IMMPABUTEJILCTBO POCCHUMCKON ®EJEPALIU
ITOCTAHOBJEHUWE

ot 8 anpensa 2023 r. No 565

MOCKBA

O nopsiake npeacTaBjeHUsl J0KYMEHTOB U CBeJleHHi
0 JIEKAPCTBEHHBIX NMpenapaTax 1Jisi BeTePHHAPHOI0 MPUMEeHeHHsl,
BBOJAUMBIX B I'Pa’KIAHCKHIA 000POT, BbIAaUH pa3pelieHnsi HAa BBO/

B IPAKIAHCKUIA 000POT HMMYHOOHOJIOTHYECKOT0 JIEKAPCTBEHHOT 0
npenapara /1Jjisi BeTepHHAPHOI0 MPUMEHEeHHs U NMPOTOKO0JI0B UCIIbITAHUI
0 COOTBETCTBHHU CepPUil HMMYHOOHO0JI0THYECKOI0 JIeKAPCTBEHHOTI' 0
npenapara 1Jjisi BeTepHHAPHOI0 IPUMEHeHMHsI MI0KA3aTeJIsIM KauecTBa,
MpeayCMOTPEHHBIM HOPMATHUBHBIM JOKYMEHTOM

B coorserctBum ¢ uactamu 5 u 10 crarsu 52° denepanbHOr0 3aKOHA
"O6 oOpamenun nekapcTBeHHbIX cpeacts” IlpasurenscTBo Poccuiickoii
Oenepalii MO CTAHOBJSIET :

1. YTBepauTh nipuiaraeMeie:

[IpaBuna mpencraBiieHUs TOKYMEHTOB M CBEICHHHA O JIEKAPCTBEHHBIX
nmpemnaparax Ui BETEPUHAPHOTO TPUMEHEHHs, BBOJMMBIX B TPaXTAHCKUAN
000poT;

[IpaBuna BbmAuM paspemieHuss Ha BBOJX B TPAKIAHCKHA 00OpPOT
UMMYHOOHMOJIOTHYECKOTO JICKAPCTBEHHOTO TMpernapara Ui BETEPUHAPHOTO
MIPUMEHEHUS,

[IpaBuna BBJAYM TPOTOKOJIOB HWCIBITAHUNA O COOTBETCTBHHU CEPHIA
UMMYHOOHMOJIOTHYECKOTO JICKAPCTBEHHOTO TMpemnapara i BETEPHUHAPHOTO
NPUMEHEHUsI TOKa3aTeJsiIM KAaueCTBa, TMPEIyCMOTPEHHBIM HOPMATHUBHBIM
JOKYMEHTOM.

2. Peanmuzanus MTOJTHOMOYHIA, MIPE Ty CMOTPEHHBIX HACTOSIIINM
MOCTAHOBJIEHUEM, OcyIIecTBisieTcss DenepanbHON CTy»KO00i MO0 BETEPUHAPHOMY
1 (PUTOCAHUTAPHOMY HAJ30pYy B Mpelesax yCTaHOBJICHHbIX [IpaBuUTEIHCTBOM
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Poccuiickoii @enepanmu mpeaenbHOW YUCICHHOCTH W (POHIA OIIaThl TPyHAa
Pa0OTHUKOB IEHTPAJIBHOTO aMMapara U TEPPUTOPUAIbHBIX OPraHoB CiryxObl,
a TaKke OIOJDKETHBIX aCCUTHOBAHMM, MpeaycMoTpeHHbIX CiykOe B denepaabHOM
Or0DKETe Ha PYKOBOJCTBO M YIIPaBJIeHUE B cepe yCTaHOBICHHBIX (DYHKIIUH.

3. @enepanpHOil Ciyk0e TIO BETEPUHAPHOMY H  (PUTOCAHHUTAPHOMY
HaJ30py:

obecrneunTh TEXHUUECKYI0 TOTOBHOCTh DenepaibHON rocyaapCTBEHHOMN
nH(DOPMAITMOHHONW CHCTeMbl B OOJIaCTH BETEpUHAPUH K TIPHEMY 3asBIICHU,
IPeIyCMOTPEHHBIX [IpaBuiaMu BBIIAYM pa3penieHus Ha BBOJ B TPaKIAaHCKUAN
000pOoT  WUMMYHOOMOJIOTMUECKOTO  JIEKQPCTBEHHOrO0  TMpemapara s
BETEPUHAPHOTO TPUMEHEHHS, YTBEP)KISHHBIMU HACTOSIIMM TOCTAHOBIIEHUEM,
KOTOpble  OymyT  moctynmaTh w3 (efepallbHONH  TOCYydapCTBEHHOU
nH(dOPMAIMOHHOH CUCTEMBI "E nuHbIi MopTajgl  TOCYJAapCTBEHHBIX
¥ MyHUIIUTATBHBIX YeayT (bynaknuit)", mo 1 despans 2024 r.;

COBMECTHO ¢ MunHCcTepcTBOM  mHU(PPOBOTO  PA3BUTHA,  CBS3H
¥ MACCOBBIX KOMMYHUKalMii Poccuiickoit @eaepaiy oCymecTBUTh pa3padoTKy
1 pasMmernieHue B deepanbHON TOCYIapCTBEHHOM WH(OPMAIIMOHHONW CHCTEME
"EquHBIA TOPTaT TOCYAAPCTBEHHBIX M MYHHUIMMAIBHBIX YCIyT ((dyHKInN)"
WHTEPAKTUBHBIX (POpM 3adBiIeHMA, TpemycMOTpeHHbIX [IpaBuiamMu BbIgaun
pa3pellieHHsT Ha BBOJ B TPAXKIAHCKUH OOOpPOT HMMMYHOOHOJOTHYECKOTO
JIEKQpCTBEHHOT'O Mpenapara JJisl BETEpUHAPHOTO MTPUMEHEHUS, YTBEPKAECHHBIMU
HACTOSIIIIMM TOCTAHOBJIEHUEM, 10 1 Mapta 2024 r.

4. Hacrosiiiiee mocTaHOBJIEHUWE BCTymaeT B cuily ¢ 1 centsaOps 2023 r.,
3a MCKIIFOYEHHEM IIOJ0KEHUM MyHKTOB 5, 8, 9, 14 m 16 IlpaBun BBIIAun
paspellieHusi Ha BBOJ B TPaXIaHCKUH 00OpPOT HMMMYHOOHMOJOTHUECKOTO
JIEKQPCTBEHHOT'O Tpernapara isi BETEPUHAPHOTO MPUMEHEHUS, YTBEPKIACHHBIX
HACTOSIIIIAM ~ TIOCTAHOBJICHWEM, B 4YaCTH UCIOJb30BaHUA (pemepanpbHOU
rocy1apCTBEHHOMN nH(pOpPMaATTMOHHON CHUCTEMBI "E nunbiit nopTaj
rOCYJapCTBEHHBIX W MYHHIMMANBHBIX YyCayT ((pyHKIHi)", KOTOpBIE BCTYIMAIOT
B cuity ¢ 1 mapta 2024 r.

5. IlpaBwia, yTBEp>KIEHHbIE HACTOSIIIUM MOCTAHOBJIEHUEM, IEHUCTBYIOT
1o 1 centsa6psa 2029 r.

IIpencenarens [IpaBuTenbcTBa FOKYMEHT NOANNCAH
SJIEKTPOHHOWU NOANMUCbLIO

Poccuiickont ®enepanuu CEFEIEISRAVEIINEED] M. My CTUH

Homep: 2E6F99CES3C464286636F3BAGA3DS67E
Mocraswwk: KasHauelictso Poccun
MpasuTenbcTeo Poccuiickoit Pegepauum
[leiicteutenen ¢ 07.03.2023 no 30.05.2024
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YTBEPX/IEHDI

noctaHosyienneM I IpaBurenscTBa
Poccuiickoit @enepanun
ot 8 anpenst 2023 r. Ne 565

IHPABUJA

NnpeACTABJIEHHUS TOKYMEHTOB H CBeIeHUI
0 JIEKapPCTBEHHBIX IMpenapaTax JIJjisi BeTepHHAPHOI0 IPUMEHEHHSs],
BBOMMBIX B I'PaKIAAHCKHI 000pOT

l. Hacrosmme IIpaBunia ycTaHaBIMBAIOT MOPAJOK MPEACTaBICHUS
B DenepanpHyto cinyk0y MO BETEPHUHAPDHOMY W (PUTOCAHWUTAPHOMY HAI30PY
JOKYMEHTOB M CBEACHMM O  KaKIOW  CEpUUA  INPOU3BEICHHOIO
B Poccuiickoii ®Denepanuy JEKapCTBEHHOrO Mpernapara sl BETEPUHAPHOTO
NpUMEHEHUs1 (Jajee - JeKapCTBEHHbIM Tpemapar) Wid KaKIoW Ccepuu
BBO3UMOro (mepemeniaemoro) B Poccuiickyio dexnepainnio JeKapCTBEHHOTO
npenapara, BBOJAMMBIX B TPAXKIAHCKUNW 000poT Ha Tepputopuu Poccuiickoit
Qenepanyy, 32 MUCKIIIOYEHUEM HMMMYHOOHMOJIOTMUECKUX  JIEKAPCTBEHHBIX
IIPEINapaToB, MPOU3BOAUTEIISIMU JIEKAPCTBEHHBIX IIPENapaToB U OPraHU3alusIMy,
OCYIICCTBJISIONIMMH  BBO3  (MEpPEMEIEHUE) JICKAPCTBEHHBIX IPErmapaToB
B Poccuiickyto ®denepanuro (maiee - opraHU3aMK, OCYIIECTBIISIONINAE BBO3
(mepemMerneHue).

2. ®denepanbHast coykOa IO BeTepuHApPHOMY H  (DUTOCAHUTAPHOMY
HAJI30py OOecCreyuBaeT MPOUZBOAUTENSIM  JIEKAPCTBEHHBIX  IPENaparoB
¥ OpraHW3alusIM, OCYIIESCTBIIIONMMAM BBO3 (TIEPEMEIICHHE), aBTOPU30BAHHBIM
noctym kK ®DenmepanbHOH TOCYJAapCTBEHHOM WH(POPMAIMOHHOM CHCTEME
B oOmactu BerepuHapuu (panee - mHGOpPMANMOHHAs CUCTEMa B 00yacTu
BETCPUHAPHH) TOCPEACTBOM TIPEIOCTABICHUS JIMYHOTO KaOWHETa B TaKOu
nH(DOPMAITMOHHONW CHUCTEME JUIS TPEACTABJICHUS JOKYMEHTOB W CBEIACHUIA,
YKa3aHHBIX B MyHKTax 3 - 5 HacTosmumx [Ipasu.

3. Ilpou3BoguTens  JIEKAPCTBEHHOTO  Mpemapara Iepeld  BBOJOM
B FPaXAAHCKUII 000POT CEPUU JIEKAPCTBEHHOT'O Mpenapara B yBEAOMUTEIbHOM
nopsiake mpencrasisieT B DenepanbHyro Ciiyk0y 10 BETEpUHAPHOMY
U (PUTOCAHUTAPHOMY HAA30pPY YEpe3 JIMYHBIA KaOWHET B WH(POPMAITMOHHOU
cucteMe B 00J1aCTh BETEPUHAPUU:
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a) U1 K&KIOW CepUH JIEKQpCTBEHHOTO Mpernapara;

JOKYMEHT IMPOU3BOIAUTEIIS JIEKAPCTBEHHBIX CPEACTB I BETEPUHAPHOTO
IIPUMEHEHNS, NOATBEPKIAOIIMNA COOTBETCTBUME KAueCcTBa JIEKAPCTBEHHOIO
npenapara, BBOJAMMOTO B TPAKIAHCKUN 00OpPOT, TPEOOBAHMAM, YCTAHOBICHHBIM
IIPU €r0 rOCYIapCTBEHHOM PETUCTPALINH,

MOJITBEPKICHUE YIIOJTHOMOYEHHOTO JvLa MIPOU3BOIATEIIS
JIEKAPCTBEHHBIX CPEJICTB I BETEPUHAPHOTO NPUMEHEHHS COOTBETCTBHS
JIEKQPCTBEHHOTO  Tpemapata TpeOOBAHMUSAM, YCTAHOBJICHHBIM TPU  €r0
rOCyJapCTBEHHOM PETUCTPALIUY,

0) IS  TEepBBIX  JOBYX  CEpWid  JIGKAPCTBEHHOrO  Ipemapara,
BIIEPBBIE MpOU3BeACHHOrO B Poccumiickoit ®denepaunun, - MOPOTOKOJBI
WCIIBITAHUMA O COOTBETCTBMM 3TUX CEPUM JIEKAPCTBEHHOrO IIperapara
MOKa3aTesIM ~ KayeCcTBa, NPEAYCMOTPEHHBIM HOPMATUBHBIM JIOKYMEHTOM,
MPOBOJMMBIX AKKPEIAWUTOBAHHBIMU B COOTBETCTBUM C 3aKOHOAATEIbCTBOM
Poccuiickoii ®enepaunu 00 aKKpeAWTAMM B HAMOHAJILHOW CHUCTEME
AKKpEIUTAIlMd HWCIbBITaTeIbHBIMUA JTabopatopusimMu  (LeHTpamu) (mamee -
MIPOTOKOJIBI UCTIBITAHHH).

4. Opranuzanms, OCyIIEeCTBIIAIONIAs BBO3 (MIEPEMEIICHHE), TIEPEA BBOJIOM
B TPAKIAHCKUU OO0OpPOT JIEKAPCTBEHHOTO Npenapara B YBEIOMHUTEIBHOM
nopsake mnpencrasisier B DenepanbHyl0 CiIy)k0y 10 BETEpUHAPHOMY
U (PUTOCAHUTAPHOMY HAA30pPY UEpe3 JIMYHBIM KaOWHET B WH(OPMAIMOHHOU
cucTteMe B 00J1aCTH BETEpUHAPHM:

a) U1 KaKIOM Cepuu JIEKapCTBEHHOTO Mpernapara;

JOKYMEHT TMPOU3BOJIUTEIIS JIEKAPCTBEHHBIX CPEACTB MJI1 BETEPUHAPHOTO
MPUMEHEHHS, TOATBEPKAAIOMIMI COOTBETCTBUE KayeCTBA JIEKAPCTBEHHOIO
npenapara, BBOJAUMOIO B FPaXJaHCKUl 000pOT, TPeOOBAHUM, YCTAaHOBJICHHBIM
MIPU €r0 TOCYAAPCTBEHHOMN PErUCTPaLNH;

MOJTBEPKACHUE JINIA, YIIOJHOMOUYEHHOTO AEPIKATEJIEM WJIA BJIAJICIIbLEM
PETUCTPALIMOHHOTO YJIOCTOBEPEHUS JIEKAPCTBEHHOIO Mpemnapara, COOTBETCTBHS
JIEKQPCTBEHHOTO  Mpemapara TpeOOBaHUsAM, YCTAHOBJIICHHBIM TIPH  €ro
rOCyJapCTBEHHOM PETUCTPALIUY,

0) s TEPBBIX JBYX CEpPUH JIGKQPCTBEHHOTO TMpemnapara, BIIEPBBIC
BBO3UMOro (mepememaeMoro) B Poccmiickyro ®Denepanmurio, - MPOTOKOJIBI
WCIIBITAaHUM.

5. Exerogno, He mo3gHee 1 deBpasns, MpOM3BOIUTENM JIEKAPCTBEHHBIX
CPEACTB ISl BETEPUHAPHOTO IPUMEHEHHS WIIA OPTraHU3aLUK, OCYIIECTBIISAIOINE
BBO3  (mepememieHue),  npeactaBisitor B DedepambHyo  caykOy
0 BETEPUHAPHOMY M (DUTOCAHUTAPHOMY HAA30py 4Yepe3 JIMUHBIM KaOWHET
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B MH(OPMAIIMOHHOW cHcTeMe B 00JIaCTM BETEPUHAPUHM TMPOTOKOJ HUCIBITAHHMA
MOCTYNUBILIET0O B TEUYEHHWE TIOJa B TPAXKIAHCKUN OOOpOT JIEKApPCTBEHHOIO
npernapara KOHKPETHOTO MPOU3BOAUTENA (HA OJIHY CEPHUIO KAXAOTO0 TOPrOBOTO
HAaNMEHOBAHUSA C YYETOM JICKAPCTBEHHON ()OPMBI U TOSUPOBKH).

6. [IpencraBieHne JOKYMEHTOB M CBEJICHUN, MPEAYCMOTPEHHBIX
nyHkramu 3 - 5 Hacrosmux  [IpaBun, He  TpeOyeTcs B OTHOIICHUHM
JIEKAPCTBEHHBIX MPENapaToB, yKasaHHBIX B 4acTh 13 crareu 52° deaepaabHOTo
3akoHa "O0 oOpaleHun JTeKapCTBEHHBIX CPEICTB' .

7. Uadopmaniisi 0 cepusix JIEKApCTBEHHBIX IIPEMapaToB, BBOJIUMBIX
B TPaXXJaHCKUl 000poT, mMyOJMKyeTcs B TedeHue S5 pabouux JHEW mocie
MOCTYIUICHUSI JOKYMEHTOB W CBEJEHU, MPEAYCMOTPEHHbIX MyHKTamMu 3 u 4
Hactosimmx [lpaBwi, Ha odunmansHOM caiite denepanbHON CITYKOBI TIO
BETCPUHAPHOMY ¥  (PUTOCAHWUTAPHOMY HAA30py B  HWH(POPMAIMOHHO-
TE€JIEKOMMYHHUKAIIMOHHOW ceTu "VHTepHeT' ¢ COOMOJACHUEM OTrPAaHUYCHUA,
YCTAHOBJIEHHBIX 3aKOHOAATENbCTBOM Poccuiickoin Denepannii 0 KOMMEPUECKOM
TallHE U NTHOW OXPAHAEMOM 3aKOHOM TaWHE.
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YTBEPXJIEHDBI

noctaHosyienneM I IpaBurenscTBa
Poccuiickoii @enepanun
ot 8 anpens 2023 r. Ne 565

IHPABUJA

BbIJIa4YH pa3pellieHus HA BBOJ B IPaskKIaHCKHil 060poT
HMMYHOOHO0JIOTHY€eCKOr0 JIEKAPCTBEHHOI 0 Mpenapara
JJIS1 BeTEPUHAPHOT0 PUMEHEHUs

1. Hacrosmue IIpaBuna ycraHaBnuBaroT nopsAnok Beigaun denepanbHon
ciy)k00i 1O BETEepUHAPHOMY W (DPUTOCAHWUTAPHOMY HAA30PY pa3pelIeHUs
Ha BBOJ B TPAXTAHCKUIL 00OPOT MMMYHOOMOJIOTMUYECKOTO JIEKAPCTBEHHOIO
nmpemnapara i BETEPUHAPHOTO MPUMEHEHUs (Jajiee - UMMYHOOMOTOTUYECKHIA
JEKapCTBEHHBIN TIpenapar), mpom3BeaeHHOTO B Poccuiickoit denepamnmm
Wi BBO3UMOro (mepememaeMoro) B Poccuiickyto ®enepanmio (nanee -
paspeleHue).

2. Pa3penienue BbIIa€TCA B OTHOUIEHUU CEpUidl MMMYHOOMOJIOTHYECKOTO
JIEKApCTBEHHOTO Tperapara, ykasaHHeX B yactu 10 craren 52° denepaabHOro
3akoHa "O0 oOparnieHnH JeKapCTBEHHBIX CPEJICTB" .

3.1lmata 3a  Bbimauy  pazpemieHus  DeaepanbHO  CykO0H
10 BETEPUHAPHOMY U (PUTOCAHUTAPHOMY HAJI30PYy HE B3UMAETCS.

4. Pa3pelieHue CUMTAeTCs BBIAAHHBIM CO JHS TPUHATUS PEUICHUS
O BbIJIaU€ Pa3peIICHUS.

5. Jlns mostydeHus paspenieHus Npou3BOAUTENIb UMMYHOOHOJIOTUYECKOTO
JIEKQPCTBEHHOIO TMpernapara Wi OpraHu3alus, OCYIIECTBIISIONas BBO3
(mepeMereHne)  UMMYHOOHOJIOTHUECKOTO  JIEKAPCTBEHHOTO  Tpemapara
B Poccumiickyto ®epepanuio, Hampapiasier B DenepalbHyl0  CIyXO0y
10 BETEPUHAPHOMY M (PUTOCAHUTAPHOMY HAA30pPY B AJNEKTPOHHOU (hopMe uepes
TnaHbIi kKabuneT B DenepanbHON rocyIapcTBEHHOW HH(POPMAIIMOHHOW CHCTEME
B oOnactu BeTepuHapuu (nmajnee - mHpOpMalMOHHAsA cUcTeMa B 00yacTu
BEeTepUHApHK) JMOO C WCMIONb30BaHUEM (heAepaTbHON TOCydapCTBEHHON
nH(dOPMAIIMOHHON CUCTEMBI "Enunbiii noprai roCyJ1apCTBEHHBIX
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¥ MYHUIUTIATIBHBIX yCayT (pyHKumiA)" (ganee - eAMHBINA MOPTaT) MOAMMCAHHOE
YCWJICHHON KBaIU(UIIMPOBAHHOW 3JIEKTPOHHOW MOJNMUCHIO WX B CIydae, eCiu
MIPEICTaBUTENIEM FOPUIMYECKOTO JIUIA SABJISETCS YIOJTHOMOUYEHHOE (PU3UUECKOe
JWI0 TIO JIOBEPEHHOCTH, YCHJICHHOW HEKBAIM(PUIIMPOBAHHON SJIEKTPOHHOM
MOJIITUCHIO, CePTU(HKAT KITI0OYA MPOBEPKH KOTOPOH CO3JaH M HUCHOJB3YETCS
B HMH(pACTPyKType, obecneumBaromeii HWHPOPMAITMOHHO-TEXHOJIOTHUECKOE
B3aUMO/IEHCTBUE nH(pOPMAITMOHHBIX CUCTEM, UCIIOJIb3YEMBIX TUTS
MPEIOCTABJICHUA TOCYIAPCTBEHHBIX W MYHUIIMNAJIBbHBIX YCIYT B 3JEKTPOHHOU
dopme, B ycranoBiaeHHOM [IpaButensctBoM Poccuiickoit denepanuu mopsake,
3asBJICHUE O BbIJAY€ PA3PEIICHUS U KOTIUU CJIEAYIOMINX TOKYMEHTOB:

a) MPOTOKOJIBI ~ WMCIBITAHUH O COOTBETCTBHUM TEPBBIX 2  CEPHd
MMMYHOOHMOJIOTHYECKOTO JIEKAPCTBEHHOIO Tpernapara, yka3aHHbix B dactu 10
cratb 52> ®emepamsHoro 3akoHa "OG  0OpalleHMHM  JTE€KAPCTBEHHBIX
cpeAcTB", TOKa3aTelsIM  KAuecTBa, MPEIYCMOTPEHHbBIM  HOPMAaTUBHBIM
JIOKyMEHTOM, BbIJIAHHbIE OpraHu3alUsIMH, MOABEIOMCTBEHHBIMU
MuHuCTEPCTBY  CEIBCKOTO  xo3sicTBa  Poccmiickoir  @Denepauum  win
denepanpHOil Ciyk0€ TO BETEPHUHAPHOMY € (DUTOCAHUTAPHOMY HAIZOPY,
AKKPEAUTOBAHHBIMU B COOTBETCTBMM C 3aKOHOJATENIbCTBOM Poccuiickoi
Oenepann 00 aKKpeIWTAMM B HAUMOHAIIBHOW CHUCTEME aKKpeAUTAlUuu
(tanee - IpOTOKOJIBI UCIIBITAHUH ),

0) TOKYMEHT TPOM3BOIUTEIIA JIEKAPCTBEHHBIX CPEACTB ISl BETEPUHAPHOTO
NpUMEeHEeHus1 (Jajgee - JIEKQpCTBEHHBbIE CPENCTBA),  MOJTBEPIKIAAFOIIHIA
COOTBETCTBHE KAue€CTBA MMMYHOOHMOJIOTHUECKOTO JIEKAPCTBEHHOrO MpeErnapara,
BBOJMMOTO B TPaKJIaHCKHII 000pOT, TpeOOBAHUSAM, YCTAHOBJIEHHBIM IPH €ro
rOCyJJapCTBEHHOM PETUCTPALINY,

B) TIOATBEPIKICHUE YIOJITHOMOYEHHOTO auna MIPOU3BOIUTEIIS
JIEKAPCTBEHHBIX CPEICTB COOTBETCTBUSA UMMYHOOMOJIOTMUYECKOTO JIEKAPCTBEHHOTO
mpenapata TpeOOBaHUSAM, YCTAHOBJIGHHBIM TMPU €ro TOCYJapCTBEHHOM
peructparmuu (1  WMMYHOOWOJIOTMYECKHMX JICKAPCTBEHHBIX IPENapaTos,
npousBeneHHBIX B Poccutickoit denepanun);

) MOATBEPKICHNE  JIMIA,  YIOJHOMOYEHHOTO  JepKarejeM  WiIu
BJIQJEIbLIEM PErUCTPAMOHHOTO YJOCTOBEPEHHUS HMMMYHOOHOJOTHUYECKOTO
JIEKQpCTBEHHOTO npernapara,  COOTBETCTBUA MMMYHOOHMOJIOTUYECKOTO
JIEKQPCTBEHHOI'O  Mpernapara TPeOOBaHUAM, YCTAHOBJIICHHBIM TPU  €ro
rOCyJapCTBEHHOW perucTpanuu (i1 UMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX
MpemnaparoB, BBO3UMBIX (IepemeniaemMbix) B Poccuiickyro denepanuio).

6. B 3asBneHnn 0 BbIJA4Ye pa3pelieHus COAEPKATCs CBEICHMUS:

a) O MPOU3BOAUTEIE JIEKAPCTBEHHBIX CPEJICTB:
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HAUMEHOBAHWE W aJpec B TMpeaernax MecTa HaxOXKIEHUS JTOro
MIPOU3BOUTEIIS,

HAUMEHOBAHUE W AJpPEC MPOU3BOACTBEHHBIX ILIOMIAIOK, YYACTBYIOIIUX
B TIpoliecCce MPOU3BOJACTBA MPEJACTABICHHOW CEPUM WMMYHOOHOJOTHYECKOTO
JIEKapCTBEHHOTO Ipernapara;

nHpopmarus 00 yImoJTHOMOYEHHOM JIUIIE TTPOU3BOAUTENTS JIEKAPCTBEHHBIX
cpenctB (s MMMYHOOHMOJIOTMYECKHMX  JISKAPCTBEHHBIX  IPEMapaToB,
npou3BeeHHBIX B Poccutickoit Deaepanun);

0) 06 IMMYHOOHMOJIOTUIECKOM JICKAPCTBEHHOM TIpernapare:

TOProBO€ HANMEHOBAHWE,

MEXTyHapOTHOE HEMAaTEHTOBAaHHOE HAMMEHOBAHHUE,

¢dopmMa BBITTyCKa (C yKa3aHUEM JICKAPCTBEHHOUW (POPMBI, TO3UPOBKH);

KOJIMYECTBO JI03 B YITAKOBKE,

HOMEpP U 00BEM CEpUU, BBOJAUMON B IpaXIAHCKUI 000pOT, ¢ YKa3aHUEM
KOJIMYECTBA €IMHUIL YTTAKOBOK;

B) 00  oOpraHmW3anuu,  OCYIIECTBIIAIONICH  BBO3  (TIEpEeMEIICHUE)
B Poccuiickyto ®enepanmio (a1 WUMMYHOOMOJIOTMUECKUX JIEKAPCTBEHHBIX
npenaparoB, BBO3UMBIX (TiepeMemaemMbix) B Poccuiickyro deneparnuio):

HAUMEHOBAHWE W aJpec OpraHu3alui, OCYIIECTBIIIOMIEH BBO3
(mepememenue) B Poccuiickyto @enepainuio, B mpeaeaax MecTa HaXOKAECHUS,

uHpopmaimss 00 YMOJHOMOYEHHOM JIMIIE JepKaTesii WM BIAAesblla
PETUCTPAIIMOHHOTO YAOCTOBEPEHUSI MMMYHOOMOJIOTHUECKOTO JIEKAPCTBEHHOTO
npenapara.

7. Beinaua pa3pereHust OCYIIECTBIIIETCS B COOTBETCTBUM
¢ TpeboBanusmu DenepanpHoro 3akoHa "OO opraHuzalvu MPEAOCTABICHUS
rOCYJapCTBEHHBIX W MYHHUIIMNANBHBIX yciyr'. Cpok BbIgaudM pa3pemeHus
cocTaBiisieT 5 paboumx IHEW cO AHS mpeacTaBieHus B DenepabHYIO CIyk Oy
0 BETEPUHAPDHOMY H (PUTOCAHWTAPHOMY HAN30PYy 3asBJICHHWS O BbHIJAUC
paspemieHrss W JOKYMEHTOB, TMPEAYCMOTPEHHBIX ITyHKTOM 5 HACTOAIIUX
[Ipasui.

Perucrpammonnsrit HOMED MIPUCBANBACTCS pa3pemnieHuIo
C WCHOJIb30BaHWEM TojacucTeMbl "EmwHbIA peecTp ydera JHICH3UH
(pa3pemenuit)" (QenepanbHO TOCYAAPCTBEHHOW HWH(POPMAITMOHHOW CHUCTEMBI
"denepambHBIi  peeCTp TOCYAAPCTBEHHBIX W MYHHUIIMTAIBHBIX  yCIIYT
(pynKLMIA)".

8. ®enepanmpHas ciyx0a 1O BETEPUHAPHOMY U (PUTOCAHUTAPHOMY
HAJ30py TPUHHUMAET PEIICHWE O BbIJAYe pa3pelieHus B Ciaydae HaJIUdus
MOJIHOTO KOMILJIEKTA IOKYMEHTOB, YKa3aHHBIX B MyHKTe 5 HacTtosmmx [Ipasun,
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M BBIBOJA B  MPOTOKOJAX  HCOBITAHUHA O  COOTBETCTBUM  CEpUU
MMMYHOOHMOJIOTUYECKOTO JIEKAPCTBEHHOTO Mpenapara IMoKa3areasM KadecTBa,
MPEAYCMOTPEHHBIM  HOPMATHUBHBIM  JIOKYMEHTOM, JHOO 00  OTKasze
B BBIJAU€ pA3pPEIICHUS B CIIy4ya€ OTCYTCTBUA WIHM HEJOCTOBEPHOCTH
MIPEACTABICHHBIX JOKYMEHTOB, YKAa3aHHBIX B NyHKTe 5 Hactosumx [Ipasuin,
u (W) BBIBOJA B TNPOTOKOJIE WCIBITAHUA O HECOOTBETCTBHUH CEPUH
MMMYHOOHOJIOTUYECKOTO JIEKAPCTBEHHOr'O IMperapara MokKa3aresisiM KauecTBa,
MPEIYCMOTPEHHBIM HOPMATUBHBIM JJOKYMEHTOM.

PesynbTaT paccMoTpeHHs 3asBJICHUS O BbIJadye paspemieHus (O0TKaze
B BBIJ]aU€ pa3peIIcHuUs) HAPaBJIIETCs B JIMUHBIN KaOWHET B WH(POPMAITMOHHON
cucTteMe B 00JIaCTH BETEPUHAPUM WM JIMYHBIA KAaOWMHET HA €JMHOM MOpTAJie.

9. Undopmanus o BbIaue pa3penieHuss pa3MemaeTcs B TUWIHOM KaOMHETe
B MH(OPMAIMOHHON CHCTeME B 00JIAaCTH BETEPUHAPWUW WIIA JIMYHOM KaOWMHETE
HAa €JIWHOM TMopTajie W Ha odunuaasHoM caiite ®denepanbHOW CITyKOBI
0 BETEPUHAPHOMY © (UTOCAHWUTAPHOMY HAA30py B HMHGPOPMAIMOHHO-
TEJIEKOMMYHHUKaMoHHON cetu  "Unrtepuner" (manee - cetb "MHTepHeT")
C CcOONIOJIGHHMEM  OrpaHWYEHUM, YCTAHOBJICHHBIX  3aKOHOAATEIbCTBOM
Poccuiickoit @enepanuu 0 KOMMEPYECKOW TallHE W MHOM OXPaHAEMOW 3aKOHOM
taiine. Mladopmanms 00 oTka3e B BhIIaYe pa3pelieHUss Pa3MENIaeTcsl B JIMYHOM
kaOuHeTe B MH(POPMAMOHHON cHuCcTeMe B 00JaCTH BETEPUHAPUU WA JIMYHOM
KaOMHETE HA €IMHOM MOpTaJIe.

10. ®enepanbras cimyxba 1O BETEpUHAPHOMY H  (DUTOCAHUTAPHOMY
HAJ30Py BEAET MEPEUYCHb PA3PEIICHUH C HMCIOIb30BAaHHEM HH(POPMAIMOHHOM
CUCTEMBI B 00JIACTH BETEPUHAPHUH B AJIICKTPOHHOM BHJE ITyTEM BHECEHHS B HETO
3amuce, coaep KalMX CBEICHHs, MPEIyCMOTPEHHBIE MYHKTOM O HACTOSIIUX
[TpaBui, a Takke CBEJEHUS O PETUCTPAIIMOHHOM HOMEpE Pa3peIICHUsI U CPOKE
€ro JEUCTBHUS.

11. 3amucm B TepeueHb pa3pelIeHul BHOCATCS  YIOJIHOMOYCHHBIM
Ha BHECEHUE TaKUX CBEJEHUN MOIKHOCTHBIM JuiloM DenepanbHON CITyxKObI
M0 BETepUHAPHOMY ¥  (UTOCAHWTAPHOMY  HAMI30PY, HACHTH(DUKAINAS
U ayTeHTU(UKAIUsg  KOTOPOTO  OCYIIECTBJISIETCS C  HCIOJIH30BAHUEM
dbenepanpHO# TOCYIapCTBEHHOM MHMOPMAIMOHHOK cuctemsbl "EnuHas cucrema
uaeHTUUKANMY W ayTeHTHUKanmuu B WHPpacTpykType, oOecrmeunBaromiei
WH()OPMAITMOHHO-TEXHOJIOTUIECKOE B3aUMO/ICCTBUE uH()OPMAIMOHHBIX
CUCTEM, UCIIOJIb3YEMBIX TUTSt MPEAOCTABJICHUA roCyJ1IapCTBEHHBIX
U MYHUIUMNAJIBHBIX YCIYr B JJeKTpoHHOW (Qopme". Benenue mnepeuns
pa3pelIeHnii OCYIECTBIIETCS CIIOCOOOM, TO3BOJISIONIAM HJICHTH(DHUITIPOBATH
TAKO€ JIMLIO IIPA BHECEHUU CBEICHUN B IIEPEUYEHb Pa3PELICHUN.
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12. Texunueckue OMMOKA B CBEICHHUSIX, BHECEHHBIX B IEpPEYEHb
pa3pelleHNi, UCIIPABIAIOTCA MO PEUIEHUIO YHNOJHOMOYEHHOIO JOJIKHOCTHOIO
muia OenepanbHON CIyKOBI MO0 BETEPUHAPHOMY M (PUTOCAHUTAPHOMY HAI30PY
B TeueHue 3 pabouyux naHeH €O AHSA HX OOHApYXKEHUs IyTeM BHECEHHUS
B INIEPEYEHb PA3PEIICHUN HOBOM 3aMMCH CO CCHUJIKOM HA 3alHUCh, COJEPIKALILYIO
CBEJICHMSI, B KOTOPHIX JOMYyI€HA TEXHUUYECKas OIINOKa.

13. B cnyuae u3MEHEHHMS COJAEpKAIIUXCA B TIepEeYHE pa3penieHui
CBEJICHUI paHEe BHECEHHbIE B HEr0 CBEJCHHS COXPAHSIOTCS C TOMETKOU
00 yTpare uX aKTyaJbHOCTH.

14. KoppekTupoBKka CBEJIEHUI, BHECEHHBIX B TNE€PEUYEHb pPa3pEUICHUN,
CBA3aHHAs C W3MEHEHUSIMU HAUMEHOBAHUSA M aJpeca B Mpejaesiax MecTa
HaXO0KJICHUS TPOU3BOJIUTENIA JIEKAPCTBEHHBIX CPEJICTB, HAMMEHOBAHUS U aJipeca
OpraHw3aiuy, OCYIIECTBJIMIOmMENd BBO3 (mepememnienue) B Poccmiickyro
denepalito UMMYHOOMOJIOTMYECKOTO JIEKAPCTBEHHOTO Mpenapara, B mpejesnax
MECTa HaXOXKJICHHS, B CIydae UX HM3MEHEHUs ocyluecTBiisieTcss DenepalibHOM
ciryk00i IO BETepUHAPHOMY U (PUTOCAHUTAPHOMY HAI30Py B AaBTOMATHUECKOM
pEeKMME HA OCHOBAaHMU IIOJIyYCHHOM TIOCPEICTBOM E€OUHOM CHUCTEMBI
MEKBEJJOMCTBEHHOI'O 3JIEKTPOHHOTO B3aMMOJCUCTBUS W3 TOCYIAPCTBEHHBIX
uH(popMaImoHHbIX cucteM uHpopmaruu (6e3 nogaun B OenepaibHyIO CIIyKOy
10 BETEPUHAPHOMY M (PUTOCAHUTAPHOMY HAA30pPY 3aSABJICHUSA O BHECEHUU
M3MEHEHHI B TAKOE Pa3peIICHNUE).

B cnysae ecnmu  @epepanbHOM  CiyKOOM MO  BETEPUHAPHOMY
¥ (UTOCAHUTAPHOMY HAJ[30Py B aBTOMATHUYECKOM PEKUME HE OCYIIECTBIISETCS
KOPPEKTUPOBKA CBEIACHWI, BHECEHHBIX B IMEPEYCHb PA3PEIICHUN, B CBS3U
C HEBO3MOXXHOCTBIO TIOJIYYCHUS U3 TOCYAAPCTBEHHBIX HWH(POPMAIIMOHHBIX
CHUCTEM COOTBETCTBYIOIIECH WH(OPMAIMU, YKa3aHHBIE CBEICHUS BHOCATCS
B TNEpPEUYEeHb  pa3peHieHUd  YMOJTHOMOYEHHBIM  JIOJDKHOCTHBIM  JIUIIOM
®denepanbHON Cy)OBI MO BETEpUHAPHOMY H (PUTOCAHUTAPHOMY HAI30PY
Ha OCHOBAHMM 3asBJICHUA O BHECEHUMUM W3MEHECHHI B pa3pelicHue,
MOJAHHOTO TPOU3BOJUTEIEM JIEKAPCTBEHHBIX CPEACTB WM OpTraHU3alUeH,
OCYIIECTBIISIOIIEH BBO3 (mepemMereHue) UMMYHOOHOJIOTUIECKOTO
JIEKapCTBEHHOTO mnpemnapara B Poccuiickyto @enepannto. 3asBjIeHUE O BHECEHUH
U3MEHEHU B  pa3pelieHue  MOJaeTcss  4epe3  JIMYHbIA  KaOWHeT
B MH(POPMAIMOHHOW CHCTEME B 00JIaCTH BETEPUHAPUU WJIM JIMUHBIN KaOWHET
Ha €IMHOM TopTaJie.

15. CBenenusi, coaepKallMecss B TMEPEYHE PA3PELICHUM, SABIISIFOTCS
OTKPBITBIMH.



Jloctyn k oOmeaoctynmHoi WHGOPMAIMK, COIEpIKAIIelcs B TEpedHe
paspeienuii, obecneunBaercs denepanpHOl CiTyKO0W MO BETEPUHAPHOMY H
(uTocaHUTAPHOMY HAI30pPY MOCPEICTBOM €€ pa3MmelleHus B cetu "HtepHer",
B TOM YHCJIe B ()OpME OTKPHITHIX JTaHHBIX.

AxtyanpHas ~ wHGOpMAnMsA W3 TEPEeUYHS  pa3pelieHuid  JIOJDKHA
oroOpaxatbcsa B cetu "MuTepHer" B pekuMme pealbHOrO0 BPEMEHH JIHMOO
B TEUCHHE CPOKA, HE MPEBBIIIAIONICT0 5 MUHYT C MOMEHTA BHECEHHS 3alucu
B MEpPEUCHb paspelieHuil. B ciiydae BO3HUKHOBEHMS TEXHUYECKHX MpPoOJIeM
B pabore WHGOPMAIMOHHON CHCTEMBI B OOJacTH BETEPUHAPHHM AKTyaJTbHAS
uHdoOpMaIs W3 TEePedHs pPa3pelIeHU MOJDKHA OBITh pa3MeleHa B CETH
"MaTepHer"  mociae  BOCCTAHOBJEHHMS  PpabOTOCHOCOOHOCTH  YKa3aHHOM
WH(POPMAIIMOHHOW CHCTEMBI, HO He mo3gHee 3-ro pabodero JHS CO JIHA
BHECEHU CBEJCHUM B IEPEUYEHb PA3PELLICHUMN.

16. Benenne mepeuHss pa3pelieHUH  OCYILECTBIISIETCA  CIOCOOOM,
00eCreYnBaroIM aBTOMATUUECKOe (POPMUPOBAHNE BHITIMCOK U3 HETO.

Brimncka u3 mepeuns paspenieHuit, BeigaBaeMas B (popMe 3JIeKTPOHHOTO
JOKYMEHTA, TOJIMUCHIBAETCS YCWICHHOW KBaTU(UIIMPOBAHHOW SJIEKTPOHHOU
MOAMMUCHIO YIIOJTHOMOYEHHOTO JOJKHOCTHOrO Jinna DenepaabHON CIIyKOBI
M0 BETEPUHAPHOMY ©  (DUTOCAHUTAPHOMY HAA30py U  HAMPABIACTCA
MIPOU3BOJIUTEIIIO JIEKAPCTBEHHBIX CPEACTB WJIM OPraHU3alUN, OCYIIECTBIIAIOIIEH
BBO3 (MEpEeMENIeHNEe) HMMMYHOOMOJOTUYECKOrO JIEKAPCTBEHHOIO Tpernapara
B Poccuiickyro ®enepaunio, MOJABIIMM 3asBJICHUE O BbIJAYE pPa3pELICHUSA
VI 325IBJIEHUE O BHECEHUM U3MEHEHUI B PAa3pEIICHUE.

Ha Bpimucky u3 TmepeyHs pa3pelieHuid JOJKeH ObITh HaHECEH
JBYXMEPHBIA IITPUXOBOM KOJ, COACPIKAIIMKA B KOJAMPOBAHHOM BHAE AAPEC
cTpaHuilbl B ceTu "MHTEepHET" ¢ pa3MEIIeHHBIMU Ha HEH 3alucsIMu B MEpEeUHe
pa3pelIeHuid, COAEpKAMMHU CBEICHUS O paspemieHud. llpm  momomm
JBYXMEPHOTO IITPUXOBOTO KOJIa, HAHECEHHOTO Ha BBIMUCKY W3 TEPEUHs
pa3pemieHuii, oOecmeumBaeTcs OTOOpakeHHWE 3almuceii B OTHOIIECHUH
MMMYHOOHMOJIOTUYECKOTO JIEKAPCTBEHHOTO Mpernapara, CBEACHUS O KOTOPOM
COJIEpKATCsS B BBIMHUCKE W3 MEPEUHsS PA3PEIICHUM, a TakKe MOATBEPHKAAETCA
aKTyaJIbHOCTh WH(OPMAINH, MPEICTaBJICHHOW B TAKOU BBITTHCKE.

Brinucka u3 mepedHs pa3pelleHWil HaMpaBJAe€TCs B JIMUHbIA KaOWHET
B MH(POPMAIMOHHOW CHCTEME B 00JIaCTH BETEPUHAPUU WJIM JIMUHBIN KaOWHET
Ha €IMHOM TopTaJie.




YTBEPXJIEHDBI

noctaHosyienneM I IpaBurenscTBa
Poccuiickoii @enepanun
ot 8 anpenst 2023 r. Ne 565

IHPABUJA

BBbIIa4YH NIPOTOKO0JIOB UCIBITAHUI 0 COOTBETCTBHHU CepHil
HMMYHOOHO0JIOTHYECKOT0 JIEKaPCTBEHHOI0 npenapara J1Jisi
BETEPHUHAPHOI0 IPUMEHEHHS M0KA3aTeJIsIM Ka4ecTBa,
NnpeayCMOTPEHHBIM HOPMATUBHBIM I0KYMEHTOM

1. Hacrosmue IlpaBuiia yCTaHABIMBAIOT MOPSAJOK BBIJIAYM MPOTOKOJIOB
UCIIBITAHUA O COOTBETCTBUM CEPUM MMMYHOOMOJIOTMYECKOTO JIEKAPCTBEHHOTO
npenapara Uil BETEPUHAPHOIO IMPUMEHEHMUSA IIOKA3aTellAM  KAaudecTBa,
MPEIyCMOTPEHHBIM HOPMATHUBHBIM JOKYMEHTOM (Jajieeé COOTBETCTBEHHO -
MPOTOKOJI UCTIBITAHUKM, KMMYHOOHOJIOTHYECKUM JISKAPCTBEHHBIN Mperapar).

2. ITpotokon U CTIBITAHU, MIPOBEICHHBIX OpraHu3alUsIMU,
MOABEIOMCTBEHHBIMM MUHUCTEPCTBY CEIBCKOTO Xo3sicTBa Poccuiickoi
denepaunn W denepanbHOM ciyx0e o BETEPUHAPHOMY

U (urocaHMTAPpHOMY HAM30Py U AKKPEIUTOBAHHBIMH B COOTBETCTBUHU
Cc 3akoHomarenbcTBoM  Poccuiickoit  ®Depeparuu 00  aKKpeauTalldU
B HaIMOHAJIBHOW CHCTEME aKKpeauTaluu (majee - aKKpeJIWTOBAHHAS
OpraHu3anus), BBIJIACTCS MIPOU3BOAUTEIISIM UMMYHOOUOJIOTHYECKUX
JIEKQPCTBEHHBIX TMpenapaToB WM OPraHu3alysM, OCYIIECTBJISIOIIMUM BBO3
(mepeMemenne) WMMYHOOHMOJIOTHYECKUX  JIEKQPCTBEHHBIX TPETNapaTtoB B
Poccutiickyro @enepanuro (manee - 3aIBUTENH), I moaydeHnus B OenepaabHOiA
ciryx0€e 1o BEeTEpUHAPHOMY U (PUTOCAHUTAPHOMY HAI30PYy Pa3pelIeHHs Ha BBOJ
B TFPaXXJaHCKUII 000pPOT MMMYHOOMOJIOTMUECKOTO JIEKAPCTBEHHOTO Mpernapara,
npousBeneHHoro B Poccmiickoit denepanum iy BBO3UMOTO (TIEPEMENIAeMOro)
B Poccuiickyro @enepanurio.

3. lna MOJTYyYEHHUS MPOTOKOJIA UCTIBITAHUI 3asIBUTEITb
HampaBJisieT B BBHIOPAHHYIO WM aKKPEAUTOBAHHYIO  OpPraHU3alUIO
Ha OyMa)XHOM HOCHUTENIE WX B (DOpPME SJIEKTPOHHOTO JOKYMEHTA 3asBJICHHUE



O BBIJIaY€ TPOTOKOJIA UCTIHITAHUH (HaJiee - 3asBJICHUE) C YKa3aHUEM B TOM YHCIIC
aJipeca 3JIEKTPOHHOM MOYTHI 3asiBUTEIIA.

4. K 3asBJICHUIO NTPUJIATAFOTCA:

a) KOMUsI ~HOPMATHBHOTO  JOKYMEHTAa Ha HWMMYHOOHOJOTHUYECKHIA
JIEKApPCTBEHHBIN Tperapar, 3aBepeHHasl 3asBUTENIEM, U KOMUU HW3MEHEHHH,
BHECEHHBIX B HOPMATUBHBIN JOKYMEHT (TIPH HAJIMYWN ),

0) komuss ~ JIOKYMEHTa  MPOUZBOAUTENS  JICKAPCTBEHHBIX  CPEJCTB
JUISl BETEPUHAPHOTO MPUMEHEHUS, TMOATBEPKIAIONIET0 COOTBETCTBUE KAayeCTBa
CEpUM MMMYHOOHMOJIOTHYECKOTO JIEKAPCTBEHHOTO Tpemnapara TpeOOBaHUSM,
YCTAQHOBJIEHHBIM TPHU €ro TOCYJAPCTBEHHOM pPETHCTpAllMM, 3aBEpPEHHas
3asIBUTEJIEM,

B) IOATBEPIKIACHUE YIOJTHOMOUEHHOTO JIMIA 3asSBUTEIII O COOTBETCTBUU
cepuil KMMMYHOOHOJIOTUYECKOTO JIEKAPCTBEHHOTO Tpernapara TpeOOBaHUSIM,
YCTAHOBJIEHHBIM TPU €r0 TOCY1APCTBEHHOMN PETUCTPALINH.

5. OOpa3ipl UMMMYHOOMOJIOTUYECKOTO  JIEKQPCTBEHHOIO  Ipemnapara
B o0beMe, HEOOXOOAMMOM i JABYKPAaTHOTO BOCHPOW3BEICHHUS METOIOB
KOHTPOJISI KayecTBa HMMMYHOOHMOJOTMUYECKOTO JIEKAPCTBEHHOTO IMpenapara
(manmee - oOpasibl), a Takxke (apMaleBTUYECKONW CyOCTAHIMH, TECT-IITaMMOB
MUKpPOOPTAaHU3MOB, KYJbTYP KJIETOK, BEIIECTB, MPUMEHIEMBIX IJIi KOHTPOJIS
KaueCTBa MMMYHOOHMOJIOTUYECKOTO  JIEKQPCTBEHHOIO  Mpernapara MIyTeM
CPaBHEHHS C HHMH HCCIEIYEMOTO0 HUMMYHOOMOJIOTHYECKOTO JIEKAPCTBEHHOTO
npenapata (mpu HEOOXOIUMOCTH) (Hajiee - TECT-CUCTEMBI), TMPEICTaBIISIOTCS
B COOTBETCTBUU C MyHKTOM 8 Hactosamux I IpaBwui.

6. Pacxoapl aKKpeIUTOBAaHHOW OpraHu3alliM, CBS3aHHBIEC C TPOBEICHUEM
UCIIBITAHUA HAa COOTBETCTBHE CEPUN MMMYHOOHMOJIOTHYECKOTO JIEKAPCTBEHHOTO
mpenapata  IoOKa3aTeasM  KadecTBa, MPEAyCMOTPEHHBIM  HOPMAaTUBHBIM
JOKYMEHTOM, W BBIJAYeld MPOTOKOJIOB HCIBITAaHWH, OIIAYMBAIOTCS 3a CUET
CPEACTB 3asIBUTEJIA.

7. AkkpenuToBaHHas opraHuzanus B TeueHue 10 paboumx mHE#H co IHs
MOCTYTUICHUS 3asBJICHUS HAPABJISET 3asBUTEIIIO:

a) YBEIOMJICHHE O TPWHSATUU 3asBJICHUS, pa3Mepe IUIaThl 3a BBIIAUY
MPOTOKOJIA  WCTBITAHWW, PACCUMTAHHOW HA  OCHOBAaHWUU  METOJIUKH,
yTBepkaaemMon IlpaBurensctBoM Poccuiickoit ®enepanii B COOTBETCTBHH
¢ wuacteio 10 crareu 52° ®emepanpHoro 3akoHa "OG6  oOpauieHun
JIEKAPCTBEHHBIX CPEACTB", W OAHKOBCKMX PEKBU3WTAX IS TEPEUUCICHUS
TJIaTeka,

0) mpy HEMpPEeNCTaBJICHUU B TMOJIHOM OOBEME ITOKYMEHTOB, CBEICHMIA,
yKa3aHHbIX B IyHKTe 4 Hactosmmx [IpaBuin, oOpa3uoB miam TecT-cucteM Jmbo



BBISIBJIECHUM B TPEJICTABJICHHBIX 3afABUTENIEM JOKYMEHTAX HEIOCTOBEPHOU
uH(dOpMaIK 3arpoc O MPEACTABICHUH HEIOCTAIOIIMX JTOKYMEHTOB, CBEACHHUA,
00pasIoB WK TECT-CUCTEM (Jajiee - 3aMpoc AKKPEIUTOBAHHOW OPraHu3allvHg ).

8. 3asBurens B TeueHue 20 paboymx qHEH C€O [AHS TOCTYIUICHUS
YBEJIOMJICHUA O TPUHATUU 3asBJICHHS, pa3Mepe IJIaThl 32 BbIAAUy MPOTOKOJIA
UCTIBITAHWH W OAHKOBCKHMX PEKBH3UTAX JUIS MEPESUUCIICHMS IIaTeXa JOJDKEH
MPEJACTaBUTh B AKKPEIUTOBAHHYIO OpraHU3alHI0 PEKBU3UTHI JOKYMEHTA,
MOATBEPIKAAOMETO (haKT OIIAThl BBIJAUX MTPOTOKOJIA HCITBITAHUH.

3asButens B TedeHue 20 paboumx gHEW €O JHS MOCTYIUICHUS 3ampoca
AKKPEIUTOBAHHON OpraHW3alMK JOHKEH MPEJCTaBUTh B AKKPEIUTOBAHHYIO
OpraHW3aIvIo 3aMpalIMBacMbie TOKyMEHTHI, CBEICHHS, YKa3aHHBIC B MyHKTE 4
HacTosimumx [IpaBun, 0Opa3ibl U TECT-CUCTEMBI.

9. OcHoBaHMeM Jii OTKa3a B TNPOBEIACHUU UCIBITAHUNA SABJISIETCSA
HETPE/ICTABJICHUE 3asBHUTENIEM JTIOKYMEHTOB, CBEJICHUM, YKA3aHHBIX B MyHKTE 4
Hactosmux [IpaBuii, 0Opa3loB WM TECT-CUCTEM IO 3alpoCy aKKPEIUTOBAHHOU
opranm3anud # (WIM) PEKBU3UTOB JOKYMEHTa, MOATBEp)KIaromero ¢akrt
OILJIaThI BBIJIAYM MPOTOKOJIA UCTIBITAHHH.

10. UcnpiTanus oOpa3iioB Ha COOTBETCTBUE CEPUM UMMYHOOUOJIOTUIECKOTO
JIEKAapCTBEHHOTO Tpermapara MoKa3aTeasiM KadecTBa, MPEayCMOTPEHHBIM
HOPMATUBHBIM JIOKYMEHTOM (J1ajiee - UCTIbITaHusA 00pasioB), MPOBOJATCSA
B Cpok, He mpeBbimaromuii 30 pabouumx AHEH CO JHSA NPEACTaBIICHUS
3agBUTEJIEM PEKBU3UTOB JIOKYMEHTA, TMOATBEP)KAAOMIET0 (haKT — OIJIaThI
BbIJJAUM TMPOTOKOJIA UCIBITAHUH, 32 HCKIIIOUEHHEM CIIy4aeB, yCTAHOBJIEHHBIX
a03areM BTOPHIM HACTOSIIIETO MyHKTA.

Cpoxk mpoBeieHUs UCTIBITaHUN 00pa3IiOB MOKET OBITH MIPOJIJIEH B CIIyYae,
€CJIM B HOPMAaTUBHOM JOKYMEHTE Ha MMMYHOOHWOJIOTMYECKHI JICKapCTBEHHBIN
Mpernapar yCTaHOBJEH OoJiee IMTENIbHBI CPOK TMPOBEACHUS WCIBITAaHUM,
HO He Oosiee yem Ha 30 pabouux nHei. [Ipu 3TOM Cpok MpoBeIEHUS UCTIBITAHUN
KauecTBa  0O0paslloB  Ccepuil  MMMYHOOHOJIOTUYECKOTO  JIEKQPCTBEHHOIO
mpemapara HE JIOJDKEH TPEBHINIATh CPOK  TMPOBEACHWS  WCIBITAHWMA,
YCTAHOBJICHHBI!T HOPMATUBHBIM JOKYMEHTOM Ha YKa3aHHBIN TIpemnapar.

11. B caydae mpojjieHus] cpoKa MCHBITaHUM 00pa3lioB aKKpeIUTOBAHHAS
opraHu3anys He TOo3JAHee 4eM 3a 15 paboumx mHEH HO WCTEUYCHHS CPOKa,
yKkazaHHoro B aO3ame mepBoMm myHkTa 10 mactrosmux Ilpaswi, uapopmupyer
o0 S3TOM 3asgBUTENs MO aApPeCy SJIEKTPOHHOW TMOYTHI, YKA3aHHOMY
B 3a5BJICHUU.

12. Ilpy Hammuuu MUCHbMEHHOTO COTJIACHS 3aABUTEINS OLIEHKA OTICIbHBIX
nokasaresieid 00pa3IoB MOXKET OCYIIECTBIATHCS aJIbTEPHATUBHBIMA METOJAMH,



OMMCAHHBIMU B COOTBETCTBYIONIEH (hapmakomeitHol crathe [ ocymapcTBeHHON
dapmakonien Poccuiickoii ®Deneparnun unu  Dapmakonen EBpazuiickoro
SKOHOMHMYECKOTO CO03a, €CIIA 3TO MPEAYCMOTPEHO HOPMATUBHBIM JOKYMEHTOM
HAa UMMYHOOHMOJIOTMYECKUI JIEKAPCTBEHHBIN Mpenapar.

13. AkkpequToBaHHasl OpraHu3anus B TeueHWe 2 pabouumx gHEH
CO JHS 3aBEpIICHUS MPOBEICHUS WCIBITAaHUN 00pa3ioB OGOpPMIISET MPOTOKOJT
UCTIBITAHUM, KOTOPBIM JOJKEH COAEp>KaTh BBIBOJA O COOTBETCTBUU JIHOO
HECOOTBETCTBUU CEPUM HMMMYHOOMOJOTMYECKOTO JIEKAPCTBEHHOrO IMpernapara
MOKa3aTesIM ~ KayeCcTBa, MPEIyCMOTPEHHBIM HOPMATHUBHBIM JIOKYMEHTOM,
U TEPEJACT €ro 3AIBUTENI0 MO TEICKOMMYHHMKAIMOHHBIM KaHajaM CBS3H
C MOCJIEYIOIIEH HOChUIKOM Ha OyMa)KHOM HOCHUTEJIE.




