NMPABUTENbCTBO POCCUNCKON ®EQEPALIUN

NMOCTAHOBJIEHUE
ot 5 anpens 2022 r. N 593

Ob OCOBEHHOCTAX
OBPALLEHUA NEKAPCTBEHHbBIX CPEACTB AlA MEAULUMUHCKOI O
NMPUMEHEHUA
B CIIYYAE AE®EKTYPbI U111 PUCKA BO3HUKHOBEHWUA OEDPEKTYPbI
JNNEKAPCTBEHHbIX NMPENAPATOB B CBA3U C BBEOEHMEM B OTHOLUEHUA
POCCUUCKON ®EOEPALIMXN OTPAHUYUTENBHbLIX MEP
OKOHOMMYECKOIO XAPAKTEPA

Cnucok M3MEHSIIUX JOKyMEHTOB
(B pen. IlocranoBnenus IlpaBurenscrea PO ot 14.11.2022 N 2056)

B cootBercTBUU ¢ yacThio 8 cratbu 13, yacthio 3.2 ctatbu 47 denepaibHOrO 3aKOHA
"O6 oOpaleHuu JIeKapCTBEHHBIX CpeACcTB" U MyHKTOM 3 yactu 1 crateu 18 denepanbHoro
3akoHa oT 8 Mapta 2022 1. N 46-®3 "O BHECEHMHU U3MEHEHHI B OT/IEJIbHBIC 3aKOHOJATEIbHbIC
akThl Poccuiickoit ®enepanun [IpaButenbctBo Poccuiickoit denepanny NoCTaHOBIISIET:

1. YTBepauTh mpuiaraeMpie OCOOCHHOCTH OOpaIIeHHs JIEKAPCTBEHHBIX CPEACTB IS
MEIUIIMHCKOTO MPUMEHEHHUSI B ciydyae AePEKTYphl WU PUCKAa BOZHHUKHOBEHUS JE()EKTYphI
JICKapCTBEHHBIX IPEINApPAaTOB B CBS3M C BBEACHUEM B OTHOWEHHHM Poccuiickoit deneparuu
OTPAaHUYHUTENHHBIX MEP SKOHOMUUYECKOTO XapakTepa.

2. YCTaHOBUTH, UTO MO 3asBICHUIO FOPUIUIECKOTO JIUIIA, JEHCTBYIOMIETO B COOCTBEHHBIX
MHTEpecax WM YIOJIHOMOYEHHOTO MPEACTABIATh HHTEPECH! IPYroro IPUANYECKOro JUla 1
3asBJISIOIIECTO  JIGKAPCTBEHHBIE  MpenapaTbl g MEAMIMHCKOTO MPUMEHEHUs Ha
rOCyJapCTBEHHYIO PETUCTPALNIO, TOJaHHOMY B YCTAHOBJIEHHOM MOpsAKe B MHUHHCTEPCTBO
3apaBooxpaHeHusi Poccuiickont ®denepanuu 10 AHSA BCTYIUIEHHS B CHJIy HACTOSIIETO
MOCTAHOBJICHHUS, B  CJIy4da€ HEBO3MOXXHOCTH TIPOBEIEHUS OKCIEPTHU3Bl  KadecTBa
JIEKaPCTBEHHOT'O CPEJICTBA B AKCIIEPTHOM YUPEXKICHUH, YKa3aHHOM B cTaThe 15 DenepanbHOro
3akoHa "OO oOpallleHuHu JIEKapCTBEHHBIX CpPeACTB" (B TOM YHUCIE MO MPUYMHE OTCYTCTBHS
obopynoBaHuss W (WIM) KOMIUIEKTYIOIIMX K HEMY, PacXOIHBIX MaTepualioB, 00pa3IloB
(dapmalleBTHUECKON CyOCTaHIIUU, TECT-IITAMMOB MHUKPOOPTaHU3MOB, KYyIbTYphl KIETOK,
00pa3IoB BEMIECTB, MIPUMEHIEMBIX JIJIs1 KOHTPOJISI KAa4eCTBA JIEKAPCTBEHHOT'O CPEJICTBA MyTEM
CpPaBHEHHUS C HUMH HCCIIEAYEeMOT0 JICKAPCTBEHHOTO CPEJICTBA, B KOITMYECTBAX, HEOOXOIMMBIX
JUTSI BOCTIPOM3BEICHUSI METOI0B KOHTPOJIST KauecTBa) JOIMYCKAETCsl TPOBEICHHUE dKCIEPTH3bI
KauyecTBa JIEKAPCTBEHHBIX CPEJACTB C  HCIOJb30BAaHUEM CPEICTB  JTUCTAHIIMOHHOTO
B3aUMOJICHCTBHUS, B TOM YHCJIE€ MOCPEJICTBOM ayAHO- WU BUICOCBS3H, MOPSIOK M (HOPMBI
KOTOPOTr'O OIpPEAENISIIOTCS JKCHEPTHBIM YUPEXKACHUEM IO COIVIACOBAHMIO C YKAa3aHHBIMHU
3asIBUTEIISIMU.

(B pen. Ilocranosnenus IlpasurensctBa PO ot 14.11.2022 N 2056)

3. Hacrosimee mocTaHOBIEHUE BCTymaeT B CHUJIY €O JHSA €ro oQuIMambHOTO

omyOnukoBanusi U Jneiicteyer mo 31 gekabps 2023 r., 3a UCKIIOYEHHEM IyHKTa 65



ocoOeHHOCTeH O0OpaleHus JIEKAapCTBEHHBIX CPEACTB sl MEAMLMHCKOTO MPUMEHEHHs B
cityyae Je(eKTypbl WM PUCKAa BO3HUKHOBEHMA Ae(EKTYphbl JEKapCTBEHHBIX MpenapaToB B
CBSI3U C BBeJEHMEM B oOTHoumeHun Poccuiickoil ®Penepanuu OrpaHUYMTEIBHBIX MeEp
SKOHOMMUYECKOTO XapakTepa, YTBEPXKICHHBIX HACTOALIUMM IIOCTAHOBJIEHUEM, KOTOPBIN
neiicteyer 10 1 pespans 2024 r.

(B pen. [locranosnenus IlpasurensctBa PO ot 14.11.2022 N 2056)

[Ipencenarens [IpaButenbcTBa
Poccuiickoit deneparuu
M.MUITYCTHUH

YTBepKIEHBI

nocranopyieHueM [IpaButenscTBa
Poccuiickoit @eneparnuu

oT 5 anpens 2022 r. N 593

OCOBEHHOCTHU
OBPALLUEHUA NEKAPCTBEHHbLIX CPEOCTB OJ1d MEOULIMHCKOIO
NMPUMEHEHUA
B CIIYYAE OE®EKTYPbI UNTK PUCKA BO3HUKHOBEHUA OE®EKTYPbI
NEKAPCTBEHHbBIX NMPEMNAPATOB B CBAA3U C BBEOAEHUEM B OTHOLUEHUU
POCCUUCKON ®EQEPALIUN OFPAHUYUTESNbHbLIX MEP
SKOHOMUYECKOIO XAPAKTEPA
Cnycok M3MEHAIINX TOKYMEHTOB
(8B pen. [locranoBnenus IlpaBurenscrea PO ot 14.11.2022 N 2056)

|. O6wme nonoxeHuns

1. Hacrosmuii JOKyMEHT omnpenensieT OCOOCHHOCTH OOpalleHusi JEeKapCTBEHHBIX
CpeAcTB B cilydae Ae(eKTypbl WIM PHCKa BO3HUKHOBEHHUS JAe(EeKTyphl JEKapCTBEHHBIX
IIpenapaToB B NEPUOJ BBEACHMS B OTHOUIEHMHM Poccuiickoil denepanuy OrpaHUIUTEIbHBIX
MEp SKOHOMHMYECKOI'O XapakTepa IpU YCIOBHUM COOTBETCTBUS JIEKAPCTBEHHBIX IPENApaToB
TpeOOBaHUSAM, YCTAHOBJIEHHBIM IpPU TOCYJIApPCTBEHHOM pETHUCTpAllMU, 32 HCKIIOYEHHEM
TpeOOBaHUN K TMEpPBUYHOW YIMAKOBKE, BTOPUYHOW (MOTPEOUTENHCKOW) YIAKOBKE U
MapKUpPOBKe, a TaKKe MPU HAIMYUU Ha BTOPHUYHOM (MOTpEeOMTENbCKOM) U MEPBUYHOM (eciau
IPUMEHUMO) YIAKOBKE CaMOKJeALIecs OSTHKETKH, coJepkamedl HHpopManuo o
JIEKapCTBEHHOM IIperapaTe Ha PyCCKOM SI3bIKE, B TOM UHUCIIE:

rOCy/JapCTBEHHOW pErucTpaliy JIEKAPCTBEHHBIX NPENapaToB Uil MEAULMHCKOIO
IIPUMEHEHHUS (Aajiee - JeKapCTBEHHBIN Npenapar);



BHECEHHUS M3MEHEHHMM B JIOKYMEHTBI, COACpXKAILIMECS B PErMCTPALMOHHOM [OChE Ha
BKJIIOYEHHYI0 B T'OCYJapCTBEHHBIH peecTp JEKapCTBEHHBIX CPEACTB (apMaleBTUYECKYIO
CyOCTaHIIO, TPOU3BECHHYIO JUISl peau3alu;

MIOATBEPKICHUS U OTMEHBI I'OCYIapCTBEHHOM PErUCTpaLy JIEKAPCTBEHHOIO IIpenapara,
3apEruCTPUPOBAHHOIO B COOTBETCTBUHU C HACTOSLIUM JOKYMEHTOM;

BBO3a HE3apErUCTPUPOBAHHBIX  JICKAPCTBEHHBIX  IPENapaToB, HUX IEPEBO3KY,
peanu3anuio, Iepenady, 10 OKOHYaHHUSA CpPOKa TOJHOCTH XPAaHEHHE, OTIIYCK, PO3HUYHYIO
TOProBIIO (B TOM 4YHCIE€ JUCTAHIMOHHBIM CIIOCOOOM), NPUMEHEHHE B YIAKOBKax,
IpeJHa3HauYeHHbIX I OOpallleHusl B MHOCTPAHHBIX TOCYAapCTBAX.

2. JledexTypa MM PUCK BO3HUKHOBEHMS J1€(EKTYpbl JEKApCTBEHHBIX IPENaparoB C
yKa3aHHMEM HAaUMEHOBaHUM (MEXAyHapOJHBIX HEMAaTeHTOBAHHBIX, WM XMUMHUYECKHUX, WU
IPYNIAPOBOYHBIX), UX (OPM, JO3MPOBOK, HAJTHMUUE TEPANEBTUUECKUX AHAIOTOB M B HWHBIX
clly4asXx OOpalleHMsI JIEKAPCTBEHHBIX IIPENapaToB OIPEAEISIOTCS MEXBEIOMCTBEHHOMN
KOMHCCHEM, TOJOKEHHE O KOTOPOM UM COCTaB yTBEPXKAAOTCA MUHHCTEPCTBOM
3napaBooxpanenus Poccuiickoit ®Deneparnuu  (majiee - MEXBEJOMCTBEHHAsE KOMUCCHSA).
Pemienne MeXBeJOMCTBEHHONH KOMHUCCHM O(OPMIISIETCS 3aKiIoUeHHeM, (Gopma KOTOpPOro
yTBepkaaeTcs MUHUCTEPCTBOM.

B mensx Hacrosmero IOKyMEHTa IIOJ TEpaleBTUYECKMM AaHAJIOTOM IIOHUMAEeTCs
JIEKapCTBEHHBIN IIpenapaT, MEKIYHapOJHOE HENATEHTOBAHHOE HAaWMEHOBAHHME KOTOPOIO
3apeructpupoBaHo B Poccuiickon denepanuu, B TOM YHCIIE KOTOPBIM paHee 3aperuCTpUpOBaH
B Poccuiickoii denepanu ¥ B OTHOIICHHMH KOTOPOTO TMPHUHATO peIIeHHe 00 OTMeHe
roCy/1apCTBEHHON pErucTpaiii B COOTBETCTBUM C MyHKTaMH 2 - 8 cTaTtbu 32 PenepanbHOro
3akoHa "OO oOpamieHuu JIeKapCTBEHHBIX CPEACTB", OTHOCSIIMICS K TOM  XKe
(hapMakoTepaneBTUYECKONW TpYyIIe, BO3ICUCTBYIOIIMM HAa Ty e OuoMHUIIeHb (WM ee
pelenTop) U NpUMEHsSEMBbI [0 OJHOMY W3 MOKa3aHUH, 4YTO M JIEKapCTBEHHbIN Mpenapat, B
OTHOILIEHUH KOTOPOTI'0 MEKBEJOMCTBEHHOM KOMUCCHEN yCTaHOBJIEHA JeEeKTypa NI PHUCK ee
BO3HUKHOBEHHMs. TepaneBTHYECKas aHAJIOIMYHOCTb YCTAHABIMBAETCA MEXKBEIOMCTBEHHOMN
KOMMCCHEM.

CBeneHus 0 pelIeHus X MEKBEJOMCTBEHHON KOMUCCUH Pa3MeIIaoTcsl Ha 0(UIIUAIbHOM
cailte MunucrepctBa 31apaBooxpaHeHusi Poccuiickoit ®enepauuu B MHGOPMaIMOHHO-
TeJleKOMMYHUKalnoHHOU ceT "MuTepHer" (nanee - cets "MuTepHet").

B cocTaB MeXBEeTOMCTBEHHOM KOMMCCHM BKJIFOUAIOTCS MpPEICTaBUTENN MUHHCTEPCTBA
IIPOMBILIIEHHOCTH U ToproBiu Poccuiickonn @enepaunu, DenepasbHOM TaMOKEHHON
ciyx0bl, DenepanmbHON CiIykObl MO Haa30py B cdepe 3ApaBOOXpaHEHHUS M APYTHX
3aWHTEPECOBAHHBIX (pe/iepabHBIX OPraHOB UCTIOJIHUTEIBHOM BIACTH.

Il. Oco6eHHOCTN rocyaapCTBEHHOM perucTpauum
NeKapCcTBEHHbIX NpenapaTtoB

3. TocymapcTBeHHass perucTpanus JIEKAPCTBEHHBIX IIPENAPATOB OCYIIECTBISICTCA
MunucrepcTBoM 31paBooxpanenus Pocculickoit @enepanuu.

4. JIns rocy1apCTBEHHOM PETUCTPALIMHU JIEKAPCTBEHHOTO IIpenapaTa IopUANYECKOE JIMILIO,
JeCTBYIONIEE B COOCTBEHHBIX MHTEpECax WM YIOJHOMOUYEHHOE NPEICTABIATh MHTEPECHI
JIPYroro IOPUIAYECKOro JIMLA, 3asBIISIOLIEE JIEKAPCTBEHHBIN MperapaT Ha rOCyI1apCTBEHHYIO



perucrpanuio (najee - 3asBUTENb), NpeAcTaBisieT B MUHUCTEPCTBO 3ApaBOOXPAHEHUS
Poccuiickoit deaepannn B GopMe AIEKTPOHHBIX JOKYMEHTOB, MOAMUCAHHBIX JICKTPOHHOMN
MOAMNMCHIO, CIEAYIOIIHNE JOKYMEHThI U CBEICHMUS:

a) 3asBJICHHUE O FOCYIapCTBEHHON PETUCTPALIMU JEKAapCTBEHHOI'O IIperapara, B KOTOpoM
YKa3bIBAIOTCA:

HAaUMEHOBAHUE, aJIPEC MECTA HAXOXK/ICHUS 3asBUTEISI U IPOU3BOIUTENS JIEKAPCTBEHHOTO
mpernapara, CBeIeHHs 00 WX pErHCTpallid B KauecTBE HAJIOTOIJIATEJbIIMKAa B CTpaHe
peructpauuu (IUIsl POCCHUMCKUX IOPUIUYECKUX JHUI[ - WACHTU(DUKALMOHHBIA HOMEp
HaJIOroIUIaTeNbIlMKa, /i1 HWHOCTPAHHBIX IOPUIMYECKHUX JIMI - CTpaHa pPErucTpaluy,
HAaMEHOBAHHE  PETUCTPUPYIOLIETO oprasa, PErucTpaliOHHbIN HOMED, KOJ
HAJIOTOIIATENBIINKA B CTPaHe perucTpanuu (MHKOPIIOpallii) UITK €0 aHaJIor) U aJipec MecTa
OCYIIIECTBJICHUS POU3BOACTBA JIEKAPCTBEHHOI'O IpenapaTa (B ciay4yae HAJIUYMsI HECKOIbKUX
YYaCTHUKOB IIpollecca €ro IpPOU3BOJCTBA HEOOXOAMMO YKa3aTh KaXXJOrO0 YyYacTHHKa B
COOTBETCTBUH C OCYLIECTBIIIEMOI CTaaueil MpPOU3BOACTBA);

HAaUMEHOBAHUE JIEKAPCTBEHHOI'O IpernapaTa (MEeXIYHapOoJHOE HENAaTEHTOBAHHOE, WJIU
TPYNIUPOBOYHOE, WM XUMHUYECKOE) U €r0 TOProBOE HAUMEHOBAHHUE;

NepeuYeHb JCHCTBYIOIIMX W BCIOMOTraTElIbHBIX BEIIECTB, BXOJSIIMX B COCTaB
JIEKApCTBEHHOTO IperapaTa, C yKa3aHueM KOJMYECTBA KaKI0T0 U3 HUX;

JeKapcTBeHHas GopMa, TO3UPOBKA, CIOCOOBI BBEIEHUSI U IPUMEHEHHsI, CPOK TOJJHOCTU
JIEKapCTBEHHOI'O IIperapara;

dapmakoTepaneBTHUeCKas ~ IpyINna, KoOJ  aHAaTOMO-TEpaneBTHYECKO-XMMHUYECKOM
KJIaccupUKaluM, peKoMeHJoBaHHOW BcemupHO  opraHusanuei  31paBOOXpaHEHUS,
3asiBJIsIeMble MTOKa3aHUs ISl IPUMEHEHUS JIEKapCTBEHHOTO Mpenapara;

HeoOxoauMmocTh ogopMieHUsl paspelieHuss Ha BB03 B Poccuiickyro denepannio
KOHKPETHOW MapTUH 3aperMCTPUPOBAHHBIX U (WJIM) HE3apErMCTPUPOBAHHBIX JEKAPCTBEHHBIX
CPEICTB, NPEAHA3HAUYEHHBIX JJI IPOBEAEHUS DKCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB B LIENAX
roCy1apCTBEHHON PETUCTPALIUN;

CBe/IeHUs 00 ymiaTe rocy/1apCTBEHHOM MOIIIHHBI,

0) 3aBepeHHass B YCTAHOBJIEHHOM IOpPSIKE KOMUS JIOKYMEHTa Ha PYCCKOM SI3bIKE,
MOATBEPKIAOIIEr0 MPAaBOMOYHOCTh 3asiBUTENs IOAaBaTh 3asBJIEHUE O TOCYJIAapCTBEHHOU
pEerucTpalny JIEKapCTBEHHOTO MperapaTa (JI0BepeHHOCTh);

B) CBEJEHMS O JaTe MpPEJOCTaBICHUS U PETUCTPAMOHHOM HOMEpE JIMIEH3UU Ha
MIPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB, WIM KONUSA 3aKIOYEHHs O COOTBETCTBUU
NPOU3BOUTENSl  JIGKAPCTBEHHBIX  CPEACTB  TpeOOBaHMSIM  MpaBWJI  HaJuIeXallei
MIPOU3BOJICTBEHHON TMpPAaKTUKH, WJIM KOMUs cepTH(]UKAaTa COOTBETCTBHS IMPOU3BOAUTEIS
JIEKapCTBEHHBIX CPEJICTB I METUIIMHCKOTO TPUMEHEHHSI TPEOOBAHUSIM MPABUIT HAJUIeXKAaIeH
MPOU3BOJACTBEHHON MPAKTUKKM EBpa3suiCKOrO0 HKOHOMHYECKOIO  COK03a, BbIJAHHBIX
MuHHCTEPCTBOM TNPOMBINIIEHHOCTH W TOproeiau Poccuiickont ®enepanyii B OTHOLIEHUH
MIPOM3BOJICTBEHHOMN TUIOIIAKH PErUCTPUPYEMOTO JIEKapCTBEHHOTO Mpenapara, B ciiydae, €ciiu
MPOU3BOJCTBO JIEKAPCTBEHHOTO IMpenapara OCYIIECTBISETCS Ha Tepputopur Poccuiickoin
®denepaunu;

I') KON BBIJAHHON YIOJHOMOYEHHBIM OPTaHOM CTPAHBI-IIPOM3BOAMUTENS JULEH3UU HA
MIPOU3BOJICTBO  JICKAPCTBEHHOTO Ipemapara (Iub0 CBeJeHHs O JaTe BbJIAYM U
PETUCTPAllMOHHOM HOMEpE JIMLEH3MH) U €€ IEpPEeBOJ Ha PYCCKUM S3bIK, 3aBEPEHHBIE B



YCTAaHOBJICHHOM TMOPSIKE, a TaKKe KOMHS 3aKJIFOUYEHUS O COOTBETCTBUHM IPOU3BOJUTEIS
JIEKapCTBEHHBIX CPEACTB TPEOOBAHUAM IMPaBUI HaJUIekKalleld MPOU3BOJICTBEHHOM MPAKTUKHU,
BBIJJAHHOTO MMHHMCTEPCTBOM IPOMBIIUIEHHOCTH M TOproeiau Poccuiickoit @enepaunu, uin
KOnusl cepTH(HKaTa COOTBETCTBUS IPOU3BOAUTENS JICKAPCTBEHHBIX CPEACTB IS
MEIUIMHCKOTO IPUMEHEHHUsI TpeOOBaHUSAM MpaBW HaJUIeXkKalled IpPOU3BOJCTBEHHOM
npakTUKu EBpa3suilckoro sKOHOMHMUYECKOIO CO03a, BBIIAHHOTO YIIOJIHOMOYEHHBIM OpPIaHOM
rocyiapcrea - 4ieHa EBpa3WiiCKOro  3KOHOMHMYECKOIO  COK03a B OTHOLIEHUH
MIPOU3BOJICTBEHHOW  IUIOMIAJKU  PETUCTPUPYEMOro  JIEKapCTBEHHOIO  Ipemnapara,
roCy/IapCTBEHHasl PETUCTpalus KOTOPOro TMOATBEPKIACTCS, WJIM KOMHS  pPElIeHUsS
MuHucTepcTBa TPOMBINUICHHOCTH W TOproBiau Poccuiickoit denepanuu O MPOBEACHUU
(dbapmalleBTUUECKON HHCIEKIMHA TPOU3BOJCTBA JIEKAPCTBEHHBIX CPEICTB B Cyyae, eCiH
IIPOU3BOJICTBO JIEKAPCTBEHHOI'O IIpenapaTra OCYIIECTBISAETCA 3a IpeaesaMu Poccuilckon
®denepauuu;

(B pen. [locranosnenus IlpasurensctBa PO ot 14.11.2022 N 2056)

1) IPOEKT MHCTPYKLUHU 110 MEAUIIMHCKOMY IPUMEHEHHUIO JIEKApCTBEHHOTO Ipernapara,
CoJiep>Kallel CIeayIoe CBeICHHUS:

HAaUMEHOBAaHHE JIEKAPCTBEHHOIO MperapaTa (MeXIyHapOoJHOE HEMaTeHTOBAHHOE, WIU
TPYNIUPOBOYHOE, WM XUMHUYECKOE) U €r0 TOPrOBOE HAUMEHOBAHHUE;

JeKapcTBeHHas ¢opMa € yKa3aHMEM HAaUMEHOBAaHUI U KOJMYECTBEHHOTO COCTaBa
NEHCTBYIOIMX BELIECTB M KaueCTBEHHOIO COCTaBa BCIIOMOTATENIbHBIX BELIECTB (IpU
HE00XOIUMOCTH KOJIMUYECTBEHHOTO COCTaBa BCIIOMOTATENIbHBIX BELIECTB);

OIMCaHNE BHEIIHETO BH/IA JIEKAPCTBEHHOTO Mpernapara;

¢u3uKo-xuMHUecKue cBOMCTBAa (1 paauodapMaleBTUUECKUX JIEKapCTBEHHBIX
[IpenapaToB);

dapmakoTepaneBTHUecKas TpyIIa, KOJ JEKapCTBEHHOIO Ipernapara IO aHaTOMO-
TepaneBTUYECKO-XUMUYECKOU KJaccu(ukanu, PEKOMEHI0BaHHOU Bcemunpnoit
OpraHM3aled 31paBOOXpaHEHMs, WIM YKa3aHUE '"TOMEONATUYECKUH JIEKapCTBEHHBIN
npenapar';

(dapmakoguHaAMUKa U GapMaKOKHMHETHKA,

MOKa3aHus AJi1 IPUMEHEHUS;

MIPOTUBONOKA3aHUS JIJIsl IPUMEHEHUS;

MepbI MPEJOCTOPOKHOCTH MPU MPUMEHEHUH;

yKa3zaHHe BO3MOXHOCTH M OCOOEHHOCTeH NpUMEHEHHUs JIeKapCTBEHHOI'O Iperapara
OepeMeHHBIMU KEHIIMHAMH, >KEHIIMHAMH B MEPUOJl T'PYJHOTO BCKapMIIMBAHUS, JETHMH,
B3pPOCIIBIMHU, UMEIOIIMMHU XPOHUYECKHE 3a00JIeBaHuS;

PEXUM JI03UPOBAHMS, CIOCOOBI BBEJICHUS U MPUMEHEHHUS, IPU HEOOXOIUMOCTH BpeMs
IpremMa JIEKapCTBEHHOTO Mpernapara, MpoJoJKUTEIbHOCTD JIEYEHUS, B TOM YHUCIIE Y JeTeH 10
1 TIOCTIE OJTHOTO T'0/1a;

BO3MO)KHBIE HEXKEJIaTeIbHbIE PEaKI[UH MPU IPUMEHEHUH JIEKAPCTBEHHOTO Mpernapara;

CUMITOMBI MIEPEA03UPOBKHU, MEPHI 110 OKa3aHUIO TOMOIIIH MPH MEPET03UPOBKE;

B3aMMOJEICTBUE C APYTMMH JIEKAPCTBEHHBIMU IpenaparaMd M (MiIM) MHUILIEBBIMU
IIPOAYKTaMH;

(bopMBI BBITTyCKa JIEKApCTBEHHOTO Mperapara;



yKazaHue (Ipu HEOOXOAUMOCTH) OCOOCHHOCTEHN ACMCTBUS JIEKAPCTBEHHOIO Mpernapara
IIPH TIEPBOM NPUEME UJTU TIPU €r0 OTMEHE;

onucanue (IMpu HEOOXOIUMOCTH) ACHCTBUI Bpada ((enpamiepa) v (WiK) marueHTa npu
MPOIYCKEe MpreMa OJTHOM MM HECKOJIBKHX /103 JIEKAPCTBEHHOTO Mperapara;

BO3MOXXHOE BIHUSHHE JIEKAPCTBEHHOI'O TMIpermapara Ha CIIOCOOHOCTh YIPaBISATh
TPAaHCIIOPTHBIMU CPEJCTBAMH, MEXaHU3MAaMHU;

CPOK TOJHOCTH M yKa3aHHE Ha 3alpeT NMPUMEHEHHUs JIEKapCTBEHHOIO Iperapara Io
UCTEUYEHUHU CPOKA TOJTHOCTH;

YCIIOBUSI XpaHEHHUS;

yKa3aHue Ha HEOOXOJMMOCTh XpaHEHUs JeKapCTBEHHOro TIpernapara B MecTax,
HEJOCTYMHBIX JIsl IeTeH;

yKazaHue (Ipu HEOOXOAMMOCTH) CIELMAJIbHBIX MEp MPEeAOCTOPOKHOCTH IpU
YHUUYTOXXEHUU HEHCIIOIB30BAHHBIX JIEKAPCTBEHHBIX MPETapaToB;

YCIIOBHS OTITYCKa;

HAaNMEHOBAHMA W  aJpeca  NPOHM3BOJICTBEHHBIX  IUIOMIAJOK  IPOM3BOIUTEIS
JIEKapCTBEHHOT'O IIperapara;

HAaUMEHOBAaHUE, aJpPec OpPraHU3aliU, YIOJTHOMOYEHHOH JepKaTelleM WM BJaiesblieM
PETUCTPALIMOHHOTO YAOCTOBEPEHUs JIEKApPCTBEHHOTO Mpernapara Ha MPUHATHE MPETEeH3UN OT
MOTpeOUTEIIs;

€) HMHCTPYKLIUS 10 MEAWIMHCKOMY NPUMEHEHHIO WIIM KpaTKas XapaKTepHCTHKA
JIEKApCTBEHHOTO TpeTapara, yTBEpKJACHHbIE B CTPaHe IPOU3BOIUTENS (€CITH TPUMEHHIMO);

) TIPOEKTHI MaKETOB TEPBUYHON YMAKOBKM W BTOPUYHOH YIAaKOBKU JICKAPCTBEHHOTO
npernapara;

3) TPOEKT HOPMAaTHUBHOM JIOKyMEHTAllMM WJIA HOPMATHBHOTO JOKYMEHTa Ha
JIeKapCTBEHHBIH Mpemnapar;

M) JTOKYMEHT, cojepxamuil MHpopManuio O HaJU4ud WIK 00 OTCYTCTBHM (DaKTOB
perucTpanum JeKapcTBEHHOT 0 Mpernapara 3a npenaenamu Poccuiickoit deneparuu;

K) KOMMHM JOKYMEHTOB, 3aBEpEHHBIX 3asBHUTENEM, MOATBEPXKIAIOMUX  (QaKT
rOCYJapCTBEHHON PETUCTpAIMH JIEKAPCTBEHHOTO Tperapara ¢ TaKUM K€ MEXIyHapOIHBIM
HEMAaTeHTOBAaHHBIM HauMeHOBaHHeM B Poccuiickoit ®denepannu B KadecTBe opdaHHOTO
JIEKApCTBEHHOTO TIpeTapara;

J) TUTaH YIIPaBIICHHS PUCKAMU JIJIsi OMOJIOTHYECKUX MPETapaTos;

M) JIOKyMEHT O cucreMe (apMakoHaA30pa  JepkaTens WIM  BIajenbla
PETUCTPAIIMOHHOTO YJIOCTOBEPEHHUS JIEKAPCTBEHHOTO MTpenapara;

H) JOKYMEHT, TMOATBEp)KIAIOIIUNA KauecTBO JIEKApCTBEHHOTO Ipernapara 3 cepuit
(MpOTOKOJ aHANM3a WK cepTU(UKAT aHaIM3a), OHA U3 CEPHIl KOTOPOTO JOKHA COBIAIATh C
cepueit oOpa3la JIEKApCTBEHHOTO TMperapara JUisl  MEAWIIMHCKOTO  NPHMEHEHHUS,
MPEJICTaBIICHHOTO Ha TOCYAapCTBEHHYIO PETUCTPAITHIO;

0) KOMHS JTOKYMEHTa, COJIEPKAIIETO CICAYIONTy0 HHpopMaIuio o ¢hapMareBTUIeCKOn
cyOcTaHuu Wik (apMaleBTUUECKUX CyOCTaHIUSAX, BXOISIIIMX B COCTaB JIEKAPCTBEHHOTO
npernapara, 3a UCKII0YeHneM nHpopManuu o (papmManeBTHIeCKUX CyOCTaHIUAX, BKITIOUEHHBIX
B TOCYJapCTBEHHBIH peecTp JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBMM CO cTaThei 34
®enepanbHOro 3akona "O6 oOpaleHnH JeKapCTBEHHBIX CPEICTB":

HalMEHOBaHUE (apMaIleBTUYECKON CyOCTaHIINU, €€ CTPYKTYpa, OOIIre CBOHCTBA,



HAaUMEHOBAHUE U a/IpEC MECTa HaXOXKJICHUS IPOU3BOTUTEIIS;

TEXHOJIOTHS MPOU3BO/ICTBA C OMMCAHUEM CTaHil MPOU3BOICTBA U METOI0B KOHTPOJISI Ha
BCEX CTaJUSIX MPOU3BOJICTBA;

OIMCcaHKe pa3pabOTKH Mpolecca MPOU3BO/ICTBA;

ONMCAHWE KOHTPOJS KPUTUYECKMX CTAaguil IPOM3BOJACTBA U IPOMEXYTOYHOU
IIPOYKIH;

JIOKYMEHTaJIbHOE MOATBEPKICHHE (BaJIUIAIMA) TPOLIECCOB U (WJIM) UX OLICHKA;

CBOICTBA U CTPYKTYpa JCHCTBYIOIIUX BEILECTB;

XapaKTepUCTHKA MpUMeceil;

crenrdukanus Ha GpapMaleBTHIECKYIO CyOCTaHIINIO U €€ 000CHOBAHUE;

AHAIUTUYECKUE METOJMKH, UCIOJb3yeMble MPHU OCYIIECTBICHUH KOHTPOJS KauecTBa
(apManeBTHYECKON CyOCTaHITUH;

JOKYMEHTaJIbHOE  MOATBEPXKACHME  (BaJMJalusl)  AHAIUTUYECKUX  METOJUK,
HCIOJIb3YEMBIX IIPU OCYLIECTBJIEHUU KOHTPOJIS KauecTBa (hapMalleBTUUECKON CyOCTaHLIMH,
WM CBEJIEHUS, OATBEPKAAIOIINE IPUTOAHOCTb UCIIOJIb30BAHHBIX AHATUTUUECKUX METOIMK;

pe3yNbTaThl aHAIKM3a Cepuil apMalleBTUYECKOM CyOCTaHIUY;

nepeyeHb CTaHAAPTHBIX 00pa3I0B WM BEIIECTB, UCIOJIb3YEMbIX MPHU OCYIIECTBICHUU
KOHTPOJIS] KAa4eCTBa;

OMHCAHUE XapaKTePUCTHUK M CBOWCTB YMAKOBOUHBIX MAaTEpPHANOB U YKYHOPOUYHBIX
CPEICTB;

JIAaHHBIE O CTA0MIBHOCTH (PapMalleBTHYECKOM CyOCTaHIINN;

CPOK I'OJTHOCTH;

1) B OTHOUIEHUH (papMaIieBTUUECKUX CYOCTaHIIMM, BXOJSIIIMX B COCTaB JIEKAPCTBEHHOTO
mpernapaTa ¥ BKJIIOUYEHHBIX B TOCYJapCTBEHHBIN pEecTp JIEKapCTBEHHBIX CpEACTB B
COOTBETCTBUM cO cTaTbell 34 @enepanbHoro 3akoHa "OO oOpallleHMM JeKapCTBEHHBIX
CpeAcTB", - KOs JIOKyMEHTA, COJIEPKAIEro CelyIollyo HH(OpMaIHIo:

HalMEHOBaHUe (apMalleBTUYECKON CyOCTaHIINU, ee CTPYKTYpa, o0IIre CBONCTBA;

HAauMEHOBAHME U a/IpEC POU3BOAUTEIS;

pe3yabTaThl aHalIU3a cepuil papMarieBTUIECKON CyOCTaHIINM,

CPOK I'OJTHOCTH;

P) IOKYMEHT, COJEp KAl CIeayIoLIie CBeIEHUs O JIEKapCTBEHHOM IIpernapare:

OIMCAaHUE U COCTaB JIEKAPCTBEHHOTO Mpenapara;

onucaHue GapmaleBTHYecKoi pa3paboTku (000CHOBaHME BHIOOpA COCTaBa, MEPBUYHOMN
YIIaKOBKH U MHOTO);

TEXHOJIOT U IPOU3BO/ICTBA C OIIMCAHUEM CTaUil IPOU3BOACTBA U METOJOB KOHTPOJIS HA
BCEX CTaJUAX MPOU3BOJICTBA;

ONMCAaHNE KOHTPOJI KPUTUUYECKUX CTaJAHMM mpolecca MpOU3BOJCTBA U MPOMEKYTOUHOM
MIPOYKIUH;

HAaUMEHOBAaHME U aJpec MecTa OCYULIECTBIEHUS MPOU3BOJACTBA JIEKAPCTBEHHOTO
mpenapaTa Al MEIUIUHCKOTO MPUMEHEHHs (B Cllydyae HalW4yus HECKOJbKHX YYaCTHHUKOB
nporiecca MpoU3BOJCTBA HEOOXOAUMO yKa3aTh KaXKAOTO U3 HUX);

bapmarieBTUYECKast COBMECTUMOCTD;

MHUKPOOHOJIIOTUYECKHUE XapAKTEPUCTUKH;

MaTepHalbHBIN OanaHc A7 MPOU3BOACTBA CEPUHM TOTOBOTO IPOIYKTa;



ONKCAaHUE XapaKTEPUCTHK U CBOWCTB YNAaKOBOYHBIX MAaTEpUANOB U YKYINOPOUHBIX
CPEACTB;

JOKYMEHTaJIbHOE MOATBEPXkAECHUE (BaJIMAALNsA) MIPOLECCOB MPOU3BOACTBA U (MJIM) MX
OLICHKa;

TpeOOBaHUSI K Ka4eCTBY BCIIOMOTATEIbHBIX BewIeCTB (cepTudukar, cnenudukanus Ha
BCIIOMOTATENIbHBIE BEIIECTBA U UX 00OCHOBAHHUE);

AQHAINTUYECKUE METOJMKH, UCIOJb3yEMbIE NPU OCYIIECTBICHUM KOHTPOJISI KayecTBa
BCIIOMOTaTeIbHBIX BELIECTB;

JOKYMEHTaJbHOE  MOATBEpXKICHHE  (BalMJalMs)  AHAIUTUYECKUX  METOJUK,
UCIOJIb3YEMBIX IPH OCYLIECTBICHUN KOHTPOJISI KayeCTBa BCIIOMOTaTeIbHBIX BELIECTB;

uHpopManus 00 HCHOJIB30BAHUM BCIOMOTATENIbHBIX BEILECTB YEIOBEYECKOIO U
KUBOTHOT'O IIPOUCXOKICHUS;

uH(popMalus 00 UCIIOJIb30BAaHUU HOBBIX BCIIOMOTaTENIbHBIX BEIIECTB;

TpeOOBaHUS K KauecTBY JIEKApPCTBEHHOTO IpenapaTa (ceptudukar, cneurduxanus Ha
JIEKapCTBEHHBIN Ipernapar u uX 000CHOBAHUE);

AQHAJIUTUYECKUE METOAMKH, MCIIOJIb3yeMble IPU OCYLIECTBICHUM KOHTpPOJII KadyecTBa
JIEKapCTBEHHOTO Mpenapara;

JOKYMEHTaJbHOE  MOATBEp)KICHHE  (BalMJalMsi)  aHAJIUTUYECKUX  METOJUK,
HCIOJIb3YEMBIX MPH OCYIIECTBICHUU KOHTPOJISI KadecTBa JIEKAPCTBEHHOI'O Ipenapara, Wid
CBEICHMUSI, [TOATBEP:KIAI0LIUE IPUTOJHOCTh UCIIOJIb30BaHHBIX aHAIMTUYECKUX METOUK;

pe3yNbTaThl aHAJTM30B CEpUH JIEKApCTBEHHOTO Npenapara;

XapaKTepPUCTUKA TPUMECEH;

NepeyeHb CTaHIAPTHBIX O0pa3lOB, HCHOJb3YEMBIX HPHU OCYIIECTBICHUM KOHTPOJS
KauecTBa JIEKApCTBEHHOTO MpernapaTta;

JJaHHblE O CTAOMJIBHOCTH JIEKapCTBEHHOIO IHpenapata JuOo miaH (Iporpamma)
UCCIIeI0BaHMsI CTaOUIBHOCTH;

) paszen (apMakoJIOrHYecKOH, TOKCUKOJIOTHYECKON TOKyMEHTAllUK, BKIIIOYAIOIUN B
ce0st OTYETHI O pe3yibTaTax JOKJIMHUYECKHX MCCIEeIOBAHUHN JIEKapCTBEHHOIO CPEICTBA, B TOM
qucle:

0 (papMaKkoOAMHAMMYECKUX HCCIIEOBAHUSX;

0 (papMaKOKMHETUYECKUX UCCIIEJOBAHMSIX;

0 TOKCHUKOJIOTHYECKUX HCCIIE0BaHUSX;

T) pa3fen KIMHUYECKOW JOKYMEHTAIlUMH, BKJIIOYAIOMIMKA B ce0sl OTYETHI O pe3ysibTaTax
KJIMHUYECKUX MCCIEN0BAaHUN JIEKApCTBEHHOIO IIpemnapara, IpOBENEHHBIX B Poccuiickoit
®denepanyy, WIA OTYETHI O PE3yIbTaTaX MEXKAYHAPOJHBIX MHOTOLEHTPOBBIX KIMHMUYECKUX
HCCIIEIOBaHUM JIEKapCTBEHHOI'O Ipemnapara, 4acTb U3 KOTOPBIX IpoBeleHa B Poccuiickoi
®denepanyu, B TOM YHCIIE:

OTYeThI 0 (PAPMAKOKUHETUUECKUX UCCIIEJOBAHUSIX;

OTYeTHI 0 (papMaKOAMHAMHUYECKUX HCCIIETOBAHUSX;

OTYETHI O KIIMHUYECKUX UCCIIEAOBAHUAX YIPPEKTUBHOCTH U OE€30IIaCHOCTH;

y) CBEIEHHUS O 3aKIIOYEHUU MEXBEIOMCTBEHHOM KOMHMCCHM O HaJUYMU B OTHOILIECHUHU
JIEKapCTBEHHOTO Mpenapara Ae(eKTypbl UM PUCKa €€ BOSHUKHOBEHHUS;

(B pen. IlocranoBnenus IlpasurensctBa PO ot 14.11.2022 N 2056)



¢) nuCbMEHHOE NOATBEPXKIEHHE 3asBUTENS, YTO PErucTpanys JEKapCTBEHHOTO
Ipernapara He HapyIlaeT IPpaB TPEThUX JIML HAa MHTEJUIEKTYaJIbHYI0 COOCTBEHHOCTb.

(. "¢" BBenen IlocranoBnenueM IpaBurenscTtBa PD ot 14.11.2022 N 2056)

5. Ilpu perucrpauuy BOCHPOU3BEIEHHBIX JIEKAPCTBEHHBIX IMPENApaToB JOMYCKAETCs
IIPE/ICTAaBICHUE B pa3jiesie JOKIMHUYECKON NTOKYMEHTAlUH, NPEayCMOTPEHHON MOAIYHKTOM
"c" myHKTa 4 HACTOALIETO JOKYMEHTa, BMECTO OTYETOB O pe3yJbTaTax COOCTBEHHBIX
JTOKITMHUYECKUX HCCIEJOBAHUN JICKApCTBEHHOTO CpeACTBa 0030pa HaydHBIX paboT o
pesyiabTatax  JOKIMHMYECKMX  HCCIelOBaHUN OPUTMHAJILHOTO (pedepeHTHOTO)
JIEKapCTBEHHOT'0 Mpernapara.

OTHeceHue JIEKapCTBEHHOTO Mpenapara K OpUruHaiIbHOMY (pedepeHTHOMY) JUlsl Liesiei
IIPOBE/ICHUS MCCIIEJOBAaHUN OMOIKBHUBAJICHTHOCTH WM TEPAaNeBTHUYECKON 3KBUBAJIEHTHOCTU
BOCIIPOU3BEJIEHHOI0 JIEKAPCTBEHHOI'O Ipenapara OCYILIECTBISETCS B COOTBETCTBHM C
pemennem Cosera EBpasuiickoii skoHOMU4eckoit komriccuu ot 3 Hos0ps 2016 . N 85 "O6
yTBep)kaeHun IIpaBus mpoBeneHus HCCIEAOBAaHUNM OHMORKBUBAJIEHTHOCTH JIEKApPCTBEHHBIX
IpenapaToB B paMKax EBpazuiickoro 3kOHOMHUYECKOTO coro3a'.

(a63arn BBeneH [loctanosinenuem I[IpaBurensctBa PD ot 14.11.2022 N 2056)

6. [Ipu perucrpanuy BOCIIPOM3BEICHHBIX JIEKAPCTBEHHBIX MPENAapaToB B BHUJIE TBEPIBIX
NEPOPAbHBIX JIGKAPCTBEHHBIX (OPM  HEMEIJIEHHOIO BBICBOOOXKIEHUS  JIOIyCKaeTcs
[IPEJCTaBICHNUE B pa3ieNie KIMHUYECKONH JOKYMEHTAIH, IPEYyCMOTPEHHOM MOITYHKTOM "T"
MyHKTa 4 HACTOSIIEro IOKYMEHTa, pPEe3yJlbTaTOB WCCICIOBAHUN OMOIKBUBAICHTHOCTH,
npoBesieHHBIX B Poccuiickoit denepannu, Momy4eHHbIX B YCIOBHSIX 1N ViVO, C IPUIIOKEHUEM
oTYeTa 0 BAIMJAlMU OMOaHAIMTUYECKOTO METO/1a.

JomyckaeTcsi TpoBEACHUE MCCIIEIOBAHUN OMOIKBUBAJIEHTHOCTH B YCJIOBUSX In Vitro B
cOoOTBeTCTBUM ¢ npwiokenneM N 4 x IlpaBunam mpoBeaeHUs HcCCIeIOBaHUI
OMOAPKBUBAJIEHTHOCTH JIEKAPCTBEHHBIX MPENapaToB B paMkax EBpa3zuiickoro 3kOHOMHUYECKOTO
CO03a, YTBEpXKJIEHHBIM penieHrneM CoBeTa EBpa3uiickod KOHOMHYECKOH KOMHUCCHM OT 3
HOstOpst 2016 1. N 85 "OO6 yrBepxknaenuu IlpaBun mnpoBefeHHs HUCClEAOBAaHUMA
OMOAPKBUBAJIEHTHOCTH JIEKAPCTBEHHBIX MPENapaToB B paMkax EBpa3zuiickoro 3kOHOMMUYECKOTO
coro3a", ¢ IPEJCTaBICHUEM B COCTABE PETUCTPALIMOHHOTO J0ChE B TOM UHUCIE CIEAYIOIIUX
JIOKYMEHTOB:

(B pen. [locranosnenus IlpasurensctBa PO ot 14.11.2022 N 2056)

MMMCbMEHHOE O00OCHOBaHME I1€JI€COO0PAa3HOCTH BBIOOpa OHOBEHBepa B KayecTBE
MOJITBEPXK/IEHUS] OMOIKBUBAJICHTHOCTH peepeHTHOMY JIEKApCTBEHHOMY Ipernapary;

(B pen. [locranoBnenus IlpasurensctBa PO ot 14.11.2022 N 2056)

AQHAJTUTMYECKUI OTYET O MPOBEIEHUH TeCTa CPABHUTEIbHON KMHETHKH PACTBOPEHHS in
vitro, BKJIIOYash MPOTOKOJI HCCIICAOBAaHUS, CBEACHHS 00 HCCIEIyeMbIX CEpUsiX M CepHsX
CpaBHEHHUs, MOAPOOHOE OMUCaHHE HKCIEPUMEHTAIbHBIX YCIIOBUHM, pPe3yJbTaThl BaJIUJIALUU
UCIOJIb30BAaHHBIX ~ METOJOB, HWHIUBUAyalbHbIE M  CpPEJAHME 3HAYEHUS, a TaKkKe
COOTBETCTBYIOIIME 0000OIIAIOIINE CTATUCTUKH.

7. Ilpu rocy 1apCTBEHHOM pErUCTPALIMU BOCIIPOU3BEICHHOTO JICKAPCTBEHHOTO Mpenapara
IUIE MEIUIIMHCKOTO TPUMEHEHHs JOIyCTHMMO NpeCTaBiIeHHe 0030pa HaydHbIX padoT o
pe3yibTaTax KIMHUYECKUX HCCIIEIOBAaHUI BMECTO OTUeTa O pe3yJibTaTax COOCTBEHHBIX
KJIIMHUYECKUX HCCIIEOBaHUI JIEKAPCTBEHHBIX MPENaparoB A MEAULMHCKOIO IPUMEHEHHUS,
KOTOpBIE:



OpeJHa3HayeHbl A HapeHTepaJbHOro  (IOJKOXKHOTO,  BHYTPUMBILIEYHOTO,
BHYTPUBEHHOTO, BHYTPUIJIA3HOTO, BHYTPUIIOJIOCTHOTO, BHYTPHCYCTAaBHOTO,
BHYTPHUKOPOHAPHOT'0) BBEACHHUS U MPECTABIIAIOT COOOM BOJHBIE PACTBOPSI;

IIPEJICTABIISIIOT COOOM PacTBOPHI AJIsl IEPOPATILHOTO IPUMEHEHUS;

IPOU3BEACHHI B (hOpME MOPOIIKOB MU JIMO(DUIN3ATOB JIJIsl IPUTOTOBJICHUS PACTBOPOB;

ABIIIOTCS Fa3aMu;

ABJIAIOTCS YIIHBIMU WM TJIa3HBIMU JIEKAPCTBEHHBIMU IIpenapaTaMu, IPOU3BEIECHHBIMU B
(dbopme BOAHBIX PaCTBOPOB;

IpeJHAa3HAYeHbl JUIi MECTHOI'O INPUMEHEHUS U IPUrOTOBJIEHBI B (hOpME BOJHBIX
pacTBOPOB;

IPEICTaBIAIOT cO00i BOAHBIE PacTBOPBI Ul MCIHOJIB30BaHUSA B (OpME MHIAIALMNA C
MOMOLIbI0 HeOylali3epa WM B KaueCTBE HA3AJIbHBIX CIPEEB, MPUMEHSEMBIX C MOMOIIbIO
CXOJHBIX YCTPOMCTB.

Ecin cocrtaBbl BCIIOMOTaTENbHBIX BELIECTB PA3JIMYAIOTCS, 3asBUTEIb JOJDKEH
MIPE/ICTaBUTh [JIOKA3aTeJbCTBA TOrO, YTO HCIOJIb3YEMblE B TaKUX KOHLIEHTPALMAX
BCIIOMOTaTeNlbHbIE BEIECTBA HE BIUSAIOT Ha Oe3omacHOCTh M (WiH) 3¢PGEeKTUBHOCTh
JIEKapCTBEHHOT'0 Mpenapara JJisi MeIULMHCKOTO IPUMEHEHUS.

8. Ilpum perucrtpanuu OHOAHAJIOTMYHBIX JIEKAPCTBEHHBIX IMpernapaTroB Tpedyercs
IIPEJCTAaBICHUE PE3YJIbTaTOB COOCTBEHHBIX KIMHUYECKHX HCCIEIOBAaHUN CO CpaBHUTEIbHOU
OLIEHKOH (hapMaKOKMHETHYECKHX, (PapMaKOJMHAMUYECKHUX ITOKa3aTesieil, UMMYHOTEHHOCTH,
Oe3omacHOCTH U 3(PQPEKTUBHOCTH B COOTBETCTBUU C pemeHneM Cosera EBpasuiickoit
SKOHOMMYECKOI KoMuccuu ot 3 Hos0pst 2016 r. N 89 "O6 yrBepkaenuu [Ipasun nposeneHus
UCCIIEIOBaHUM OMOJIOTMYECKUX JIEKAPCTBEHHBIX CpeAcTB EBpasmiickoro 3KOHOMHUYECKOTO
coro3a".

(8B pen. IlocranoBnenus IlpaButenscrBa PO ot 14.11.2022 N 2056)

Jonyckaercss ~ mpeincTaBiIeHME B pasfelie  KIMHUYECKOM  JOKyMEHTAlWH,
MPEeAYCMOTPEHHOM TNOANMYHKTOM "T" myHKTa 4 HacCTOSUIEro JOKYMEHTA, HEIMOIHBIX
KIMHUYECKMX J@HHBIX C HX MOCIEAYIOLUM IPEACTABICHUEM B IOCTPErMCTPALMOHHOM
MEpPHUOJIE B COOTBETCTBUHU € MyHKTOM 10 HacTosAmMX 0COOEHHOCTEH.

(B pen. [locranosnenus IlpasurensctBa PO ot 14.11.2022 N 2056)

HeoOxoaumo npeacTaBuTh pe3ysibTaThl COOCTBEHHBIX CPABHUTENBHBIX JOKIMHUYECKUX
UCCIIEIOBaHMM, MOATBEPKIAIOLINX aHATIOTMYHOCTD (PU3UKO-XUMHUYECKHUX U (PYyHKIIMOHAIBHBIX
CBOWCTB peepeHTHOMY Ipernapary.

OTHeceHue JIEKapCTBEHHOTO Mpenapara K OpuruHaIbHOMY (pedepeHTHOMY) JUIs 1eTei
MPOBE/ICHUS KIMHUYECKUX HCCIEIOBaHUNM OMOAaHAJIOIMYHOTO JIEKapCTBEHHOIO Ipernapara
OCYILIECTBISIETCS B COOTBETCTBUM ¢ pemeHueM CoBera EBpa3uiickodl 3KOHOMHMUYECKOH
komuccuu ot 3 HosOpsa 2016 1. N 89 "OO0 yrBepxkaenuu [IpaBun nposenenus nucciaenoBaHuil
OMOJIOrMYECKHX JIEKapCTBEHHBIX cpefcTB EBpazniickoro s5KOHOMUYECKOTO coro3a".

(a03an BBeneH [locranosnenuem [IpaButensctBa PO ot 14.11.2022 N 2056)

9. Ilpu rocymapcTBEHHOW perucTtpanuu OophaHHOTO JIEKAPCTBEHHOTO Mperapara s
(dbopmupoBaHUs pazesia KIMHUYECKON JOKYMEHTAIMH, PEAyCMOTPEHHOIO MOAMYHKTOM "T"
IIyHKTa 4 HACTOSALIETO JOKYMEHTA, B PETUCTPALMOHHOM JOCHE IPEICTABIISIOTCS OTYETHI O
pe3yibTaTax KIMHHUYECKUX HCCIEAOBaHMM Op(haHHOTO JIEKAPCTBEHHOTO Iperapara,
HMMEIOLIUECS] HA MOMEHT IOJAauy 3asBJIECHUS O ITOCYJIapCTBEHHON PETUCTpPALUU, B TOM YHCIIE



BBIIIOJIHEHHBIX 3a mpeaenamu Poccuiickoir ®denepauuu, B COOTBETCTBUU C IIpaBUIaMHU
HaJyIeKallel KIMHUYECKOW MMPAKTUKH, BKITFOYAOIIINE:

OTYeThl 00 UCCIIEJOBAHUSIX OMOJOCTYITHOCTH;

OTYeThI 0 PapMAKOKHHETUIECKUX UCCIICAOBAHUIX;

OTYETHI 0 (papMaKOJUHAMUYECKUX HCCIECIOBAHUSAX;

OTYETHI O KIIMHUYECKUX UCCIeIoOBaHUIX (D (HEKTHBHOCTH U 0€30MaCHOCTH.

10. MunucrepctBo 3apaBooxpaHeHust Poccuiickoit ®denepanuu Mpu OCyIIECTBICHUU
roCyJapCTBEHHOM pErucTpauuu JEKAPCTBEHHBIX IPENapaTroB B COOTBETCTBUM C HACTOSLIUM
JIOKYMEHTOM YCTaHaBJIMBAET MPU HEOOXOIMMOCTH OJHO UM HECKOJIBKO CIIETYIOIINX YCIOBUI:

a) BBEACHHME OTrPAaHUYCHUN IO MPUMEHEHHUIO JIEKApCTBEHHOTO Ipernapara sl ero
0€30MMacHOro0 MPUMEHEHHUS;

0) 00s13aTeTLHOCT MPOBEACHUSI TOCTPETUCTPAIIMOHHBIX KIMHUYECKUX UCCIICI0BAHUM,
pe3ysbTaThl KOTOPBIX SIBJISIOTCS OCHOBAHUEM JJISi OLEHKU OTHOLIEHUS 0’KUJAEMOM MOJb3bI K
BO3MO)XHOMY PHCKY IPHUMEHEHHUs JIEKapCTBEHHOIO Ipenapara INpU MOATBEPKACHUU €ro
roCcyJapCTBEHHOM PEruCTPaLVH;

B) TpeOOBaHUS K MAPKHUPOBKE JIGKAPCTBEHHOTO Mpenapara;

r) npeacrapinenue B denepaibHyto ciyxk0y Mo Haa30py B cdepe 3ApaBOOXpaHEHUs, B
TOM YHCJIE€ C HCIOJb30BaHHEM caiiToB B ceTd "MHTepHET" M MOOWIBHBIX MPHIOKEHUH,
co001IeHUH 0 MOOOYHBIX JEHCTBUIX, HEXKETATENbHBIX PEAKIUIX, CEPbE3HBIX HEXKENATEIbHBIX
Y HETIPE/IBUJICHHBIX HEXEJIaTeIbHbIX PEAKIHUIX IPU IPUMEHEHHUH JIEKAPCTBEHHOT0 IIperapara,
00 O0COOEHHOCTAX €ro B3auMOJEHCTBUS C JPYIMMM JIEKApCTBEHHBIMU Ipenaparamu,
WHIUBUAYAIbHON HENEpPEeHOCUMOCTH, a TakXke o0 HHbIX (akTaXx M O00CTOATENbCTBAX,
MPEICTaBISAIONINX YIrPO3y >KU3HU WM 370POBbIO YEIOBEKA WJIM BIUSAIOIIMX HAa U3MEHEHME
OTHOIIEHUS O0XKMJIA€MOM IMOJIb3bl K BO3MOXHOMY PHUCKY IPHUMEHEHHUS JIEKapCTBEHHOTO
npernapara, BbISIBJIEHHBIX Ha BCEX 3Tanax oOpalleHusl.

11. TocynmapcTBeHHass perucrpanusi JIEKapCTBEHHOIO IIpenapara OCYIIECTBISAETCS
MunuctepcTBoM 3apaBooxpaneHus Poccuiickoit denepanuu B CpoK, He IpeBblaomui 60
pabouux JHEH co AHSA MOCTYMJIEHHUS JOKYMEHTOB U CBEIEHHH, yKa3aHHbIX B MyHKTax 4 - 9
HACTOSAILET0 JTI0KyMEHTA.

12. MunuctepcTBO 3apaBooxpaHeHus Poccuiickoit denepanuu B Te4eHUE 5 pabounx
THEW CO JHS MOCTYIUICHHS JOKYMEHTOB M CBEICHHM, MPETyCMOTPEHHBIX IyHKTamu 4 - 9
HACTOSAIIET0 JJOKYMEHTa, OCYLIECTBIISET CJIETYIOIINE MEPOTIPUITHS:

a) MPOBOJMT NMPOBEPKY KOMILJIEKTHOCTH U IOCTOBEPHOCTH (B TOM YHUCIIE B YACTU HAJTMYUS
3aKJIIOUYEHUS] MEXBEIOMCTBEHHOW KOMHCCHMM O HAJIWYMM B OTHOLIEHMM JIEKAPCTBEHHOTO
npemnapara J1eeKTypbl WK PUCKa €€ BOZHUKHOBEHHS) IPEICTaBICHHBIX JOKYMEHTOB;

0) NpUHUMAET pelIeHne O BblJJaue KCIEPTHOMY YUPEXKJIEHHUIO, YKa3aHHOMY B cTaThe 15
®denepanpHoro 3akona "OO oOpalleHWH JEKAPCTBEHHBIX CPeAcTB" (anee - HKCIEepTHOE
yupexJIeHue), 3aJaHusl Ha IPOBEJEHHE AKCIEPTU3bl KayecTBa JIEKAPCTBEHHOI'O CPEICTBA U
9KCIIEPTU3bl OTHONICHHS OXXUIAeMOW TOJb3bl K BO3MOXXHOMY PpHCKY TNPUMEHEHUS
JIEKApCTBEHHOTO Mperapara;

B) B CIIy4asix, IPEAYCMOTPEHHBIX TyHKTaMH 5, 8 U 9 HACTOALIETO JOKYMEHTA, IPUHUMAET
pEeLIeHNE O TPOBEIEHUH 3TUYECKOM IKCIIEPTU3HI;

I') YBEOMJISIET 3asBUTEIISA B (POPME AJIEKTPOHHOTO JJOKYMEHTA O MPUHITOM PEIICHUH U O
MIPEJICTaBICHUN B 3KCIIEPTHOE YUpPEKJICHHE 00pa3LoB JIEKAPCTBEHHOTO Mpenapara, 00pas3ios



(dapmaleBTUUECKON CyOCTaHLIMU, TECT-IITAMMOB MHUKPOOPTraHU3MOB, KYJIbTYpbl KIIETOK,
00pa3IoB BemecTB (P HEOOXOAMMOCTH);

1) HallpaBJIIeT COOTBETCTBYIOIIEE 3aJJaHKe B SKCIIEPTHOE YUPEKICHHUE U COBET MO ITHKE
(pu HEOOXOMMOCTH).

13. B ciyuyae BBIBICHHS HEJOCTOBEPHOCTH U (WMJIM) HEMOJHOTHI CBEJCHUH,
cCoJepKallMxcsi B IPEACTABICHHBIX  3asBUTEIEM  Marepuasiax, MUHUCTEPCTBO
3npaBooxpaHeHus Poccuiickoii denepanuu HampasiieT B BHUJE IEKTPOHHOIO JOKYMEHTA,
MOJANUCAHHOTO D3JIEKTPOHHOM MOIMKMCHIO, 3asBUTENIO 3alpoc 00 YTOYHEHUHM YKa3aHHBIX
CBEJICHUN.

(B pen. ITocranosnenus [IpaButenscTBa PO ot 14.11.2022 N 2056)

14. 3agButens 00s3aH NPEICTAaBUTh OTBET B BHUJAEC DJIEKTPOHHOTO JOKYMEHTA,
MOJANKCAHHOTO AJIEKTPOHHOM MOANMCHIO, Ha 3arnpoc MUHHCTEpPCTBA 3/IpaBOOXpPAHEHUS
Poccuiickoit @enepannu B Cpok, He mpeBbimaromuii 20 pabounx AHEH CO THS MOJTYyYCHHS
yKa3aHHOro 3arpoca. Cpok, yKka3aHHBIN B a03a1ie IepBoM IyHKTa 12 HaCTOSAIIETr0 TOKyMEHTa,
IIPUOCTAaHABJIMBAETCS CO JTHS HApPaBJICHUS 3asSBUTEIIO 3apoca, IPEeyCMOTPEHHOIO IIYHKTOM
13 HacTosIIEero JOKYMEHTa, 10 IHS NMOJdy4yeHuss MUHHCTEpCTBOM COOTBETCTBYIOLIETO OTBETA.

15. DxkcnepTussl JIEKapCTBEHHOTO IIpernapaTra MpPOBOASTCS KOMMCCHEH 3KCIEpTOB
HKCIIEPTHOTO YUPEXKICHHUS, KOTOpas Ha3HAUaeTCs €ro PyKOBOJIUTENEM (Jajiee - KOMHUCCHUS
JKCIIEPTOB).

16. DkcriepTHOE yUpeXACHHE B CPOK, HE mpeBbimaroniuii 50 pabounx aHeHd co JTHS
nosty4yeHus 3agaHus MuHucTepeTBa 3apaBooxpanenus Pocculickon denepanuy, yKa3aHHOTO
B nmoAnyHkTe "n" myHkTa 12 HACTOSIIEro JOKYMEHTa, 00eCTIeunBacT:

a) MpPOBEIEHUE DSKCIEPTH3bl KayecTBa JIEKAPCTBEHHOI'O CPEACTBA U AKCHEPTU3bI
OTHOIIEHUS O0XKMJIA€MOM IMOJIb3bl K BO3MOXHOMY PHUCKY IPHUMEHEHHUS JIEKapCTBEHHOTO
npenapara;

6) odopmieHne KOMHUCCHEH 3KCIEPTOB 3aKIIOUEHHs MO pe3yibTaTaM HpPOBEIEHHBIX
9KCIIEPTU3bl KauyecTBA JIEKAPCTBEHHOI'O CPEJICTBA M HDKCIEPTU3bl OTHOLIEHUS OXKUAAEMOMN
MOJIb3bl K BO3MOXKHOMY PHCKY TPHUMEHEHHUS JEKapCTBEHHOro mpemnapata 1o ¢opme,
yTBEpkKAeHHOW MuHHCTEpCTBOM 3ApaBooxpaHeHuss Poccuiickoit ®enepanuu, HU - €ro
HanpasJieHue B MUHHCTEPCTBO.

17. B ciydae HEIOCTAaTOYHOCTH MPEACTABICHHBIX MaTE€pPUATIOB ISl NPOBEICHUS
9KCIIEPTHU3 IKCIIEPTHOE YUPEXKJIEHUE HAIpPaBlII€T COOTBETCTBYIOLIUI 3alpoc 3asBUTENIO O
NPEJCTaBICHUH HEOOXOJUMBIX MaTepuajioB B (opMe 3JIEKTPOHHOTO JIOKYMEHTa,
MOJIMMCAHHOTO SJIEKTPOHHON MOANMCHI0. 3asBUTENb 00s3aH NPENCTaBUTh OTBET B (opme
MEKTPOHHOTO AOKYMEHTA, MOJIUCAHHOIO 3JIEKTPOHHOM MOANHKCHIO, Ha 3alpOC AKCIEPTHOTO
YUPEXIEHUS B CPOK, HE MpeBbIIaonuii 20 pabounx JHEH co THS ero MoJy4YeHHUs.

B ciyudae HenpeicTaBieHus 3assBUTENIEM OTBETA Ha YKa3aHHBIN 3alIpOC B yCTAHOBJIEHHbBIN
CPOK JKCIIEPTHOE YUPEXKIEHHE BO30OHOBISET SKCIEPTU3Y M B CPOK, HE MPEBBIIIAIOMINNA 2
pabounx nHeH, HampaBiseT B MuHuctepcTBo 3apaBooxpaHeHus Poccuiickoit denepanun
3aKJII0YEHNE KOMUCCHH KCIIEPTOB.

Bpewmsi co nHs HanpaBiieHUs 3alpoca SKCIEPTHOTO YUPEKIACHUS 10 JHS MOJIy4YEHHs Ha
HEro OTBETa 3asBUTENI HE YUWUTHIBAETCS IPU HCUUCICHUM CPOKA IPOBEACHMS IKCIEPTU3
JICKapCTBEHHOTO IIpenapaTa, yka3aHHOro B a03alie IepBOM IyHKTa 16 HaCTOSIIEro JOKyMEHTa.



Cpoxk npezcTaBieHus 3asBUTENEM 00pa3LoB B IKCIIEPTHOE YUPEKICHUE B COOTBETCTBUU
C MmoAmyHKTOM 'r" myHkTa 12 HacTOsIEro JOKYMEHTa HE BXOJUT B CPOK IPOBEICHUS
SKCIEPTU3BL, TPEAYCMOTPEHHOU IMYHKTOM 16 HacTOsAMIEro JOKyMEHTa.

B citydyae HEBO3MOXHOCTH NIPOBEIEHUS SKCIIEPTU3bI KAUECTBA JIEKAPCTBEHHOT'O CPEICTBA
B OKCIIEPTHOM YYPEKICHHU (B TOM YHUCIIE MO MPHUYMHE OTCYTCTBHUS O0OpYIOBaHUS U (WIIN)
KOMIUICKTYIOIIMX K HEMY, pacXOJHBIX MaTepuanoB, o0pa3loB ¢apMareBTHYECKON
CyOCTaHIIMM, TECT-IITAMMOB MHKpPOOPTaHMU3MOB, KYJIbTYphl KJIETOK, OOpa3loB BEIIECTB,
MIPUMEHSAEMBIX JUIsl KOHTPOJISI Ka4eCTBA JIEKAPCTBEHHOI'O CPEJCTBA IIyTEM CPaBHEHHUSI C HUMH
UCCIIEyeMOr0  JIGKQpCTBEHHOTO  CpEICTBAa, B  KOJUYECTBAaX, HEOOXOMUMBIX IS
BOCIIPOU3BE/ICHUSI METOJIOB KOHTPOJS KauyecTBa) JAOMYyCKaeTcs MpPOBEACHHE SKCIEPTU3bI
KauecTBa JIEKAPCTBEHHBIX CPEACTB C  KCHOJb30BAaHUEM CpPEICTB JUCTAHUHMOHHOTO
B3aMMOJICHCTBHS, B TOM YHUCIIE TOCPEACTBOM ayIWO- WIM BUICOCBSI3U, MOPSAOK M (POPMEI
KOTOpPOT'O OIPENESIIOTCS 3KCHEPTHOM OpraHu3anuedl IO COIJIacOBAaHUIO C 3asBUTEIEM
(YIIOJIHOMOYEHHBIM UM FOPUIUYECKUM JIMIIOM), a TaKXKE MPOBEACHUE SKCIIEPTU3bl KayecTBa
JIEKapCTBEHHOI'O Ipernapara B MECTe IMPOU3BOJCTBA TAKOr'O JIEKAPCTBEHHOrO IpernapaTa ¢
BO3MOXXHOCTBIO MCIOJIb30BaHUsI 000pYA0BaHUS IPOU3BOTUTEIIS.

(B pen. ITocranornenus IlpaButenscTa PO ot 14.11.2022 N 2056)

18. MunucrepctBo 3apaBooxpaHeHus Poccuiickoit ®enepauuu B CPOK, HE
MpeBbIIAIOMMA 3 paboynx AHEW cO JHS MOMy4YeHUsS 3aKIIOYEHHS KOMHCCHUU DKCIEPTOB U
3aKJIFOUYEHUS] COBETA 110 3TUKE:

OCYIIECTBIISIET OLIEHKY 3aKJIIOYEHHM IJIs ONpEeeNIeHUs] UX COOTBETCTBHS 3aJaHUSIM Ha
MIPOBEJICHUE IKCIEPTU3 JIEKAPCTBEHHOTO Mpenapara;

IPUHUMAET PELICHNUE O TOCYJapCTBEHHOMN PErUCTpalvy JIEKapCTBEHHOTO MIpernapaTa uin
00 OTKa3e B TrOCYJapCTBEHHOM pPErHMCTpallMy JIEKAPCTBEHHOrO Ipernapara ¢ 000CHOBAaHUEM
TaKOro OTKa3a, YBEIOMJIET 3asBUTENSI O MPUHATOM PEIIEHUU B BUAE DIIEKTPOHHOTO
JOKyMeHTa M (WiIM) Ha OyMaXHOM HOCHTENIE, BBIJACT 3asBUTENI0 PEruCTPALMOHHOE
yJIOCTOBEpEHHE cO CpoKoM AercTBus no 31 aexkalpst 2023 r., corlacoBaHHbIE HOPMAaTUBHYIO
JOKYMEHTAIMIO, MHCTPYKIMIO 110 MEJULIMHCKOMY IIPUMEHEHUIO JIEKAPCTBEHHOTO IIpenapara u
MakKeThl IEPBUYHON YINAaKOBKHU U BTOPUYHOU (MOTPEOUTEIHCKOM) YIAKOBKU C yKa3aHHUEM Ha
HUX HOMEpa PEruCTPAalMOHHOIO YJOCTOBEPEHHMs JIEKapCTBEHHOIO Ipenapara M JaThl €ro
roCyJapCTBEHHOM pPEruCTpaLiy.

3a BblJauy PErucTPalMOHHOTO YJIOCTOBEPEHHMsI JIEKAPCTBEHHOI'O IpernapaTa B3UMaeTCs
rocy/1apCTBEHHas MOIINHA B COOTBETCTBUHM € 3aKOHOAATENLCTBOM Poccuiickoit denepanun.

19. OcHoBaHMsMM 17 OTKa3a B TOCYAApCTBEHHOM PpEruCTpalyy JIEKapCTBEHHOTO
npenapara sIBJISIFOTCS:

a) HENpEACTAaBICHUE 3asBUTEJIEM JOKYMEHTOB U  CBEACHMI, 3alpOILIEHHBIX
MuHuncrepcTBOM 31paBooxpaHeHust Pocculickoli @enepaninu B COOTBETCTBUU € IIyHKTOM 13
HACTOSIIEro JOKYMEHTa;

(nm. "a" B pen. [loctanosnenus [IpasurensctBa PO ot 14.11.2022 N 2056)

0) HEempe/ICTaBIICHUE 3asBUTEIEM B CPOK, YCTAaHOBIICHHBIH IYHKTOM 14 HacTOSIIETO
JIOKYMEHTa, OTBETA Ha 3a1poc;

B) OTCYTCTBUE 3aKJIIOYEHMSI MEXBEIOMCTBEHHOW KOMHMCCHM O HAJIMYMHM B OTHOILIEHUU
JIEKapCTBEHHOTO Mpenapara Ae(eKTypbl UM PUCKa €€ BOSHUKHOBEHHUS;



') HAJIMYME 3aKJIIOUEHUsI KOMUCCHUU 3KCIEPTOB U (MIJIM) 3aKJIFOYSHHS COBETa 10 3TUKE O
HEBO3MO>KHOCTH IOCYJapCTBEHHOM perucTpaiuy JeKapcTBEHHOT O Ipernapara.

20. CBeneHus 0 roCcyJapCTBEHHOM perucTpaliy JeKapCTBEHHBIX NMPEnapaToB BHOCITCS
B TOCYJapCTBEHHBI PEECTp JIEKApCTBEHHBIX CPEICTB B COOTBETCTBUM C TpPEOOBAHUAMU
3akoHojaTenbcTBa Poccuiickoit @enepanuu 06 oOpaleHnn JIeKapCTBEHHBIX CPE/ICTB.

21. MunuctepcTBO 31paBooxpaneHus Poccuiickoit @enepanuu B TeueHue 3 pabounx
IHEW NPUHUMAET pelieHHe 00 OTMEHE TOCYJapCTBEHHOM PETHMCTpAIMM JIEKAPCTBEHHOTO
mpermapata 10 MCTEYEHHs] CpOKa JIeHCTBUSL PETHUCTPALMOHHOTO YJIOCTOBEPEHUS IpU
MOCTYIUIGBHUM B MMHHUCTEPCTBO  OT  YIOJHOMOYEHHBIX  (efepalbHbIX  OpPraHoB
WCIIOJIHUTEJILHON BJIACTU CBEACHUMN, MOATBEPKIAAIOMMX (aKT HECOONIOACHUS JepiKaTeleMm,
WIM BIAJENbIEM PErHCTPAlIMOHHOTO YJIOCTOBEPEHHUs JIEKAapCTBEHHOIO IMpernapara, HId
YHOJHOMOYEHHBIM MM JIDYTUM IOPUJIMYECKUM JIMLIOM YCJIOBHUH, IIPETyCMOTPEHHBIX
pPEruCTpallMOHHBIM YAOCTOBEPEHUEM, a TAKXKE MPHU IOJAade Jep’KaTeseM, WM BIaJelblieM
PErUCTPALlMOHHOIO YJOCTOBEPEHHUS JIEKAPCTBEHHOI'O IIpenapara, Uil YIOJHOMOYEHHBIM UM
IPYTUM IOPUJIMYECKUM JIMIIOM 3asBI€HHUS OO0 OTMEHE TOCyAapCTBEHHOM perucrpanuu
JIEKapCTBEHHOT'O Ipernapara.

lll. OcobeHHOCTM BBO3a 1 OOpaLLleHUA He 3aperncTpupoBaHHbIX
B Poccuinnckon ®epepauum nekapcTBeHHbIX NpenapaTtoB

22. Pazpemienue Ha BpeMeHHoe oOpaiuenue no 31 gexabps 2023 r. cepum (mapTun)
JIEKapCTBEHHOT O Mpenapara, He 3aperucTpupoBaHHoro B Poccuiickoin deneparum, UMEOIIETro
3apeructpupoBanHsle B Poccuiickoit ®enepanuy  aHaIOru MO MEXIYHapOIHOMY
HENaTEeHTOBAHHOMY HaWMEHOBAHMIO U PA3PEUICHHOIO JUIsi MEIUMIMHCKOTO MPUMEHEHUs Ha
TEPPUTOPUU HHOCTPAHHBIX TOCYAAPCTB YINOJIHOMOYEHHBIMM OpPTaHaMU COOTBETCTBYIOIIMX
MHOCTPAaHHBIX TOCYJAapCTB (Janee - paspelleHHe Ha BpeMEHHOEe OOpalleHHe), BbIIaeTcs
MunuctepcTBoM 3apaBooxpaHenus Pocecuiickoit denepanuy Ha JEKapCTBEHHBIE IIPENIapaThl,
B OTHOIIEHUH KOTOPBIX MEXBEIOMCTBEHHOM KOMUCCHEN YCTaHOBIIEHA Ae(PEKTypa UIIH PUCK ee
BO3HHUKHOBEHHS.

Pa3pemenne Ha BpeMeHHOe OOpaleHre BblJaeTcsi MUHUCTEPCTBOM 3/1paBOOXPaHEHUS
Poccuiickoit denepaunu no ¢opme, yrBepxkaeHHoi Pemenuem Komnmernn EBpasuiickoit
sKoOHOMMYEeCcKOM komuccuu oT 16 mas 2012 r. N 45 "O enuHoil dopMme 3aKIOUYEHUS
(pa3pemuTenbHOro JOKYMEHTa) Ha BBO3, BBIBO3 M TPAH3HT OT/IEIBHBIX TOBAPOB, BKIFOUCHHBIX
B €JIMHBIN NepeyeHb TOBApOB, K KOTOPHIM MPUMEHSIOTCS MEpPhl HETApU(PHOTO PETYIHUPOBAHUS
B TOPrOBJIE C TPETbUMM CTpaHaMM, U METOJMYECKHX YKA3aHHUSAX II0 €€ 3alO0JHEHUIo" B
OTHOIIEHWH CepUM (MapTUM) JIEKQpCTBEHHOIO  Ipernapara, HMEIOIIEro  aHajloru
3aperucTpupoBaHHbIX B Poccuiickoin @enepanuy JIEKapCTBEHHBIX NPENapaTroB € OJHUM
JeHCTBYIOIIMM BEUIECTBOM JIMOO paHee 3aperucTpupoBaHHBIX B Poccuiickoit denepanuu, B
OTHOIICHUU KOTOPBIX TMPHUHATHI pelleHuss 00 OTMEHE TOCYJapCTBEHHOM pEerucTpanuu B
COOTBETCTBHMU C MyHKTamu 2 - 8 crateu 32 ®denepanbHoro 3akona "OO obpameHun
JIEKapCTBEHHBIX CPEACTB", B OTHOLIEHUU KOTOPBIX MEKBEIOMCTBEHHON KOMMCCHEN
yCTaHOBJICHA Je(PEKTypa WM PUCK €€ BOSHUKHOBEHHUS.

23. Pagpemienne Ha  BpEeMEHHOE  oOpalleHHe BbIaeTCst  MUHUCTEPCTBOM
3apaBooxpaHeHus Poccuiickon denepanuy Ha OCHOBAHUM 3aKJIFOYEHUSI MEKBEJOMCTBEHHOM



KOMHUCCHH O BO3MOXKHOCTHU (HEBO3MOKHOCTH ) BBIZIAUM pa3pellieHusl Ha BpeMEHHOe oOpalieHue,
¢dbopma KoTOoporo yTBepkaaercst MUHUCTEPCTBOM.

24. ]lns momydeHHsl paspellleHuss Ha BpeMEHHOe oOpallleHHuEe HOPUIUYECKOe JIHIIO,
JCWCTBYIONIEE B COOCTBEHHBIX MHTEpECAaX WM YIOJHOMOYEHHOE MPEICTABIATh MHTEPECHI
JPYroro I0pUINYECKOrO JINIA, IPEACTaBISIET B MUHUCTEPCTBO 3IpaBOOXpaHeHus Poccuiickon
®enepanyn B hopMe 3JIEKTPOHHOTO JOKYMEHTA CIEAYIOUINE JOKYMEHTHI U CBEICHUS:

a) 3asBIICHHE O BBIJAY€ pa3pelIeHUs Ha BpPEMEHHOE OOpalleHue, MOANUCAHHOE
3JIEKTPOHHOM MOAMMUCHIO, B KOTOPOM YKa3bIBaKOTCA:

HaMMEHOBAHME, aPEC MECTA HAXOXKICHHS 3asIBUTENS U IPOU3BOAUTEIS JIEKAPCTBEHHOIO
mpernapaTta JJii MEIUIMHCKOTO MPUMEHEHHUs, CBEIEHUS 00 HX perucrpaluu B KauecTBe
HAJOTOIIATENbIINKA B CTpPaHe perucTpauuu (A7 POCCHMCKUX IOPUAMYECKUX JHUI[ -
UACHTU(DUKAITMOHHBI HOMEpP HAJOTOIUIATENbIINKA, Ui HHOCTPAHHBIX IOPUINYECKUX JIUI] -
CTpaHa perucTpanuy, HAMMEHOBaHUE PETUCTPUPYIOIIETO OpraHa, PEruCTPalOHHBIA HOMED,
KOJ| HaJIOTOIIATEJIbIIIMKA B CTPAHE perucTpanuy (MHKOPIIOPALKK) WK €ro aHajior) U aapec
MeCTa OCYILECTBJIEHMsI IPOMU3BOJACTBA JIEKAPCTBEHHOIO Ipemnapara (B cilydyae HaJIW4us
HECKOJIbKUX YYaCTHHUKOB IIpOIIECCa €ro IMpPOU3BOJICTBA HEOOXOJUMO YKa3aTh Ka)JIOTO
y4acTHUKA B COOTBETCTBUU C OCYIIECTBIIEMON cTaiuell MpON3BOACTBA);

HAaUMEHOBAaHUE JIEKAPCTBEHHOI'O MpemnapaTta (MeXIYyHapOJHOE HEMaTEHTOBAHHOE, WIIU
TPYNIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAMMEHOBAHMS);

nepeyeHb JEHCTBYIOIIMX M BCIOMOIAaTEIbHBIX BELIECTB, BXOASAIIMX B COCTaB
JIEKapCTBEHHOI'0 IIpernapaTta, ¢ yKa3aHUEM KOJIMYEeCTBA KaKJ0T0 U3 HUX;

JeKapcTBeHHas (opMa, T03UPOBKa, CIIOCOOBI BBEIEHUSI U IPUMEHEHUsI, CPOK MOJJHOCTU
JIEKapCTBEHHOI'0 IIpernapara;

dapmakoTepaneBTHUeCKas ~ IpyINna, KoOJ  aHAaTOMO-TEepaneBTHYECKO-XMMHUYECKOMN
KJaccu(UKaluy, peKOMEHJOBaHHOW BcemupHOW — opraHuzamueil  31paBOOXpaHEHMS,
3asIBJIIEMBbIE ITOKA3aHMs ISl IPUMEHEHUS JIEKApCTBEHHOTO NIpenapara;

PEKBU3UTHl cepun (HMapTHM), 3asBICHHOM A Ienedl NOoJdydeHHs pa3pelleHus Ha
BpeMEHHOe oOpalleHne Npu 1epUIHTE;

0) 3aBepeHHass B YCTAHOBJIEHHOM IOpPSIKE KOMUS JIOKYMEHTa Ha PYCCKOM SI3bIKE,
MTO/ITBEP K IAIOILET0 MTOJIHOMOYHE 3asiBUTENS Ha M0Aa4y 3asBJIEHHUS O Bblaye pa3pelieHus Ha
BpEMEHHOE oOpallleHue JIEKapCTBEHHOTO Npenapara (J10OBEpEeHHOCTb);

B) KOIKS BBIJAHHOW YITOJIHOMOYEHHBIM OPraHOM CTPAHBI-NIPOU3BOAMUTENS JIUIEH3UN Ha
IIPOU3BOJICTBO JIEKAPCTBEHHOT'O Ipenapara U €€ MEepeBOJ Ha PYCCKUH SI3bIK, 3aBEPEHHBIE B
YCTaHOBJIEHHOM IOPSIJIKE;

I) KONHMS  BBLAAHHOTO  YIOJHOMOYEHHBIM  OpPraHOM  CTPaHBI-IIPOU3BOAUTENS
NEMCTBYIOIIErO0 JOKYMEHTa O COOTBETCTBUM TNPOU3BOAMTENS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM IPABHII Ha/AJIeXKallel TPON3BOACTBEHHON MPAKTUKHU U €T0 MEePEBO]] Ha PyCCKUM
SI3bIK, 3aBEPEHHBIE B YCTAHOBJIEHHOM IOPSIJIKE;

) 3aBepEHHBIE B YCTAaHOBJIEHHOM MOPSIKE KOMHH JOKYMEHTOB, OITBEPKIAIOIINX (aKT
perucTpanmu JICKapCTBEHHOTO Tpernapara 3a npeaenamu Poccuiickoit denepannu B cTpaHe-
IIPOU3BOJUTEIIE U (MJIN) CTPAHE - BIAJEINbLIE (AepKaTele) PErNCTPALIMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOI'O IIpEnapara;

€) KOMHWsI MHCTPYKLIMH [0 MEIULUHCKOMY NPUMEHEHMIO JIEKAPCTBEHHOIO Ipernapara,
OJIOOpPEHHOW YIOJIHOMOYEHHBIM OPTraHOM CTPaHBI-IPOM3BOAUTENS M (WJIM) CTpaHbl -



BJIaJlesiblia (JepaKarTens) perucTpalliOHHOrO yI0CTOBEPEHMsI JEKapCTBEHHOIO Ipenapara, ¢
JATOM IOCIIEIHEr0 IEPECMOTPA U €€ MEPEBOJL HA PYCCKUH SA3bIK, 3aBEPCHHBIE 3asBUTEIIEM;

k) wuHbpopMmanus o dapMmaneBTUUECKOW cyOcTaHIuu Wik (HapMaleBTHUYECKUX
CyOCTaHIUX, BXOAAIINX B COCTAB JIEKAPCTBEHHOTO MpErapara;

3) KOMHUs JIOKYMEHTa, YCTaHABIHMBAIOIIEro TpeOOBaHMA K KOHTPOJIIO KadyecTBa
JIEKapCTBCHHOTO Mpemnapara (Colaepikamiero crenu@uKamui U ONMUCAHHE AHATUTHYCCKHX
METOJMK W HCHBITAHUI WM CCHhUIKM Ha HHUX, a TaKX€ COOTBETCTBYIOILUE KPUTEPUU
IIPUEMIIEMOCTH ISl YKa3aHHBIX IOKa3aTeled KadecTBa), 0JOOPEHHOro YMOJIHOMOYEHHBIM
OpPraHOM  CTpaHbI-MIPOM3BOAUTENs M (WIM) CTpaHbl - BJajeablia  (Jeprkaress)
PETUCTPALIMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO IIpenapara, ¢ JaTod IOCIEIHEro
IIEPECMOTPA U €70 NEPEBOJ HAa PYCCKUN SA3bIK, 3aBEPEHHBIC 3aBUTEIIEM;

M) KOMHA JOKyMEHTa O cucTeMe (hapMaKoHaa30pa OpTraHU3aIllH, OTBETCTBEHHOW 3a
OCYIIIECTBJICHUE MOHUTOPUHIA OE30MaCHOCTH BBE3EHHBIX JIEKAPCTBEHHBIX CPEACTB B
Poccuiickoit @enepanuu, v €ro KpaTKHii IepeBo] HA PYCCKUH S3bIK, 3aBEPEHHBIC 3asIBUTEIIEM;

K) IUJIaH yNpaBJICHUS PUCKaMH JJIsi OMOJIOTHYECKOTO JIEKAPCTBEHHOTO Mperapara U ero
[IEPEBOJ] HA PYCCKUI SI3BIK;

J) OTYeTHI (1100 0030pHl) pe3yIbTaTOB JOKIMHUYECKUX HCCIEI0OBAHUMN JI€KaPCTBEHHBIX
CPEICTB U KIMHUYECKHUX UCCIIEI0BAaHUN JIEKAPCTBEHHOIO Mpenapara, BKIKYas IpU HAINYUU
0030p OIbITa HOCTPErUCTPALUOHHOTO IPUMEHEHHUSI.

25. JlomyckaeTcst HCTIOJIb30BaHUE MAKETOB IIEPBUYHON M BTOPUYHOU (TOTPEOUTETHCKOM)
YIAKOBOK Ha SI3bIKE CTPaHbI-IIPOU3BOJUTENS IPU HAIMYUU Ha BTOPUYHON (OTPEOUTETHCKOI)
U TEepBUYHOM (€ciM NPUMEHHUMO) YMAaKOBKaX CaMOKJIESIIENCS 3TUKETKH, COjAep Kallei
COOTBETCTBYIOIYIO0 HH(POPMAIUIO O JIEKAPCTBEHHOM IIperapare Ha pyCCKOM SI3bIKE.

Kaxnas ymakoBka cepuu (MapTHM) HE3aperMCTPUPOBAHHOTO  JIEKAPCTBEHHOTO
npenapara, BBe3eHHOT0 B Poccuiickyro denepannio Ha OCHOBaHUM Pa3peLICHNs] HA BpEMEHHOE
oOpallieHne, COMpPOBOXK/IACTCS IEPEeBEJCHHON Ha pPYCCKUHM S3BIK WHCTPYKIMEH IO
MEIULUHCKOMY NMPUMEHEHHIO JIEKapCTBEHHOTO Ipernapara, 0100peHHON yHOJIHOMOYEHHBIM
OpPraHOM CTPaHBI-IIPOU3BOANUTEINS U (WJIM) CTPaHBI BIIAAEIbIIA (JepXkKaTessl) perucTPalliOHHOTO
YAOCTOBEPEHUS JIEKApCTBEHHOTO Mpenapara.

(a63ar BBeneH [loctanoBnenuem I[paBurenscta PO ot 14.11.2022 N 2056)

26. MunucrtepcTBO 3apaBooxpanenus Poccuiickoit deneparuu B Teuenue 10 padbounx
JHEH €O JTHS MOCTYIUIEHHWS] JOKYMEHTOB M CBEACHMH, YKa3aHHBIX B MYHKTE 24 HACTOSILETO
JOKYMEHTA!

a) MPOBOJUT MPOBEPKY MOJHOTHI M IOCTOBEPHOCTH MPECTABIEHHBIX JOKYMEHTOB;

0) mpuHMMaeT pelieHre 00 OTKa3e B BblJaue pa3pellieHrs Ha BpeMEHHOEe oOpalieHrue B
Clly4ae BBISIBJICHMSI HEINOJHOTHI WJIM HEAOCTOBEPHOCTH IIPEICTABICHHBIX JOKYMEHTOB U
CBEICHMI C yKa3aHUEM MPUYMH 0TKa3a;

B) HAaIIPaBJIsI€T JJOKYMEHTHI U CBE/ICHNUS, YKa3aHHbIE B MyHKTE 24 HACTOAIIETO JOKYMEHTA,
B MEXBEJOMCTBEHHYIO KOMHCCHUIO;

I') OpraHu3yeT INPOBEJICHHE 3acCelaHUsl MEXBEIOMCTBEHHOW KOMMCCUM, IO HTOTraM
KOTOpPOro OQopMIIsieTcs TPOTOKOJ €€ 3acelaHusl M 3aKII0YeHHE O BO3MOXKHOCTHU
(HEBO3MO>KHOCTH) BBIJIaUM pa3pelleHus Ha BpeMEeHHOe oOpalieHue mpu aeeKkType Uil pucke
BO3HUKHOBEHUS 1€(DEKTYypPHI;



) TpU MPUHATHM MEXBEJIOMCTBEHHOH KOMMCCHEH peleHuss O BO3MOXKHOCTHU
(HEBO3MOKHOCTH) BBILAAYM pa3pelleHUs] Ha BpEeMEHHoe oOpaleHue, B TOM YHCIE O
HE00XOIMMOCTH MPOBECHUS UCIIBITAHUN KaueCTBa JICKAPCTBEHHBIX [IPENAapaToB, HAPaBIISIET
3agBUTENIO B (POpME DIIEKTPOHHOTO JOKYMEHTa pa3pelieHHe Ha BpPEMEHHOE oOpalleHue,
MOJIMMCAHHOE YCHJICHHON KBaIU(UIIMPOBAHHON 3JEKTPOHHOM IOANUCHIO, M BBIIUCKY U3
3aKJIFOUYEHUS, B TOM YHUCJIE COJIEPKALLYIO CBEEHUS O HEOOXOAMMOCTH ITPOBEACHUS UCIIBITAHUI
Ka4ecTBa JICKapCTBEHHOIO IIperapara.

27. OcHOBaHUSIMM Ul OTKa3a B BblJaye pa3pelleHus Ha BpeMEHHoe oOpalleHue
SABJIAIOTCSL:

a) BBIABICHHME HEIMOJHOTHl WM HEAOCTOBEPHOCTH IPE/ICTaBIECHHBIX JOKYMEHTOB U
CBEICHMI, YKa3aHHBIX B IIyHKTE 24 HACTOALLETO JOKYMEHTA,

0) BbIHECEHHE MEKBEJOMCTBEHHON KOMUCCHUEH 3aKIIOYEHHSI O HEBO3MOKHOCTH BbIJIa4YH
pa3pelleHus Ha BpeMEHHOE OOpallleHue.

28. Pemenue 00 oTKa3e B BbIJau€ pa3pelieHus: Ha BpeMEHHOE 0OpalieHue 1o OJHOMY U3
OCHOBaHUH, YKa3aHHbBIX B IIyHKTE 27 HACTOSILEr0 JOKYMEHTA, IpUHUMAaeTcss MUHUCTEPCTBOM
3npaBooxpaHeHus Poccuiickoit @enepannu B TedeHre 5 pabounx AHEH cO IHS yCTaHOBJICHUS
COOTBETCTBYIOLIETO (haKTa WX MOCTYINIEHHSI COOTBETCTBYIOLIETO 3aKII0UEHUS. Y BEIOMICHHUE
3asBUTENS O IMPHHATOM PELICHUU OCYIIECTBIIAETCS B (OpME 3JIEKTPOHHOIO JOKYMEHTa,
MOJITMCAHHOTO YCUJIEHHOM 3JIEKTPOHHON KBaTM(DULIMPOBAHHOHN MOAINHUCHIO.

29. MuHucrepcTBO 31paBooxpanenus Poccuiickoit @enepanuu Be1eT peecTp BbIIaHHBIX
paspelieHuii Ha BpeMEHHOe oOpalleHue Mpu AePeKType WM pPHUCKE BO3HUKHOBEHUS
nepeKTypbl, KOTOpbIH pa3Mmeliaercs Ha ero oduuuambHoM caiite B cetu "HHTepHer" c
coOJTI0/IEHUEM OTpaHUYCHHH, yCTAaHOBJICHHBIX 3aKOHOIaTeILCTBOM Poccuiickoit deaepannu o
MIEPCOHANBHBIX JAaHHBIX, KOMMEPUECKOH U (UJIN) rOCy1apCTBEHHOM TaiiHe.

30. Ha teppuropun Poccuiickoit @enepanuu paspeliacTcsl MepeBo3Ka, peanu3anus,
nepeaaya M 10 OKOHYaHHUs CpOKa FOJHOCTH XpaHEHUE, OTIYCK, PO3HUYHAs TOProBis (B TOM
quciae JUCTAHLMOHHBIM CIIOCOOOM), MPUMEHEHHE HE3apeTrHCTPUPOBAHHBIX JIEKAPCTBEHHBIX
IIpenapaToB, BBE3€HHbIX B Poccuiickyro @Peznepalio Ha OCHOBaHMM pa3pelIeHMs] Ha
BpeMEHHOE oOpallieHue.

31. B oTHO1IEHNH JIEKAPCTBEHHBIX MTPENapaToOB, BBEJCHHBIX B 00pallleHUEe Ha OCHOBaHHUH
paspenieHus: Ha BpeMeHHOe oOpalieHue, He MPUMEHSIOTCS TOJ0OKEHHs 4acTH 7 CTaThdl 9 u
ctatbu 52(1) @enepanbHoro 3akoHa "OO0 oOpallleHuH JIEKapCTBEHHBIX CPECTB".

(B pen. [locranosnenus IlpasurensctBa PO ot 14.11.2022 N 2056)

31(1). IIpon3BoauTENN JIEKAPCTBEHHBIX CPEICTB HAHOCAT HA MEPBUYHYIO YIAaKOBKY (B
OTHOIIEHHWU JIEKAPCTBEHHBIX IPENaparoB, AJs KOTOPbIX HE IPEAYyCMOTPEHA BTOpUYHAs
YIIaKOBKa) M BTOPUYHYIO (TIOTPEOUTENbCKYIO) YHAaKOBKY JIEKAPCTBEHHBIX IpenapaToB
CpeacTBa UIEHTU(UKAIIMY B BUJIE IBYXMEPHOTO IITPUXOBOTO KOJA.

CaeneHusi, coaepKalimecs B CpeCTBE UACHTU(PHUKALMU, HAHOCSATCS METOAaMM IeYaTH
Ha YNaKOBKY JIEKapCTBEHHOIO IIpernapara WM [e4aTH Ha MaTepUalbHbI HOCHUTEb
(3THKETKY), HE IOMYCKAIOIIMMH OTACIICHUSI CPEICTBA UACHTU(UKAIINY U (WIJIH ) MaTePHUATTbHBIX
HOCHUTEJICH, COJAEpXKAIlMX CpEeICTBA HICHTH(UKALNK, OT YINAKOBKU JIEKAPCTBEHHOTO
npemnapara 6e3 nospexaeHuil. B ciyuae BBo3a B Poccuiickyro @enepannio npu npou3BoACTBE
BHe Tepputopuu Poccuiickoii @enepanuu (3a UCKIOUEHUEM JIEKAPCTBEHHBIX MPENapaTos,
BBO3MMBIX W3 TOCYJapCTB - YJIEHOB EBpa3uiiCKOr0 3KOHOMUYECKOrO COI03a) NapTUU



JIEKapCTBEHHOI'0 IIperapara JONYCKAeTCsl HAHECEHHE JBYXMEPHOIO UITPUXOBOIO Koja
METOZOM I1€4aTH Ha MaTepUalbHbI HOCUTENb (3TUKETKY), HE JIOIYCKAIOIIUM OTAEICHUS
MaTepHaIbHOIO HOCUTEJS (STUKETKH ), COIEPIKAILEro CPEeACTBO UICHTU(UKALIUY, OT YIIAKOBKH
JIEKapCTBEHHOTO Ipernapara 6e3 MOBPEXKICHHIA, C ITOCIEAYIONIMM HAaHECEHUEM MaTepHAIbHOTO
HOCUTENII (STHKETKH) Ha BTOPUYHBIC (MOTPEOUTENILCKUE) YMAKOBKU JIEKAPCTBEHHOTO
npemnapara (B ciiyyae MX OTCYTCTBUS - TIEPBUYHBIC YIAKOBKH JIEKAPCTBEHHOTO MIperapara) Ha
TAaMOKEHHOM CKJIaJie, aJlpec KOTOPOro yKa3aH B KAauecTBE aJpeca MECTa OCYILECTBICHUS
NESTeIbHOCTH B JIMLEH3UM Ha  (apMaleBTHUYECKYIO JESITEIbHOCTh  OpraHU3alLuy,
OCYILECTBIISAIOLIEH ONTOBYIO TOPTOBIIO JIEKAPCTBEHHBIMU CPEACTBAMHU.

BHecenne uHpOpManuu o JEKapCTBEHHBIX Ipenapatax M 000 Bcex omnepauusx,
IIPOM3BO/IUMBIX C JICKAPCTBEHHBIMH IIpernaparaMu, B CHCTEMY MOHUTOPHHIA JBHKCHHUS
JIEKapCTBEHHBIX MPENapaToB OCYLIECTBIIAETCA B COOTBETCTBUM C IlosmokeHneM o cucrteme
MOHUTOPHUHTA JIBWKCHHS JIEKAPCTBEHHBIX IPEMapaToB s MEIUIIMHCKOTO TNPHUMEHEHUS,
yTBEpKIEHHBbIM NocTaHoBiieHHeM lIpaBurensctBa Poccuiickoit ®enepauuu or 14 nexadps
2018 r. N 1556 "OG6 ytBepxkaenun IlonoxkeHus O CUCTEME MOHUTOPHUHTA JBH)KCHHS
JIEKapCTBEHHBIX PENapaToB /il MEIUIUHCKOI'O IPUMEHEHUs".

(n. 31(1) BBenen [locranornenuem IlpaButensctBa PD ot 14.11.2022 N 2056)

32. dapmakoHaI30p JIEKapCTBEHHBIX IpenapaToB, BBEJCHHBIX B OOpalleHue Ha
OCHOBAHMHU pa3pelIeHUs HAa BPEMEHHOE OOpallleHUe, OCYLIECTBISETCS B COOTBETCTBHM CO
cratheit 64 OenepanbHoro 3akoHa "O0 oOpalleHun JTeKapCTBEHHBIX CPEACTB".

33. UcnbiTanusi KauecTBa JIEKApPCTBEHHBIX IPENapaToB, BBEJECHHBIX B OOpalleHHE Ha
OCHOBAHMHW pa3pelieHus Ha BPEMEHHOE OOpalleHue, MPOBOMAATCS aKKPEANTOBAHHBIMH B
COOTBETCTBUM C 3aKoHojaTenbcTBOM Poccuiickoit ®enepanuun 00 akKpeauTaluu B
HAIIMOHAJILHOW CHCTEME aKKpeIuTanuu (eaepaTbHBIMU TOCYAapCTBEHHBIMU OFOJKETHBIMU
YUPEXAECHUSIMH, TIOJBEIOMCTBEHHbIMU MMUHHCTEPCTBY 31paBooxpaHeHust Poccuiickoi
@eneparun 1 DepepanpHOl  cinyk0e 1O Haa3opy B chepe 31paBOOXpaHEHHs, C
MIPEJCTABICHUEM B 3TH YUPEXKJEHHs HEOOXOJUMOIo KOJIMYecTBa 00pa3loB JEKapCTBEHHBIX
IpernapaToB, CTAHJAPTHBIX 00pa310B, PEaKTUBOB U MaTE€pPHAaJIOB.

[IpoBeneHue WCHBITAaHWI YKa3aHHBIX JIGKAPCTBEHHBIX IIPEMApaToOB JOIMYCKAeTCS C
WCTIOJIB30BAHUEM CPEJCTB IMCTAHIIMOHHOTO B3aMMOJCHCTBHS, B TOM YHCIE MOCPEICTBOM
ayJIfo- WM BHJEOCBSI3H, B PEKUME PEATbHOTO BPEMEHH TIOCPEICTBOM BHIICOCBS3H.

IV. OcobeHHOCTM BBO3a 1 0OpaLLeHMsA 3aperncTpupoBaHHbIX
B Poccuinckon ®enepauunm nekapcTBeHHbIX NpenapaTtoB B ynakoBKax,
npeaHasHayYeHHbIX ANA o6paleHMsa B MHOCTPaHHbIX rocyfapcTBax

34. Bro3 B Poccuiickyro @enepannio 3apeructpupoBaHHbix B Poccniickont denepanumn
JIEKapCTBEHHBIX MPENapaToB B YIIaKOBKaX, MpeIHa3HaYSHHBIX /1JIs1 00pallleHns B MTHOCTPAHHBIX
rocyaapcTBax, ocymectsisiercs mo 31 aexadbpst 2022 1. 6e3 crnenuagTbHOTO pa3perieHus 1
JOIyCKAeTCsl MpH YCIOBUHM MX COOTBETCTBHS TpeOOBAaHUSM, YCTAaHOBICHHBIM IIpU
perucTpainyy, 3a MHCKIIOYEHHEM TpeOOBaHMH K MEpPBHUYHON YMAKOBKE, BTOPUYHOM
(moTpebUTEeNbCKOI) YIaKOBKE, a TaKkKe MPH HAJMYUU HA BTOPUYHOM (TMOTPEOUTENBCKOI) 1
NEPBUYHON (€CIM TNPHUMEHMMO) YIAaKOBKaX CaMOKJESIIEWCcs OSTUKETKH, COAepKallei
MH(OPMAIIHIO O JIEKAPCTBEHHOM IIperapare Ha PyCCKOM SI3bIKE.



(B pen. ITocranosnenus [IpaButenscTBa PO ot 14.11.2022 N 2056)

35. IlepeBo3ka, peanu3anus, rnepegadya U A0 OKOHYAHUSI CpPOKA T'OJHOCTH XPAHEHHE,
OTIIyCK, PO3HWYHAsl TOProBiig (B TOM 4HCIE AWCTAHIIMOHHBIM CIIOCOOOM), MpPUMEHEHUE
3aperucTpupoBaHHbIX B Poccuiickoit denepanny JI€KapCTBEHHBIX IIPENapaToB B YIIAKOBKAX,
IIpeIHa3HAYEHHBIX U1 OOpalleHHs] B MHOCTPAaHHBIX I'OCYJapCTBaX, OCYILIECTBIISIFOTCS Ha
OCHOBAHMU 3aKJIIOUYEHHUS MEXBEIOMCTBEHHOW KOMHUCCHH, (hopMa KOTOPOTO YTBEP)KIAAETCS
MunuctepcTBOM 3apaBooxpanenus Poccuiickoin @enepanuu (gajiee - 3aKI0YEHHE).

Kaxgas ymakoBka cepum (MapTUM) JIEKapCTBEHHOIO IIpenapara, BBE3EHHOTO B
Poccuiickyro denepannio Ha OCHOBAaHUHU 3AKJIHOYEHHS, COIMPOBOXKIAETCS MEPEBEICHHON Ha
PYCCKHU $3bIK MHCTPYKLMEHN 1O MEIAUIMHCKOMY IPUMEHEHHUIO JIEKapCTBEHHOIO Mperapara,
0J100pEHHOM YIIOTHOMOUYEHHBIM OPTaHOM CTPAHBI-IIPOU3BOAUTENS U (MJIM) CTPAHBI BIaAENbIIa
(meprkarens) perucTpallMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Ipernapara.

(a63an BBeneH [loctanoBnenuem I[IpaBurensctBa PO ot 14.11.2022 N 2056)

36. [lng nosyueHus: 3aKIHOYEHUs IOPUAMYECKOE JIMIO, JEHCTBYIOIIEE B COOCTBEHHBIX
HMHTEpecax WIM YIOJIHOMOYEHHOE IPEACTABIIATL MHTEPECHl APYIrOro KOPUIAUYECKOrO JIUILA,
npencrapisier B MuHUCTEpCTBO 3apaBooxpaHeHus Poccuiickoii ®enepanuu B ¢opme
3JIEKTPOHHOTO IOKYMEHTA CJIEIYIOLINE JOKYMEHThI U CBE/ICHHUS:

a) 3asBJICHHE O TOJyYCHHUU 3aKIIOUEHUS, MOAMUCAHHOE AJIEKTPOHHOU MOJIMUCHIO, B
KOTOPOM YKa3bIBatOTCA:

HaNMEHOBAHME, aAPEC MECTA HAXOKICHHUS 3asIBUTEISA U IIPOU3BOAUTEIIS JIEKAPCTBEHHOT O
npenapaTta AJii MEIUIUHCKOTO MPUMEHEHHUs, CBEIEHUS 00 HMX perucrpalyu B KauecTBe
HaJIOTrOIJIaTEeNbIINKA B CTpPaHE pPErucTpauuu (A7 POCCUMCKUX IOPUAMYECKUX JHI] -
UJCHTU(PUKAIMOHHBII HOMEp HaJIOTOIUIaTeNbIINKA, Il MHOCTPAHHBIX IOPUANYECKUX JIUIL -
CTpaHa PErucTpaly, HAUMEHOBAHUE PErUCTPUPYIOLIEro OpraHa, perucTpaluOHHbIA HOMED,
KOJi HAJIOTOIJIaTENbIIMKA B CTPAHE PEruCTpaluy (MHKOPIOPALMK) WIKA €ro aHaJlor) U aJipec
MeCcTa OCYIIECTBIEHHs IPOU3BOJACTBA JIEKAPCTBEHHOIO Ipemnaparta (B ciydae Haludus
HECKOJIbKUX YYaCTHMKOB IIpoIllecca €ro IpOU3BOJACTBA HEOOXOAMMO YyKa3zaTh KakJOTro
YYaCTHHKA B COOTBETCTBUU C OCYILECTBIIIEMON CTaueH TPONU3BOICTBA);

HAaVMEHOBAHME JIEKapCTBEHHOI'O IIpernapara Ha A3bIKE HWHOCTPAHHOI'O TIOCyAapCTBa
(MeXIyHapoIHOE€ HEMAaTEeHTOBAaHHOE, I IPYIIIUPOBOYHOE, MIIM XUMUYECKOE) U €T0 TOPrOBOE
HaUMEHOBAaHHE C TIEPEBOJIOM Ha PYCCKUH S3bIK;

nepeyeHb JEMCTBYIOIIMX M BCIOMOTAaTENbHBIX BEUIECTB, BXOASAIIMX B COCTaB
JIEKapCTBEHHOI'O IIpeTapaTa, ¢ yKa3aHUEM KOJINYECTBA KaK0r0 U3 HUX;

JeKapcTBeHHas: popma, TO3UPOBKaA, CIIOCOOBI BBEJICHHS M IPUMEHEHHUS, CPOK TOTHOCTH
JIEKapCTBEHHOI'O IIpernapara;

dapmakoTepaneBTHUecKas  IpyMma, KOJ  aHAaTOMO-TepaleBTHYECKO-XMMUYECKOMH
KiaccupuKaluy, peKoMeHJIoBaHHOW BcemupHO#l  opraHuzanueil  3ApaBOOXpaHEHUS,
3asBJIsIEMbIE MIOKA3aHMs 111 IPUMEHEHUS JIEKAPCTBEHHOIO NIpernapara;

PEKBU3UTHI CepUH (ApTUN), 3asBJICHHOMN IS MMOJYyYEeHUS 3aKII0YEHHS Ha BO3MOKHOCTh
obpamenuss B Poccuiickoii @Dexepanuu JIEKapCTBEHHOTO TIpemapara B  YIaKOBKE,
npegHasHauYeHHOH Ut 0OpalieHus Ha TEPPUTOPUN MHOCTPAHHBIX TOCYIapCTB;

0) cBemeHus O 3aperucTpupoBaHHoM B Poccuiickoit denepanuu JIeKapCTBEHHOM
npenapare:



uHpopMaLus O BIajeiblie, Aep)KaTelle PErMCTPALlMOHHOTO YIOCTOBEPEHUs, HOMEpP U
JlaTa PETUCTPALMOHHOIO yAOCTOBEPEHUS;

KON MHCTPYKLHU II0 MEIMLHMHCKOMY IIPUMEHEHUIO JIEKAPCTBEHHOIO IIpernapara,
yTBEpKIeHHOU B Poccuiickon Denepauuu;

KOIIMH MAaKETOB IIEPBUYHOM M BTOPUYHOH (IOTPEOUTEIHCKOMN ) YITAKOBKH, YTBEPKACHHBIX
B Poccniickoit denepanuu;

yTBepkacHHbIe B Pocculiickorn ®enepauuu HOpPMAaTHBHAs JIOKYMEHTALUs WM
HOPMAaTUBHBIN TOKYMEHT Ha JIECKAPCTBEHHBIN IIpeTapar;

B) 3aBEpPEHHAs B YCTAHOBJCHHOM IOPAAKE KONMS JOKYMEHTa Ha PYCCKOM S3BIKE,
MIOATBEP>KJAOIIETO NOJHOMOYME 3asBUTENS HA IOAAYy 3asBJICHMS O BbIIAYE 3aKIIOYCHUS
(1OBEpEHHOCTH);

(B pen. [locranosnenus IlpasurensctBa PO ot 14.11.2022 N 2056)

I') KONUS BBbIJAHHON YIOJHOMOYEHHBIM OPraHOM CTPaHbI-IIPOM3BOAMTENS JTULEH3UU HA
IIPOM3BOJICTBO JIEKAPCTBEHHOI'O Ipernapara U €€ MEepeBOJ| Ha PYCCKUH S3bIK, 3aBEpPEHHBIE B
YCTaHOBJICHHOM HOPSJIKE;

) KONMsS  BBIJIAHHOTO  YHOJHOMOYEHHBIM  OpPraHOM  CTPaHBI-IIPOM3BOAUTENS
JNEUCTBYIOIErO0 JOKYMEHTa O COOTBETCTBUM IIPOM3BOAMTENS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUAM MPABUII HAAJIEKAIIEH IPOU3BOICTBEHHOM NMPAKTUKK U €ro MepPeBO] Ha PyCCKH
A3BIK, 3aBEPEHHBIC B YCTAHOBIEHHOM IOPAIKE;

€) 3aBepEHHBIE B YCTAHOBJIIEHHOM IOPSIJIKE KOIIUU IOKYMEHTOB, IOATBEPKAAOIINX (PaKT
pEerucTpanyy JIEKapCTBEHHOIO Ipernapara 3a npenenamu Pocculickor @enepannu B cTpaHe-
MPOU3BOUTENE U (WJIN) CTPaAHE - BIAJIETbIIE (JIepKaTeNe) PEruCTPAllMOHHOTO yI0CTOBEPEHUS
JIEKapCTBEHHOI'0 IIpernapaTa, U UX MepeBo]] Ha PYyCCKHI SI3bIK;

) KOINUS MHCTPYKIMHM MO MEAUIMHCKOMY NPUMEHEHMIO JIEKApCTBEHHOI'O Mpernapara,
0JIOOpPEHHOW YIOJIHOMOYEHHBIM OPraHOM CTpPaHbI-IPOM3BOAUTENS M (WIM) CTpaHbl -
BJaJieNblia (JepaKaTens) perucTpalliOHHOTO y/IOCTOBEPEHHsI JIEKapCTBEHHOTO Iperapara, ¢
JaTOM MOCIIEAHETO MIEPECMOTPA U €€ NEPEBOJL HA PYCCKUH S3bIK, 3aBEPCHHBIE 3asBUTEIIEM;

3) KOIUM OJOOPEHHBIX YIOJHOMOYEHHBIM OpPraHOM CTPaHbI-NIPOU3BOJUTENS M (MJIIH)
CTpaHbI - BiIaJeNblia (JIepKaTes) perucTpaliOHHOTO y/I0CTOBEPEHHSI MAaKETOB MEPBUYHON U
BTOPUYHON (IOTPEOUTEIBCKON) YITaKOBOK;

M) KONUS JIOKyMEHTa, YCTaHaBJIMBAIOIIErO0 TpeOOBaHMS K KOHTPOJIIO KayecTBa
JIEKapCTBEHHOI'0 Ipemnapara (colepiKaliero crneuu@ukanuio U ONHCAaHHE aHATUTHYECKHX
METOJMK W HCHBITAHUI WM CCHUIKM Ha HHUX, a TaKK€ COOTBETCTBYIOIME KPUTEPUU
NPUEMIIEMOCTH JJIsl YKa3aHHBIX IOKa3aTeliel KayecTBa), 0J0OPEHHOr0 YMOJIHOMOYEHHBIM
OpraHOM  CTPaHBI-IPOM3BOAMTENS W  (WIM) CTpaHbl - Biajenblia  (aeprKaTelis)
PETUCTPALIMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Ipenapara, ¢ JaTod IOCIEIHEro
MepecMOoTpa U €ro NepeBoi Ha PYCCKUM S3bIK, 3aBEPEHHbBIE 3aIBUTEIIEM;

K) KpaTkasi XapaKTepHUCTUKa CHUCTeMBbI (apMakoHaa30pa BIajenblla (IepyKaTess)
PETUCTPALIMOHHOTO YJIOCTOBEPEHHUS JIEKAPCTBEHHOTO Mpenapara, NepeBe/leHHas Ha PyCCKUN
A3BIK;

J) IJIaH YIpaBJIEHHUsS PUCKaMU Ul JIEKAPCTBEHHOI'O IIpernapaTa M €ro IepeBoj Ha
PYCCKHI1 SI3BIK (IIPH HAJIUYUN).

37. MexBenoMcTBeHHass Komuccusi B TeueHue 10 paboumx aHeH paccMaTpuBaeT
MIOCTYIMBLINE B COOTBETCTBUU C IyHKTOM 36 HACTOSAIIETO JOKYMEHTA TOKYMEHTBI U CBEJICHUS,



MPUHUMAET PElIeHUE O BblJaye 3aKI04YeHHs MO0 00 OTKa3ze B BbLAAYE 3aKIIOYEHHS, B TOM
YKclie 0 HEOOXOIMMOCTH MPOBE/ICHUS UCIBITAHUN KayecTBa JIEKAPCTBEHHBIX IPENapaToB, U
HarpapjsieT 3asBUTENI0 TOJANHUCAHHOE JJICKTPOHHBIMM TMOJANUCIMHU 3aKIHOYEHUE WU
MOTHBHPOBAaHHOE YBEJOMJICHHE 00 OTKa3€e B BbIAAYE 3AKIIOUCHHS.

38. OcHOBaHUSAMU AJIs1 OTKA3a B BbIJaU€ 3AKJIIOUEHUS SBIISIOTCA:

a) BBISBJICHHME HEMOJIHOTHl WJIM HEAOCTOBEPHOCTHU IPEJCTABIECHHBIX JIOKYMEHTOB M
CBEICHMI, YKa3aHHBIX B IIyHKTE 36 HACTOAILIETO JTOKYMEHTA,

0) BbIHECEHHE MEKBEIOMCTBEHHONH KOMUCCHEH 3aKIIFOUEHUSI O HEBO3MOXXHOCTHU BbIIAYU
3aKJIIOYEHUS.

39. MuHucTepCcTBO 3/ipaBooxpaneHusa Poccuiickoin denepanuu BeIeT PeecTp BbIIAaHHBIX
3aKJII0OYEHUH, KOTOPBIM pa3Mmeniaercs Ha ero odumuaibHOM caiite B cetd "MHTepHeT" C
COOJTFOICHHEM OTPaHUYICHH, YCTAaHOBIICHHBIX 3aKOHOAATEILCTBOM Poccuiickoit deneparuu o
IIEPCOHANIBHBIX JAHHBIX, KOMMEPUECKOM U (UJIM) rOCy1apCTBEHHOM TailHe.

40. WcnpiTaHusi KayecTBa JIEKAPCTBEHHBIX NPENapaToB, BBEACHHBIX B OOpalleHHE Ha
OCHOBAaHMM  3aKJIIOUYEHUI, HAa  COOTBETCTBUE  TpeOOBaHUSAM, COJEpXKAIIUMCA B
PEruCTPAaLIMOHHOM JIOCh€ Ha JIEKAPCTBEHHBIM Ipenapar, NpOBOJATCS aKKpPEIUTOBAHHBIMU B
COOTBETCTBUHM C 3aKoHonaTenbcTBOM Poccuiickoit ®enepanuu 00 akkpeauTanuu B
HAI[MOHATILHOW CHCTEME aKKpeOuTauuu (eneparbHbBIMH TOCYIApCTBEHHBIMHU OOJIKETHBIMU
YUPEXKACHUSMHU, MOABEAOMCTBEHHBIMM MMUHUCTEPCTBY 3/ApaBooXpaHeHus Poccuiickoit
Oeneparit 1 DenepasibHON  cimyxk0e 1m0 Hang3opy B chepe 3apaBOOXpaHEHUS, C
MIPEJICTAaBICHUEM B ATH YUPEKICHHUS] HEOOXOAMMOI0 KOJIMYECTBA 00pa3lOB JIEKAPCTBEHHBIX
MpenapaToB, CTaHJAPTHBIX 00pa3lloB, PEAKTUBOB U MaTepUajoB B 00beMeE, YCTaHOBJIEHHOM
MEKBEJIOMCTBEHHON KOMHCCHEH.

[IpoBeneHne HCHBITAHUM YKa3aHHBIX JIEKAPCTBEHHBIX IIPENapaToB JOIMYCKAaeTCs C
WCIIOJIb30BAHUEM CPEICTB TUCTAaHIMOHHOIO B3aUMOJECHCTBHUS, B TOM YHCIE IOCPEICTBOM
ayJIM0- WIM BUJIEOCBSI3HU, B PEKUME PEATBHOIO BPEMEHH ITOCPEICTBOM BUIEOCBS3H.

41. B oTHOLIEHUH JIEKapCTBEHHBIX IPENapaToB, BBEJICHHBIX B 00pallleHHe HA OCHOBAHUHU
3aKJIIOYEHUs, HE TNPUMEHSIOTCA MojiokeHus: cratbu 52.1 @PenepanbHoro 3akoHa "OO6
oOpaIeHuu JIEKapCTBEHHBIX CPEICTB".

42. B cnyuae BBo3a B Poccuiickyro @enepaiuio npu npou3BOACTBE BHE TEPPUTOPUU
Poccuiickoit ®enepanuu (3a MCKIIOYEHHEM JIEKApPCTBEHHBIX IPENapaToB, BBO3UMBIX M3
rocy/apcTB - 4JIeHOB EBpa3zuiicKOro SKOHOMHYECKOTO COI03a) MapTUU JIEKaPCTBEHHOI'O
npernapara B yHakoBKe, MPEJHA3HAYCHHOM A oOpallieHHs B MHOCTPaHHBIX I'OCyJIapCTBax,
IIPOU3BOJUTENIN JIEKAPCTBEHHBIX CPEACTB HAHOCAT HAa YKAa3aHHYKO YIAKOBKY CpEICTBa
UICHTH(HUKAIIUN B COOTBETCTBUH ¢ TyHKTOM 31(1) HacTosmero 10KyMeHra.

(. 42 B pen. Ilocranosnenus IIpaButenscta PO ot 14.11.2022 N 2056)

V. Oco6GeHHOCTN BHECEHUA U3MEHEHUN B JOKYMEHTbI, coaepxawmecs
B pPerMcTpayMoHHOM JOCbe Ha BKITKOUYEHHYIO0 B rOCyAapCTBEHHbIN
peecTp NneKkapCcTBEHHbIX cpeaAcTB thapmMaLeBTUYECKYHO0 cybGcTaHLmIo,
npousBeAeHHYH0 ANns peanu3auuu, B cryvyae aedeKkTypbl UM pucka
BO3HUKHOBeHUA Ae¢eKTypbl IeKapCTBEeHHbIX NpenapaToB
B CBAi3U C BBeAeHueM B oTHoweHun Poccunckon Pepgepauum
OrpaHM4YUTeNbHbIX Mep 3KOHOMUYECKOro xapakrepa



43. BHeceHre U3MEHEHUH B JIOKYMEHTBI, COJIEpIKaIlecs] B PETUCTPALIMOHHBIX J10ChE Ha
BKJIIOUEHHBIE B TOCYJApCTBEHHBII peecTp JIEKapCTBEHHBIX CPEICTB (apMalleBTUYECKUE
CyOCTaHIINH, TPOU3BEICHHBIC JJIs peaTu3allii, B OTHOIICHUH KOTOPBIX MEKBEIOMCTBEHHOM
KOMHUCCHUEH ycTaHOBIIeHa JaedeKkTypa WM PHUCK BO3HHUKHOBEHHH Je(EKTypbl B CBSI3U C
BBE/ICHUEM B OTHOLIEHUH Poccuiickor ®denepani OrpaHUYUTENBHBIX MEP S3KOHOMHYECKOTO
XapakTepa, OCYIIECTBISIETCS:

a) 0e3 MpOBEACHUS HKCIEPTHU3bl KAUeCTBA JIGKAPCTBEHHBIX CPEACTB B CIEAYIOIIUX
CIIy4asx:

3aMeHa W (Wiau) J00aBJICHUE NPOW3BOAMTENCH W (WJIM) TOCTABIIMKA HCXOIHBIX W
BCIIOMOTATeNbHbIX MaTepHalioB U (WJIM) TaKUX JK€ MCXOJHBIX M BCHOMOTaTeIbHBIX
MaTEepHaJiOB, HCIOJB3yEMbIX B IPOIECCEe MPOU3BOACTBA (hapMaleBTHUECKOW CyOCTaHIIMU
(peakTHBBI, TPOMEKYTOUHBIC TPOAYKTHI, KYJIbTYPAIbHBIC CPEIbI K UX KOMIIOHCHTHI, (PUIIBTPBI,
COpPOCHTHI, PaCXOHBIE MAaTEPUAITBI, MCIITKH, IIJIAHTH, UHOE);

3aMeHa M (w1n) 1o0aBieHue MPOU3BOAUTENEH M (WIK) MOCTaBIIMKA 00OPYAOBAHUS U
(unu) aHanmoru4yHoro oOOpYAOBaHHWA, UCHOJIB3YyEMOIO B Ipoliecce MPOU3BOICTBA
(hapmaieBTUUECKOI CyOCTaHIINM, a TaK)Ke U3MEHEHUS B MPOLIecce MPOU3BOJICTBA, CBA3aHHbIE
C HCIIOJIb30BaHUEM aJIbTEPHATUBHOTO 000PYI0BAHUS;

3aMeHa W (WIM) J100aBJICHUE IMPOM3BOJIUTENCH W (MJIM) IMOCTaBIIMKA aHAJOTHYHBIX
CTaHJApPTHBIX 00pPa3LOB, aTTECTOBAHHBIX B COOTBETCTBUU C FOCYNAapCTBEHHOHN (hapmakormeei,
pPEaKTHBOB, MaTepHAIIOB, OOOPYIOBaHUS, HCIONB3YEMBIX B IPOIECCaX aHAIUTHYECKOTO
KOHTPOJISI TOJYNPOAYKTOB  (papMmaneBTHYECKOH cyOcTaHIMM, a TakkKe W3MEHEHHE
AQHAIUTHICCKUX METOJIUK, CBS3aHHBIX C BKJIIOYCHHEM, H3MEHEHUEM WU J00aBICHUEM
QTBTCPHATHBHBIX MaTEPUAIOB, PEAKTUBOB, OOOPYJOBAaHWS W CTAHJAPTHBIX OOpa3IoB,
UCIOJIb3YEMBIX B aHATUTUYECKUX METOUKAX;

M3MEHEHHE pa3Mepa cepuu (BKIIIOYasl TUana3oHbl pa3mepa cepuu) GpapMaieBTUYECKOM
cyOcTaHINH;

M3MEHEHHEe KaKOH-T100 COCTABIAIONIEH YITaKOBKH (YIaKOBOUHOTO MaTepHalia);

0) C TpOBeACHHWEM DSKCIEPTU3Bl KAdecTBa JICKAPCTBEHHBIX CPEICTB B CIEAYIOMINX
ClTydasix:

3aMeHa u (1) 700aBlIeHUE IPOU3BOIUTENEH BCIOMOTATEIHbHBIX BEIIECTB U (UJTH ) TAKHX
’KE€ BCIIOMOTATENIbHBIX BEIIECTB, BXOMAIIUX B COCTaB (DapMareBTUYECCKOW CYOCTaHIIHH.
ConocTaBUMOCTh KaueCTBa MPETAraeMBbIX K BKIFOUSHUIO BCTIOMOTATEIbHBIX BEIIECTB U paHee
YTBEPKACHHBIX JOJKHA OBITh U3y4YeHA 3asiBUTENIEM Ha OCHOBAHUM MOKa3aTesIei MOATHHHOCTH
1 (W) YUCTOTHI;

3aMeHa ¥ (1n) qo0aBiIeHHe TPOU3BOAUTENEH TEPBUYHON yITaKOBKHU (papMarieBTUIECKON
cyOcTaHmmmy;

3aMeHa M (uiau) Jo0aBlieHHE OJHOTO WM HECKOJIbKHUX YUYacTHHKOB IIpoliecca
MIPOM3BOJICTBA (hapMalleBTUYECKOM cyOCTaHIIMU (MECT OCYIIECTBIIEHUS IPOU3BO/ICTBA);

n3MeHeHne u (W) poOaBiIeHUE TIIOKa3aTelel KadyecTBa, METOJOB OMpEIeICHUs
mokasareje kadectBa U (wiu) goOaBieHue (yAajeHHE) albTEPHATUBHOTO METOJA
oTpesieNieHuUs] KayecTBa.

44. B nensx BHECEHHs] U3MEHEHUN B JOKYMEHTBI, COJEpKAIIUECs B PETUCTPAIMOHHOM
I0Cbe Ha BKIIOYCHHBIE B TOCYJApCTBEHHBI PpEECTp JIEKAPCTBEHHBIX  CPEICTB



(dapmaneBTHUecKre CyOCTaHIIMU, TPOU3BECHHbBIC Ui pealli3alliy, 3asiBUTEIb [IPEICTABISACT
B MuHucrepcTtBo 3apaBooxpaHeHus Poccuiickoit ®Depepannu B (OpME DIEKTPOHHBIX
JOKYMEHTOB, MOJMUCAHHBIX JJIGKTPOHHOW TMOANUCHIO, HJIM Ha OyMa)kKHOM HOCHUTEJIE
CIIEYIOIINE JOKYMEHTBI:

a) 3asiBJICHUE O BHECEHUH U3MEHEHHH B IOKYMEHTBI, COJIEp KaIIUECs B PErUCTPALIIOHHOM
JIOCh€ Ha BKIIOYEHHBbIE B TOCYJIapCTBEHHBIM pEECTp  JIEKAPCTBEHHBIX  CPENICTB
(dapmaineBTHUECKHE CyOCTaHINH, TPOU3BEICHHBIC ISl peali3allii, U MpUIaracMbie K HEMy
W3MEHEHUS B YKa3aHHBIE IOKYMEHTHI,

0) mpenyoXKeHUS O BHECEHMHM M3MEHEHHH B JOKYMEHTBI, COJEpKalluecs B
PErUCTPAllMOHHOM JOCh€ Ha BKJIKOYEHHBIE B TOCYJAPCTBEHHBI PEECTP JIEKAPCTBEHHBIX
cpenctB  (apmaleBTHUECKHE CyOCTaHIIMM, TNPOU3BEACHHbIE U1  peanus3aluu, C
MOTHBUPOBAHHBIM 0OOCHOBAHHEM TaKUX M3MEHEHUIA;

B) CBEJICHHS O 3aKJIIOYEHUU MEKBEIOMCTBEHHOW KOMHUCCHUU O HAJIMYUU B OTHOLICHUU
JIEKApCTBEHHOT'0 TIpernapara, B COCTaB KOTOPOrO0 BXOIWT 3asiBiisieMasi (hapMarieBTHUecKas
cyOcTaHIus, 1eeKTyphl HIIM PUCKA €€ BOZHUKHOBCHUS;

T') PEKBU3HUTHI IOKYMEHTOB, MOATBEPKIAIONINX YILIATy TOCYJApPCTBEHHOMN MOIUIMHBI 3a
BHECEHHE M3MEHEHHM B JIOKYMEHTBI, COJEp>Kallluecs B PErUCTPALMOHHOM JOChE Ha
BKJIIOUEHHBIE B TOCYJApCTBEHHBII peecTp JEKapCTBEHHBIX CPEICTB (apMaleBTUYECKUE
CyOCTaHIIHIH.

45. IlpunsiTue pemenrs 0 BHECEHUH U3MEHEHUH 1k 00 0TKa3e BO BHECEHUU U3MEHECHUIM
B JOKYMEHTBI, COJIepKalllMecsl B PETHCTPAIMOHHOM JIOCh€ Ha BKJIIOYEHHBIE B
TOCYJApCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEACTB (apMaleBTUYECKHEe CyOCTaHIIUH,
MPOM3BENICHHbIE I pealn3alliid, B Cilydyae HEOOXOAMMOCTH TPOBEACHUS JKCIEPTHU3bI
KauecTBa OCYIIECTBIISIETCS B CPOK, HE MPEBBIIIAIONMINNA 25 pabounx HEH, B HHBIX CIy4asx - B
Cpok, He mpeBblmatonuii 10 paboumx gHEH co OHA MOCTYyIUIeHHS B MUHUCTEPCTBO
3npaBooxpaHeHus Poccuiickoii @enepannu JOKYMEHTOB U CBEICHUH, YKa3aHHBIX B IIyHKTE 44
HAaCTOSIIIETO JOKYMEHTA.

[IpoBeneHne HSKCIEPTU3bl KAauecTBAa BKJIIOUEHHOW B TOCYJAapCTBEHHBIM pEeCTp
JIEKApCTBEHHBIX CPEACTB (PapMalieBTUYECKON CyOCTaHIIMH, TPOU3BEICHHOMN ISl peaiu3alinu,
OCYIIECTBIISIETCS SKCIIEPTHBIM YUPEKICHUEM B CPOK, HE MPEBBIMIAONINI 15 pabounx gHEH co
JHA TIOCTYIUIEHHsT 3agaHusi MuHuctepcTBa 31paBooxpaHeHust Poccuiickoit denepanuu.
JlomyckaeTcsi TpOBEACHHE OKCIEPTU3bl KadecTBa (papMaleBTHUYECKOW CyOCTaHIIMU C
WCIOJIb30BAHUEM CPEJICTB TUCTAHIIMOHHOTO B3aMMOACUCTBHUS, MOPSIIOK U POPMBI KOTOPOTO
OMPENIEAI0OTCS SKCIEPTHBIM YUPEKACHUEM IO COTVIACOBAHMIO C 3aABUTEIIEM.

Cpok mpoBelleHUs IKCIEPTH3bl KauecTBa BKIIOYEHHOW B TOCYJapCTBEHHBIN peecTp
JIEKapCTBEHHBIX CPEACTB (hapMarleBTHUECKON CyOCTaHIIMU, TPOU3BEICHHON TSl peau3allui,
MOJTYYE€HHOU W3 KPOBH, IUIa3Mbl KPOBHU UEJIOBEKA WJIM KUBOTHBIX (32 MCKIIIOUCHHEM IEThHON
KpOBH), OTPENEISIETCS JUIMTEIBHOCTHIO TIPOBEECHUS WCTIBITAHUH B COOTBETCTBHH C
METOAMKAMH, TPEAYCMOTPEHHBIMH HOPMAaTHBHOW JOKyMEHTAaIlMed, BKIIOYCHHOW B
rOCy/IapCTBEHHBI pEeCTp JIEKAPCTBEHHBIX CPEICTB (apMaleBTUUYECKOW CyOCTaHIIMH,
MIPOM3BEACHHON ISl peaiv3aiui, U MOXET OBbITh MpOJJIeH. B ciydae mpoaneHus cpoka
MPOBEACHUS HKCIIEPTU3bI KAUeCTBa BKJIIOUEHHOW B IOCYIapPCTBEHHBIN PEeCTp JIEKAPCTBEHHBIX
cpencTB (hapMareBTUYECKOW CyOCTAaHIIMU, MPOU3BEACHHON JUIS peaau3allid, SKCIEePTHOE
yUpeKIeHUE 10 MCTEUCHHs YCTAaHOBJICHHOTO CpPOKa €€ MpoBeAcHHs MHPOPMUPYET 00 3TOM



3asgBUTEN 10 aAPECy DJIEKTPOHHOM IOYTHI, YKAa3aHHOMY UM B 3asBICHMM O BHECEHUU
U3MEHEHHH B JOKYMEHTBI, COAEpXKAIUECs B PETMCTPALMOHHOM JIOChE Ha BKIIIOUEHHBIC B
rOCYJapCTBEHHBI peecTp JEKapCTBEHHBIX CPEICTB (hapMaleBTHUECKUE CyOCTaHIuH,
IIPOU3BEIECHHBIE ISl peau3aliH.

46. Ilpu noctyruieHUU JOKYMEHTOB U CBEACHUM, YKa3aHHBIX B IyHKTE 44 HaCTOSILErO
JNOKyMeHTa, MUHHUCTEPCTBO 3ApaBooxpaHeHus Poccuniickoit denepanuu:

a) B TeueHue 5 pabouux THEH MPOBOJUT MPOBEPKY IMOJIHOTHI M JOCTOBEPHOCTHU CBEJICHUH,
COJEPIKAIMXCS B IPEACTABICHHBIX 3asBUTEIIEM JIOKYMEHTAX M CBEACHUAX, U IPUHUMAECT
pelieHre O HeOoOXOAMMOCTH NPOBEIEHUS SKCIEPTU3bl KauecTBa (hapMaleBTHUECKOU
cyOcTtaHmu (eciu 3asBIECHHBIC M3MEHEHHUS IMPEAyCMOTPEHBI MOAIMYHKTOM "O" myHkTa 43
HACTOSILEr0 IOKyMEHTa) WIN OTCYTCTBUM HEOOXOAUMOCTH €€ IIPOBE/ICHUS;

0) B ciy4yae IpUHATHS PEIICHUS O HEOOXOAMMOCTH TPOBENIECHHS SKCIIEPTH3bI Ka4eCTBa
IUIs. BKIIFOYCHHOHM B TOCYAApPCTBEHHBIH PEecTp JICKAPCTBEHHBIX CPEICTB (hapMareBTHUECKON
cyOCTaHIINM, TPOM3BEACHHON Il pealn3alii, B TeYeHUEe 2 pabouMx HEH HampaBisieT B
9KCIIEPTHOE YUPEKACHUE COOTBETCTBYIOIIEE 3aJlaHUE U YBEJOMIISIET 3asBUTENS O MPUHITOM
pelLlIeHNH, a TaKKe O HEOOXOIUMOCTH IPEJICTABICHHs B SKCIIEPTHOE yUupexJIeHre o0pa31oB
(bapmarieBTUYECKON CyOCTaHIIUM JUIs IPOBEIEHUS SKCIIEPTU3bl KAUeCTBa;

B) B Clyyae OTCYTCTBHUsSI HEOOXOAMMOCTH IPOBEAEHHUS SKCIEPTU3bl KauyecTBa JIJIs
BKJIFOYEHHOM B TOCYJapCTBEHHBI peecTp JIEKAPCTBEHHBIX CPEACTB (hapMaleBTHUECKON
CyOCTaHIMK, MPOHU3BEACHHOW JUIS pealu3ali, B TEUYCHHWE 5 paboumx JHEH NPUHUMACT
pelieHrne 0 BHECEHUH U3MEHEHUH B JOKYMEHTBI, COJEpIKAIIUeCs B PETUCTPALMOHHOM J10Che
Ha BKJIIOYEHHYIO B TOCYJapCTBEHHBIN PEecTp JIEKApCTBEHHBIX CPEACTB (papMalleBTUUYECKYIO
CcyOCTaHIINIO, IPOU3BEIECHHYIO JJIs peali3aliy, Wikl 00 OTKa3e BO BHECEHWU HW3MEHEHUH B
JIOKYMEHTBI U YBEJIOMIISIET 3asIBUTENIS O IPUHATOM PEILLIEHUY;

r) B TeueHue 3 pabouux JAHEH cO JHSA MOCTYIUICHHs 3aKIIOUEHHUs] HKCIEPTHOIO
YUPEXKIEHUS 110 pe3yIbTaTaM KCIEPTU3bI KAUECTBA BKJIIOUEHHON B TOCYJapCTBEHHBIHN peecTp
JIEKapCTBEHHBIX CPEJCTB (hapMaleBTHUECKONW cyOCTaHIIMM, TPOU3BEACHHON [l pealu3alui,
IIPUHMMAET pEUIEHHWE O BHECEHWM W3MEHEHHH B JOKYMEHTBI, COJEpKamuecs B
PETUCTPAllMOHHOM JOCh€ Ha BKIIOYEHHYIO B TOCYIApCTBEHHBIH peecTp JIeKapCTBEHHBIX
cpenctB ¢apMaleBTUUECKYI0 CyOCTaHIINIO, TPOU3BEICHHYIO JIJIsl peaTn3allii, Wik 00 0TKa3e
BO BHECEHHH U3MEHEHUN B JOKYMEHTHI U YBEIOMIISIET 3asIBUTENISL O MPUHSATOM PEILIEHUU;

47. B ciy4ae BBISIBICHMS HEJOCTOBEPHOCTH CBEACHUM, COJEPKAIIUXCSA B
MIPE/ICTABICHHBIX 3asBUTEIEM JAOKYMEHTaX M CBEACHMSIX, MUHUCTEPCTBO 3paBOOXpPAHEHUS
Poccuiickoii denepariyy HarpapIseT 3asBUTEIIO 3aPOC 00 YTOUHEHUH YKa3aHHBIX CBE/ICHU,
Ha KOTOPBIN 3asiBUTEb 00s3aH MPEJICTaBUTh OTBET B CPOK, HE IMpeBblmatronuii 20 padbounx
JHEN co JHS HarpaBiieHus 3anpoca. Cpok co JHS HaIpaBJIEHUs 3aIlpoca 10 JHS MOITy4YeHHs Ha
HEro OTBETa HE YYUTHIBAECTCSA INPU HCUYHCIECHUM CPOKA TMPUHATHS PEIIEHUS O BHECEHUU
W3MEHEHUH B JOKYMEHTBI, COJAepXalluecs B PErHCTPAlMOHHOM JI0Che Ha BKIIIOUEHHBIE B
rOCy/IapCTBEHHBI PpEecTp JIEKApCTBEHHBIX CpeACTB (apMalleBTUUECKUE CYyOCTaHIIUH,
IIPOU3BENCHHBIC ISl pEaIU3aLiH.

48. B Teuenne 10 pabGoumx paHeH co AHSA TOJy4YEeHHs pelieHUss MuHHCTEpCTBa
3npaBooxpaneHus Poccuiickoit dexepanyu 0 NMPOBEJCHUM yKa3aHHBIX B MOANYHKTE "0
IyHKTa 43 HacTOALIEr0 AOKyMEHTa 3KCIEPTU3 3asBUTENb IPEACTABISAET B HIKCIEPTHOE
YUpEXKIEHUE I IPOBEACHMSI DKCIIEPTU3BI KaUe€CTBA BKIOYEHHOMN B TOCYIapCTBEHHBIN peecTp



JIEKapCTBEHHBIX CPEJCTB (hapMaleBTHUECKOW cyOCcTaHIIMM, IPOU3BEICHHOM s peanu3aluy,
o0pa3ubl Tako (apMaleBTUUECKOW CyOCTaHIIMM, NPOU3BEIEHHOH B COOTBETCTBUHM C
TpeOOBAHUSAMHU TMPOU3BOJACTBEHHOW peuenTypsl U (MIM) HPOMBIIICHHOTO perjaMeHTa,
YTBEP)KJICHHBIMH PyKOBOAMTEIEM MPOU3BOAMUTENS (hapMaIleBTUIECKON CyOCTaHIINY, a TaKXKe
B COOTBETCTBYIOUIMX CIIy4asx 0Opasilbl TECT-IITaMMa MUKPOOPTaHU3MOB, KYJIBTYphI KJIETOK,
00pa3ibl BEMIECTB, IPUMEHSIEMBIX JIJIsl KOHTPOJIS KauyecTBa JIEKAPCTBEHHOI'O CPE/ICTBA ITyTEM
CpaBHEHHMsSI C HHMH HCCIeAyeMol (apMalneBTUYeCKOl CyOCTaHIMM, B KOJMYECTBAX,
HEOOXOAUMBIX JUIsl BOCIIPOU3BEIEHUS] METOJIOB KOHTPOJIS KauecTBa.

49. B ciy4yae HeIOCTaTOYHOCTH IPEIACTABJICHHBIX JKCIIEPTY MATEPHANIOB KCIEPTHBIM
YUPEXIECHUEM HAIPaBISIETCs 3apoc O NPEACTAaBICHUN HEOOXOAUMBIX MaTepHuaioB B (opme
JIEKTPOHHOI'O JIOKYMEHTa, IOJINMCAHHOTO 3JIEKTPOHHON MMOJAMUCHIO, WM Ha OyMa)XHOM
HoOcHTeNE. 3agBUTENb 00sI3aH IPEICTAaBUTh OTBET HA 3aIIPOC B AKCIIEPTHOE YUPEXKICHUE B CPOK,
He npesblatonmii 20 padounux IHEN co JHA NOJdydyeHus ykazaHHoro 3arpoca. Cpok co JAHs
HaIlpaBJICHUs 3arpoca 10 JHs IMOJIYYEHHUs Ha HEro OTBETA 3asBUTENSA HE YYHUTBHIBACTCA IIPU
HCYHUCIICHUH CPOKA IPOBEIACHUS DKCIIEPTU3BI.

B cirydae HenpencTaBieHNs 3asBUTEIEM OTBETA HA YKa3aHHBIN 3alIpOC B yCTAHOBJIICHHbBIN
CPOK 3KCIIEPTHOE YUpEXKJAECHUE BO30OHOBIISET 3KCIEPTU3Y M B CPOK, HE NpEBBbIIAOIUN 5
pabouux IHEW, HamparisieT B MUHHCTEPCTBO 37paBooxpaHeHus Poccuiickoit deneparuun
3aKJIFOYEHNE KOMUCCHH IKCIIEPTOB.

50. OcHOBaHUAMHU [UIsl OTKa3a BO BHECEHUHM YKa3aHHBIX B IMYHKTE 43 HaCTOSIIETO
JOKyMEHTa W3MEHEHUH B JOKYMEHTBI, COJAEpIKalUecs B PErUCTPALlMOHHOM JOChE Ha
BKJIIOUEHHBIE B TOCYJApCTBEHHBIN peecTp JEeKapCTBEHHBIX CPEICTB (apMalleBTUYECKUE
cyOCTaHIIMM, TPOU3BEICHHBIE JUIsl pealli3ali, IBISIOTCS:

a) HEINpe/ACTaBICHUE 3asBUTENEM B YCTAaHOBJIEHHBIH CPOK OTBETa Ha 3ampoc
MunucrepcrBa 3apaBooxpanenus Poceuniickoint denepanuu;

0) oOTcyTcTBHE€ B  IIPEJACTaBIEHHBIX JOKYMEHTaX JIOCTaTOYHBIX  CBEJCHHUH,
MOJTBEPKAAIOUIMX  HEOOXOAMMOCTh  BHECEHHMs  HM3MEHEHuH, wid  HMHpOpManuy,
MOJTBEpXkKAAtoIeH (PaKT YIUIaThl TOCYJapCTBEHHOM MOIIMHBI,

B) 3aKJIIOYEHHE DSKCIIEPTHOIO YUYPEXKACHHUS O BO3MOXKHOCTH CHIKEHHS KayecTBa
BKJIFOUEHHOM B TOCYJapCTBEHHBIN pEEeCTp JIEKAPCTBEHHBIX CPEACTB (hapMalleBTUUECKOM
cyOCTaHIINH, TPOU3BEICHHOM JIIsl peanu3alyy, B CIydae BHECEHUS TaKUX U3MEHEHUI.

VI. MoaTBepxaeHne rocyaapCcTBEHHON perncrpauum
NeKapCTBEHHOro npenapara, 3apermcCTpMpoBaHHOro
B COOTBETCTBMU C OCOOEHHOCTAMM OOpaLLeHUA NeKapCTBEHHbIX
cpeacTB ANSA MeAULUHCKOro NpUMeHeHUs B criyvyae aedekTypbl
WU pUCKa BO3HMKHOBEHUA AedeKTypbl leKapCTBEeHHbIX NpenaparTos,
B CBAI3M C BBeAeHMeM B oTHoweHun Poccumnckon Pepgepaumm
OrpaHNYUTeNIbHbIX Mep 3KOHOMUYECKOro xapakrepa

51. IloaTBepkaeHHE TOCYIApCTBEHHOM pPETUCTPALMM JIEKAPCTBEHHOIO IIpemnapara,
3apEruCTPUPOBAHHOIO HA YCJIOBMSX, YKa3aHHBIX B IYHKTe 18 HacToslero IOKyMEHTa,
ocyuiecTBisercss MuHucrepctBoM 3apaBooxpanenus Poccuiickoit denepanuu B CpOK, HE
npesblimatomui 20 pabounx IHEH co THS MOCTYIUICHHUS TOKYMEHTOB U CBEJICHHH, yKa3aHHbBIX



B MYHKTE 52 HACTOSAIIETO JJOKYMEHTA M IIPEICTAaBICHHBIX He mo3aHee 1 aexadps 2023 r., npu
BBIIIOJIHEHUM 3asIBUTEJIEM YCJIOBUM, YCTAaHOBJICHHBIX IPU T'OCYAAPCTBEHHOM pErucTpanuu
JIEKApCTBEHHOTO IIpernapara.

(B pen. [locranosnenus IlpasurensctBa PO ot 14.11.2022 N 2056)

52. K 3asiBieHUIO O MOATBEPKICHUM TOCYJAAPCTBEHHOU PErUCTPAIMU JIEKAPCTBEHHOIO
Mpernapara npujiararTcs:

a) JOKYMEHTBI, COAEp)KalIHe pe3yJbTaThl MOHUTOPUHTA J(PPEKTUBHOCTH U
0€30MMacCHOCTH JIEKAPCTBEHHOTO IMpernapara, MPOBEJCHHOIO Jep)KaTeleM WU BIaJeibleM
PETUCTPALIMOHHOTO yAOCTOBEPEHUS JIEKAPCTBEHHOIO Ipernapara 00 yIOJTHOMOYEHHBIM UM
IOpUAMYECKUM JIMIOM, Mo (opme, yTBEepkAeHHONH MUHUCTEPCTBOM 3ApaBOOXpPaHEHUS
Poccuiickoit denepaiuu;

0) cBeleHHS O Jare MPEAOCTABICHUS M PETUCTPAIMOHHOM HOMEpE JIMIICH3UM Ha
MIPOU3BOJICTBO JICKAPCTBEHHBIX CPEACTB WM KOMMS 3aKIIOYEHHS O COOTBETCTBHUH
MPOU3BOJUTENS]  JIGKAPCTBEHHBIX  CPEICTB  TpeOOBaHUSIM  TpaBUJ  HaJyIeKalen
MIPOU3BOJICTBEHHON MPAKTUKH, BBIAAHHBIX MUHUCTEPCTBOM MPOMBIIIJIEHHOCTH W TOPTOBIN
Poccuiickoit ®enepauny B OTHOLIEHUHM NPOU3BOJCTBEHHOW IUIOUIAJAKU JIEKAPCTBEHHOTO
rpenapara, TOCyJAapCTBEHHas PErucTpauus KOTOPOro MOATBEPKIAETCA B Cllydae, €cCid
MIPOU3BOJICTBO JIEKAPCTBEHHOI0 IIpenapara ocyuiectisiercs B Poccuiickoit denepanuu, nuim
Komusi cepTUdUKata COOTBETCTBUS TMPOU3BOAMTENS JIEKAPCTBEHHBIX CPEICTB U
MEIWIIMHCKOTO TPHUMECHECHHUS TPEeOOBaHWSAM TMPaBWII HAJICKAIIECH TMPOU3BOJACTBCHHON
MpaKkTUKU EBpa3niickoro 3kOHOMMYECKOTO COK3a;

B) KOMHS BBIIAHHOW YIIOJTHOMOYEHHBIM OPTaHOM CTPAHBI-MIPOU3BOAMUTENS JINIICH3UU HA
MIPOU3BOJICTBO JIEKAPCTBEHHOTO Tpenapara U €€ MepeBOj] Ha PYCCKUH SI3bIK, 3aBEpEHHbBIC B
YCTAHOBJICHHOM TIOPSIIKE, a TaKKe KOIMUS 3aKIIOYEHHUS O COOTBETCTBUU MPOU3BOJUTEIS
JIEKapCTBEHHBIX CPEACTB TPEOOBAHUSAM MPABWI HAJICKAIIEH MPOU3BOJACTBEHHON MPAKTUKH,
BBIJAHHOTO MUHUCTEPCTBOM MPOMBIIUIEHHOCTH U ToproBiu Poccuiickoit denepanuun mnm
Komusi cepTUdUKaTa COOTBETCTBUS TMPOU3BOAMTENS JIEKAPCTBEHHBIX CPEICTB U
MEIHUIIMHCKOTO TPHUMEHEHHUS TpeOOBaHUSAM TMpaBWJI HaJJIekalled MpON3BOCTBEHHOU
MpakTUKu EBpa3uiicKoro SKOHOMHUYECKOTO COI03a, BBIJAHHOTO YIMOJHOMOYEHHBIM OpPraHOM
rocyiapcrea - 4ieHa EBpa3WilcCKOro SKOHOMHMYECKOrO  COK03a B OTHOUIEHUH
MIPOM3BOJICTBEHHOM TUIONIA/IKK JIEKAPCTBEHHOTO Tpemnapara, ToCyapCTBEHHAsT PEeTrUCTPAIIHs
KOTOPOTO TOATBEPKIACTCA, WM KOMHS pemeHns MUHHCTEPCTBA MPOMBIIIUICHHOCTH |
toproBnu Poccuiickoii ®Depeparuu o0 mpoBeneHUU (HapMaIleBTHUECKONH WHCIEKIIUU
MIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB B CIyyae, €CIU MIPOU3BOACTBO JIEKAPCTBEHHOTO
Ipernapara ocyuecTBisieTes 3a npenenamu Poccuiickoit denepanuu;

(B pen. [locranosnenus IlpasurensctBa PO ot 14.11.2022 N 2056)

r) B OTHOIICHHUH OWOJIOTMYECKHUX JIEKAPCTBEHHBIX TIPEMapaToB - PpPe3yJbTaThbl
MEPOTIPUSITHI, TPEAYCMOTPEHHBIX IIJIAHOM  YIPaBJICHUS pPHUCKaMH, pa3paboTaHHBIM
JepKaTEJIeM WM  BJIAJCIBIEM PETUCTPALMOHHOTO  YIOCTOBEPEHUS JIEKAPCTBEHHOTO
rnpenapara WiM YINOJHOMOYEHHBIM MM JIPYTUM HOPUAMYECKUM JIMUOM I peau3aluu
YCJIOBHM, MPEYCMOTPEHHBIX MYHKTOM 12 HACTOSIIETO JOKYMEHTAa;

1) TOKYMEHTBI PETUCTPALIMOHHOTO A0ChE, TPEOYIOIIe BHECEHUSI I3MEHEHHI B CBSI3H C
MPOLIEAY PO MOATBEPKICHUSI TOCYITAPCTBEHHON PETUCTpAIUU JICKAPCTBEHHOT'O MIpenapara;



€) KOomWs JOKyMEHTa, IMOATBEPAAIOIIEro YyIUIaTy TOCYJapCTBEHHOH MOUUIMHBI 3a
MOATBEPKICHUE FOCYJaPCTBEHHOM pErUCTpaliy JIEKApCTBEHHOr'O Ipernapara.

53. B Tteuenue S5 paboumx AHEH CO JHSA TPHUHATHS 3asABJICHUS O IOATBEPKICHUU
roCy/1apCTBEHHOM perucrpauuu JIEKapCTBEHHOT'O npernapara MuHuCTEPCTBO
3apaBooxpanenus Poccuiickor denepanuu:

a) TPOBOJUT MPOBEPKY IOITHOTHI CBEICHUM, COJEpKAIUXCA B MPEACTaBICHHBIX
3asBUTEJEM JOKYMEHTAX;

0) mpUHHMMAaeT pelleHHe O IMPOBEIECHUWU WIM 00 OTKa3e B IMPOBEIECHUU SKCIEPTU3BI
OTHOILUEHUS OXHUAAEMOU MOJb3bl K BO3MOXHOMY PHUCKY IPUMEHEHHs JIEKApCTBEHHOTO
npenapara;

B) yBEIOMIISIET B DJIEKTPOHHON WJIM MHUCBMEHHOW (opMme 3asBUTENST U HKCIEPTHOE
YUpEeXKICHUE O TIPUHSATOM PEIICHUU. B ciiydae mpuHITHS pemieHus: 00 0TKa3e B MPOBEIACHUN
SKCHEPTU3bl OTHOLICHHUS OXHUAAEMOM TMOJb3bl K BO3MOXHOMY PHUCKY NIPUMEHEHUS
JICKapCTBEHHOr0 Ipenapara MuHHCTEPCTBO 31paBooxpaHeHust Poccuiickonn deneparuu
YKa3bIBa€T MPUYMHBI TAKOIO OTKa3a.

54. B cnydae BbISBICHHUS HEIOCTOBEPHOCTH CBEICHMM, COAEpKAUIUXCS B
MPEACTABICHHBIX 3asIBUTEJIEM JTOKYMEHTAX, YKA3aHHBIX B YHKTE 52 HACTOALIEIO JOKYMEHTA,
MunuctepcTBo 3apaBooxpaHenus Poccuiickoii denepanuu HarpasiisieT 3asBUTENIO 3a1poc 00
YTOUYHEHUU YKa3aHHbIX CBEIEHUHA B BHJE DJIEKTPOHHOTO JIOKYMEHTa, MOANNUCAHHOTO
3JIEKTPOHHOMU MOJIHUCHIO.

55. 3asBuUTENb 00s3aH MPEACTABUTH OTBET HA 3apoc MUHUCTEPCTBA 37paBOOX pPaHEHUS
Poccuiickoit deneparuu B CpoK, HE MPEBBIMIAIONINN 3 pabOYUX JHEH CO THS €0 TOIyYCHHUS.
Cpok, yka3aHHBIM B TyHKTE 53 HACTOSIIETO JOKYMEHTA, MPHOCTAHABIMUBACTCS CO JIHA
HANpaBJIEHUA 3asIBUTEIIIO 3anrpoca MUHUCTEPCTBA 10 HS MOJYYEHUSI UM COOTBETCTBYIOIIETO
OTBETA U HE YYMUTHIBACTCS IPU HMCUHUCIECHUHM CpPOKa MOATBEPKIEHUS TOCYyAapCTBEHHOU
perucTpanmu JEKapCTBEHHOTO Ipernapara.

56. OcHOBaHMEM ISl OTKa3a B IPOBEACHUH SKCIIEPTU3bI OTHOIICHUS 05KH1a€MOM MOJIb3bI
K BO3MOXXHOMY PHCKY INPUMEHEHHMS JIEKAPCTBEHHOI'O IMpernapara sBJSETCs IPEACTaBICHUE
JIOKyMEHTOB, yKa3aHHBIX B TYHKTE 52 HACTOSIIETO JOKYMEHTa, B HEIMOJHOM OO0BbeMe,
OTCyTCTBHE MH(pOPMAIUH, TTOATBEPKIAIONIEH (PaKT yIiaThl TOCYIapCTBEHHOMN MOIUIMHBI 32
MOATBEPKIICHUE TOCYAApPCTBEHHOM pPETHCTpAllMd  JICKAPCTBEHHOTO Tpemapara Jmbo
HEIPECTaBICHUE 3asBUTENIEM B YCTAHOBJIEHHBI CPOK OTBETA HA YKA3aHHBIM B MyHKTE 54
HACTOSIIETO JOKyMEHTa 3anpoc MuHucTepeTBa 3apaBooxpaneHus Poccuiickon @enepanuu, a
TaK)K€ OTCYTCTBHE B YKa3aHHBIX JOKyMEHTaX HMH(pOpPMAIUH, KOTOpas JOKHA OBITh B HHUX
OTpaKEeHa.

57. DkcnepTr3a OTHOUICHUS 0KMAA€MOW MOJIb3bl K BO3MOKHOMY PUCKY IPHUMEHEHUS
JICGKapCTBEHHOr0 mMpernapara [Jjs MEIUUIUHCKOrO0 MPUMEHEHUS B UEIAX IMOJITBEPKICHUS
FOCY/JapCTBEHHOW PEruCTpallii JICKAPCTBEHHOTO TIpernapara MPOBOJUTCS KOMHUCCHEN
AKCTIEPTOB B CPOK, HE MpeBbimaromuid 10 pabounx THEH.

58. B ciyuae HEAOCTAaTOYHOCTH MPEJICTABICHHBIX AKCHEPTY MATEPUATIOB IKCIIEPTHBIM
YUPEXKIESHUEM HAIPABISIETCS 3aMpPOC O MPEICTABICHUH HEOOXOIUMBIX MaTepUAIIOB B opme
ANEKTPOHHOTO JOKYMEHTA, MOAMMCAHHOTO SJCKTPOHHOW MOMANUCHI0, WIH Ha OyMakHOM
HOCHTEIIE.



59. 3asButens 00s3aH MPEACTaBUTh OTBET HA 3alIPOC IKCIIEPTHOTO YUPEKICHUS B CPOK,
HE MPEBBIIAONINHN 5 pabounx THEH co JHS MOIYyYeHUS 3alpoca, IPEIyCMOTPEHHOTO ITYHKTOM
58 HacTOsIIEero JOKYMEHTA.

BpeMmsi co nHs HampaBiieHUs 3ampoca 3KCHEPTHOIO YUPEKICHMS A0 JTHS IOJIy4YEHUs
9KCIIEPTHBIM YUPEKJIEHUEM OTBETAa Ha 3alpoC HE YUUTHIBAECTCA IPU HCUMCIECHUU CpPOKa
IIPOBEIEHUS SKCIIEPTU3bl OTHOIIEHUS O’KUAEMOH 10JIb3bI K BO3MOKHOMY PUCKY IPUMEHEHUS
JIEKapCTBEHHOI'O IIperapara.

B ciyuae HenpeAcTaBieHus 3asBUTENIEM OTBETA HA YKA3aHHBIN 3a1IPOC B YCTAHOBJICHHBIN
CPOK JKCIIEPTHOE YUPEkKIACHHE BO30OHOBISIET SKCIEPTU3Y M B CPOK, HE IMPEBBIIIAIOIMIUNA 5
pabouux IHeW, HampaBisieT B MUHHCTEPCTBO 3apaBooxpaHeHus Poccuiickoit deneparuun
3aKJII0OYEHNE KOMUCCHUU SKCIIEPTOB.

60. MunucrepcTBo 3ApaBooxpaHeHus Poccuiickoit @Dexepanuu B CPOK, HE
MpEeBBILIAIOIIMKN 5 pabouynX JHEH CO JHS MOJIYYEHUS 3aKJIIOUYEHUS KOMUCCUU IKCIEPTOB I10
pe3ysibTaTaM SKCIEePTU3bl OTHOLIEHUS 05KUIAEMOM M0JIb3bl K BO3MOXKHOMY PUCKY IPUMEHEHUS
JIEKapCTBEHHOI'O IIpernapara:

a) OCYIIECTBIISIET OIEHKY A3TOrO 3aKIIOUEHUS JUIS OMpEAeNICHUS €ro COOTBETCTBHS
3a/IaHHI0 Ha IIPOBEJICHUE YKAa3aHHOM 3KCIIEPTHU3BI;

0) mnpuHUMAET peUIeHHe O TMOATBEPXKACHUM TOCYJapCTBEHHON perucTpanuu
JIEKapCTBEHHOT'O Mpernapara uin 00 0TKase B MOATBEPKACHUN TOCYJapCTBEHHON perucTpainuu
JIEKapCTBEHHOI'O IIperapara;

B) BHOCUT NPU NPUHATUU PEUICHUS O MOATBEPKACHUH IOCYIapCTBEHHON perucTpaluu
JIEKapCTBEHHOI'0 IIperapaTa CBEJIEHUS B TOCYJapCTBEHHbBIN pEeecTp JEKapCTBEHHBIX CPEJICTB U
BBI/IAET 3aBUTEIIO PETUCTPALMOHHOE YIOCTOBEPEHUE JIEKAPCTBEHHOTO MpenapaTa co CpOKOM
nevictBus o 31 nexadps 2025 .

61. OcHoBaHMeM i1 OTKa3a B TOJATBEPKICHUU TOCYJapCTBEHHOM perucrpanuu
JIEKApCTBEHHOTO0  Ipenapara sBIAETCS  pelmieHue MUHHCTepCTBA  3/IpaBOOXpaHEHUs
Poccuiickoit @enepanyy 0 TOM, YTO pUCK IPUUUHEHNSI BPEZA 30POBbIO UEIIOBEKA BCIIEICTBUE
npreMa JIEKapCTBEHHOTO Tperapara npeBbiiaeT 3G GpeKTHBHOCTh €ro MpUMEHEHHSI.

62. JlomyckaeTrcss /0 HWCTE€YEHHs] CpOKa TOJHOCTH OOpalleHHe JIEKapCTBEHHOTO
npenapara, 3aperucTpUpOBaHHOIO B COOTBETCTBMM C pazzenioM Il HacTosiero n1oKymeHTa,
MIPOU3BEICHHOIO B TeueHue 180 kaneHaapHbIX JHEW MOCIe 1aThl NPUHATAS MUHUCTEPCTBOM
3apaBooxpanenusi Poccuiickoii denepanyiu pemieHus O MOJATBEPKICHUU TOCYIapCTBEHHON
perucTparym JeKapCTBEHHOTO Mpernapara B COOTBETCTBHH ¢ MHPOpMaLUeH, coepxalieiics B
JIOKyMEHTaX PErucCTPAllMOHHOTO JIOCh€ Ha JIEKAPCTBEHHBIM Mpemapar A0 JaThl MPUHSITHS
TaKOT'O PELIEHUS.

VIl. BBoAa B rpaxxgaHCKMn 060pOT NeKapCTBEHHbIX NpenapaToB
AnNA MeaULMHCKOro npuMeHeHus

63. B mepuoa neWcTBHs HACTOSIIETO JTOKYMEHTa BBOJI B TPaXIaHCKUH 000OpOT
JICKapCTBEHHOTO TIpenapaTa, 3a HCKIIOYEHHEM HMMMYHOOMOJIOTUYECKUX JIEKaPCTBEHHBIX
IIpEeNnapaToB, a TaKXKE JIEKApCTBEHHBIX IpEnaparoB, yKa3aHHbIX B pazgenax Il u IV
HACTOSIIIETO JIOKYMEHTA, OCYIIECTBIIAECTCS B COOTBETCTBMM C yacTsMu | u 2 crateu 52.1
®enepanbHoro 3akona "O6 oOpaleHnH JTeKapCTBEHHBIX CPEICTB".



64. BBog B TpakJaHCKHK 0OOOpPOT MEPBBIX 3 CEpHl WM MApTUH JICKAPCTBEHHOTO
mpernapaTta, 3a HCKIIOYEHHEM HMMYHOOHOJIOTHYECKUX JIEKapCTBEHHBIX IIPEraparos,
OCYIIECTBJISIETCS B COOTBETCTBHM ¢ dYacThio 4 crtathu 52.1 denepanbHoro 3akoHa "OO
oOpaIlleHuu JIGKApCTBEHHBIX CPEACTB".

[TpoBenenue mpeaycMOTpeHHbIX 4YacThio 4 cratbu 52.1 denepanbnHoro 3akoHa "OO6
oOpaleHuu JIEKapCTBEHHBIX CPEJCTB" UCIBITAHUIN YKa3aHHBIX JIEKAPCTBEHHBIX MPENapaToB
JIOIYCKAeTCsl C MCIOJIb30BaHUEM CPEACTB JUCTAHIIMOHHOIO B3aUMOJEICTBHS, B TOM 4YHCIIE
MOCPEACTBOM ayAMO- WJIH BHJAEOCBSI3U, B PEXKHUME PEAITbHOIO BpPEMEHH MOCPEACTBOM
BUJICOCBSI3U.

65. IlpencraBieHne JTOKYMEHTOB, NPEIyCMOTPEHHBIX 4YacTblo S5 cratbu 52.1
denepanbHOTO 3aK0HA "O0 0OpaIeHIH JIEKAPCTBCHHBIX CPEJICTB", HE TpeOyeTcs.

66. BBoa B rpakgaHcKuii 000pOT UMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX IIPENapaToB,
3a MCKJIOYEHHUEM JICKapCTBEHHBIX IIPEnaparoB, yKa3aHHbIX B paszaenax Il u IV nacrosmero
JIOKYMEHTA, OCYILIECTBIISIETCS] B COOTBETCTBUM C 4acThi0 7 cTaThi 52.1 ®denepanbHOro 3aKoHa
"O6 oOpaieHny JTeKapCTBEHHBIX CPEACTB".

[TpoBenenune npeaycMOTpeHHBIX udacThio 7 ctaThu 52.1 denepanpHoro 3akona "OO0
oOpallleHuu JIEKapCTBEHHBIX CPEICTB" UCHBITAHUN YKa3aHHBIX JICKAPCTBEHHBIX MPENapaToB
JOMYCKAETCsl C UCIOJIb30BAHUEM CPEACTB JAMCTAHIIMOHHOTO B3aMMOJCHCTBUS, B TOM YHCIIE
MIOCPEACTBOM ayAMO- WJIH BHJIEOCBSI3U, B PEXKHUME pEANTbHOIO BpPEMEHH IOCPEACTBOM
BUJICOCBSI3U.



