MMPABUTEJILCTBO POCCHHMCKOHN ®EIEPAITMUA
ITIOCTAHOBJIIEHHUE

oT 26 HOs0ps 2019 . Ne 1510

MOCKBA

O nopsiaxe BBoJa B rpaskIaHCKHi 060POT JIEKAPCTBEHHDBIX MPENAPATOB
AJIA MEJHUHHCKOr 0 PUMEHEeHH

B coorBercTBHHE O craTheii 52! ®enepanbHoro 3akoHa "O6 obpaieHnn
JexapcTBeHHbIX  cpenctB"  IlpaBurensctBo  Poccuiickoit  Menepanyu
NOCTAHOBJAET:

1. YTBepauts npunaraemeie:

IlpaBuia npencraBleHUs JOKYMEHTOB M CBEIEHHH O JIEKAPCTBEHHBIX
npenapatax i MEAWUMHCKOro IPUMEHEHHS, BBOAMMBIX B TPaXIaHCKHH
obopor;

IlpaBuia BBINaYM MPOTOKOJIA MCIIBITAHUM O COOTBETCTBHMH NMEPBBIX TPEX
CEpUH WK TIAPTHH JIEKapCTBEHHOTO TIperapara IJisi MeTHIMHCKOrO NpHMMeHEeHH S
(32 HMCKIHOYEHMEM HMMMYHOOHOJIOTHYECKOrO JIEKAPCTBEHHOTO Mpemnapara),
BIIEPBBIE Mpou3BeaeHHOro B Poccuiickoit denepaliuu WK BIIEPBBIE BBO3UMOTO
B Poccuiickyro ®enepanuio, MNOKa3aTeNsiIM KadyecTBa, MPEIYCMOTPEHHBIM
HOpPMAaTUBHOM IOKYMEHTAlIUeH;

IlpaBuia BBIZAYM pa3spellleHds Ha BBOJ B IPaXAaHCKMl 060pOT cepuu
WIM [apTHH WMMYHOOHOJIOTHYECKOTO JICKAPCTBEHHOIO IPENapaTa, BbIIAYH
3aKJIIOYCHUS] O COOTBETCTBHM CEPHUU WM MapTUH HMMYHOOHOJIOTMYECKOTO
JIEKapCTBEHHOT0  mpenapara TpeOOBaHUSAM, YCTAHOBIEHHBIM IIPH  €ro
roCyIapCTBEHHOHN perucTpalliy;

IlpaBuia NPUHATHS PELIEHHsS O MPEeKpaIlleHWH TPaXKIAaHCKOro ob6opora
CepHUH WM TapTHH JIEKApCTBEHHOIO IIpemapaTa i MeIULMHCKOIo
IIpUMEHEHUs.

2. YCTaHOBHTB, 4TO pa3Mep IUIATHI 33 BhLIAYY:
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IIPOTOKOJIA MCIBITAHWH O COOTBETCTBUH IEPBBIX TPEX CEpUH WK MapTHii
JIEKapCTBEHHOI'O Ipemnapara Uil MEAULIMHCKOTO MPUMEHEHHUs (3a UCKIIOYEHHEM
UMMYHOOHOJIOTHIECKOTr0 JI€KapCTBEHHOTO npenapara), BIIEPBbIE
npousBeneHHoro B Poccuiickoii ®epepauuu uiM BIOEpBbie BBO3UMOIO B
Poccuiickyro  @ezpepanuro, mOKa3aTelqsM KayecTBa, MPENYCMOTPEHHBIM
HOPMaTHBHOM JJOKyMeHTaLUeH, cocTaiuser 1200 pyoiei;

3aKJIFOYEHHS O COOTBETCTBHH CEPHUU UIIH NAPTUH UMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOIO  Mpenapata TpeOOBaHUSAM, YCTAHOBIEHHBIM IIPH  €r0
roCyIapCTBEHHOM perucrpanuy, coctaniseT 2000 pyOneii.

3. Ilonoxenne o @enepanbHO ciyx0e 1O Hag3opy B cdepe
31paBOOXpaHEeHUs, yTBEPXKIEHHOE ITOCTaHOBJIEHHEM IIpaButenncTBa
Poccuiickori ®@epepauuu ot 30 moHs 2004 r. Ne323 "OG yrBepKAeHUH
IHonoxenus o @enepanpHoi cinyx0e Mo Ham3opy B chepe 3apaBooxpaHeHHs"
(Cobpanue 3axoHonarenscTBa Poccuiickoit ®eaepanuu, 2004, Ne 28, ct. 2900;
2007, Ne 35, ct. 4310; 2012, Ne 20, cT. 2528; 2014, Ne 37, cT. 4969; 2018, Ne 46,
cT. 7057), HONOJIHUTE IOy HKTOM 5.4'7 CIIEAYIOIIEr0 COAEPKAHUS:

"5.4!7. paspemenne Ha BBOX B rpaxxgaHckuii obopor B Poccuiickoit
Denepallud CcepuM MM INapTUH HUMMYHOOMOJIOTHMYECKOTO JIEKAPCTBEHHOIO
Ipemnapara;".

4.IlepeueHp  yciyr, KOTOpble  SBISIOTCS  HEOOXOOUMBIMH U
00s13aTeIbHBIMH 1S MpeoCTaBJIeHHUs ¢benepanbHBIMH opraHamu
HCIIOJIHMTENILHON BIIACTH, ['ocylapcTBeHHON Kopropanueid 10 aTOMHOMH
sHeprud  "PocaroM"  TrocyZapCTBEHHBIX YCIYT H  NPeAOCTABIISIOTCS
OpraHM3alUAMHM, YYaCTBYIOIIUMH B IPEAOCTABIEHUH TOCYAapCTBEHHBIX YCIYT,
YTBEepXKIEHHBIA moctaHoBieHueM IlpaButensctBa Poccuiickoit @enepanuu ot
6 masg 2011 r. Ne352 "O6 yTBepXIeHHH TepedHs YCIYT, KOTOPEHIE SBJISAIOTCS
HEOOXOAUMBIMH M 00A3aTeNIbHBIMH Ul TPEAOCTaBIeHHs  (eaeparbHBIMU
OpraHaMH HCIOJHUTENBHON BIIACTH, l'oCymapcTBeHHOH Kopriopaiyei o
aTOMHOM 3Hepruu "PocaToM" rocyapCTBEHHBIX YCIYr W MPeNOCTaBISIOTCS
OpraHu3allUAMHM, Y4aCTBYIOIIMMM B IIPEIOCTAaBICHUU IOCYIAPCTBEHHBIX YCIYT,
U OIpe/IeNIEHHH pa3Mepa IaTel 3a ux okazanue" (CobpaHue 3aKOHOATENBCTBA
Poccuiickoit ®enepanuu, 2011, Ne 20, ct. 2829; 2012, Ne 14, cr. 1655; Ne 36,
cT. 4922; 2013, Ne 49, c1. 6421; Ne 52, cr. 7207; 2014, Ne 21, ct. 2712; 2015,
Ne 50, cr. 7165, 7189; 2016, Ne 31, crt.5031; Ne37, ct.5495; 2017, Ne 8,
cT. 1257; Ne 28, ct.4138; Ne32, c1.5090; Ne 40, cr.5843; Ne 42, ct.6154;
2018, Ne 16, ct.2371; Ne27, cr. 4084; Ne 40, ct. 6129; 2019, Ne 5, cr. 390;
Ne 23, cr1.2943; Ne 26, ctr.3460; Ne36, cr.5022), DOmOMHHTE MyHKTOM 49
CIIEAYIOLIETO COAEePKAHHUA:
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"49. Brijaua 3aKkiIlOYeHHs] O COOTBETCTBUM CEpPHM WIH TapTHH
UMMYHOOHOJIOTHYECKOTO JIEKapCTBEHHOT'O Ipenapara TpeOOBaAHUAM,
YCTAaHOBJICHHBIM IIpH €ro rocyl1apCTBEHHOW pPETUCTpalMM, B LENSAX BBIJIAYU
pa3pellieHHs Ha BBOJ B rpakIaHcKuil 06opoT B Poccuiickoit Menepauu cepun
(mapTuu) UMMYHOOHOJIOIMUECKOT0 JIEKApCTBEHHOTO MpernapaTa*.”.

5. Peanuzauus TIOJITHOMOYHH, IIpe1yCMOTPEHHBIX HaCTOSALINM
MOCTAHOBJIEHHUEM, OCYILECTBISETCS COOTBETCTBYIOIUIMMH  (heepallbHBIMU
OpraHamMM  HCIOJHUTEJIBHOM  BJacTU B IIpeliejiax  yCTaHOBIICHHOU
IIpaButensctBoM Poccuiickoit @enepaiiuu npeneabHON YUCIEHHOCTH U PoHa
omaTel Tpyda WX pabOTHUKOB, a TaKXke OIOMKETHBIX aCCHUTHOBaHHH,
NPeIyCMOTPEHHBIX B (eiepalbHOM Oro/keTe Ha PyKOBOJICTBO M yIpaBJIeHHE B
YCTaHOBJIEHHBIX cpepax AeSITEIbHOCTH.

6. Hacrosiiee noctaHoBjIeHUE BCTynaeT B cuity ¢ 29 Hosi6ps 2019 r.

J.MenBeneB
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YTBEPXX JEHBI

nocraHoBiieHueM lIpaBurenbcTBa
Poccuiickoit @enepanuu
oT 26 HOa6ps 2019 . Ne 1510

IIPABHUJA

NnpeacTaBjieHUsA JOKYMEHTOB H CBeleHHil 0 JIeKapCTBeHHBIX
npenaparax AJisi MEITHUHHCKOrO NPpUMEHEeHHsl, BBOAHMbIX
B rpaKIaHcKuil o6opoT

1. Hacrosmme IlpaBuna ycTaHaBIWBAalOT MOPSIOK IIpeCTaBIECHUS
B @DenepalibHyIo Ciyk0y 10 Haa30py B chepe 3IpaBOOXpaHEHHS NOKYMEHTOB
M CBEIEHMH O KaXIOW CEPUHM MIM KaXIOH MapTHH [POU3BEAECHHOIO
B Poccuiickoii ®enepaiyu JIieKapCTBEHHOrO Mpenaparta il MEIHLUHCKOTO
INPAMEHEHUA, 32 HCKIIOYEHHMEM HMMYHOOHOJIOIHYECKOTO JIEKAPCTBEHHOIO
npenapata (najnee - IeKapCTBEHHBIH Ipenapar), Wik BBO3UMOro B Poccuiickyro
Deziepauyio JIEKApCTBEHHOIO Iperapara, BBOJMMBIX B IPaKIAHCKHl 060poT
B Poccuiickoit @enepanum.

2. ®enepanbHas  ciayxba 1o Ham3opy B cdepe 3apaBOOXpaHEHMs
obecneunBaeT OpraHu3alusIM, OCYILIECTBISIOLAM IIPOU3BOJCTBO
JIeKapCTBEHHBIX TpenapatoB B  Poccuiickod  @enepaumu  (manee -
NPOU3BOAUTEND) HIM BBO3 JIEKAPCTBEHHBIX IIpernapatoB B PoccuiicKylo
Qenepannio (Oajnee - HMIOPTEP), aBTOPHU30BAHHBIN JOCTYN IIOCPEACTBOM
NPEIOCTABIEHHs TMYHOTO KaOWHETa B aBTOMaTH3UPOBAHHOM MH(POPMalMOHHOM
cucteme PDenepanbHOM Ciyx0bl IO HAB30PY B cdepe 3apaBooxpaHeHus (1anee -
JIUYHBIH KaOMHET) [UIS NPEeICTaBIeHHS NOKYMEHTOB M CBEJEHHUI, YKa3aHHBIX B
nyHKTax 3 1 4 Hacrosituux IIpaBui.

3. [Ipoussoautens nepea BBOAOM B TpaXXHaHCKUM OOOPOT CepHM WM
NapTUX JICKApCTBEHHOTO IIperiapara MpeCTaBiseT B aBTOMATU3HPOBAHHYIO
uH(popMaMoHHylo cucteMy DemepansHON cmyxGbl MO Hag3opy B chepe
3/IpaBOOXPaHEHUs yepe3 IMYHbIM KaOuHeT:

a) U1 KaXIOH CEPUM MIIM KaXKIOH IMapTHH JIeKapCTBEHHOIO IpenapaTa:

JOKYMEHT NMPOU3BOJHUTEIS, OATBEP)KIAIOMNI KaueCTBO JIEKapCTBEHHOIO
npenapara;
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IIOATBEPKACHNUE YIIOJTHOMOYEHHOIO JIMIA IPOU3BOAUTENS COOTBETCTBHS
JIEKapCTBEHHOrO  Ipenapara TpeOOBaHUSAM, YCTaHOBIEHHBIM IIPH  €ro
TOCYIapCTBEHHOM pErHCTpaIiy;

0) 11 NEepBBIX TpeX CepHil MM HapTHil JIeKapCTBEHHOrO Iperapara,
BIIEpBBIE Npou3BefcHHOro B Poccuiickoit @enepanuy, - MPOTOKO HUCIIBITAHUMN
O COOTBETCTBUM CE€pHM MM NApTUH  JIEKAPCTBEHHOI'O  Ipemnapara
IIOKa3aTe/sIM KadecTBa, IIPEIyCMOTPEHHBIM HOPMATUBHOM JIOKyMEHTAIlHeH
(malmee - MOPOTOKOJ  HCHBITAHWI), MPOBOJAMMEIX  AKKPEIUTOBAHHBIMU
B COOTBETCTBHU c 3aKOHO1aTeJILCTBOM Poccuiickoit Qenepanum
00 aKKpeIMTalMH B HAIMOHANBHON CHCTEMe aKKpeTUTallnu GenepaibHbIMU
rOCyapCTBEHHBIMM  OIOKETHBIMH  YUPEKACHUSIMH, IIOABEIOMCTBEHHBIMH
MuHuCTEPCTBY 3apaBooxpaHeHus Poccuiickoit @enepanuu nmu OenepanbHoil
ciiyx0e 110 Hag3opy B chepe 34paBOOXPaHEHHS.

4. ImmopTep mepen BBOAOM B TIpaXJaHCKUH 06OpOT JIEKapCTBEHHOIO
nperapara npeCTaB/IseT B aBTOMaTH3UPOBAaHHYIO HHOOPMAIIMOHHYIO CUCTEMY
DenepanbHOM CIyXOBI II0 HaI30py B ciepe 3IpaBOOXpaHEHUs dYepe3 JIMYHBIHM
KaOHuHeT:

a) IJIS KaXJI0M CEpUH MM KaX O} ITapTHH JIEKapCTBEHHOTO Mperapara:

cepTuduUKaT IIPOU3BOAUTENS JIEKapCTBEHHOTO CpeICTRa,
YIOCTOBEPSIOUIMKA COOTBETCTBME BBO3MMOIO JIEKAPCTBEHHOI'O IIpemapara
TpeboBaHUAM (QapMaKoOIeHHOM CTaThH, a B Cllydae OTCYTCTBUSA (hapMaKoIeHHOM
CTaTbH TPeOOBaHMAM HOPMAaTUBHOM JOKYMEHTAIUH;

INOATBEPXKACHUE  IPEACTABUTEN  HUMIOPTEpa,  YIIOJHOMOYEHHOI'O
HHOCTPAaHHBIM IIPOM3BOIAUTENEM JIEKAPCTBEHHBIX CPEJACTB, COOTBETCTBHS
BBO3MMOTO JIEKAPCTBEHHOTO Npenapara TpeOOBaHUAM, YCTAHOBICHHEIM IIPU €ro
rocyJapCTBEHHOU perucTpaiuy,

0) A HepBRIX TpeX Cepud WM NapTHil JIeKapCTBEHHOro Ipelapara,
BIIepBbIe BBO3MMOro B Poccuiickyro ®enepanuio, - NPOTOKOJ HCIILITAHUM,
IIPOBOJUMEIX aKKPEIUTOBAHHBIMU B COOTBETCTBUM C 3aKOHOJATEIHLCTBOM
Poccuiickoit ®enepanum 00 akKpeAWTallMd B HAI[MOHANIBLHON CcHCTEMe
aKKpeauTaluu benepansHBIMH rocyaapCTBEHHBIMU OIO/IKETHEIMH
YYPEXKIAECHUIMH, TIOABEIOMCTBEHHBIMM MUHHUCTEPCTBY  3JpaBOOXpaHEHHUS
Poccuiickoit @enepauuu wm DenepansHoil cinyxbe Mo Hamzopy B cdepe
3paBOOXPaHEHHUS.

5.B Teuenwe 3 paboumx [gHeH CcO JAHA TOCTYIUIEHMS B
aBTOMAaTHU3UPOBaHHYIO MHGOpMalMOHHYI0 cucteMy DenepanpHoil CIrykObl 110
HaJ30py B cdepe 3ApaBOOXpaHEHHS HOKYMEHTOB M CBEIECHUM, YKa3aHHBIX B
nyHKTax 3 u 4 Hacroamux IIpasun, @enepanpHas cayx0a 0o Hag3opy B chepe
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31paBOOXpaHEHHMs  pa3MeIaeT Ha CcBoeM oduIHaisHOM  caiiTe B
HHQOPMallMOHHO-TEJIEKOMMYHUKAIMOHHOM cetd "HMHrepHer" ¢ cobmoneHneM
TpeboBaHMI 3aKoHOAarenscTBa Poccuiickoit ®enmeparuu o KOMMEDPYECKOU U
MHOM OXpaHAeMOH 3aKOHOM TaWHE CBEIEHHSI O CepHsiX WM NapTHIX
JIeKapCTBEHHBIX IPENapaToB, BBOAUMBIX B IpaKAaHCKUH 000pOT.
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YTBEPXIEHBI

noctaHoBieHrueM [lpaButenbcTBa
Poccuiickoii ®eneparuu
oT 26 HOs16ps 2019 1. Ne 1510

IIPABHUJOA

BBIIa4H NPOTOKO,/1a MCIILITAHHH O COOTBETCTBHH NMEPBbIX TPeX CePHil HIIH
NAPTHii JIEKAPCTBEHHOr0 Npenapara JJisi MeIHUHHCKOT0 PUMeHEeHHS
(3a McKII0YeHHeM HMMYHOOHO0/10rH4eCKOr0 JIeKapCcTBEHHOrO Npenapara),
BrepBbie npousBeaeHHOro B Poceuiickoii ®enepauny niu Bnepsbie
BBO3uMOro B Poccuiickyio ®@eaepanuio, nokazareisM Ka4ecTsa,
NpeayCMOTPEHHBIM HOPMATHBHOH JOKYMEHTaUH el

1. Hacrosimue IIpaBuia yCTaHaBJIABAIOT IIOPAI0K BbIIa4H
¢beneparbHBIMH rocyJapCTBEHHBIMU OrOKEeTHBIMU YUpEeXACHUSIMH,
IIOJBEIOMCTBEHHBIMM ~ MHUHHUCTEpCTBY  3/ApaBooxXpaHeHuss  Poccuiickoit
®enepanuu U PenepanbHoi ciryxbe Mo Haa30py B cdhepe 3ApaBOOXpaHEHHUS U
aKKpEIUTOBAHHBIMA B COOTBETCTBUM C 3aKOHOJATENIbCTBOM Poccuiickoi
Depepanuy 00 aKKpeIUTallMd B HALMOHAJIBHOW CHCTEME aKKpeIUTALMH
(manee - denepanbHOE YUpeXKAeHHe), MPOTOKOJIa MCIBITAHMNA O COOTBETCTBHH
NEepBBIX TpeX CEpUd WIM MapTUd  JeKapCcTBEHHOro Tpernapara s
MEIMLMHCKOTO IPHMEHEHHUs (3a HCKIIOYEHHEM HMMYHOOHOJIOTHYECKOTO
JEKapCTBEHHOIO IIpernapara), BIepBble Npou3BelAeHHOro B Poccuiickoi
{enepanyuy MK BrepBble BBO3MMOro B Poccutickyio ®enepannio, nokasarensm
KagecTBa, IPEIyCMOTPEHHBIM  HOPMAaTUBHOM  JOKyMeHTalue#d  (nmasee
COOTBETCTBEHHO - UCIIBITAHHUS, JICKAPCTBEHHBII Mpernapar).

2. Ilepen BBOZOM B TIpaXXTAHCKHH OOOPOT MNEPBBIX TPEX CEpUH HIM
NapTHd  JIEKapCTBEHHOTO  IIpenapara  IPOH3BOMUTENh  JIEKAPCTBEHHOIO
npenapara WM OpraHd3anus, OCYLIECTBIIAIOIAs BBO3 JIEKAPCTBEHHOIO
npernapara B Poccuiickyro ®enepaiuio (najnee - 3asBUTENb), HAlPaBIgIOT
B (QemepanibHOE YUPEKIEHHE II0 BHIOOpPY 3asBHTENsl 3asiBKy Ha BBIAAUY
IIPOTOKOJIA MCIBITAHUWA Ha OyMa)KHOM HOCHTeNle WM B ()OpMe 3JIEKTPOHHOIO
JOKYMEHTa, B  KOTOpPOHM  YKa3bIBalOTCS  HAaWUMCHOBAaHHME  3asABHUTENI,
ero MAeHTH(QHKAIMOHHBI HOMEp HaJIOroIUTaTesIbLINKa, aApec 3JIeKTPOHHOM
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II0YThI, OCHOBHOH I'OCYAapCTBEHHBIH PErUCTPallMOHHBIN HOMED, HAUMEHOBAHUE
JIEKapCTBEHHOr0 Ipernapara (TOproBoe HaMMEHOBAaHME, MEXIYHAPOIHOE
HENaTeHTOBaHHOE HaMEHOBaHHe JIEKapCTBEHHOTO penapara
(rpynIupoBOYHOE MM XUMHWYeckoe HaWMEHOBaHWE), HOMEpP M Jara
PErMCTPAIMOHHOTO YAOCTOBEPEHHUS JIEKApCTBEHHOrO IIperapara, PEeKBH3HUTEI
JOKYMEHTa, [OATBEPXKAAONIET0 (aKT YIIaThl IUlaTeka 3a IMPOTOKOI
WCIBITaHUH (anee - 3as1BKa).

K 3asBke mnpunararorcs OOKYMEHT IPOU3BOAMUTENS JIEKAPCTBEHHOIO
CPEICTBA, IOATBEPXKAAIOMMA COOTBETCTBHE KauyecTBa CEPHH WIH IIapTUU
JEKapCTBEHHOTO  Ipernapara TpeOOBaHWSAM, YCTaHOBJIEHHBIM TIPH  €ro
roCy1apCTBEHHOM DEruCTpalliH, 3aBepeHHas 3asBHTENIEM KOIHUS HOPMAaTHBHOMN
JOKYyMEHTAIIUY Ha JIeKapCTBEHHBIN Mpernapar.

3. Pacxonpl, CBSI3aHHBIE C IIPOBEIEHHEM (elepalbHBIM YUYPEKIEHHUEM
UCIIBITAaHUH, OCYIIECTBIISIOTCS 3@ CUET CPEACTB 3asIBUTEIS.

4. Ilpy HEIpeJACTaBICHUH B IIOJHOM O0BbEeME€ CBEICHHN M JOKYMEHTOB,
YKa3aHHBIX B IyHKTe 2 Hacrosmux [IpaBwi, wiM BEIABIEHHM B HHX
HEJOCTOBEpHOH  HMHpOpMamuu  ¢enepatbHOe  YUpPSXKICHHE  HAIPaBISET
3adBUTENIO 3alpOC O IIPENCTAaBICHHMH HEJOCTAIOIIKWX TOKYMEHTOB U
COOTBETCTBYIOIIEH MHQOpMAIUH (fanee - 3apoc delepatbHOr0 YUPEKISHMs ).

3asBUTENb JOJDKEH TMPENCTaBUTh OTBET Ha 3ampoc (eaepaibHOro
YYPEXKICHHU] B CpOK, He mpeBblmaromwmii 30 pabounx mHEM co AHA ero
HOJTYYEHUS.

5. @enepanbHOe yupexJeHUE B TeueHHe 3 pabouux [OHEM co mHs
IIOJyYEHHs 3asBKM M B IIOJTHOM oOBeME IpUiaraeMblXx K HeH TOKYMEHTOB
paccMmaTrpuBaeT ee, OIpefenseT KOIMYeCTBO O0OpasloB JIEKAPCTBEHHOIO
mpenapara, HeoOXogmMmoe [IJsi IPOBEACHUS HCMBITAaHHM B LENIX BBIIAYH
IIPOTOKOJIAa MCIILITAHUM, a TaKXe NMpH HeoOXOAMMOCTH KOJHYECTBO 00paslioB
(papmaneBTHIeCKOH CyOCTaHIMH, TECT-IUTAMMOB MHKPOOPIaHH3MOB, KYIBTYP
KJIETOK, OOpa3LOB BeIIeCTB, IPHUMEHSIEMBIX 1 KOHTPOJIS KadecTBa
JIEKApCTBEHHOI'0 IIperapara IIyTeM CpaBHEHHA C HHUMH HCCIEAyEMOro
JIEKapCTBEHHOTO IIperapara, HeoOX0AUMEBIX ISl IBYKPAaTHOTO BOCIIPOU3BEIEHHUS
METOJI0B KOHTPOIIs KauecTBa (najee - 00pasilpl), 3anpaliuBaeT y 3assBUTENS UX
HEOOX0JUMOE KOJIHYECTBO, a TAKKE YBEJOMIIIET 3asiBUTEINS O pa3Mepe ILIATH 3a
OKa3aHHUe YCIYyIW [0 MPOBEAEHUIO HCIBITAHUN, PAaCCUUTAHHOM HA OCHOBAHWH
METOJIMKY, YTBEPXIAEHHOH MMUHHCTEpCTBOM 3[paBOOXpaHeHHs Poccuiickoi
Qenepamuy, ¥ 0 OaHKOBCKUX PEKBU3UTAX IS TEPEUUCICHUSA ILIaTeXa 3a
OKa3aHHUE YKa3aHHOH yciyrd. 3arpoc ¢eaepaibHOro YUpexkIeHHUS MOXKET OBIThH
nepefad yIoJIHOMOYEHHOMY NPEICTaBUTENIO 3asBUTENS JIMYHO IIOJ PACIUCKY,
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HaIlpaBJIEH I10 IOYTE 3aKa3HbIM MMHCHMOM WIIM IepelaH B 3JIEKTPOHHOU (opme
II0 TEJEKOMMYHUKAallMOHHBIM KaHajaM CBA3M (B ciydae HaIpaBIIEHHUS 3ampoca
GbenepanbHOTO YUYpeXIeHHs II0 II0YTe 3aKa3sHBIM ITHCEMOM - CUHTAeTCH
IIOJIy4E€HHBIM I10 UCTEYEHHUH 6 AHEH cOo AHS HalpaBleHUA 3aKa3HOTO ITUChMA).

3asBUTENb AODKEH MPEACTaBUTH 3arpalluBaeMble 00pa3ibl ¥ PEKBU3UTEL
JOKYMEHTa, IIOJTBEPKAAIOIEro (akT yIuaThl IaTexka 3a OKasaHHe yCAyru 10
IIPOBEACHUIO  HWCIBITAaHUH, B  (¢enepalbHOE  YUpexXJIEeHHE B  CpOK,
He npespiaromui 30 pabouux [HEH co THS MOXydeHUs 3arnpoca GpeaepaaIbHOro
YUpEeXKICHUS.

6. OcHoBaHMEM [UIs OTKa3a B BblJade IIPOTOKOJIA UCIBITAHWH SBISIOTCS
HeIlpe/ICTaBIIeHuUE:!

B INOJHOM OOBeME NOKYMEHTOB M CBEICHWH, YKa3aHHBIX B IIYHKTE 2
HacTtosiinux [IpaBuu;

B YCTaHOBJICHHBIM CPOK OTBETa Ha 3aIpoc (perepaabHOro yUpeK aeH,

TpebyeMoro KojaudecTBa 00pasios;

PEKBU3HUTOB JOKYMEHTa, IOATBEpXKIaromero GakT yrulaThl IUlaTexa 3a
OKa3aHUE YCIIyTH I10 IIPOBEACHUIO UCTIBITAaHHUH.

7. Cpox TIpoBeAE€HHWs HCHOBITaHWH OOpa3lOB CEpUHM WK [apTHH
JIEKapCTBEHHOIO IIpenapaTa He JOJDKeH npeBblmars 30 pabouymx mHe# co aHs
NOJIy4eHus (pefepantbHEIM yUpeXKaeHreM 00pa3lioB JeKapCTBEHHOIO Iperapara
U TPEJCTAaBICHUA PEKBU3UTOB NOKYMEHTa, IONTBEPXKIAIOIIEro (akT YIUIaThI
IiaTexa 3a OKa3aHWe YCIYyTH IO NPOBEINEHHUIO HCHBITAHWS, 32 HCKIOYEHHEM
CllydaeB, yCTaHOBIIEHHBIX a03alleM BTOPHIM HACTOSIIEro MyHKTA.

Cpok IIpoBeIeHUs UCTIBITAaHUH JIEKAPCTBEHHBIX MIPEINapaToB, MOTYyYECHHBIX
13 KpOBH, IUIa3Mbl KPOBH 4YeJIOBEKA WUIIU KUBOTHBIX (32 HUCKITIOYEHHUEM IIELHOMN
KPOBH), OMOTEXHOIOTUIECKHUX JIeKapCTBEHHBIX IIpernaparoBs,
TeHOTEPAeBTHYECKUX JIEKapCTBEHHBIX IIpenapaToB OnpenenseTcs
IUTATENBHOCTBIO IPOBEJIEHUS HCHBITAHUHA, MPEeTyCMOTPEHHBIX METONUKAMH,
BKJIIOYCHHBIMH B HOPMAaTHBHYIO JOKYMEHTAlLlMIO Ha JIEKapCTBEHHBIN Ipernapar,
¥ MOXET OBITh ITPOJIJICH.

8. B ciyyae mpouleHHs CpoKa MPOBENEHUS MCHBITAHUH JIEKapCTBEHHOTO
npenapaTa (eAepalbHOe YyupexiaeHue a0 wucredeHus 30-THEBHOrO Cpoka,
yKa3aHHOro B a03arle IepBoM IyHKTa 7 Hactosmux llpaBun, wHbOpMEpYET
00 3TOM 3asBUTENA II0 a/Ipecy NEKTPOHHON [TOYTH], YKa3aHHOMY UM B 3asBKe.

9. I OUEHKM OTHENbHBIX IIOKa3aTeled KadyecTBa IPHU HCIBITAHHSX
JIEKapCTBEHHOIr0 IpernapaTta ¢elepalbHoe YUpeXKACHHE BIpaBe HaNpaBisTh
oOpa3Lbl JEKapCTBEHHOI0 Ipelnapara s IPOBEICHHUS WX HCIBITAHUN
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B IpyT¥€ aKKpPEeIUTOBaHHbBIE B COOTBETCTBUH C 3aKOHOAATENLCTBOM Poccuiickoit
Qenepanuy 00 aKKpeIWTAlMM B HAIMOHAIBHONW CHCTEME aAKKPEIUTAIlMH
nabopatopuu.

10. IIpoTOKOJI MCHBITAaHMH HAanpaBlsieTcs (eaepalbHBIM YUYPEKICHUEM
3aBUTEMIO HAa OyMa)XHOM HOCHTelle B (WiIH) B GOpMe 3IEKTPOHHOIO JOKYMEHTA
B Te4eHHE 3 pabounx JHEH co JHS 3aBeplICHUA HCIBITAHMII.
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YTBEPX/JEHDBI

nocta”osieHueM I IpaBurtenscTBa
Poccuiickoi ®enepanuu
ot 26 HosOps 2019 r. Ne 1510

IIPABHJA

BbIIA4H pa3pellieHUs HA BBO/ B rpaxxAaHcKuii 000poT cepuu
HJIM NAPTHH HMMYHOOHOJIOTHYECKOr0 JIeKapCTBEHHOT 0 Npenapara,
BBbIJa4H 3aKJII0YeHHS O COOTBETCTBHH CEPUH WJIN MaPTUHH
HMMYHOOHOJIOTHYEeCKOTr0 JIEKAPCTBEHHOr 0 Npenapara Tpe0oBaHUsM,
YCTAHOBJIEHHBIM NPH €ro rocyAapcTBeHHOH perucTpauux

1. Hacrosiuue IlpaBuiia yctaHaBiIMBalOT NOpsAAOK Belaauu PenepaibHOM
cnyx0oif o Ham3opy B cdepe 3OpaBOOXpaHEHUs pa3peuleHHsl Ha BBOJ
B rpaxnaHckuii obopor B Poccuiickoii ®enepaium cepuu WIM NapTHH
npousBefeHHOro B Poccuiickoit ®enepanuy WiIM BBO3UMOIo B PoccHiCKyIo
Genepanrro UMMYHOOHOJIOTMUECKOrO JIEKApCTBEHHOro IMpernaparta (naiee -
paspelieHre), a TakXe BbIIAYM  (enepanbHbIMH  [OCYAapCTBEHHBIMU
OIO/DKETHBIMH  YUPEXJCHUSIMH, HaXOIAIIMMHUCA B BeaeHMH MuHUCTEpCcTBa
3npaBooxpaHeHuss Poccuiickoii ®epepauuu u DegepanbHOll  CIyKObl
no Haa30py B cdepe 3ApaBOOXpaHEHHUs], AaKKPEeAUTOBAHHBIMM B COOTBETCTBUU
¢ 3akoHOmartenbcTBOM  Poccuiickoit  ®epepauun 00 — aKKpeAUTaLUU
B HAallUOHAJIBHOM CHUCTEME aKKpeOUTAaLlMH, 3aKJIIOYEHUs] O COOTBETCTBUHU CEPHU
WIM  TMapTAH  WUMMYHOOHOJIOTMUYECKOTO  JIEKapCTBEHHOro  Iperapara
TpeOOBaHUAM, YCTAHOBJIEHHBIM IIPU €r0 rocyJJapCTBEHHOMN perucrpauuu (gaiee
COOTBETCTBEHHO - (pelepalIbHOE YUpeXIeHUe, 3aKIIIOUEHHE).

2.Ilnara 3a Beigauy @PenepaibHOH Ciy)00i mno Haa3zopy B coepe
3paBOOXPaHEHUs pa3pellIeHNs] HE B3UMaeTCs.

3. Pazpemienue BbIJAETCd Ha OCHOBAaHUM 3aKIIOYEHHs, BBIJAHHOTO
benepanpHbIM yupexaennem. @opMa paspenieHus yreepxaaerca OenepanbHoi
cyx00# 1o Haa30py B chepe 30paBOOXPAHCHHUS.

4. lnga  noJiydeHUs  3aKJIFOYEHUS OpraHus3allvsi, OCYIIECTBISAIOLIAs
MPOU3BOJICTBO UMMYHOOHOJIOTHYECKOTO NIEKapCTBEHHOI'O Ipernapara
B Poccuiickoit @enepanuu, WIM OpraHu3ailvds, OCYIIECTBISIOIIAs BBO3
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MMMYHOOHOJNIOTHYECKOT0  JIEKapCTBEHHOro  Ipemnapata B  Poccuiickyro
Denepanyio (majee - 3asBUTENb), HAIpaBiIsAeT B (elepalbHOE yUpexIeHHe
1o BeIOOpY 3asBHUTENS Ha OyMa)KHOM HOCHTENE WIM B (JOPME 3IIEKTPOHHOIO
JIOKyMEHTa 3asABJICHUE O BBIAAYE 3aKIIOYEHHUS C yKa3aHHEM B TOM YHCIIe aapeca
3JIEKTPOHHOM IIOUYTHI 3aSBUTENS U PEKBU3UTOB JTOKYMEHTA, ITOATBEPKIAIOIETO
(aKT ymaaTsl I1aTeXa 3a BhlAady 3aKimoyeHns. K 3asBIeHnIO IPUIIararoTes:

a) KONMs  JOKYMEHTa  IPOM3BOAMUTENS  HMMYHOOMOJIOTHYECKOro
JIEKapCTBEHHOI0  Ipenapara, CcolepXKallero HMHQOPMAalMIO O  CTagusax
IIPOU3BOJICTBA U KOHTPOJIS KadyecTBa cepun WIN napTuu
MMMYHOOHOJIOTHYECKOTO  JIEKAPCTBEHHOIO TMpermapara B  COOTBETCTBUHU
C IOKyMEHTaMH PerucTpalOHHOIO JOChE, 3aBEPEHHAS 3asIBUTENIEM;

0) Komuss ~ MOKyMEHTa  IPOU3BOAHMTENIS  HMMMYHOOHMOJIOTUYECKOTO
JIEKapCTBEHHOIO IIpenapara, NOATBEPKAAIOIIEr0 COOTBETCTBHAE KaueCTBa CEPUM
WIA  IapTU¥d  MMMYHOOHMOJIOTMYECKOro  JIEKapCTBEHHOI'O  IIperapara
TpeOOBaHUAM, YCTAaHOBIEHHBIM IIPM €ro TrOCYHapCTBEHHOM perucTpalvy,
3aBepeHHas 3asIBUTEIIEM;

B) MOATBEPKACHUE YTIOJIHOMOYEHHOTO JIHIA 3asSBUTENS COOTBETCTBHSA
CepuM HIM [ApTUX HMMYHOOHMOJIOTHYECKOTO JIEKApCTBEHHOrO IIperapara
TpeOOBaHUSAM, YCTAHOBJIEHHBIM IIPH TOCYAapCTBEHHOM PETHCTPAllMM TAaKOro
JIeKapCTBEHHOTO IIperapara;

) KoM HOPMaTHBHOM NOKyMEHTallMH Ha JIEKapCTBEHHBIH Mpernapar,
3aBepeHHas 3asBUTEJIEM.

5. 3akmodeHue BBIIACTCS M0 pe3yiabTaTaM IIPOBEIEHHEBIX (hejepaibHBIM
YUPEXIECHUEM HCIBITAHUN KauyeCTBa UMMYHOOHOJIOIMYECKOTO JIEKAPCTBEHHOIO
Ipenapara, pacxojpl, CBS3aHHBIE C IPOBEIEHHEM KOTOPBIX OCYIIECTBISIOTCS
3a CUET CPEACTB 3asIBUTEJIS.

6. IIpn HempencTaBneHUH B ITOJHOM O0beMe NOKYMEHTOB H CBEIEHUM,
yKasaHHbIX B IyHKTe 4 Hactosmux [IpaBun, WIM BBIABIEHHH B HUX
HEJOCTOBEpHOH  MHGpoOpManmuy  QeaepalbHOEe  YUpPEXKJIEHHE  HAIpaBiseT
3aBMTETIO 3alpoC O IMPEACTAaBJIEHUM HEJOCTAIOIIUX JOKYMEHTOB U
COOTBETCTBYIOLIEH MHDOPMaLKH (Hajee - 3arpoc GeJepaTbHOTO YUPEKACHMS ).

3asBUTEL JOIKEH IpPeACTaBUTh OTBET Ha 3ampoc (emaepaibHoro
YyUpeXAeHHus B CpoK, He npesplmaromuid 30 pabouumx pgHeH co JHA €ro
HOJIy4eHUS.

7. DenepanbHOE yUpexXIeHHUE B TeueHre 3 pabodux AHel co JHS MOMydYeHUs]
B IIOJJTHOM 00BEME NOKYMEHTOB M CBEIEHWM, YKa3aHHBIX B ITYHKTE 4 HACTOSIIUX
IlpaBui, paccMaTpHBaeT IPeACTaBICHHBIE JOKYMEHTBI M  COIep)Kalluecs
B HHX CBEICHMS, OIlpelenser o0beM  HEOOXOOUMEIX  MCIIBITAHUN
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UMMYHOOHOJIOTHYECKOTO JIEKapCTBEHHOI'0 Ipenapara U KOJHYEeCTBO OOpa3lioB
TaKOro JIEKapCTBEHHOT'O IIpenapara, HEOOXOAUMBIX IS MPOBEACHHS UCIbITAHUM
KayecTBa MMMYHOOHOJIOTMYECKOr0O JIEKapCTBEHHOIO Ipernapara, a TaKkxke MNpH
HEOOXOMUMOCTH KOJMHYECTBO 00pa3loB (apMaleBTHUECKOW CyOCTaHIUH,
TECT-IITAMMOB MHUKPOOPTaHHU3MOB, KYyJIBTYp KJIETOK, OOpa3llOB BEIIECTB,
OPUMEHSIEMBIX JII KOHTpOJII KadecTBa JIEKAPCTBEHHOIO IIpernapaTta IyTeM
CpPaBHEHUSI C HUMHU HCCIEAYEMOrO JIEKapCTBEHHOro Ipemnapara, B 00beMe,
HEOOXOAMMOM sl JBYKPAaTHOTO BOCIPOM3BEACHHUS METOJOB KOHTPOJIS
KadecTBa (Jajee - oOpaslibl), 3alpalluBaeT y 3asBUTENS TpeOyeMoe KOJIHYECTBO
o0pa3loB, a TaKXe yBEAOMIISIET 3asBUTENsl O pa3Mepe IUIAThl 3a OKa3aHHeE
YCIyTH MO NPOBEIEHUIO UCIBITAHUM, paCCYHUTAHHOM Ha OCHOBAaHWH METOIHKH,
yTBEpPXKJI€HHON MMHHCTEPCTBOM 31apaBooxpaHeHust Poccuiickoit ®enepaus,
d O OaHKOBCKMX pEKBH3UTax /IS IMEPEUUCICHMs IUIaTeXa 3a OKaszaHue
yKa3aHHO# yciyrH. 3anpoc ¢eaepaibHOro yupexJaeHHs MOXeT ObITh mepeaaH
YIOJHOMOYEHHOMY IMPEACTaBUTENIO 3asABUTENS JIMYHO TOJA  PACIHCKY,
HampaBlieH 0 MOYTEe 3aKa3HBIM ITMCBMOM WJIM NE€pe/iaH B 3JIEKTPOHHOU (opme
[0 TeNTEKOMMYHHKALMOHHBIM KaHaJlaM CBS3U (B Cilydae HampaBlieHHS 3ampoca
(benepabHOTO YUPEXACHUS DO TOYTE 3aKa3HBIM IMHUCBMOM - CYHUTAeTCs
MOJIyYE€HHBIM I10 UCTeYEHUH 6 JHEeH CO JIHS HaIlpaBJICHHS 3aKa3HOTO MHChMa).

3asBHUTEINb JOJKEH NPEICTaBUTh 3alpalinBaeMble 00pa3lbl U PEKBU3UTEHI
IOKyMeHTa, MOATBepXJAalouiero (akT yIuiaTel IUIaTeXka 3a OKa3zaHHe YCIyTH
0 I[POBEJEHUIO UCIBITAHMHA, B (QeaepalbHOEe ydYpexkJeHHe B CpOK,
He npesblmaroiui 30 pabo4ynx AHe# co AHS MONydeHHUs 3arnpoca heaepaisHoro
yUpexxAeHHUsI.

8. OcHoBaHMeM /Ui OTKa3a B BblAau€ 3aKIIOYCHHSA  SBISETCA
HenpeJICTaBJIEeHHUE:

B TIOJJHOM O0OBEME AOKYMEHTOB U CBEIEHHUH, yKa3aHHBIX B ITyHKTe 4
Hactosuwmx I IpaBu;

B YCTaHOBJICHHBIH CPOK OTBETA Ha 3alpoc ¢eepalbHOTO YIPEK ACHHS;

TpebyeMoro konudectsa o0pasLoB;

PEKBU3UTOB [OKyMEHTa, MOATBEPXKJAOLIEro (aKT yIUIaThl IiaTexa
3a OKa3aHHe YCIIYTH M0 IPOBEIEHUIO UCTIBITAHUM.

9. ®epepanibHOM cinyx0O0l MO Ham3opy B cdepe 3ApaBOOXpaHEHHUS
coznaercsi Komuccus Mo KayecTBy HMMMYHOOHOJOTHMYECKHMX JIEKapCTBEHHBIX
npenapatoB (nainee - Komuccusi), yTBepkaaeTcs mnoioxenwe o Komuccuu,
ge CcocTaB M  I[OpSJIOK OLEHKM oObeMa  WCHBITAHUHA  KadecTBa
MMMYHOOHOJIOTHYECKOI0 JIEKAPCTBEHHOTO Mpenapara.
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10. McnbITanust kadecTBa CEpUM WIM HapTUH MMMYHOGHOJOTHYECKOIo
JIEKapCTBEHHOr0 Ipernapara KOHKPETHOTO HANMEHOBAaHHUS W IIPOU3BOIUTEJIS
(c ydeToM neKapCTBEHHOH (GOPMEI M JO3MPOBKH) IPOBOASTCS HA COOTBETCTBHE
TpeOOBaHUAM HOPMAaTUBHOM MOKYMEHTAIMH, IIPU 3TOM 0OBEM HEOOGXOMMMBIX
HCNBITAHUE MOXET OBITh COKpallleH Ha OCHOBaHWHU pemenns Komuccum.
Pemenve o coxpameHMM o00beMa IPOBOJUMEIX HWCHIBITAHUNA NPHHUMAETCS
Komuccuedd Ha OCHOBaHHH IIPOBOJUMOTO (elepalbHBIMU YUPEXKICHUAMH
aHajM3a KayecTBA MMMYHOOMOJIOTMYECKHX JIEKapCTBEHHBIX —IIPEaparos,
npeacraBnieMoro B KoMHCCHIO eXerogHo, A0 1 Mapra, W pa3sMeInaercs
Ha oduuuansHoM caiite PenepansHONH CoyxObl 1m0 Ham3opy B cdepe
30IpaBOOXPAaHEHHUs B  HMHQOPMAIMOHHO-TEIEKOMMYHUKAIMOHHON  ceTu
"UnTepnert".

11.Ilpu moctymnenuun B @DefepalnbHyl0 Ciyx)0y IO HAI30py
B cbepe 3apaBooXpaHeHHs uHpopManuu 06 YXYALIEHMHM KadecTBa
UMMYHOOHOJIOTHYECKOTO  JIEKapCTBEHHOTO IperapaTa W (WIM) YCIOBHH
ero npoussoiacTtsa Komuccus npuHuMaer permeHue o0 yBelndeHuH oObema
MPOBOAMMBIX = HCIIBITAHMA KadyecTBa BBOJUMOIO B TIPaXKIaHCKHt 060poT
UMMYyHOOHOJIOTHYECKOTO  JIEKQpCTBEHHOIO  Iperapara ¢  y4eTOM  €ero
JeKapCTBEHHON (POPMEBI U JO3UPOBKH.

12. ®enepanpHoe ydpexJeHHe IPOBOAUT UCIBITAHUS KauecTBa 00pasIioB
CepuM MM IIApTHM HMMMYHOOHOJIOTHYECKOr0 JIEKapCTBEHHOr'O TIIperapara
Ha COOTBETCTBUE TpeOOBaHMAM HOPMATUBHON JOKYMEHTAllMd B CpOK,
He mnpesBpnnaromui 30 pabounx OHEM €O JHSA MONyYeHUT GenepantbHbIM
yUpexneHueM o0pasloB UM IpPEACTaBICHHUS PEKBHU3UTOB  JOKYMEHTa,
IOATBEPXKAAOmeEero (akT oOIIaThl yCIYr 10 MPOBEIEHUIO HCIIBITAHUH,
32 HCKJIIOUEHHEM CJIy4aeB, YCTAHOBJIECHHBIX a03alleM BTOPBIM HACTOSILErO
ITyHKTA.

Cpox nmpoBeJeHMs HCHOBITAaHMH 00pasloOB CcepUH WIM  TAPTHH
MMMYHOOHOJIOTHYECKOr0 JIEKapCTBEHHOTO IIperapaTa MOXET OBITh IpOJJIEH,
HO He Oonee 4yeM Ha 30 pabouux aued. IIpu 3TOM CpOK NMPOBEAEHUS UCIILITAHMUIA
KayecTBa 00pa3lioB CEPUU WM NapTHH KOHKPETHOIO0 MMMYHOOHOJIOIHYECKOTO
JIEKApCTBEHHOI0 IIpenapaTa He JOJDKEH IPEeBhIaTh JIUTENBHOCT IPOBEIECHUS
UCIIBITAHUM, IPENYCMOTPEHHBIX METOAMKAaMH, YKa3aHHBIMA B HOPMATHBHOM
JOKyMEHTallMH Ha JIeKapCTBEHHBIN Ipenapar.

13.B ciydyae nOpoaneHUs CpoKa MPOBEAEHUS HCILITAHAM KauecTBa
MMMYHOOHOJIOTUYECKOTO JIEKapCTBEHHOTO npernapara denepansHOE
yupexaeHue 10 ucredeHus 30-IHEBHOTO CpoKa, yKa3aHHOro B ab3alle mepBoM
nyHkTa 12 Hactosmux IlpaBun, uHbOpMUpPYET 00 3TOM 3asBHUTENS IO ampecy
3JIEKTPOHHOM MOYTHI, YKa3aHHOMY UM B 3asBJICHUH O BbIaUe 3aKIFOYECHUS.
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14. Ina oLeHKM IIOKazaTeled KadecTBa MNPU HCIBITAHUAX KadecTBa
UMMYHOOHOJIOTHYECKOTO JIeKapCTBEHHOTO mperiapara denepansHOE
ydpeXIeHre  BIpaBe  HAOpaBIATh  00pa3lbl  UMMYHOOHOJOTHYECKOIO
JIEKapCTBEHHOTO Ipenapara AJIA [IPOBEACHUS UCIBITaHUN UX KauecTBa B JPYTHUe
aKKpEJUTOBaHHBIE B COOTBETCTBUM C 3aKOHOJATEIHCTBOM PoccHifickoi
Degepany 00 akKKpeIWTallMM B HAIUOHAJIBHOM CHCTEME aKKpeIUTALMU
naboparopuu.

15. @enepanbHoe yupexaeHwe B TedueHHe 3 pabouux OHeEH co JHA
3aBEPIICHMS IPOBEAEHUS HCHIBITAHUM KadecTBA HMMYHOOHOJOTHYECKOI0
JEKapCTBEHHOro Ipenapara o¢GopMIseT 3aKiIOYeHHe [0 YTBepPXKIEHHOM
DenepanpHol CiIyx00if 1o Ham3opy B chepe 3apaBooxXpaneHHs (opMe
C  DOpUIOXEHHEM K  HeMy  [pOTOKOJa  HCIBITAHHMH  KaudecTsa
MMMYyHOOHOJIOTHYECKOT0 JIKapCTBEHHOI'O IIpernapata ¥ HalpaBiseT HX
3asBuTENIO U B PenepanpHyro cioyx0y 1o Hamsopy B chepe 3ApaBOOXpaHEHHUs
Ha OyMaXHOM HocuTesie ¥ (WIH) B PopMe 3JIeKTPOHHOTO JOKYMEHTA.,

16. 3asgBUTENs IIOCPEACTBOM  HCIOIB30OBAHHS JIMYHOTO  KaOHHETa
B aBTOMATHU3MPOBAHHOM HHGpOpMalMOHHON cucteme DenepanbHOR CIIyXOBI
10 HaA30py B cdepe 30paBOOXpAaHEHHUS NPEICTAaBISET 3asABICHHE O BBIAAYE
pa3peleHus ¢ IPUIOKESHUEM 3aKTIOUEeHHUS.

17. ®enepanbHasg ciayxba 1o Haa3opy B cdepe 3apaBOOXpPaHEHUS
B TeueHHe 3 pabouumx [OHeH co IHSA NOCTYIUIEHHS 3asABJICHUS, YKa3aHHOTO
B nyHkre 16 mHacrosmux IlpaBmi, odopmiser B GopMe 3IEKTPOHHOIO
JNOKYMEHTa, IOAIMCAHHOIO YCHUJICHHOM KBaTU(QUIUPOBAHHOM 3IEKTPOHHOMN
IIOAIHCBIO pyKOBOAMTENS (3aMecTuTels pykooautenst) Ciry:xObl, M HallpaBjsgeT
3asBUTEIIIO pa3pellieHre, Co/iepKallee CIeAyIOUyr0 HHPOPMALHIO:

a) TOProBo€ HAaMMEHOBaHHE HMMYHOOHOJOTHYECKOTO JIEKapCTBEHHOIO
Ipenapara;

0) MeXIyHapOIHOE HEMaTeHTOBAaHHOE HavVMEHOBAHUE
YMMYHOOHMOJIOTHYECKOIO0  JIGKAPCTBEHHOro  Ipemnapara (IPYIITAPOBOUHOE
WM XMMHYECKOe HaUMEeHOBaHUE ),

B) HOMep ¥ o00BEM CepuM WIH T[apTHX HMMYHOOHOJOIrH4eCKOro
JIeKapCTBEHHOI0 Npernapara;

I) popMa BBIITyCKa UMMYHOOHOJIOTHYECKOro JIeKapCTBEHHOIO IIpenapaTa
(c ykasaHueM JIEKapCTBEHHON (OPMEI, NO3UPOBKH, (PACOBKH) M KOJHUYECTBO
B YIIaKOBKE;

J) CPOK TOJHOCTH KIMMYHOOHOJIOIMYECKOI'0 IEKaPCTBEHHOTO Ipenapara;
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€) HAMMEHOBAaHAE M aJpec IPOM3BOJWTENS HMMYHOOHOJIOTHIECKOTO
JeKapCTBEHHOI'O Npenapara (C yKa3aHHeM CTaluii IIPOU3BOACTBA);

) HOMep U JlaTta PErUCTPallIOHHOTO YAOCTOBEPEHUS
UMMYHOOHOJIOTHIECKOT0 JIEKapCTBEHHOTO NPENapaTa;

3) HAUMEHOBAHHUE U aipec JIepKaTels PErUCTPAlIMOHHOIO yI0CTOBEPEHHUS
MMMYHOOMOJIOTMIECKOT0 JIEKapCTBEHHOTO NPENapaTa;

1) HOMEp U JaTa BhIAAYM 3aKIFOYECHUS.

18. CBeneHnss 0 BBIIAHHBIX pa3pelleHHAX pa3sMENAloTCsl B TEUCHHE
1 pabouero nus co aus UX odopMIeHHS Ha opuUHanbHOM caiite DenepantbHO
cayx6bl 1O Hamsopy B cdepe 3ApaBOOXpaHEHHS B HHGPOPMAIMOHHO-
TEJIEKOMMYHHUKaIIMOHHOK cetu "HHrepHer" ¢ cobmonenneM TtpeGopanuii
3akoHoxarenscTBa Poccuiickoit @exeparuy 0 KOMMEpPYECKOM UM HHOIX
OXpaHsAeMON 3aKOHOM TaliHe.
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YTBEP)XJEHBI

noctaHoBiyieHueM I IpaButenbcTBa
Poccuiickout ®epepanuu
oT 26 HosiOps 2019 r. Ne 1510

IIPABHUJA

NPUHSATHS pellleHHs 0 NPeKpallleHHH IPakIaHCcKoro o6opora cepuu
HJIM NAaPTHH JIEKAPCTBEHHOr0 NMpenapara AJisi MeAMIHHCKOro NpUMeHeHHs

1. Hactossmue  IlpaBuna  ycTaHaBIWBalOT  NOPSAOK  MPUHATUA
@enepanpHoif ciyx0Ooif Mo Ham3opy B cdepe 3ApaBOOXpaHEHUS peUIeHHUs
0 OPEKpaIeHUH TPaXTAaHCKOTO 000pOTa CEpUH WIIM MApPTHUH JIEKapCTBEHHOTO
mperapata AN MEOULWHCKOTO  NpPUMEHEeHHs (38  HCKIIOYeHHeM
MMMYHOOHOJIOTMYECKOTO JIEKAPCTBEHHOI'O Ipenapara), JOKYMEHTbl U CBEACHUS
0 KOTOPBIX TPeLyCMOTpeHb! yacTsMu 1, 2 u 4 crateu 52' PeepapHOro 3akoHa
"O6 oOpallleHHM  JIEKapCTBEHHBIX  CpeNcTB" U He  MPeNCTaBJICHBI
B DenepanpHylo ciayx0y 1o Haa30py B cdepe 31paBoOXpaHeHus, OO cepuu
WIK TNapTUd  MMMYHOOHOJIOTMYECKOIO JIEKapCTBEHHOIo Ipernapara, He
HMEIONIET0 pa3pellieHus Ha BBOA B TIpPaXAaHCKH 000pOT, BBIIAHHOTO
@DenepanbHol  cnyxk00i 1O Hag3opy B cdepe 3IpaBOOXpaHEHUS B
YCTaHOBJIEHHOM MOpsiAKE (Jajee COOTBETCTBEHHO - pelleHHe O NpeKpalleHud
rpaxaaHckoro 060pora, JieKapCTBEHHBIN Npenapar).

2. 1lpy BBIABJEHUM B TpaXJAHCKOM oOOOpOTE CEepUM WM NapTUU
nekapcTBeHHoro mnpenapara @exnepansHas ciyxb6a 1o Haa3zopy B cdepe
3/[paBOOXpaHEHUs TPUHMMAET pelIeHHe O TMpeKpallleHud TIpaKqaHCKOTO
obopoTa 10 TMpeAcTaBlieHHds MJOKYMEHTOB W CBEJeHHMH WM pa3perieHus,
yKa3aHHbIX B TyHKTe 1 Hactosmux ITpaBui.

3. Pemienue o mpeKkpalleHHuu TFpaxaaHckoro oboporta odopmisercs
npuka3zom DenepaibHoit cnyXObl Mo HaA3opy B cdepe 3ApaBOOXpaHEHUS B
tedeHrue S5 paboumx JaHed mnocine noctymieHuss B CnyxOy cBeneHuid,
MOJNTBEPXKAAIOLUX HAIU4Me B TPaKJaHCKOM OOOpOTE Cepuu WM MapTHH
JIeKapCTBEHHOTO IIpenapara.

4. YBenomiieHHe O MpeKpallleHUWM TIpaXXJaHCKoro o0opoTa cepud HIU
MapTUU JIEKapCTBEHHOTO Ipenapara HampasisieTcss PenepalibHoit ciyx00i 1Mo
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Haa30py B cdepe 3ApaBOOXpaHEHMS IIPOU3BOLUTENIO CEPUH WJIM IAPTHU
JIEKapCTBEHHOTO IIpeliapaTa MM OPraHM3aliH, OCYIIECTBHBINEH BBO3 CepUH
WM TTIapTHUH JEKapCTBEHHOro Npenapara B Poccuiickyro @enepaliuio, B TeyeHHUE
5 paboumx gHEH cO OHSA NPHHATHUS PEIISHUSA O MPEKPAIlEHHH IPaXIAHCKOTO
060opoTa IO IOYTe MM IIOCPEICTBOM HH(POPMAMOHHO-KOMMYHHKAIIMOHHBIX
TEXHOJIOTUM.

5. ndopmanus 0 IpeKpallleHHH TpaxIaHCKoro o6opoTa cepHu
WIM NIapTHH JICKApCTBEHHOI'O IIpenapara pasMemaercs PenepanbHOU CiryxOoi
10 HAA30py B cdepe 3IpaBOOXpaHEHHS B TeueHue 3 pabouux OHEH co OHA
NPUHSTHS PEMICHHA O IPEKPallleHuM TIpakxJaHCKOro o000poTa Ha CBOEM
obunuanbHOM cafite B HHGOPMAalHMOHHO-TENEKOMMYHHUKAIMOHHON  CeTH
"Huteprer" ¢ cobmoneHueM TpeGoBaHMi 3aKOHOJATENLCTBA Poccuiickoii
Denepanny 0 KOMMEPYECKOH U MHOM 0XpaHSeMOM 3aKOHOM TalHe.

6. Pemenue o mpeKpalmleHHH TIPaXJaHCKOro 000poTa OTMEHSIETcs
®enepanpHoii cayk60i 1Mo Hax3opy B cdepe 3ApaBOOXpaHEHHs B TeUCHUE
3 pabouux AHEH CO IHA IMONYYeHHS OT IPOU3BOIUTENSI CEPUH WM IapTHH
JIEKapCTBEHHOI'0 IpenapaTa WIM OpPraHM3alldH, OCYIIECTBHUBIIEH BBO3 CEpHH
WM TapTHM JIeKapCTBEHHOro npemapata B Poccuiickyto ®enepauuro,
MHQOpMAlMM O BHECEHHBIX B aBTOMAaTH3MPOBAHHYIO WH(DOPMAIMOHHYIO
cuctemy @ezepanbHoi cayxObl 10 Ham3opy B cdepe 3ApaBOOXpaHEHMS
JTOKYMEHTaX M CBEIEHHMSX, NPETyCMOTPEHHHIX dacTsMd 1, 2 u 4 crarteu 52!
DenepansHoro 3akona "O6 obpallleHuH JeKapCTBEHHBIX CPEACTB", MM CO IHA
BBIJAYM B YCTAHOBJCHHOM IIOPSJKE Da3pelleHHs, YKa3aHHOro B IyHKTe |
HacTosimux [Ipasui.

[IpoussoauTens cepuM HIM HApTUH JIEKApPCTBEHHOrO IIperapara MU
OpraHu3alys, OCYIIECTBUBINAS BBO3 CEPUHM MM IapTHH JIEKAPCTBEHHOTO
npernapara B Poccuiickyro ®eneparuro, yBeIOMISIIOTCS 00 OTMEHE pelleHHMs
O IpeKpallleHHH I'PaXJaHCKoro obopoTa B TeueHHe S5 paboumx AHEH co qHA
TAaKOM  OTMEHBl II0  IIOYT€ MJIM  IOCPEACTBOM  HH(MOPMAIMOHHO-
KOMMYHMKAIIMOHHBIX TEXHOJIOTHHA. B yka3zaHHBIN cpok uHpOpManusa 06 oTMeHE
PEIICHUS O MNPEKpallleHHM TpaxAaHckoro obopora pasmelmnaercs Ha
opuumanbHom cakite @enepampHON CIyXOB 1O Hagzopy B cdepe
30paBOOXpaHEHUs B HHQOPMAIOHHO-TEIEKOMMYHHUKAIMOHHON  ceTH
"WHTepHeT".
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