MPABUTEJILCTBO POCCHUIICKOI ®EJIEPALIUU
ITOCTAHOBJJIEHHNUE

ot 8 anpensa 2023 r. Ne 565

MOCKBA

O nopsake npeacTaBjeHusi JOKYMEHTOB U CBeIeHUil
0 JIeKAPCTBEHHBIX Mpenaparax /AJjsi BeTePHHAPHOI0 NPUMEeHeHMHs],
BBOJAUMBIX B I'PAKIAHCKHIA 000pPOT, BbIAaUH pa3pelieHnsi Ha BBO/

B I'PAXKAAHCKUI 000pPOT HIMMYHOOHOJIOTHYECKOT0 JIEKAPCTBEHHOT 0
npenapara Ajisi BeTepHHAPHOI0 MPUMEHEeHHs U IPOTOKO0JI0B UCIbITAHUI
0 COOTBETCTBHH CepUii HMMYHOOHO0JI0THYECKOr0 JIeKAPCTBEHHOI' 0
npenapara Ajisi BeTepHHAPHOI0 MPUMEHEeHHsI M0KA3aTeJIsIM Ka4yecTBa,
MpeayCMOTPEHHBIM HOPMATUBHBIM J0KYMEHTOM

B coorsercrBun ¢ wacTsamu 5 u 10 crarem 527 denepabHOr0 3aKOHA
"O6 oOpamenun JekapcTBeHHBIX cpeAactB" IlpaButenbcTtBO Poccuiickoit
OemepaliM MO CTAHOBJASET :

1. YTBepauTh nipuiaraeMeie:

[IpaBuna mpencraBiieHUs TOKYMEHTOB W CBEICHHWHA O JIEKAPCTBEHHBIX
mpemnaparax Uil BETEPUHAPHOIO INPHUMEHEHHUS, BBOJMMBIX B T'PaKTaHCKUI
000poT;

[IpaBuna BbIgAauM paspemieHuss Ha BBOJX B TPaKIAHCKHA 000pOT
UMMYHOOMOJIOTUYECKOTO JICKQPCTBEHHOTO TIpenapara Jijis BETEPUHAPHOTO
MIPUMCHCHMS,

[IpaBuna BBIJAYHM MPOTOKOJOB HCIBITAHHA O COOTBETCTBHH CEpHUI
MMMYHOOHOJIOTUUYECKOTO JIEKAPCTBEHHOIO Tpenapara [jii BETEPUHAPHOIO
IMPUMCHECHHUS TIOKa3aTeJlsIM KadecTBa, MPEAYyCMOTPESHHBIM HOPMATHBHBIM
JIOKYMEHTOM.

2. Peanuzanus MOJITHOMOYHI, TPy CMOTPESHHBIX HACTOSIIHAM
MOCTAHOBJIEHUEM, OCYyIIeCTBsieTCs DenepaabHOl CiIyK00il M0 BETEpUHAPHOMY
1 (UTOCAHWTAPHOMY HAN30Py B Tpeaenax yCTaHOBJCHHBIX [IpaBUTENHCTBOM
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Poccutickoii @enepanuu mpenenbHOW YUCICHHOCTH W (DOHIA OIUIaThl TPyHa
PabOTHUKOB IEHTPAJIBHOTO ammapara U TePPUTOPUAIBHBIX OpraHoB CiiyKObl,
a TaKke OIODKETHBIX aCCHTHOBaHWH, mpeaycMoTpeHHbix Ciryk0e B (eaepambHOM
OroKeTe Ha PYKOBOJICTBO M YIIPaBJIEHUE B chepe YCTAHOBJICHHBIX (PYHKIIHIA.

3. @enepanbHOlt  Cy)0e TIO BETEPUHAPHOMY H  (PUTOCAHHTAPHOMY
HaJ30pYy:

o0ecneunTh TEXHUYECKYI0 T'OTOBHOCTh (DenepaibHON rocyaapCTBEHHOU
nH(OPMAITMOHHONW CHCTEMBI B 00JIACTH BETEPUHAPUU K TIPUEMY 3asBIICHHIA,
npeaycMOTpeHHbIX [IpaBuiiaMu BbIJIauu pa3pelieHus Ha BBOJ B I'PaKIAHCKUA
0o00pOoT  WUMMYHOOMOJIOTMUECKOrO  JIEKQpCTBEHHOrO  Mpemapara  JUis
BETEPUHAPHOTO MPUMEHEHUS, YTBEPKJIECHHBIMU HACTOSIIUM MOCTAHOBJIEHUEM,
KOTOpPBIE OyoyT  mocCTynarb u3 dhenepanbHOI rOCyIapCTBEHHOU
nH()OPMAITMOHHON CUCTEMBI "E muHbiit noprai roCyJ1IapCTBEHHBIX
¥ MyHUIIUHAIBHBIX YCayT (dyHkuii)", mo 1 despans 2024 r.;

COBMECTHO ¢ MuHHCTEpCTBOM  MHU(PPOBOTO  PA3BUTHA,  CBS3H
Y MACCOBBIX KOMMYHUKalMil Poccuiickoit @enepainiy ocymecTBUTh pa3padoTKy
1 pasMmelnieHrue B denepaabHON roCyIapCTBEHHOM HMH(OPMAIIMOHHOW CHCTEME
"EquHBIA TOPTAT TOCYJAPCTBEHHBIX W MYHHIIMTAIBHBIX YCayr (dyHKImiA)"
WHTEPAKTUBHBIX (OpM 3asBICHHA, TIpemxycMOTpeHHbIX [lpaBuiamMmu BbIIAUM
pa3pellieHls Ha BBOJI B TPAXKIAHCKUKA OOOpPOT HMMMYHOOMOJIOTMYECKOTO
JIEKQpCTBEHHOIO Mpenapara Jjisi BETEPUHAPHOTO MPUMEHEHUS, YTBEPKICHHBIMU
HACTOAIIMM MOCTaHOBJIEHUEM, 10 1 mapra 2024 r.

4. Hacrosiiiee NMOCTAHOBJIEHHWE BCTymaeT B cuiay ¢ 1 cenrsOps 2023 r.,
3a MCKIIIOYEHHMEM IOoJokKeHui myHKToB 5, 8, 9, 14 m 16 IlpaBun BelIaun
pa3pellieHrs Ha BBOJ B TPAXKIAHCKUKA OOOpPOT HMMYHOOMOJIOrHYECKOIO
JIEKQpPCTBEHHOI'O Mpernapara Jyisi BETEPUHAPHOIO MPUMEHEHUSA, YTBEPKIACHHBIX
HACTOSIIIIAM ~ TIOCTAHOBJIEHWEM, B YaCTH WCIHOJb30BaHUSA (emepanbHOU
rocy1apCTBEHHOM nHDOPMAITMOHHON CUCTEMBI "Enunbiit MOpTa
rOCYJapCTBEHHBIX W MYHMIMIIAIBHBIX yCayT ((yHKIHMi)", KOTOpBIE BCTYMAIOT
B cuity ¢ 1 mapta 2024 r.

5. IlpaBuna, yTBEp >KICHHBIE HACTOSIIAM ITOCTAHOBJICHUEM, EUCTBYIOT
1o 1 centsabpsa 2029 r.

[Ipencenarens [IpaBuTenscTBa [IOKYMEHT MIO[AMHCAH
3JIEKTPOHHOWU NOANMUCHIO

Poccuiickoit denepanuu CEEEIERISRAVEIINEED] M. Mutiy cTuH
Homep: 2E6F99CES3C464286636F 3BAGAIDS67E
MocTtaswmk: KasHauelictso Poccun
MpasuTenscTso Poccuiickolt Peaepauun
[Leiicteutenen ¢ 07.03.2023 no 30.05.2024
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YTBEPXIEHDBI

MoCTaHOBJIeHHEM | IpaBuTenbCcTBa
Poccuiickoit ®enepanun
oT 8 ampensa 2023 r. Ne 565

IHPABUJA

NMpeACTABJIEHUS JOKYMEHTOB H CBeIeHHH
0 JIeKaPCTBEHHBIX Mpenaparax AJisi BeTepHHAPHOT0 IPUMEHEHMS],
BBOJIMMBIX B I'Pa:KIaHCKHIA 000poT

1. Hacrosamue IIpaBuia ycTaHaBAMBAIOT MOPAIOK MPEIACTABICHUS
B DenepampHyto ciyk0y Mo BeTEpHWHAPHOMY M (DUTOCAHUTAPHOMY HAI30PY
JOKYMEHTOB  H CBEICHUA O  KaKIAOM  Ccepur  IPOU3BEAECHHOTO
B Poccuiickoii ®Denepanuu JIEKapCTBEHHOrO IMpernapara il BETEPUHAPHOIO
MpUMEHEHUs  ([ajee - JeKapCTBEHHbIN Tpenapar) WId KaXI0W Cepud
BBO3UMOro (mepemeniaemoro) B Poccuiickyio denepammio J1€KapCTBEHHOTO
Mpernapara, BBOAMMBIX B TpaXKIaHCKU 000poT Ha Tepputopuu Poccuiickoii
Odenepary, 3a UCKIIOYEHUEM HMMMYHOOUOJOTHMUECKUX  JIEKAPCTBEHHBIX
MPENapaToB, NPOU3BOAUTENSIMH JIEKAPCTBEHHBIX MPENapaToOB U OPraHU3ALMUAMH,
OCYIIECTBJISIOIMAMA  BBO3  (TIEPEMEIEHUE) JICKAPCTBEHHBIX IPENapaToB
B Poccuiickyto ®Denepanmro (manee - opraHU3ayK, OCYIIECTBIISIONMNAE BBO3
(mepemMereHue).

2. ®enepanpHas cmyxk0a MO BeTepUHAPHOMY ©  (PUTOCAHWUTAPHOMY
HaJ30py OO0ecrneurMBaeT MPOU3BOAUTENSIM  JIEKAPCTBEHHBIX  MPEMapaToB
¥ OpraHW3alusM, OCYIIECTBIIAIONIAM BBO3 (TIEPEMEIICHHE), aBTOPU30BAHHBIMA
moctyn kK DemepalbHONM TOCYJAPCTBEHHOM WH(OPMAIIMOHHON CHCTEME
B oOmactu BeTepuHapuu (nanee - ”HQOPMAIIMOHHAs CUCTEMa B O01acTH
BETCPUHAPHH) TIOCPEACTBOM TPEAOCTABICHUSA JIMYHOTO KaOWHETa B TaKOM
nH()OPMAITMOHHONW CUCTEME U TPEACTABIICHUS JTOKYMEHTOB W CBEICHHIA,
YKa3aHHBIX B MTyHKTax 3 - 5 HacTosmmx [Ipasui.

3. Ilpou3BoauTens  JEKAPCTBEHHOTO  Mpernapara Iepel  BBOJOM
B FPaXIAHCKUII 000OPOT CepUU JIEKAPCTBEHHOIO Mpernapara B YBEIOMUTEIbHOM
nopsiake mnpenacrasisier B DegepanbHyro CiykO0y 10 BETEPUHAPHOMY
u (PUTOCAHWTAPHOMY HAA30Py Uepe3 JIWUYHBIM KaOWHEeT B WH(POPMAIMOHHOM
cucteMme B 00J1aCTU BETEPUHAPUU:
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a) 71 K&KI0W CepUH JISKapCTBEHHOTO Mperapara;

JOKYMEHT MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB JIA BETEPHUHAPHOIO
MPUMEHEHHSA, TOATBEPKAAOIIAN COOTBETCTBUE KA4YeCTBA JIEKAPCTBEHHOIO
npenapara, BBOJUMOIO B TPaKJIAHCKUKA 000pOT, TpeOOBAHUSAM, YCTAHOBJICHHBIM
MIPU €r0 TOCY IAPCTBEHHOW PErUCTPALINH;

MOJITBEPKACHUE YIIOJTHOMOYEHHOT O Jvna MPOW3BOIUTENS
JICKAPCTBEHHBIX CPEACTB JJISI BETEPUHAPHOTO MPUMEHEHUS COOTBETCTBUSA
JIEKQpCTBEHHOTO  mpemapata TpeOOBaHUSM, YCTAHOBJIEHHBIM TPU  €r0
rOCYyIapCTBEHHOW PETUCTPALUH;

0) st  TWepBBIX ~ JBYX ~ CEpWA  JIGKAPCTBEHHOTO  Mpemnapara,
BIEPBBIE TMpou3BeAeHHOr0o B Poccuiickoit @enepaumu, - OPOTOKOJIBI
WCIIBITAHUMA O COOTBETCTBHM JTHUX CEPUM JIEKQPCTBEHHOrO IIperapara
MOKa3areasiM KayecTBa, NPEAYCMOTPEHHBIM HOPMATUBHBIM JOKYMEHTOM,
MPOBOAMMBIX AKKPEJUTOBAHHBIMU B COOTBETCTBUM C 3aKOHOAATEIHCTBOM
Poccuiickoii ®enepaut 00 akKpeAWTAllMM B HALUMOHAJIBLHOW CHUCTEME
aKKpeIUTaIllud WCIbITaTeIbHBIME  JTa0opaTtopusiMu  (1ileHTpamu) (mamee -
MTPOTOKOJTBI UCTIBITAHMH).

4. Opranuzanus, OCyIIeCTBIISIONAs BBO3 (MIEPEMEIICHHE ), TIEPET BBOIOM
B TPAXKIAHCKUU OOOpPOT JIEKAPCTBEHHOTO TMpenapara B YBEIOMUTEIbHOM
nopsiake mnpenacrasisier B DegepanbHyro CiykOy 10 BETEPUHAPHOMY
1 (PUTOCAHWTAPHOMY HAA30PY Uepe3 JIWUYHBIM KaOWHEeT B WH(POPMAIMOHHON
cucteMme B 00J1aCTU BETEPUHAPUU:

a) 711 K&KIOW CepuH JIKapCTBEHHOTO Mperapara;

JOKYMEHT MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB JIA BETEPUHAPHOTO
MPUMEHEHHS, TMOATBEPKAAIOIMIMIA COOTBETCTBUE KadeCTBa JIEKAPCTBEHHOIO
npernapara, BBOJUMOIO B rpaKJaHCKui 000pOT, TpeOOBAHUSAM, YCTAaHOBJICHHBIM
MIPY €r0 TOCY AAPCTBEHHOM PErUCTPALINH;

MOJATBEPKACHUE JIMLA, YIOJHOMOUYECHHOTO AEPIKATENIeM WJIA BJIAJEIbLEM
PETUCTPALIMOHHOTO YJIOCTOBEPEHUS JICKAPCTBEHHOTO Mpemnapara, COOTBETCTBUSA
JIEKQpCTBEHHOI'O0  mpemnapara TpPeOOBaHUSAM, YCTAHOBJIICHHBIM TIPU  €rO
roCy1apCTBEHHOMN PETUCTPALINY,

0) I TEPBBIX JBYX CEpPUH JIEKAPCTBEHHOTO TIpemapara, BIIEPBBIC
BBO3MUMOTro (mepememaeMoro) B Poccumiickyro ®Deaepanuio, - MPOTOKOJIBI
HCIIBITAaHUM.

5. Exxeromno, He mo3aHee | deBpams, mMpoW3BOAUTENH JIEKAPCTBEHHBIX
CPEACTB ISl BETEPUHAPHOTO MPUMEHECHUS WJIM OPTaHU3AUU, OCYIECTBIISAIONINE
BBO3  (mepememienue),  mpeAcTaBisitoT B DemepanmpHyro  cimyxkOy
M0 BETEPWHAPHOMY W (DUTOCAHWUTAPHOMY HAA30Py dYepe3 JIMUHBIN KaOWHET
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B WH(OPMAITMOHHOW cHCTeMe B 00JIaCTH BETEPUHAPUM TPOTOKOI HCIBITAHHMA
MOCTYNUBILIETO B TEUEHHWE TOJa B TPAXKIAHCKUN OOOpPOT JIEKAPCTBEHHOIO
mpernapara KOHKPETHOTO MPOW3BOIUTENA (HA OJHY CEPUI0 KaXKIOTO TOPTOBOTO
HAaUMEHOBAHHUS C YIETOM JICKAPCTBEHHOMN (hOPMBI U JO3UPOBKH ).

6. [IpeacraBneHue JOKYMEHTOB W CBEACHUHM, MPEIyCMOTPEHHBIX
nyHktamu 3 - 5 Hacrosmmux — [IpaBun, He TpeOyerca B OTHOLICHUH
JIeKAPCTBEHHBIX MPENapaToB, YKA3aHHBIX B yacTu 13 craten 52° MenepaabHOTO
3akoHa "O0 oOpaleHu JIEKapCTBEHHBIX CPEJICTB' .

7. Uadopmamsi 0 cepusAx JIEKAPCTBEHHBIX MPENapaToB, BBOJAUMBIX
B TPaXXJAaHCKUH 00OpOT, MyOJMKYeTCAd B TeYeHue 5 paboumx AHEH mnocie
MOCTYIUICHUSI JOKYMEHTOB U CBEJICHMI, MPEAYCMOTPEHHBIX NMyHKTamMu 3 u 4
Hactosmmx [lpaBwn, Ha odwunmansHOM caiite demepanbHO CIyKOBI TIO
BeTCPpUHAPHOMY W  (UTOCAHWUTAPHOMY HAA30py B  HWHPOPMAIMOHHO-
TEJIEKOMMYHUKAIIMOHHOW cetu "MHTepHeT" ¢ COOMOACHUEM OrpaHUYCHHUIA,
YCTAHOBJIEHHBIX 3aKOHOJATENIbCTBOM Poccuiickoil Denepanum 0 KOMMEPYECKOMN
TallHE U UHOU OXPAHAEMOM 3aKOHOM TalHE.
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YTBEPXIEHDI

MocTaHoBJIeHHeM | IpaBurenbcTBa
Poccuiickoit ®eneparuun
ot 8 ampensa 2023 r. Ne 565

IHPABUJA

BbIIa4H pa3pelleHHsl HA BBOJ B IPasKIAHCKHA 000poT
HMMYHOOHO0JI0THYeCKOT0 JIEKAPCTBEHHOI 0 Mpenapara
JJIS1 BeTEPUHAPHOT0 MPUMEHEHUS

1. Hacrosmue [IpaBuia ycTtaHaBIMBarOT NOPANOK Bbigaun DeaepaibHOM
cy k00l TI0 BETEPHUHAPDHOMY H (PUTOCAHWUTAPHOMY HAA30PY PaA3PEIICHUS
Ha BBOJ B TPAXITAHCKUH O0OpPOT MMMYHOOHMOJIOTHYECKOTO JIEKAPCTBEHHOTO
mpemnapara JJid BETEPUHAPHOTO NMPUMEHEHUS (JIajiee - UMMYHOOMOTOTUYECKHIA
JIEKapCTBEHHBIN mpemapar), npousBeAeHHOro B Poccuiickoit deneparmmn
un  BBO3UMOro (mepementaemoro) B Poccuiickyto ®eneparmio (mamee -
pasperieHue).

2. PazpelieHue BbIJAETCA B OTHOIICHUH CEPUl MMMYHOOHOJIOrMYECKOTO
JIeKapCTBEHHOTO TIperapara, ykasaHHeix B yactu 10 crateu 52° denepanbHOro
3akoHa "O06 oOpareHnu JeKapCTBEHHBIX CPEJICTB" .

3.1lmara 3a Bhimauy  paspemenus — DepepanpHol  cimyxOoi
10 BETEPUHAPHOMY U (PUTOCAHUTAPHOMY HAJI30PYy HE B3UMAETCH.

4. Pa3penieHue CUMTAETCA BBIJAHHBIM CO JHA MPUHATHS PEILICHUS
O BBIJIaU€ Pa3pECIICHMUS.

5. Jlna monydeHus paspelieHus NpoOu3BOAUTENIb UMMYHOOUOIOTHUYECKOTO
JIEKQPCTBEHHOI'O TMperapara WM OpraHu3aius, OCYIIECTBJISIONIAs BBO3
(mepemMerenne)  WMMYHOOHOJIOTMUECKOTO  JIEKAPCTBEHHOTO  Tpemapara
B Poccmiickyto ®enepanuto, Hampapiaier B DeaepanbHyio  CiayxOy
10 BeTepUHAPHOMY M (puTOCAaHUTAPHOMY HAA30PY B AJIEKTPOHHOH (hopMme uepes
mnaHbi kabuaeT B denepanpHO rocyjapcTBeHHONW HHPOPMAITMOHHONW CHCTEME
B oOmactu BeTepuHapuu (manee - mH(GOPMANMOHHAA CHUCTEeMa B O0IacTH
BeTepuHapuu) JmOO C WCMOJIb30BaHWEM (eAepaTbHON TOCYyJapCTBEHHOM
nH()OPMAITMOHHON CUCTEMBI "Enunbiit noprani roCyJ1IapCTBEHHBIX
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¥ MYHHIMNAJIbHBIX ycryr (dyHKIui)" (Hanee - equHbIA MopTai) MOAMUCAHHOE
YCUJIEHHOW KBaIM(UIIMPOBAHHON 3JEKTPOHHON MOMAMUCHIO WM B ClIydae, eciid
NPeICTaBUTENIEM IOPUANUYECKOTO JINLA ABISAETCS YIOTHOMOYEHHOE (PU3NIECKOE
JUI0 TO JIOBEPEHHOCTH, YCWICHHOW HEKBATU(UIIUPOBAHHOW OSJIEKTPOHHOM
NOJIMUCHIO, CepTU(UKAT KIF0Ya MPOBEPKH KOTOPOH CO3MaH M HCIOJIB3YETCS
B uH(ppacTpykType, oOecneunBaromeii WHGOPMAIMOHHO-TEXHOIOTHYECKOE
B3aMMO/ICHCTBHE UH(OPMALIMOHHBIX CHUCTEM, UCIIOIb3YEMbIX TUTst
MPEAOCTABJCHUA TOCYIAPCTBEHHBIX M MYHUIUIAJIBHBIX YCIYr B 3JEKTPOHHOMN
dopme, B ycranosieHHOM IIpaButensctBoMm Poccuiickoit denepamuu mopsake,
3a5BJICHUE O BblAAU€ Pa3pelIeHMs U KOIUH CIEIYIOIINX JOKYMEHTOB:

a) MPOTOKOJIBI ~ MCMBITAHUHA O COOTBETCTBHUU TEPBBIX 2  Ccepuit
MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOI'O Mpenapara, yka3aHHbIXx B dactu 10
cratb 52> ®emepambHoro 3akoma "O6  OOpalIeHHH J€KAPCTBEHHBIX
cpeAcTB", TOKa3aTelasiM  KauecTBa, MPEAyCMOTPEHHBIM  HOPMATUBHBIM
JIOKYMEHTOM, BbIJIAHHbIE OpraHu3alusIMU, MOABEIOMCTBEHHBIMU
MwuHucTepcTBY  cenbCKOro  Xxo3siictBa  Poccmiickoit  @enpepamuun  win
denepanpHOi Cimy)0e TO BETEPUHAPHOMY U (PUTOCAHWTAPHOMY HAI30pY,
AKKPEIUTOBAHHBIMM B COOTBETCTBHUM C 3aKOHOJATEIbCTBOM Poccuiickoi
Qenepamu 00 aKKpeAWTALMM B HALWOHAIBHOM CHCTEME aAKKPEIUTALMH
(armee - MPOTOKOJIBI UCTIBITAHUH ),

0) IOKYMEHT TPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB /ISl BETEPUHAPHOTO
OpUMEHEeHusa (Jajee - JIEKAPCTBEHHBIE CPEACTBA), MOATBEPIKAAIOIIUI
COOTBETCTBHE KAYECTBA MMMYHOOMOJIOTMYECKOrO JIEKAPCTBEHHOIO Mpenapara,
BBOJMMOTO B TPaXJaHCKUH O00OpPOT, TpeOOBAHUAM, YCTAHOBJIEHHBIM IIPU €ro
rOCYyIapCTBEHHOW PETUCTPALUH;

B) TIOJATBEPKICHUE YIOJIHOMOYEHHOT O amna MIPOU3BOAUTEIIA
JIEKapCTBEHHBIX CPEJCTB COOTBETCTBHS MMMYHOOHOJIOTMYECKOTO JIEKAPCTBEHHOIO
npenapara TpeOOBaHUAM, YCTAHOBIEHHBIM TMPU €ro rocyJapCTBEHHOM
peructpauuu (I MMMYHOOMOJIOTHMUYECKHUX JIEKAPCTBEHHBIX TMPENaparos,
npousBeneHHbIX B Poccuiickoit @enepanun);

) IOATBEP)KIEHWE  JIMIA, YIOJHOMOYEHHOro  JAepikaTeleM  WiIu
BJIAAENIbLIEM PErMCTPALMOHHOIO  YAOCTOBEPEHUS HMMMYHOOMOJOTHYECKOTO
JIEKapCTBEHHOTO npenapara,  COOTBETCTBUSA MMMYHOOHOIOTUYECKOTO
JIEKAapCTBEHHOIO  mpemapara TpeOOBaHWSAM, YCTAHOBJIEHHBIM TMPU  €ro
rOCY/IapCTBEHHON perucTpanuu (sl UMMYHOOMOJOTHYECKHUX JIEKAPCTBEHHBIX
MpernaparoB, BBOZUMBIX (mepeMernaeMbix) B Poccuiickyro denepanuio).

6. B 3asBy1IeHNM O BbIIaU€ Pa3pelleHns COAEPIKATCSA CBEICHUS:

a) O MPOW3BOAUTEIE JIEKAPCTBEHHBIX CPEICTB:
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HAaUMEHOBAHWE W aJpec B Tpeaeraax MecTa HaxOXKIECHUS OSTOTO
MTPOU3BOIUTEIIS,

HAUMEHOBAHWE W aJPeC MPOM3BOJCTBEHHBIX ILIOMAIOK, YJaCTBYIOIMINAX
B TIpPOIIECCE€ TPOM3BOACTBA MPEJICTABICHHOW CEPUM MMMYHOOMOJIOTHYECKOTO
JIEKapCTBEHHOTO TIpernapara;

nHpopmarus 06 yImoTHOMOUYESHHOM JIUIIE TTPOU3BOIUTEIS JICKAPCTBEHHBIX
cpenctB (s WMMYHOOMOJIOTMUECKHMX  JIEKAPCTBEHHBIX  TMPEMapaTos,
npousBeeHHBIX B Poccuiickoit enepanun);

6) 06 IMMYHOOHMOJIOTHIECKOM JIEKAPCTBEHHOM TIpernapare:

TOProBOE€ HAMMEHOBAHUE;

MEXTyHapOJHOE HEMTaTEeHTOBAHHOE HAMMEHOBAHUE,

dopma BBITTyCKa (C yKa3aHUEM JIEKAPCTBEHHOUW (POPMBI, TO3UPOBKH ),

KOJIMYECTBO JI03 B YITAKOBKE;

HOMEpP U 00BEM CepuU, BBOAUMON B IpakIAaHCKHUI 000pOT, ¢ YKa3aHUEM
KOJIMYECTBA €IMHUII YTAaKOBOK;

B) 00  opraHuW3anmuy,  OCYIIECTBIIAIONICH  BBO3  (TMEpeMeIeHue)
B Poccuiickyto ®eneparuro (11 WUMMYHOOHOJIOTHUECKUX JICKAPCTBEHHBIX
MpernaparoB, BBO3UMBIX (Tiepementaembix) B Poccuiickyro denepanuio):

HAaUMEHOBAHWE W aJpPeC OpraHuW3alui, OCYIIECTBILIIONIEH BBO3
(mepememenne) B Poccutickyio @enepamnmro, B mpeneaax MecTa Hax0KICHUS,

uHpopMarmss 00 YIMOJHOMOYEHHOM JIWIIE JAep KaTelld WM BIIajelblia
PETUCTPAIIMOHHOTO YAOCTOBEPEHUSI WMMYHOOHOJIOTHUECKOTO JIEKApCTBEHHOTO
npenapara.

7. Beigaua pazpeueHust OCYIIECTBJIACTCA B COOTBETCTBHUU
¢ TpeboBanusimu DdepepanbHoro 3akoHa "OO opraHu3alnuyd MPEAOCTABICHUA
rOCYJapCTBEHHBIX W MYHUIUMAIBHBIX ycIyr'. Cpok BbIJAuM pPa3pemICHUS
coctaBisieT 5 paboumx JHEW CO JAHS TpencTaBiieHus B DenepaibHYIO CIyxKOy
M0 BETEPUHAPHOMY ¥ (DUTOCAHWUTAPHOMY HAN30Py 3asABJICHUS O BbIJAYC
paspermeHnss W JOKYMEHTOB, TMPEIYyCMOTPEHHBIX ITyHKTOM 5 HACTOSIINAX
[Ipasui.

PerucrparnoHHbIii HOMED MIPUCBAUBACTCs pa3pereHHI0
C WCHOJIb30BaHWEM TmoAcucTemMbl "EnwHBIA peecTp yueTa JHICH3UN
(pa3pemenuit)”" (QemeparbHON TroCynapcTBEHHOW HWH(POPMAIMOHHOW CHCTEMBI
"denepambHBIl  peeCTp TOCYAAPCTBEHHBIX W MYHHUIIUNANBHBIX  yCITYT
(pynKIMIT)".

8. ®enepanbHas ciayk6a 1O BeTepUHAPHOMY U (DUTOCAHUTAPHOMY
HAJ30py TPUHUMAET PEIICHHEe O BbIJAYe pa3perieHus B Ciaydae HaIHIUS
MOJTHOTO KOMIIJIEKTA JIOKYMEHTOB, YKa3aHHBIX B MyHKTE 5 HacTosmmx [Ipasu,
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M BbIBOJA B  MOPOTOKOJAX  MCHOBITAHUHA O  COOTBETCTBHM  CEpUH
MMMYHOOMOJIOTUYECKOTO JIEKQPCTBEHHOTO Mpernapara IMoKa3aTejisM KauecTBa,
MPEAYCMOTPEHHBIM  HOPMATUBHBIM  JIOKYMEHTOM, Jub00 00  oOTKaze
B BBLJAUE€ paA3pPEIICHUs B ClIydyae OTCYTCTBUA WJIM HEAOCTOBEPHOCTH
MPEJCTABJICHHBIX JOKYMEHTOB, YKa3aHHbIX B MyHKTe 5 Hactosmmx Ilpasu,
u (WaM) BBIBOJA B TPOTOKOJE HWCIBITAHWA O HECOOTBETCTBHH CEPHH
MMMYHOOHOJIOTUYECKOTO JIEKAPCTBEHHOrO IMperapara MoKa3aTeasiM KauyecTsa,
MPEAYCMOTPEHHBIM HOPMATUBHBIM JTOKYMEHTOM.

Pesymprar paccMoTpeHus 3asBIEHUS O BBIJAUe pazpemeHus (OTKaze
B BBIJIAU€ pa3pEIICHUs) HANIPABIISIETCS B JIMYHBIN KaOMHET B MH(OPMAITMOHHON
cucteMme B 00J1aCTU BETEPUHAPUU WM JIMYHBIA KAaOWMHET HA €JMHOM TOpTaJIe.

9. Undopmanus o Beaue pa3pemieHus pa3MenaeTcs B IMIHOM KaOuHeTe
B MH(GOPMAIIMOHHONW CHUCTEME B 00JIAaCTH BETEPUHAPHUH WIIM JIMYHOM KaOWHETE
HAa €AWHOM TMopTaje W Ha odunuaasHOM caiite denepanbHONW CITYKOBI
M0 BETePpUHAPHOMY ® (UTOCAaHWUTAPHOMY HAA30py B HWH(POPMAIMOHHO-
TeJIeKOMMYHHUKalmoHHoi cetn "HMHTepner" (mamee - cets "MHTepHeT")
C coONIoJicHMeM  OrpaHWYEHUM, YCTAHOBJICHHBIX  3aKOHOAATEIHCTBOM
Poccuiickoit @enepanum 0 KOMMEPUYECKOW TallHE M MHOW OXPaHIEMON 3aKOHOM
taiine. Madopmanms o0 oTkase B BeIIade pa3penieHuss pa3MenIaeTcsl B JIMYHOM
kabuHeTe B MHPOPMANMOHHON CHCTEME B OOJaCTH BETEPUHAPUM WIIM JIMIHOM
KaOMHETe HA eIMHOM TMOopTae.

10. denepanpHas ciyxkba IO BeTepHHAPHOMY M (PUTOCAHUTAPHOMY
HAJ30Py BEJET IEepEeUeHb Pa3pelICHH ¢ HMCIOJIb30BaHUEM WH(OPMAIMOHHOM
CUCTEMBbI B 00JIACTU BETEPUHAPUU B JIEKTPOHHOM BHJI€ ITyTEM BHECEHHS B HETO
3amuced, CcoJep KaluX CBEICHHS, MPEAYCMOTPEHHbIE MYHKTOM 6 HACTOSIINX
[TpaBun, a Takke CBEJEHUSI O PETUCTPAMOHHOM HOMEpE Pa3pEeIICHUS U CPOKE
€ro JEUCTBUA.

11. 3anmucu B TIepeueHb pa3pelieHud BHOCATCS  YIMOJHOMOUYCHHBIM
Ha BHECEHUE TAKUX CBEJIECHHUIN JOIKHOCTHBIM JHIIOM DenepasibHOU Ciry»KObl
M0 BEeTepUHAPHOMY ¥  (PUTOCAHWTAPHOMY  HAI30Py, HACHTH(DUKAINAS
u  ayreHTU(PUKANHMS  KOTOPOTO  OCYIIECTBIISIETCS €  HUCIOJIb30BaHUEM
dbenepanpHOl TOCYIapcTBeHHOM MHMOpMaImoHHo#i cructemsl "EquHas cucTema
uaeHTUUKAMY W ayTeHTHu(UKanuu B WHPpaCTpykType, oOecrmeunBaromiei
WH()OPMAITMOHHO-TEXHOJIOTUYECKOE  B3aUMOJICHCTBHE nH()OPMAITMOHHBIX
CUCTEM, UCIIOIb3YEMbIX TSt MPEAOCTaBICHUA roCyJ1IapCTBEHHBIX
U MYHUIUNAJIBHBIX YCIYr B 9JeKkTpoHHOW (opme". Benenme mnepeuns
pa3pelIeHH OCYIIECTBILICTCS CIIOCOOOM, MO3BOJISIONIMM HISHTH(PHUIIIPOBATH
TAKOE JIMLIO IIPU BHECEHUU CBEJICHUN B NIEPEUYEHb PA3PELICHUMN.
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12. Texnuueckue OIMMOKA B CBEJICHHUSIX, BHECEHHBIX B IE€PEUYEHb
pa3pellieHN, UCTIPABIISIOTCS MO PELICHUI0 YIMOJHOMOUYEHHOTO JIOJKHOCTHOTO
muna GenepanbHOil CTyKOBI IO BETEpUHAPHOMY M (DUTOCAHUTAPHOMY HAA30PY
B TeueHwe 3 paboumx AHEH co OHSA uX OOHAPYXKEHUsS MYTeM BHECEHUA
B MEPEYCHb PA3PEIICHUN HOBOM 3aIMCH CO CCBUIKOM Ha 3alKCh, COACPIKAIILYIO
CBEJICHMSI, B KOTOPBIX JOMYIIIEHA TEXHUUECKas OIINOKa.

13. B caydae wW3MEHEHUs COACpKAIIMXCA B TEPEYHE pa3pelIeHUi
CBEJICHUII paHEe BHECEHHbIE B HEr0 CBEACHHUS COXPAHSIOTCS C MOMETKOM
00 yTpaTe uX aKTyaJbHOCTH.

14. KoppekTupoBKa CBEJICHHI, BHECEHHBIX B MEPEUYEHb Pa3peIICHU,
CBA3aHHAsl C U3MEHEHMSIMU HAWMEHOBAHUSA M aapeca B MOpeAesiax Mecrta
Hax0KJICHUS TPOU3BOIUTEIIS JIEKAPCTBEHHBIX CPEJICTB, HAMMEHOBAHUSA U ajJpeca
OpraHuW3anuy, OCYINECTBJAIOME BBO3 (mepeMemeHne) B  Poccuiickyro
denepaliito ”MMYHOOMOJIOTHYECKOTO JIEKAPCTBEHHOTO Tpenapara, B mpejaenax
MeCTa HaxOXJICHHS, B CIydae UX H3MEHEHHs ocyulecTBisieTcss DenepaibHOMA
ciy k00l IO BETEpUHAPHOMY U (PUTOCAHUTAPHOMY HAI30Py B aBTOMATHUECKOM
pEeKMME HAa OCHOBAHWUM IIOJIYYEHHOM TIOCPEICTBOM E€IWHOM  CHUCTEMBI
MEKBEJJOMCTBEHHOT'O 3JIEKTPOHHOTO B3aUMOJEUCTBUS W3 TOCYJIapCTBEHHBIX
nHopMaImoHHbIX cucteM uHpopMmarmu (6e3 mogaun B DenepabHyIO CIIyKO0y
M0 BETepUHAPHOMY W (PUTOCAHUTAPHOMY HAA30PY 3asABJIECHUS O BHECCHHH
M3MEHEHHI B TAKOE Pa3PEIICHHE).

B cnysae ecnu  @DenepanbHOl  ciyxk00i MO  BETEPUHAPHOMY
1 (puTocaHWTAPHOMY HAJ30PY B aBTOMATHUYECKOM PEKUME HE OCYIIECCTBIIACTCS
KOPPEKTUPOBKA CBEJACHUHN, BHECEHHBIX B MEPEUYCHb pPA3pPELICHUI, B CBA3U
C HEBO3MOXXHOCTHIO TOJYYEHUS W3 TOCYAAPCTBEHHBIX WH(OPMAIIMOHHBIX
CHUCTEM COOTBETCTBYIOIIEH wH(GOPMAIIMK, YKa3aHHBIE CBEICHHUS BHOCATCA
B TIEPEYEHb  pa3peuieHuid  YMOJHOMOYEHHBIM  JIOJKHOCTHBIM  JIUIIOM
denepanbHO CIY)OBI MO BETEPUHAPHOMY W (DUTOCAHUTAPHOMY HANBOPY
Ha OCHOBAHMM 3asBJIEHUA O BHECEHUUM U3MEHEHUI B pa3pelieHue,
MOJAHHOTO TPOU3BOJUTENIEM JIEKAPCTBEHHBIX CPEACTB WM OpPraHU3aluei,
OCYIIIECTBIIAIOMICH BBO3 (mepemerneHue) UMMYHOOHOJIOTHIECKOTO
JIEKapCTBEHHOTO npemnapara B Poccuiickyro @enepanuto. 3asBACHUE O BHECEHUU
M3MEHEHU B  pa3pelieHue  mojaercss  4epe3  JIMUHbIA ~ KaOuHeT
B MH(POPMAIMOHHON CHUCTEME B O0JACTH BETEPUHAPWUW WU JIMUHBIA KaOWHET
Ha €JIMHOM TOpTaJe.

15. CBenenus, coaepkalvecss B TMEPEYHE PA3PEIICHUM, SABIISIFOTCS
OTKPBITBIMH.
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Jloctyn k oOmenoctynHoi wHGOPMANWK, COASpIKAMEHcs B TEPEUHe
paspelienuii, obecneunBaerca DeaeparbHON CIIyKO00 MO BETEPUHAPDHOMY U
(uTOCAaHUTAPHOMY HAA30PY IMOCPEACTBOM €€ pasMmenieHus B cetu "MHTepHeT",
B TOM YHCIIe B HOPME OTKPHITHIX JAHHBIX.

AxtyanmpHas ~ wH(oOpManusa W3 TEpeYHs  paspemieHuil  JTOJDKHA
oroOpaxarbca B cetd "HHTepHeT" B peXUME peaJbHOr0 BPEMEHH JIHOO
B TEUEHHUE CPOKA, HE MPEBBIIAKONIETO 5 MUHYT C MOMEHTA BHECEHUs 3alluCH
B MEpEUEHb paspelleHuii. B cilyyae BO3HUKHOBEHHS TEXHUYECKUX MNpoOIeM
B pabore WHOOPMANMOHHON CHCTEMBI B OONACTH BETEPUHAPUM aKTyaJjlbHAS
uHopMaIs W3 TepedyHs pa3pemieHuid MOJDKHA ObITh pa3MelnieHa B CETH
"MaTepuer"  mocjae  BOCCTAHOBJIEHHS  PpabOTOCTOCOOHOCTH  yKa3aHHOM
nH(POPMAIMOHHOM CHUCTEMBI, HO He Mmo3gHee 3-ro paboyero IHS CO JIHA
BHECEHUs CBEJICHUM B IIEPEUYEHD PA3PELLICHUMN.

16. Benenne nmepeuHs  pa3pelieHUN  OCYIIECTBIISIETCA  CIIOCOOOM,
o0ecreynBaroIMM aBTOMAaTHIeCKOe (POPMUPOBAHNE BHITIMCOK U3 HETO.

Brimmcka u3 mepeuns paspemnieHuii, BbigaBaeMas B (popme 3IeKTPOHHOTO
JOKYMEHTA, TOMMUCHIBACTCA YCUJICHHOW KBATU(UIIMPOBAHHON 3IIEKTPOHHOM
MOAMUCHIO YIOJTHOMOYEHHOTO JOJKHOCTHOrO Jnia DenepaibHON CIIyxKObI
M0 BETepUHAPHOMY ©  (UTOCAHWUTAPHOMY HAI30Py ¥  HAMPABIIACTCA
MIPOU3BOJIUTEIIIO JIEKAPCTBEHHBIX CPEACTB WJIM OPTaHU3alMU, OCYIIECTRIIAIOIIEH
BBO3 (MEpeMeNnieHne) WMMYHOOMOJIOTUYECKOTO JIEKAPCTBEHHOTO TMpemnapara
B Poccuiickyto ®enepauuio, MOJABIIMM 3adBJICHUE O BbIJAYE pa3pelICHUA
WJIU 3asIBJIEHUE O BHECEHUU U3MEHEHUI B pa3pellICHUE.

Ha BbiHcKy W3 TiepeuHs pa3pelieHuid JOJKeH ObITh HAaHECEH
JBYXMEPHBIM IITPUXOBOW KOJ, COIEPKAIMMKA B KOAUPOBAHHOM BHIE aapec
cTpaHulbl B ceTu "MHTEpHET" ¢ pa3MElIeHHbIMU HAa HEW 3amucsIMU B MEPEUHE
pa3pelIeHnii, COAEpKAIMMHUA CBEICHHS O paspemieHud. [lpm momomm
JBYXMEPHOTO IITPUXOBOIO KOJA, HAHECEHHOTO HA BBIMKWCKY W3 TNEPEUHs
pazperieHuii, oOecmeunBaeTCa OTOOpakeHHWE 3amuceil B OTHOIIEHUHU
MMMYHOOMOJIOTUYECKOTO JIEKAPCTBEHHOIO Mpemnapara, CBEACHUS O KOTOPOM
COACPIKATCA B BBIIMHCKEC K3 ICPCUHA pa3pemeHHI‘/'I, a TAKKE NIMOATBCPIKAACTCA
aKTyaJIbHOCTh WH(OPMAIu, MPEICTaBJICHHOW B TAKOU BBITIHCKE.

Brinucka u3 mepedHs pa3pelieHUil HaMpaBsSIeTCs B JIMYHBIA KaOMHET
B MH(POPMAIMOHHON CHUCTEME B O0JACTH BETEPUHAPWUW WU JIMUHBIA KaOWHET
Ha €JIMHOM TOpTaJe.
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YTBEPXIEHDI

MocTaHoBJIeHHeM | IpaBurenbcTBa
Poccuiickoit ®eneparuun
ot 8 ampensa 2023 r. Ne 565

IHPABUJA

BBLIA4YM IPOTOKO0JIOB HCNIBITAHUI 0 COOTBETCTBHH CepUi
HMMYHOOHOJI0THYEeCKOr0 JIEKapCTBEHHOI0 npenapara 1Jis
BETEPUHAPHOI0 IPUMEHEHHS M0KA3aTeJIsIM Ka4ecTBa,
npexycCMOTPEHHBIM HOPMATUBHBIM JOKYMEHTOM

1. Hacrosmue IlpaBuna ycTaHaBIMBAIOT MOPAJIOK BBIIAYU MPOTOKOJIOB
UCIIBITAHUA O COOTBETCTBUU CEPUM MMMYHOOMOJIOTHYECKOTO JIEKAPCTBEHHOIO
npemnapara Uil BETEPUHAPHOTO TNPUMEHEHUS TOKAa3aTesiM  KaudecTBa,
MPEeTyCMOTPEHHBIM HOPMATHBHBIM JTIOKYMEHTOM (J1ajie€é COOTBETCTBEHHO -
MTPOTOKOJT UCTIBITAHUH, UMMYHOOMOJIOTHYECKH JISKAPCTBEHHBIN Mperapar).

2. IIpoTokon VCTIBITAHUM, MPOBEACHHBIX OpraHu3alusIMH,
MOJIBEIOMCTBEHHBIMA ~ MHUHUCTEPCTBY CEJIBCKOTO  Xo3dAicTBa Poccuiickoi
Oenepannu 1580 OenepanbHOR ciyx0e o BETEPUHAPHOMY
u (urocaHWTAapHOMY HAMA30Py W AKKPEOUTOBAHHBIMH B COOTBETCTBHH
¢ 3akoHomarenbcTBoM  Poccuiickoit  ®Depepanmu 00  akkpeauTauuu
B HalMOHAJIBHOW CHCTEME aKKpeauTaluu (majgee - aKKpPEeIUTOBAHHAS
OpraHu3anus), BBIIAETCA MPOU3BOIUTEIIAM UMMYHOOHOJIOTUUECKUX
JIEKapCTBEHHBIX TMpENapaToB WM OPraHu3alusM, OCYIIECTBIJISIONIMM BBO3
(mepeMereHne) WMMYHOOHMONIOTHYECKUX JIGKAPCTBEHHBIX TMPENapaTroB B
Poccutickyto @enepanuro (masnee - 3a1BUTENH), 1yt moaydeHus B denepanbHoit
CiIy>k0e 1Mo BETepUHAPHOMY U (PUTOCAHUTAPHOMY HAA30pPY Pa3pEIICHUsI Ha BBOJ
B FPaXJaHCKUIl 000POT MMMYHOOHOJIOTMUECKOTO JIEKAPCTBEHHOIO Tperapara,
npousBeneHHOro B Poccuiickoit denepanuu mim BBO3UMOTO (ITepEMEniaeMoro)
B Poccutickyro @enepanuro.

3. s MOJTy4YECHUSA MPOTOKOJIA WCTIBITAaHUN 3asBUTEIb
HampaBJisIET B BBIOPAHHYIO WM aKKPEAUTOBAHHYIO  OpPraHU3alUIO
Ha OyMa)XHOM HOCHUTENE WM B (POPME SIEKTPOHHOTO JOKYMEHTA 3asBJICHHE

6081560 (1.4)




0 BBIJIaY€ TIPOTOKOJIA UCTIHITAHUH (Iasiee - 3asBIICHHUE) ¢ YKa3aHUEM B TOM YHCIIC
aJIpeca 3JIEKTPOHHOM MOYTHI 3AIBUTEIIA.

4. K 3asBJICHUIO TPUJIATAFOTCA:

a) KOMUS  HOPMATHMBHOTO  JOKYMEHTa Ha HMMMYHOOHMOJOTHUYECKHA
JIEKapCTBEHHBIN TIpemapar, 3aBePEeHHAs 3asdBUTENIEM, W KONMUU W3MCHEHWIA,
BHECCHHBIX B HOPMATUBHBIN JOKYMEHT (TIPH HAJIMYWN);

0) kKoM  JAOKYMEHTAa  TPOW3BOJIUTENS  JICKAPCTBEHHBIX  CPENCTB
JUTSI BETEPUHAPHOTO TPUMEHEHWS, IMOATBEPIKIAIONMIET0 COOTBETCTBUE KAaueCTBa
CEpUU UMMYHOOHMOJIOTUYECKOTO JIEKAPCTBEHHOTO Tpenapara TpeOOBaHUsM,
YCTAHOBJICHHBIM TIPU €TI0 TOCYJAapCTBEHHON pPETHCTpAllid, 3aBEpPEHHAS
3asIBUTEJIEM;

B) TIOATBEPKICHUE YIOJIHOMOUEHHOTO JIUIA 3asSBUTEIS O COOTBETCTBUU
cepuii MMMYHOOMOJIOTHYECKOTO JIEKAPCTBEHHOTO IMpemnapara TpeOOBAHUSM,
YCTAHOBJICHHBIM TIPH €70 TOCYIaPCTBEHHOM PETHUCTPAIIHH.

5. OOpa3ipl  MMMYHOOMOJIOTHYECKOTO  JIEKAPCTBEHHOIO  Ipemnapara
B 00BbeMe, HEOOXOOMMOM [jii ABYKPATHOTO BOCIPOM3BEACHUS METOJIOB
KOHTPOJISI KauyecTBa HMMMYHOOHMOJIOTMYECKOIO JIEKAPCTBEHHOI'O IMpernapara
(manmee - oOpasmpl), a Takke (papManeBTHUECKONW CyOCTAHIIMH, TECT-IITAMMOB
MUKDPOOPTaHU3MOB, KYJbTYP KJIETOK, BEIIECTB, MPUMEHSIEMBIX JII KOHTPOJIA
KauecTBAa MMMYHOOHMOJIOTUYECKOTO  JIEKAPCTBEHHOrO  Mpenapara IMyTeM
CPaBHEHHS C HUMHU HCCIIEyEMOr0 MMMYHOOMOJIOTHYECKOIO JIEKAPCTBEHHOTO
npenapara (mpu HEoOXOIUMOCTH) (Jasiee - TECT-CUCTEMBI), MPEACTABISIOTCS
B COOTBETCTBUM C MyHKTOM 8 HacTosmux [Ipasu.

6. Pacxonpl akkpeIMTOBAaHHOW OpPraHW3aIlid, CBS3aHHBIE C MPOBEACHUEM
UCIIBITAHUA HA COOTBETCTBHE CEPUIl MMMYHOOMOJIOTMYECKOTO JIEKAPCTBEHHOIO
mpemapara  IMOKa3aTeliiM  KadecTBa, MPEeAyCMOTPEHHBIM  HOPMATHBHBIM
JOKYMEHTOM, W BBIJAY€d MPOTOKOJIOB HWCIBITAaHWH, OIJIAYMBAIOTCS 34 CUET
CPEACTB 3asIBUTEJISI.

7. AkkpeauToBaHHas opraHuzanus B TedeHue 10 pabouux anHe#t co gHsA
MOCTYTUJICHUS 3asBJICHUS HATPABJIET 3aBUTEIIIO:

a) yBeAOMJICHHE O NPHHATHU 3aABJICHHSA, pa3Mepe IUIaThl 3a BbIAAUY
MPOTOKOJNIA  WCTBITAHWW,  PACCUMTAHHOW HA  OCHOBAaHWUM  METOJIUKH,
yTBepkaaeMont IlpaBurensctBom Poccuiickoit ®denepanmii B COOTBETCTBUU
¢ wuacteio 10 crarem 52° ®@epepampHoro 3akoHa "O6  obpamuieHun
JIEKQPCTBEHHBIX CPENICTB", W OAHKOBCKUX PEKBU3UTAX JUISl TEPEUUCIICHUS
IJIaTexka;

0) Ipu HENpPENICTaBIIEHUA B TIOJHOM OOBEME TOKYMEHTOB, CBEICHMIA,
yKa3aHHbIX B MyHKTe 4 Hactosmumx [IpaBui, oOpa3iioB miaM TECT-CUCTEM MO0
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BBISIBJICHUA B TIPEICTABJICHHBIX 3asBUTENIEM JOKYMEHTaX HEIOCTOBEPHOM
uH(OpPMAIK 3aMpoc 0 MPEACTABICHUH HEIOCTAIOIMX JTOKYMEHTOB, CBEACHUA,
00pasIioB WM TECT-CUCTEM (JIaJiee - 3aMpoC aKKPEIUTOBAHHOW OPTaHU3aIiN ).

8. 3asButens B TeueHue 20 paboumx [AHEH CcO [AHSA TOCTYIUICHUS
YBEJOMJICHAS O TIPUHSATUHW 3asBJICHUS, pa3Mepe IIaThl 3a BhIJAAUy MPOTOKOJIA
UCTIBITAaHNN W OAHKOBCKMX PEKBH3WUTAX YISl TEPEUYMCIICHHS TIIaTeXa JOJDKEH
MPEJACTaBUTh B AKKPEIWTOBAHHYIO OPraHWU3AIMIO PEKBU3HUTH JOKYMEHTA,
MOATBEP KIAIOMIETO (DAKT OIIATH BBIAUX MPOTOKOJIA HCTTBITAHUM.

3asButenp B TedeHue 20 paboumx gHEW CO IHS MOCTYIUICHUS 3ampoca
AKKPEIUTOBAHHON OpraHW3alWy JO/DKCH TPEICTaBUTh B AKKPEIUTOBAHHYIO
OpraHu3aIrio 3arpanmBaeMbie JTOKYMEHTHI, CBEJICHH, YKa3aHHbIE B MYyHKTE 4
HacTosimmx [IpaBui, 0Opasilsl ¥ TECT-CUCTEMBI.

9. OcHoBanveM il OTKa3a B TMPOBEJACHUU WCHBITAHUA SIBIISETCA
HETPE/ICTABJICHUE 3asBUTENIEM JOKYMEHTOB, CBEJICHUI, YKA3aHHBIX B IyHKTE 4
HactosAmux [IpaBusi, 0Opa3loB WM TECT-CUCTEM I03aMpPOCy aKKPEIUTOBAHHOM
opraHu3anud # (WIW) PEKBU3UTOB JOKYMEHTA, IOATBEPKIAONIEero (akT
OTLIATHI BBIJIAYM TPOTOKOJIA UCTIBITAHUH.

10. McmpiTanusa oOpa3iioB Ha COOTBETCTBUE CEPUM UMMYHOOHOJIOTUUECKOTO
JIEKQPCTBEHHOTO TMpemnapara IoKa3areiasiM KadecTBa, MPEeayCMOTPEHHBIM
HOPMATHBHBIM JOKYMEHTOM (J1ajiee - MCTIBITAaHusA ~ 00pasIoB), MPOBOJATCA
B CpoK, He mnpeBbimaromuii 30 paboumx mgHEW CO JHA NPEACTaABICHUS
3asBUTEIIEM PEKBU3UTOB JOKYMEHTA, TMOJITBEPXKAAOIMIETO (DaKT OIUIATHI
BBIJJaUM TPOTOKOJIA WCIBITAHWM, 32 HMCKIIOUCHHUEM CIIy49aeB, YCTAHOBJICHHBIX
a03aleM BTOPHIM HACTOSIIIETO MyHKTA.

Cpok mpoBesieHHs UCIBITaHUi 00pa3IoB MOXKET OBITh MPOJIJIEH B Cydae,
€CIM B HOPMATUBHOM JOKYMEHTE HAa MMMYHOOHMOJIOTMUECKHI JIEKAQpCTBEHHBIN
Mpernapar yCTaHOBJEH Oojiee IMTENbHBIA CPOK MPOBEACHUS MCIBITAaHUM,
HO He Oonee yeMm Ha 30 pabounx aneul. [Ipu 5ToM CPOK MPOBENCHUS UCTIBITAHUIMA
KauecTBa  O0pasloB  cepuil  MMMYHOOHMOJIOTHYECKOTO  JIEKQPCTBEHHOIO
mpemapara HE JIOJDKEH TPEBHINATh CPOK  TMPOBEICHUS  WCIBITAaHWUM,
YCTaHOBJICHHBIN HOPMATUBHBIM JOKYMEHTOM HAa YKAa3aHHBIM Mperapar.

11. B cnyyae mpoajieHusi cpoKa UCIBITaHUM 00pa3loB aKKpeIUTOBAHHAS
OpraHu3anus He TMo3JHee 4yeM 3a 15 paboumx gHEH OO MCTEUEHHS CPOKa,
ykazaHHoro B a0zame mepBoM myHkTa 10 Hactosmux Ilpasun, madpopmupyer
o0 93TOM 3asgBUTENA MO aJpecy SJEKTPOHHOW TOYTHI, YKA3aHHOMY
B 3a5BJICHUU.

12. Ilpn Hamu4uu MUCHMEHHOTO COTJIACHS 3asBUTENS OICHKA OTIEIbHBIX
nokaszaresnieid 00pas3lioB MOKET OCYIIECTBJISATHCA aJIbTEPHATUBHBIMU METOJAMH,
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ONMMCAHHBIMUA B COOTBETCTBYIOMIEH (papmakoreiiHoii crathe [ ocyaapcTBeHHON
dapmakonen Poccuiickoii ®enmepanuu wmaum  Dapmakonen EBpazuiickoro
3KOHOMMYECKOI'0 COK03a, €CJIM 3TO NPEILyCMOTPEHO HOPMATUBHBIM JTOKYMEHTOM
Ha IMMYHOOMOJIOTHYECKUI JIEKapCTBEHHBIHN Tpemapar.

13. AkkpenuToBaHHass OpraHu3alus B TeueHHe 2 pabouux JHEH
CO THS 3aBEpINEHUs MPOBEJACHUS MCIBITAaHUN 00pa3oB 0(GOPMIISET TMPOTOKOI
UCTIBITAHUM, KOTOPBIN MJOJKEH COJEp’KaTh BBIBOJ O COOTBETCTBUU JIHMOO
HECOOTBETCTBUU CEPUM MMMYHOOMOJIOTMUECKOTO JIEKAPCTBEHHOrO Mpernapara
MOKa3aTesiM ~ KayecTBa, IMPEIyCMOTPEHHBIM HOPMATHUBHBIM JIOKYMEHTOM,
U TIEPEeNacT €ro 3agBUTE0 MO TEJIEKOMMYHMKALUMOHHBIM KaHajaM CBS3U
C TIOCTIEAYIOMIEH TOCHUTKOM HAa OyMa)KHOM HOCHUTETIE.
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