,
NPEJCTaBICHHbIX Ha TOCYJapCTBEHHYIO PETUCTPALMI0 JO JHS BCTYIUIGHHS B CHJy HACTOSIIEro
@denepalbHOTO  3aKOHa, M TOCYJAapCTBEHHAas perucTpalnus JEKapCTBEHHbIX IpernaparoB s
MEIULUHCKOTO TPUMEHEHUs, MpPEICTaBICHHBIX Ha OJKCIEPTH3Yy JIEKapCTBEHHBIX CpPEACTB A0 JHS
BCTYyIUIEHUSI B cuily Hactosiuiero denepanbHOro 3akoHa B LIENSAX HUX MOCIENYIOIIEH rocyaapCTBEHHOU
perucTpanyy, OCYIIECTBISIOTCS Ha OCHOBAaHMM JIOKYMEHTOB M JaHHBIX, MPEJICTABICHHBIX 10 JHS
BCTYIUIEHUSI B CUIy Hactosiero @enepasbHOro 3aKOHA, a TaKXKe 3asiBJIEHUS O TOCYAapCTBEHHOU
perucTpalyy JEeKapCTBEHHOTO Ipernapara, MpeACTaBICHHOTO IPOU3BOAUTENIEM JIEKAPCTBEHHBIX
[IpernapaToB WM YIOJIHOMOYEHHBIM UM JIMLIOM B COOTBETCTBUU C HacTosuMM deaepanbHbIM 3aKOHOM B
YIIOJIHOMOYEHHBIN (hefiepaibHbI OpraH UCTIONHUTENbHOU BiacTu 10 1 maprta 2011 rona, 6e3 TpeboBaHUs
yIUIaThl TOCYTapCTBEHHOM MMOUUIMHBI, IPEYCMOTPEHHON 3aKkoHOAaTenbcTBOM Poccuiickon denepanuu o
Hajorax u cobopax.

(dactb 3.1 B pen. denepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.2. IloaTBep:kieHuUE TroOCYJapCTBEHHOM PETUCTPALIMM  JIEKAPCTBEHHBIX IPENaparoB s
MEAUIIMHCKOTO MPUMEHEHHUS, IPEACTaBICHHBIX AJISl MOATBEPK/IEHUS TOCYIapCTBEHHON PErucTpaluu 10
IHS BCTYIUIEHHA B CHIy Hacrosiuero @denepanbHOro 3aKOHA, U IOJATBEPKIEHHE TIOCYAAPCTBEHHOU
perucTpalmy JIEKApCTBEHHBIX MPENapaToB JUIsl MEIWLMHCKOrO IPUMEHEHHUs, IPEICTaBICHHBIX Ha
AKCIIEPTU3Y JIEKAPCTBEHHBIX CPEJCTB A0 JHS BCTYIUIEHUS B cUily Hacrosiero denepanbHOro 3akoHa B
LEeISIX TIOCIENYIOMIer0 MOATBEPKACHUS HUX TOCYJAapCTBEHHOM perucTpamuy, OCYILECTBISIOTCS Ha
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®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

OCHOBAaHMM JOKYMEHTOB U [AHHBIX, MPEJICTABICHHBIX JO IHS BCTYIUIGHUS B CHUJIy HACTOSIIETO
@DenepalibHOTO 3aKOHA, a TaKXKE 3asdBJICHUS O MOJITBEPXKICHUU TOCYJApPCTBEHHOM pPErucTpaluu
JIEKApCTBEHHOr'0 TIpernapara, MPeACTaBICHHOIO IPOU3BOJUTEIEM JICKAPCTBEHHBIX IMpEnapaToB WIN
YIOJTHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUU ¢ HacTosimiuM DenepanbHbIM  3aKOHOM B
YIIOJTHOMOYEHHBIN (efiepabHBIN OpraH UCIIOHUTENbHON BiacTu 10 1 mapra 2011 rona, 63 TpeboBaHus
YILJIAThl TOCYIApPCTBEHHOW MOIUIMHBI, TPEAYCMOTPEHHON 3aKOHOIaTelIbcTBOM Poccuiickoit denepannu o
Hajorax u coopax.

(dactb 3.2 B pen. GenepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.3. IlpunsAtue pewmieHUss O BHECEHMM M3MEHEHMH B JOKYMEHTBI, COJEp)Kalluecs B
PETUCTPALIMOHHOM JIOCh€ Ha 3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpemnapar A MEIUIMHCKOTO
IIPUMEHEHUS U TPEACTaBJIEHHBIE /0 JIHSA BCTYIUIEHUS B CWIy Hacrosiero ®enepanbHOro 3aKoHa, U
MIPUHATHE PEIICHUS O BHECEHUH U3MEHEHUH B JJOKYMEHTBI, COJIepKalleecs] B PETUCTPALIMOHHOM JIOChE Ha
3aperuCcTPUPOBAHHBIN JIEKAPCTBEHHBIN MpenapaT AJii MEIULIUHCKOTO IPUMEHEHHUS U MPECTaBICHHbIE HA
AKCIIEPTHU3Y JIEKApPCTBEHHBIX CPEJICTB JO JHS BCTYIUICEHHS B CHIIy Hactosuiero deaepaibHOro 3aKOHA,
OCYILIECTBIISIOTCS Ha OCHOBAaHUHM JOKYMEHTOB M JAHHBIX, MPEACTABIECHHBIX 1O JHS BCTYIUIEHUS B CHILY
Hactosmero denepanbHOr0 3aKOHA, a TaKXKE 3asABJICHHS O BHECEHWUM H3MEHEHUN B JOKYMEHTHI,
coJiepKalliecs B PErMCTPALlMOHHOM JIOChE Ha 3aperuCTPUpPOBAHHBIA JIEKAPCTBEHHBIN IpemnapaTr aJis
MEIUIIMHCKOTO MPUMEHEHUS, MPEICTaBICHHOIO MPOU3BOAMUTEIEM JIEKAPCTBEHHBIX MPErnapaToB WM
YIOJHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUM ¢ HacTosiiiuM @DenepanbHbIM — 3aKOHOM B
YIIOJTHOMOYEHHBIN (eiepalibHbII OpraH UCIIONHUTENbHOM BiaacTu 10 1 mapta 2011 rona, 6e3 TpeboBaHus
yIUIaThl TOCYIapCTBEHHOM MMOLUIMHBI, IIPEyCMOTPEHHOM 3aKOHOAaTenbCcTBOM Poccniickoit @enepannu o
Hajorax u coopax.

(gactp 3.3 B pen. deaepanbroro 3akona ot 29.11.2010 N 313-D3)

3.4. Bplgaua paspeuieHMH Ha INpPOBEICHHE KIMHUYECKUX HCCIIEOBAaHUM JIEKapCTBEHHBIX
[IpenapaToB sl MEJULUHCKOTO NMPUMEHEHMSI 10 3asBJICHUSM, MOJAHHBIM 0 THS BCTYIUIEHUS B CUILY
HacTosAuero denepanbHOro 3aK0HA, a TAKXKE 0 3asIBICHUSAM, MOJAaHHBIM I10CJE JHS BCTYIUIEHHS B CHILY
HacToduero deaepanbHOro 3aKOHAa HA OCHOBAHUM 3KCIIEPTHU3, MPOBEACHHBIX /10 JHS BCTYIUIEHUS B CUILY
HacTosAwmero denepanbHOrO 3aKOHA, OCYILIECTBISETCS B COOTBETCTBUM ¢ HacrosmuM denepanbHbIM
3aKOHOM Ha OCHOBaHHUH JOKYMEHTOB U JIaHHBIX, IPEICTABICHHBIX WJIU MOJYYEHHBIX J0 JIHS BCTYIUICHUS
B crily Hactosiero denepanpHOro 3aKoHa, a TAaKKE Ha OCHOBAaHUM KOIMU NPEABAPUTEIBHOIO J10r0BOpPa
0053aT€IbHOTO  CTPAaXOBAHUS KU3HHU, 3/0pPOBbS  IALIMEHTOB, YYAacCTBYIOIIMX B KIMHUYECKOM
UCCJIEIOBAaHUM JIEKAPCTBEHHOI'O Ipenapara A MEIMIHMHCKOrO IPUMEHEHHs, WM KOIMHM JOroBopa
0053aT€IbHOTO  CTPAaXOBAHUSA KU3HHU, 3/I0pPOBbS  MALIMEHTOB, YYACTBYIOIIMX B KIMHUYECKOM
HCCIIEIOBAaHUM JICKApPCTBEHHOTO Mpernapara s MEIUIMHCKOrO HMpPUMEHEeHHs, JHOO0 Ipe/CTaBIeHHON
KOIIUU JIOTOBOpa 0053aTeIbHOT0 CTPAXOBAHMS, 3aKIIOUEHHOTO B COOTBETCTBUH C TUIIOBBIMHU MpaBUIIaMU
00513aTENIBHOTO CTPaxOBaHUA, C YKa3aHUEM INpeAeIbHONM YHCICHHOCTH MAlMEHTOB, YYacTBYIOUIMX B
KIIMHUYECKOM MCCJIEIOBAHUU JIEKAapCTBEHHOI'O TMpenapara Uil MEIHUIMHCKOro TpUMEHeHus, 0e3
TpeOOBaHUS YIJIAThl TOCYIAPCTBEHHON IMOIIIMHBI, MPEAyCMOTPEHHON 3aKOHOMATEeNbLCTBOM Poccuiickoit
®denepanuu 0 HaJorax U coopax.

(uactb 3.4 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.5. 3aperucTpupoBaHHbIE B WHOCTPAHHOW BAJIOTE€ O JHS BCTYIUIEHHS B CHIIYy HACTOSIIETO
®denepanbHOTO 3aKOHA MPEIETbHBIE OTITYCKHBIE IEHBl MHOCTPAHHBIX IPOU3BOAMUTEINECH Ha JIEKAPCTBEHHBIE
mpenaparbl, BKIIOYCHHBIE B TEPEYCHb J>KHU3HEHHO HEOOXOJMMBIX M BAXKHEWIIMX JIEKaPCTBEHHBIX
MperapaToB, MOJIeKAT mepecueTy B pyonu mno kypcy LlentpansHoro 6anka Poccuiickoit denepainuu Ha

www.consultant.ru Crpanuua 140 uns 142
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=201689&date=11.01.2022&dst=100209&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=201689&date=11.01.2022&dst=100210&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=169970&date=11.01.2022&dst=100008&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=201689&date=11.01.2022&dst=100211&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=404731&date=11.01.2022&dst=100012&field=134

®depnepanbHblii 3akoH oT 12.04.2010 N 61-03
(peg. ot 11.06.2021)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHerus: 11.01.2022

nary, ycraHoBieHHYIO IIpaButenbctBoM Poccuiickoit @eneparuu, 6e3 TpeaCTaBICHUS 3asSBICHUS O
IepecyeTe LeHbl C BHECEHUEM COOTBETCTBYIOLMX M3MEHEHUH B FOCYJIApPCTBEHHBIN PEECTP MPEACIbHBIX
OTHYCKHBIX LEH IMPOU3BOJUTENICH Ha JICKAPCTBEHHBIE MpenapaThl, BKIOUCHHBIE B MEPEUYCHb KHU3HEHHO
HEO0OXOIMMBIX M BaKHEHIIIHNX JIEKApPCTBEHHBIX IPENapaToB.

(uactp 3.5 BBeaeHa denepanbubiM 3akoHoM OT 11.10.2010 N 271-D3)

3.6. 3aperucTpupoBaHHBIE JO JHS BCTYIUICHUS B cuiy HacTosmero ®denepanbHOro 3akoHa
NpeAelibHbIe OTHYCKHBIE II€Hbl POCCHUUCKUX MPOU3BOJUTENEH Ha JIEKAPCTBEHHbIE Ipernaparhl,
BKJIIOYCHHBIE B TMEpPEYeHb J>KM3HEHHO HEOOXOIMMBIX M BaXXHEUIIUX JICKAPCTBEHHBIX IpPENapaTos,
nojuiexar uHAekcauuu ¢ 1 HosOps 2010 roma wcxonas W3 MPOTHOZUPYEMOTO YPOBHSA WHQIISLNH,
ycTaHoBieHHOro deaepanbHbIM 3akoHOM OT 2 nekadbps 2009 roma N 308-d3 "O denepanbHoM Or0KETE
Ha 2010 rox u Ha mnanoBslit nepuo 2011 u 2012 ronos" na 2011 rog.

(dactp 3.6 BBeaeHa denepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. Ilocne 1 mapra 2011 roga He qomyckaroTCs MPOU3BOACTBO U BBO3 B Poccuiickyro ®denepariuio
JICKApCTBEHHBIX MPENapaToB B YIIAKOBKAaX ¢ MApPKUPOBKOW, KOTOpas Obllla HAHECCHA JI0 JIHS BCTYIUICHUS B
cury Hacrosimiero ®denepanbHoro 3akoHa. [1o WcTedeHWM yKa3aHHOTO CpOKa JaHHBIC JEKapCTBEHHBIC
npernaparbl MOTYT OTHYCKAThCS, PEATM30BBIBATHCS, IMEpeaBaTbCs W MPUMEHATHCS JIO MCTEUYCHUS HX
CpOKa roJTHOCTH.

(B pen. deaepanbhbix 3akoHOB 0T 29.11.2010 N 313-D3, ot 06.12.2011 N 409-D3)

4. Co nmHa BcTymiieHuss B cuity Hacrosimero ®denepanbHoro 3akona u mo 30 ampens 2011 roga
BKJIFOYMTEIBHO  JIONYCKAETCS IMPOBEJACHUE OSKCIEPTU3bl JICKAPCTBEHHBIX CPEJCTB  JKCIEPTaMU
OKCIICPTHOI'0  YUYPCKACHUA OO0 IMNPOXOXKACHHUA HWMH aTTCCTalMM B  HOPAAKC, YCTAHOBJICHHOM
YIIOJIHOMOYEHHBIM (he/iepaibHbIM OPraHOM HCIIOJIHUTEIBHOM BIACTH.

5. Co musa BcTyluieHHs B cuily Hacrosimiero ®eaepanbHoro 3akoHa u mo 31 mexabpst 2013 roma
BKJIFOUNTENBHO OCYLIECTBIISIETCA NEPEXO] K MPOM3BOACTBY JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU C
IIpaBWJIaMU OpTaHM3aIMK MPOU3BOJICTBA U KOHTPOJII KauecTBa JIEKAPCTBEHHBIX CPE/ICTB, YKa3aHHBIMU B
gactu | crateu 45 Hactosmero ®exepalpHOro 3aKkoHa, B MOJHOM oObeme. Cpoku mnepexona
MIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB K MX IPOU3BOJICTBY B COOTBETCTBUHU C KOHKPETHBIMH
TpeOOBAaHUSAMHU JAHHBIX NPaBWI, BKIIOYAs CPOKU aTTECTAl[MM YHOJHOMOYEHHBIX JIMI, YKa3aHHBIX B
gacTax 6 m 7 cratebum 45 Hacrosumero denepanpbHOrO 3aKOHa, yCTaHaBIMBarOTCA IIpaBuTenbcTBOM
Poccuiickoit denepanuu.

6. JIuueH3un Ha TMPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB, BblAaHHbe A0 | sHBaps 2014 rona,
neictByroT nocie | suBaps 2014 roma no MCTEYEHMs] CPOKA MX JEHCTBUSA IPU YCIOBHUH COOTBETCTBUS
JUIEH3UaTa MpaBUJaM OpraHU3alluy IPOU3BOJCTBA M KOHTPOJS KayecTBa JIEKAPCTBEHHBIX CPEACTB,
yKa3aHHBIM B 4acTH 1 ctarbu 45 HacTosmero @enepalbHOTO 3aKOHA.

7. ®opMUpOBaHHE TOCYIapCTBEHHOI'O 3a/laHHs Ha IPOBEIEHUE OHKCHEPTU3bl JIEKApPCTBEHHBIX
cpeacTB (enepanbHOMY rOCyIapCTBEHHOMY OIO/DKETHOMY YUPEXKICHHIO MO MPOBEACHUIO SKCIEPTU3BI
JIEKapCTBEHHBIX CPEJICTB U (PMHAHCOBOE OOECIEUEHUE BHIIIOJHEHHUS 3TOT0 3aJaHUsl OCYLIECTBISIOTCS B
NOpsAJIKE, yCTaHOBIEHHOM DenepabHbIM 3ak0HOM OT 12 ssHBaps 1996 roga N 7-@3 "O HEKOMMEpPUYECKUX
opraHu3anusx".

(uactp 7 BBeneHa DenepanbHbIM 3aKk0HOM OT 29.11.2010 N 313-D3)

IIpe3uneHt
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?:Ele?::qb&l; 32%'(205 ot 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"O6 0BpalLEHUM NeKapCTBEHHBIX CPeacTs" Aata coxparenns: 11.01.2022

Poccniickoit enepanuu

JA.MEJIBEJIEB
Mocxksa, Kpemiib
12 anpens 2010 roga
N 61-d3
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