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IHocTranoBaenne [IpaBurtenbcrBa PO ot 26.11.2019 N 1510 - O
NMOPsAAKe BBOAA B IPAXKIAHCKUH 000POT JIEKAPCTBEHHBIX NMPENapaToB
NJI1 MeUIIMHCKOT0 NpuMeHeHus — [leiicTByromas nocsjeanss

peaakuus ot 15.12.2020 — Penaxkuusi N 2 — HauaJsio neiicTBust
penakuuu 16.12.2020

Crincok n3MeHstomux 10KyMeHToB (B pell. IloctanoBnenus IlpasurensctBa PO ot 15.12.2020 N
2102)

B cootBerctBuM co ctatbeln 52.1 denepanbHoro 3akoHa "OO6 oOpalleHUH JIEKAPCTBEHHBIX
cpenctB" [IpaBurensctBo PD nocranosmser:

1. YTBEepanuTh npunaraemsle:

[IpaBuia mpencraBiieHHs JTOKYMEHTOB M CBEACHHMM O JIEKapCTBEHHBIX Ipernaparax it
MEIUIIMHCKOTO MPUMEHEHMSI, BBOJUMBIX B Ipa’kJaHCKUI 000pOT;

[IpaBuia BpIAAUM MPOTOKOJIA UCIBITAHUI O COOTBETCTBUHU MEPBBIX TPEX CEPUM WU MapTHN
JEKapCTBEHHOIO  Mpemapata  JUIsi ~ MEIUIMHCKOTO  MpPUMEHEHHs (32  UCKIIOYEHHEM
MMMYHOOHOJIOTHYECKOTO JIEKapCTBEHHOTO Ipenapara), BIEpBble MpousBeneHHOro B PO wumm
BIEpPBbIE BBO3MMOTo B P®, mnokaszatensiM KayecTBa, MPEIyCMOTPEHHBIM HOPMaTHUBHOM
JTIOKYMEHTAaIEH;

[IpaBuna BBIOAUM pa3pelieHUss Ha BBOJA B TpPaKJAaHCKUH 00OpOT CepUM WINM HapTHH
MMMYHOOHOJIOTMYECKOTO JIEKAPCTBEHHOIO Mpenapara, BblJIaun 3aKJIIOUYEHHUs O COOTBETCTBUU CEPUU
WIHA NMapTUU UMMYHOOHMOJIOTMYECKOTO JIEKAPCTBEHHOTO INpenapara TpeOOBaHUAM, YCTaHOBIEHHBIM
IIPU €T0 rOCYIapCTBEHHOW PETUCTPALINN;

[IpaBuna npuHATHA pelIeHHs O MPEKpalleHUH I'pakJaHCKOro o0opoTa Cepuu WIN HNapTUH
JIEKapCTBEHHOTI'O IIpenapara sl MEIULIUHCKOTO IPUMEHEHUS.

2. YCTaHOBUTSH, YTO pa3Mep IIaTHl 32 BBLAYY:

MPOTOKOJIA MCTBITAHUH O COOTBETCTBUH IEPBBIX TPEX CEPUN WIIM MAPTHH JIEKapCTBEHHOTO
npenapara Uil MEAWIMHCKOTO IPUMEHEHHs (32 HMCKIIOYCHHEM HMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOTO Tpernapara), BIEpBbIe Mpou3BelneHHOro B P@ wnm BmepBeie BBO3uMoro B PO,
MOKa3aTeNisiM KadecTBa, IMPEIyCMOTPEHHBIM HOPMAaTUBHOW JOKyMeHTalueu, cocrasisier 1200
pyouieii;

3aKJIFOYCHHSI O COOTBETCTBHM CEPHU WIHM MAPTUM UMMYHOOHOJIOTMYECKOTO JIEKApPCTBEHHOT'O
npenapara TpeOOBaHUSAM, YCTAHOBJICHHBIM IIPU €0 TOCYAApCTBEHHOM PErMCTpaldH, COCTAaBISET
2000 pyOGuiei.

3. Tlonoxenne o DexepanbHON ciayx0e M0 Ham30py B cdepe 3ApaBOOXpaHEHUS,
yTBepkJeHHoe nocTaHoBieHueM [Ipasurensctsa PO ot 30 utons 2004 r. N 323 "O6 yrBepxIeHUN
[Tonoxenuss o DenepanbHoil ciyx0e 1o Hamopy B cdepe 3apaBooxpaHenus" (CoOpanue
3akoHojarenscTBa PO, 2004, N 28, ct. 2900; 2007, N 35, cT. 4310; 2012, N 20, c1. 2528; 2014, N
37, c1. 4969; 2018, N 46, ct. 7057), nononHuTs NoANYHKTOM 5.4(1).7 cnemyroiero coaep:kanus:

"5.4(1).7. paspemieHne Ha BBOJ B TpaxAaHCKuii obGopor B P® cepunm wuiam mnapTuu
MMMYHOOHOJIOTMUECKOTO JIEKapCTBEHHOTO Mpenapara;".

4, HepequL YCIYT, KOTOPBIC SABJIAIOTCSA HCO6XOI[I/IMLIMI/I U 00s3aTeIbHBIMHU JJIsL
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npenocraBieHuss  (erepaqbHBIMA - OpraHAMH — WCHOJHHUTENBHOM  BIAacTH, | ocynapcTBEHHOU
Kopropaiuei mo aroMHoM sHepruu '"PocaToM" rocynapCTBEHHBIX YCIYT M IPEAOCTaBISIOTCS
OpraHM3alysMH, YYacTBYIOIIMMHU B IPENOCTABIEHUU TOCYNApPCTBEHHBIX YCIYI, YTBEPXKIECHHBII
nocraHoBnerneM IlpaButensctBa PO ot 6 mas 2011 r. N 352 "OO0 yTBep>KACHUU TEpEUHs YCIYT,
KOTOpbIE SBJISIOTCS HEOOXOTUMBIMU M 00s3aTeNbHBIMU JUIsl MpeocTaBieHUs (eaepatbHbIMU
OpraHaMM MCHOJIHUTEIBbHOM BIIACTH, [OCYynapCTBEHHOM KOpIOpalued II0 aTOMHOM JHEPIHH
"PocaTtoM" rocymapCTBEHHBIX YCIYI U IpPENOCTABIISIFOTCS OpraHU3alUsAMH, Y4YacTBYIOLIMMHU B
MIPEIOCTABICHUH TOCYAApCTBEHHBIX YCIYI, W OIpPEAEICHUHM pa3Mepa IUIaThl 3a MX OKa3aHue"
(Cobpanme 3akononmarenberBa PO, 2011, N 20, cr. 2829; 2012, N 14, ct. 1655; N 36, ct. 4922;
2013, N 49, ct. 6421; N 52, ct. 7207; 2014, N 21, ct. 2712; 2015, N 50, ct. 7165, 7189; 2016, N
31, ct. 5031; N 37, c1. 5495; 2017, N 8, ct. 1257; N 28, cT. 4138; N 32, c1. 5090; N 40, cT1. 5843; N
42, ct. 6154; 2018, N 16, ctr. 2371; N 27, ctr. 4084; N 40, ct. 6129; 2019, N 5, ct. 390; N 23, cT.
2943; N 26, ct. 3460; N 36, cT. 5022), 10TIOJTHUTH MYHKTOM 49 cleyromero coaep kaHus:

"49. Bplnaya 3aKiIOY€HUS O COOTBETCTBUM CEPUM WIM NapTUH HUMMYHOOMOJIOTMYECKOTO
JIEKapCTBEHHOTO Ipernapara TpeOOBaHMSM, YCTAaHOBJIEHHBIM IIPH €ro TroCyAapCTBEHHOM
perucTpaiu, B IeNAX BbAaYU pa3peuieHus Ha BBOJ B rpakaaHCckuil o0opoT B PO cepun (maptun)
MMMYHOOHOJIOTHYECKOTO JIKApCTBEHHOTO MpernapaTa <*>.",

5. Peanmmzanmss  MOJTHOMOYMH, MOPEAYCMOTPEHHBIX  HACTOSIIUMM  ITOCTAHOBJIEHUEM,
OCYIICCTBIIAACTCA COOTBETCTBYOIIMMU q)ejlepaHBHBIMI/I opraHaMu UCIOJIHUTEILHON BJIACTH B
npezaenax ycranoBieHHou [IpaButensctBomM PD npenenpHO#M yrcieHHOCTH B (OH/IA OTIATHI TPpyaa
WX paOOTHUKOB, a TaK)Ke OIOJKETHBIX aCCUTHOBAHUH, TPEAYCMOTPEHHBIX B (hefiepaibHOM OO DKETE
Ha PYKOBOJICTBO U YIpaBJI€HUE B YCTAHOBIIEHHBIX cepax IesTeIbHOCTH.

6. Hacrosiee mocraHoBiieHHE BCTynaeT B cuity ¢ 29 Hos0ps 2019 roxa.

YT1BepxkaeHsl nocranoBiaeHueM I[IpaBurensctea PO ot 26.11.2019 N 1510

IIpaBuiaa npeacraBjieHusi JOKYMEHTOB U CBEI€HHH 0 JJeKapCTBEHHBIX
npenaparax JAJsi MeIUIMHCKOT0 MIPUMeHeHHs1, BBOAUMBIX B I'PaKIaHCKHIA
odopot

1. Hacrosmue HpaBI/IJIa YCTaHABJIMBAKOT MOPAAOK HNPCACTABICHUSA B CDCI[CpEU'IBHYIO CJ'Iy>K6y
10 HaaA30py B C(1)epe 3ApaBOOXpaHCHUA AJOKYMCHTOB H CBEICHUM O Ka)KHOﬁ CCprun UJIN K01
IMapTur MpPOU3BCACHHOI'O B PO JICKAapCTBCHHOI'O IIpfriapara i MCIUIMHCKOI'O IIPUMCHCHHA, 3a
HCKIIIOYCHUECM I/IMMYHO6I/IOJ'IOFI/I‘1€CKOFO JICKAapCTBCHHOTI'O IIpCIiapara (I[anee — JICKapCTBCHHHﬁ
npenapaT), WJIM BBO3UMOIO B PD JICKAPCTBCHHOTO IIpeliapaTa, BBOAUMBIX B Fpa)KI[aHCKI/Iﬁ O60pOT B
POD.

2. @enepanbHas ciaykba 1O Hag3opy B cdepe 3ApaBOOXpaHEHUS OOecreurBaeT
OpraHMu3aIUsaM, OCYIIECTBISIIOIIMM TMPOU3BOJICTBO JIEKAPCTBEHHBIX MpernapatroB B PD (manee —
MPOM3BOJIUTENb) WU BBO3 JIEKAPCTBEHHBIX mpenaparoB B P®d (manee — wummopTep),
ABTOPU30BAHHBIM  JIOCTYN  TIOCPEACTBOM  TPEIOCTABICHHsS]  JIMYHOTO  KaOuHETa B
aBTOMATU3UPOBAaHHOW WH(popMalmoHHON cucteMe DenepanbHOil cayXkObl MO HamA30py B cdepe
3IpaBOOXpaHEHUs (fanee — JMYHBIA KaOWHET) Uil MPEACTaBICHHUS JTOKYMEHTOB WM CBEICHHIA,
YKa3aHHBIX B MMyHKTax 3 u 4 HacTosmux [IpaBui.
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3. [Ipou3BoIUTENH TIEpE BBOJIOM B IPaXIAHCKHI 000POT CEpUU WM MAPTHH JIEKAPCTBEHHOTO
mpernapara HpeACTaBIsieT B aBTOMAaTH3MPOBAHHYIO HMH(MOPMAIMOHHYIO cucteMy DenepanbHOR
CITy’KOBI 110 Ha/I30py B chepe 3ApaBOOXpaHEHUS Yepe3 JTHUHBI KaOWHET:

a) ISl KOKJIOM CepUM WK KaXKI0M MapTUH JIEKApCTBEHHOTO Mpemnapara:

JOKYMEHT IIPOU3BOJIUTENA, TOATBEPKIAIOIINM Ka4eCTBO JIEKAPCTBEHHOIO IIperapara;

MIOATBEP)KJICHHE YIOJHOMOYEHHOTO JIMIA IIPOU3BOAMTENS COOTBETCTBHS JIEKAPCTBEHHOIO
npemnapara TpeOOBaHHUAM, YCTAHOBJICHHBIM IIPU €T0 TOCYIapCTBEHHON PEeruCTpalum;

0) Uil TepBbIX TpeX Cepuid WIM MapTUHl JIEKAPCTBEHHOTO IIpernapara, BIIEpBbIE
pou3BeeHHOro B P®, — mpPOTOKON MCHBITAHMM O COOTBETCTBMM CEPUM WIM NapTHH
JIEKApCTBEHHOIO0  Iperapara  I0Kas3aTessAsM  KadecTBa, INPEIYCMOTPEHHBIM  HOPMAaTHUBHOMN
JOKyMEHTaluel (mamee — TMPOTOKOJN HCHBITAaHUM), MPOBOAMMBIX AaKKPEIUTOBAaHHBIMU B
COOTBETCTBUU C 3aKOHOJATeNbCcTBOM P®d 00 akkpeauTanMu B HAIMOHAJIBHOM cucTeMe
AKKpeIUTalun (benepabHBIMU roCyJapCTBEHHBIMHU 01O/ IKETHBIMU YUPEXKACHUAMU,
MO/IBEIOMCTBEHHBIMU MUHUCTEPCTBY 3apaBooxpaHeHuss P® wunu PepepanbHoil ciayx0e 1o
HaJ30py B cepe 3paBOOXpaHEHHUS.

4. Wmnoprep mnepes BBOJOM B TpakIaHCKUIL 000pPOT JIEKapCTBEHHOIO Ipemnapara
MIPE/ICTaBIsIeT B aBTOMATH3MPOBAHHYIO HH(POpPMAIMOHHYIO cuctemy dDenepanbHOU CIyxkObl IO
HaJ30py B cepe 3paBOOXpaHEHUsI yepe3 JINYHbIA KaOUHET:

a) JUTS KaKJI0M cepry MM Kak/101 MapTHH JIEKapCTBEHHOTO MpernapaTta:

cepTu(duKaT MPOU3BOAUTENS JIEKAPCTBEHHOTO CPEACTBA, YAOCTOBEPSIOMIUNA COOTBETCTBHE
BBO3MMOIO JIEKAPCTBEHHOIO TMpemnapara TpeOoBaHMUsIM (apMakoleWHON CTaTbd, a B cCllydae
OTCYTCTBHUSI (hapMaKOTIEHHOH CTaThu TPeOOBAHUSIM HOPMATUBHON JOKYMEHTAIIHH;

MOATBEPXKJICHHE  MPEACTABUTENAS  UMIIOPTEpPA,  YINOJIHOMOYEHHOTO  WHOCTPAaHHBIM
MIPOU3BOIUTENEM JIEKAPCTBEHHBIX CPEACTB, COOTBETCTBUS BBO3MMOIO JIEKAPCTBEHHOIO Ipemapara
TpeOOBaHUSAM, YCTAHOBJIEHHBIM IIPH €T0 FOCYAaPCTBEHHON PETUCTPALINN;

0) Ul MepBBIX TPEX CEpPHil UM MapTUi JEKapCTBEHHOTO Ipernapara, BIIEpBble BBO3UMOTO B
P®, - nporokon HCOBITAHWK, NPOBOJUMBIX AKKPEAUTOBAHHBIMM B  COOTBETCTBHM C
3akoHOoJarenbcTBOM P® 00 akkpeautaluu B HAIMOHAJIBHOM CHCTEME aKKpeAUTaluu
(denepanbHBIMU  TOCYAAPCTBEHHBIMH  OIOKETHBIMU  YUPEKICHHUSIMHU, I[0JIBEIOMCTBEHHBIMU
MunuctepcTBy 3apaBooxpaHeHuss P® wnmm ®DenepanbHOi cinyxOe IO Ham3opy B cdepe
3/1paBOOXPAHEHUS.

5. B Teuenne 3 pabounx mAHEW €O [HA TOCTYIJICHHS B aBTOMATU3HPOBAHHYIO
undopmanroHHyo cucreMy dDenepanbHO CiIyXObl MO Hag30py B cdepe 3apaBOOXpaHEHUS
JOKYMEHTOB U CBEACHMI, YKa3aHHBIX B MyHKTaX 3 u 4 Hacrosmux [IpaBun, @enepanbHas ciyx0a
nmo Ham3opy B cdepe 3ApaBOOXpaHEHHS pa3MellaeT Ha CBOeM OQUIMaTbHOM caiTe B
MH(OPMALMOHHO-TEIEKOMMYHHUKAIIMOHHON cetu  "MHTepHer" ¢ coOmoneHueM TpeboBaHU
3aKoHOJaTenbcTBA PO 0 KOMMepYecKoi U MHOM OXpaHseMOil 3aKOHOM TaifHe CBEJEHUS O CEepHsX
WJIM MApTHSIX JIEKAPCTBEHHBIX MPEMapaToB, BBOJUMBIX B TpakJIaHCKUN 000pOT.
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VY1BepxaeHs! nocraHosiaenueM Ilpasutensctea PO ot 26.11.2019 N 1510

IIpaBuiia BbI1a4H NPOTOKOJIAa HCIILITAHMH 0 COOTBETCTBMHU IEPBLIX TPEX cepuil
WIH NAPTUH JIEKAPCTBEHHOI0 Mpenapara IJs MeJMIMHCKOr0 IPUMEeHeHus (3a
HCKJII0YeHHEM HMMYHOOHOJIOTMYECKOr0 JICKAPCTBEHHOI0 Npenapara), BliepBblie
npousseleHHOro B P@® uiu Buepsbie BBO3MMOro B P®, nokaszarenssMm Kayecrsa,
NPeAyCMOTPEHHBIM HOPMATHUBHOM JOKYMeHTauen

1. Hacrosmmue IlpaBuna  ycTaHaBIMBAaIOT  MOPSIOK  BbIJAud  (eaepalbHbBIMU
rOCy/IlapCTBEHHBIMU  OIO/DKETHBIMM  YUPEXKACHUSIMH, I0JBEJIOMCTBEHHBIMU  MMHHUCTEPCTBY
3npaBooxpaHeHuss P® u denepanbHoil ciayx0e 1o Ham3opy B cdepe 3ApaBOOXpPAHEHUS U
aKKpEJAUTOBAHHBIMHU B COOTBETCTBUU C 3aKOHOJATEILCTBOM P® 00 akkpeauTaluy B HAIlMOHAIBHON
cucTeMe akkpeauTanuu (maizee — (QenepaabHOE YYpPEKIEHHE), IPOTOKOIA HCHBITAHUH O
COOTBETCTBUU MEPBBIX TPEX CEpPUM WM MApTUH JIEKAPCTBEHHOrO Mpenapara Juis MEIULTHCKOTOo
MPUMEHEHHSI (32 MCKIIOYEHHMEM HMMYHOOMOJIOITMYECKOTO JIEKapCTBEHHOTO Ipernapara), BIEpBbIE
npou3BeieHHOro B P® nnm Briepebie BBO3UMOro B PD, nokasarensMm KayecTBa, MPeyCMOTPEHHBIM
HOPMAaTUBHOM TOKyMEeHTaIuel (J1anee COOTBETCTBEHHO — MCTIBbITaHUS, IEKAPCTBEHHBIHN Mpernapar).

2. Ilepen BBOJIOM B IpakJaHCKUN OOOpPOT MEPBBIX TPEX CEPUIl WM MapTHH JIEKAPCTBEHHOTO
npenapaTa Mpou3BOAUTENb JEKapCTBEHHOTO Ipenapara Wik OpraHu3als, OCYyIIeCTBISAIONIAs BBO3
JIEKapCTBEHHOTO mpernaparta B PO (nmanee — 3asBUTENb), HAMPABIAIOT B (heiepaibHOE YUPEIKICHUE
10 BBIOOPY 3asiBUTENA 3asBKY Ha BbIJady IMPOTOKOJIA UCIBITAHUNA Ha OyMa)kKHOM HOCHUTEJE WIH B
(dbopMe SIEKTPOHHOTO JOKYMEHTa, B KOTOPOM YKa3bIBAIOTCS HAaMMEHOBAHHE 3asBUTEINSA, €ro
UICHTU(PUKAIIMOHHBIIT HOMEpP HaJlOroIUIaTesbllIiKa, aJpec >3JIEKTPOHHOM MOYThl, OCHOBHOM
rOCYy/IlapCTBEHHbI  PETUCTPALIMOHHBIA HOMEp, HAaUMEHOBAaHHE JIEKAPCTBEHHOIO Ipemnapara
(ToproBoe HaMMEHOBaHHE, MEXAYHAPOJHOE HEMAaTEeHTOBAaHHOE HAMMEHOBAHHE JIEKaPCTBEHHOIO
npenapata (IpyniupoBOYHOE WIM XUMHUYECKOE HaMMEHOBAHUE), HOMEP U JaTa PErUCTPAIMOHHOTO
YIOCTOBEPEHHUs JIEKAPCTBEHHOTO IIpernapaTa, PEKBU3HUTHI JTIOKYMEHTA, MOATBEPXKAAroImero (akt
YIUIATHI IJIaTeXa 3a MPOTOKOJI UCTIBITAHUI (Jaliee — 3asBKa).

K 3asBke nmpunaralorcs JOKyMEHT  IPOU3BOJAUTENSI  JIGKAPCTBEHHOTO  CPEACTBA,
MOATBEPKIAIOIIUN COOTBETCTBHE KadecTBa CEpUM WM TMapTUU JIEKAPCTBEHHOIO Ipernapara
TpeOOBaHUAM, YCTAaHOBJICHHBIM IPH €ro TOCyJapCTBEHHOW pErucTpalvy, 3aBEpeHHas 3asBUTEIEM
KOIKS HOPMaTUBHOM JOKYMEHTAIMH Ha JIEKApCTBEHHBIN Ipernapar.

3. PaCXO,Z[LI, CBsA3aHHBIC C IIPOBCACHHCM (I)eﬂepaHLHLIM YUPECIKKACHUCM HCHBIT&HPIIZ,
OCYIICCTBJIAKOTCSA 3a CUCT CPCACTB 3aIBUTCIIS.

4. I1pu HenpecTaBIEHUH B IOJTHOM 00beMe CBEJCHUH U JOKYMEHTOB, YKa3aHHBIX B ITYHKTE 2
Hacrosimux [IpaBui, WM BBIBICHUM B HUX HEIOCTOBEpHOW HWH(opManuu ¢enepaabHOe
yUpeXJIeHHE HampaBisieT 3asBUTENI0 3alpoC O NPEACTABICHWU HEJOCTAIOIIHUX JOKYMEHTOB U
COOTBETCTBYIOLIEH HH(popMaIHK (1anee — 3anpoc GeepanbHOTro YUpEeKICHNs).

3asBUTENb JOJDKEH MPEACTaBUTh OTBET Ha 3ampoc (eAepajbHOro yUpexXJEHHs B CPOK, HE
npesblimaronmii 30 pabounx JHeH co JHs ero MoTydeHHs.

5. ®@egepanbHOE yUpexkIeHHE B TEUYeHHE 3 pabOYMX JHEH CO JIHS TMOJIyuyeHUs 3asiBKA U B
MOJIHOM 00BeMe MpHiIaraeMbIX K HEHl JOKYMEHTOB paccMaTpUBAET €€, OMpeeseT KOJIUYECTBO
00pa3110B JIEKApCTBEHHOTO Tpernapara, Heo0X0UMOe IS POBEICHUS] UCTIBITAHUHN B IENSIX BBIAAYU
MPOTOKOJIA UCTILITAHUMN, & TAK)Ke MPU HEOOXOJUMOCTH KOJIUYECTBO 00pa3loB (apMarieBTHIEeCKON
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CyOCTaHIIMM, TECT-UITAMMOB MHKpPOOPraHM3MOB, KYJbTYp KIETOK, 0Opa3loB BEIIECTB,
MNPUMCHACMBIX JISI KOHTPOJIA KAa4YCCTBA JICKAPCTBCHHOTIO IIpCliapara IMYTEM CpaBHCHHA C HHUMHU
MCCIIEIyeMOT0 JIEKApPCTBEHHOTO Ipernapara, HeOOXOAMMBIX JJsl JABYKPATHOTO BOCHPOHM3BEACHUS
METO/IOB KOHTpOJI KadecTBa (fanee — oOpasipl), 3alpalldBacT y 3asBUTENS UX HEO0OXO0IUMOe
KOJIMYECTBO, a TaKXKe YBEAOMIIAET 3asBHUTENS O pa3Mepe IUIaThl 3a OKa3aHWe YCIYTH II0
IIPOBCACHUIO I/ICHI)ITaHI/II\/JI, pacCUUTaHHOM Ha OCHOBaHHUHN MCETOJUKH, YTBCp)KI[CHHOﬁ
MunucTepcTBOM 3paBooxpaneHuss PO, u 0 0aHKOBCKUX PEKBU3UTAX JUISl IEPEUMCICHUS TUIaTexXa
3a OKa3aHWE YyKa3aHHOW yciyru. 3ampoc ¢eaepaibHOro YYpEexkJICHUS MOXKET OBITh IepeiaaH
YIIOJTHOMOYEHHOMY TIPEICTABUTENIO 3asBUTES JMYHO TOJ PACIHCKY, HApaBieH IO TOYTe
3aKa3HbIM NMCBMOM WJIM MNEPCIAaH B 3H€KTpOHHOI7[ (1)OpMC Mo TCICKOMMYHUKAIIUOHHBIM KaHaJlaM
CBsI3U (B CIy4ae HampaBJIeHUs 3ampoca (peaeparbHOTO YUPEKACHHS MO TTOUTE 3aKa3HBIM MTUCHMOM —
CUHUTACTCA MOJTYYCHHBIM IO UCTCUYCHUU 6 I[Heﬁ CO JIHS HallpaBJICHUSA 3aKa3HOI'O HI/ICI)Ma).

3asiBUTEND AOJDKCH MPCACTAaBHUTL 3alpaliviBacMbIC 06p331II)I U PCKBU3UTBI OJOKYMCHTA,
MOATBEPXKAAONIero (pakT yIiaThl IUIaTekKa 3a OKa3aHWE YCIYTH MO TMPOBEJCHUIO WCIBITAHUH, B
dbenepanbHOe YUYpEXKIEHUE B CpPOK, He mpeBbimnaroniuii 30 pabouyux AHEW cO AHS TOTYYCHHS
3arpoca ¢eneparbHOTO YUPESKICHUS.

6. OcHoBaHMEM JUIs OTKa3a B BblJjaue MIPOTOKOJIa UCIIBITAHUMN SIBJISIIOTCS HEMPECTaBIICHHUE:!

B ITOJIHOM 00beMe JOKYMEHTOB UM CBE/IEHUH, YKa3aHHBIX B IMyHKTE 2 HacTosmux [IpaBui;

B YCT@HOBJICHHBIN CPOK OTBETA Ha 3ampoc (eepaIbHOTO YUPEKACHNUS;

TpeOyeMOoro KOJIM4eCTBa 00pa3IloB;

PEKBU3UTOB JTIOKYMEHTA, MOJATBEPKAAOUIET0 (akT yIJIaThl IUIaTeXa 3a OKa3aHUE YCIYTH IO
MPOBEICHUIO UCTIIBITAHUM.

7. Cpok mpoBeIeHHsI UICTIBITAHUH 00pa3Ii0B CEPUH WIIH MAPTHUH JIEKAPCTBEHHOTO MperapaTa He
noJikeH npeBblaTh 30 pabounx qHEH co IHSA moiaydeHHs deepalibHbIM yUpexaeHueM 00paslioB
JIEKapCTBEHHOT'O MpernapaTa U MpeJCTaBlICHHs] PEKBU3UTOB JOKYMEHTa, MOATBEPKAAIOIIEro (akt
yIUIaThl IUIaTeXa 3a OKa3aHUE YCIYrd IO IMPOBEICHUIO HCIBITAHMS, 3a HUCKIIOYCHHEM CIIy4aes,
YCTaHOBJIEHHBIX a03alleM BTOPHIM HACTOSIIETO IMyHKTA.

Cpok mpoBeieHUs UCTIBITAHUI JIEKAPCTBEHHBIX MIPENapaToB, MOJYyYEHHBIX U3 KPOBH, IJIa3MbI
KpOBU YEJIOBEKa WJIM >KMBOTHBIX (32 MCKIIIOUEHUEM IIeJbHOM KpOBH), OHMOTEXHOJIOTHYECKUX
JIEKapCTBEHHBIX IMPENapaTroB, I'€HOTEPANEBTUYECKUX JIEKAPCTBEHHBIX MPENapaToB OIpeaesseTcs
JUINTEIbHOCTBIO TPOBEJCHUS HCHBITAHUM, MPEeIyCMOTPEHHBIX METOJUKAaMHU, BKIIOYCHHBIMU B
HOPMAaTUBHYIO IOKYMEHTAIIUIO Ha JIEKApPCTBEHHBIN Mpenapar, 1 MOXKeT ObITh IPOIJICH.

8. B cinyuae mnpoaneHuss cpoka NPOBEACHHUS UCHBITAHUN JIEKAPCTBEHHOTO IIpernapara
denepanbHOe yupexaeHue A0 ucTeueHus: 30-IHEBHOTO CpOKa, yKa3aHHOTO B ab3ale MepBOM
nyHkTa 7 Hacrosmux [IpaBun, nundopmupyer 06 3TOM 3asBUTENS MO aAPECy ANEKTPOHHOU MOYTHI,
yKa3aHHOMY UM B 3asBKE.

9. Z[J'ISI OLIECHKH OTJENbHBIX MOKa3aTellell KadecTBa IIpU HUCHBITAHUAX JICKAPCTBECHHOI'O
Iperapara (peﬂepaanoe YUYpCIKKACHUC BIIPABC HAIIPABJIATH O6pa3I_H>I JICKApCTBCHHOI'O IIpcIiapara
UL TIPOBEACHUS UX HUCIIBITAHUHN B APYTU€ aKKpCAUTOBAHHBIC B COOTBETCTBUU C 3aKOHOAATCIILCTBOM
P® 00 AKKpeIuTalluun B HAIlMOHAJIbHOM CHCTEME AKKpeAuTalnun J'Ia60paTOpI/II/I.

10. Ilporoxon wucnbITaHUN HampasiseTcs (eAepaabHbIM YUpeXKIEeHHUEM 3asBUTENI0 Ha
OymMakHOM HocHTene U (Win) B (opMe DIEKTPOHHOTO JOKYMEHTa B TeueHHe 3 pabouux JHEW co
JIHSI 3aBEpIIECHUS UCIIBITAaHHH.
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VY1BepxaeHs! nocraHosiaenueM IlpasutensctBa PO ot 26.11.2019 N 1510

IIpaBuiia BbIia4u paspeliecHUs HA BBOJA B IPAKAAHCKHUI 000POT CepuM WIH
NAPTHU MMMYHOOHMOJIOTHYECKOI0 JIEKAPCTBEHHOI'0 NIPenapara, BbIAa4u
3aK/JII0YEeHHMS 0 COOTBETCTBUM CEPHHU MJIM NAPTHH MMMYHOOHMOJIOTHYECKOr0
JIEKAPCTBEHHOI'0 Npenapara Tpe0OBaAHUAM, YCTAHOBJICHHBIM IPH €ro
roCcyAapCTBEHHON perucTpanuu

Crincok n3MeHsmux J0KyMeHToB (B pel. [loctanosnenus IlpasurensctBa PO ot 15.12.2020 N
2102)

1. Hacrosimue IlpaBuna ycraHaBnmBarT MOPSAOK Bbimaun DenepalbHONW CIyKO00U 110
HaJ30py B chepe 3paBOOXpaHEHHS pa3pelieHrs Ha BBOJI B TpaKaIaHCKU 060poT B PD cepuun ninun
napTuu npousBeseHHOro B P® wmnu BBo3uMoro B PO MMMyHOOMOJIOTHYECKOTO JIEKAPCTBEHHOTO
mpenapara (majee — paspelieHre), a TaKkKe BbIIaYd (eaepalbHBIMH  TOCYAapCTBEHHBIMHU
OIO/DKETHBIMH YUPEXKICHUSIMHU, HAXOISIIUMHUCS B BeZlecHMH MuHHCTEpCTBa 3/ipaBooxpaneHuss PO u
@OenepanbHOM  CcIyXkObl 1O HaA30py B cdepe 3IpaBOOXpaHEHUS, AaKKPEIUTOBAHHBIMU B
COOTBETCTBUM C 3aKoHOJaTeabcTBOM P®d 00 akkpemurtanuu B HAIMOHAIBHOW CHCTEME
aKKpeMTallMH, 3aKJIIOUYEHUS O COOTBETCTBUU CEpUU WM MApTUH HMMYHOOHOJIOTHMYECKOTO
JIEKapCTBEHHOTO Tpernapara TpeOOBaHUSM, YCTAaHOBJIEHHBIM IIPH €ro TroCyAapCTBEHHOMU
perucTpanuu (Janee COOTBETCTBEHHO — (eiepalibHOE YUPEKICHNE, 3aKITI0UEHHUE).

2. ITlmara 3a Beyrauy ®PenepadbHOM CIyX00M MO Ham30py B cdepe 3apaBOOXpaHEHUS
paspelieHus He B3UMaeTCsl.

3. PagpemieHue BbIaeTCS Ha OCHOBAaHMM 3aK/IIOYEHHS, BBIJAHHOTO (eaepalbHbIM
yupexienuem. @opma pazpemienust yreepxkaaercs denepanbHoii ciny:x00ii mo Ham3opy B cdepe
3/IpaBOOXpaHEHUSI.

4. Jna TNOJXy4YeHUs 3aKIIOYEHHUS  OpraHu3anusi, OCYIIECTBIIAIONIAs  IPOU3BOACTBO
MMMYHOOHOJIOTHYECKOTO JIEKapCTBEHHOTO npenapata B PD, unu opranuzanus, oCyIecTBISIONAS
BBO3 UMMYHOOHMOJIOTHYECKOTO JIEKAPCTBEHHOTO Tipernapara B PO (manee — 3asBUTEIND), HANIPABIISIET
B (enmepanmpbHOE yuUpeKIE€HHUE MO BBIOOPY 3asBHUTENs Ha OyMaKHOM HOCUTENE WM B Qopme
AJIEKTPOHHOTO JTOKYMEHTA 3asBJICHHE O BBIJAU€ 3aKJIIOUEHHUS C yKa3aHHEM B TOM 4YHCIE ajapeca
AIIEKTPOHHOW TOYTHI 3asBUTENI U PEKBU3UTOB JIOKYMEHTA, MOJTBEP)KIAIOMIETO (aKT YIUIaThl
IIaTexa 3a Bblauy 3akitoueHus. K 3asBlieHUIO MPUIaraoTces:

a) KOMUSA JOKYMEHTa MPOU3BOAUTENS] MMMYHOOHOJIOTHYECKOTO JIEKApPCTBEHHOTO Mperapara,
coJiepkaniero MHGOpPMAaIHIo O CTaausSX MPOU3BOJCTBA U KOHTPOJS KauecTBa CEpUU WM MapTUU
MMMYHOOHOJIOTHYECKOTO  JIEKAPCTBEHHOTO Tpemapara B COOTBETCTBUM C  JIOKyMEHTaMU
PEruCTPALIMOHHOTO JIOChE, 3aBEPEHHAs 3asIBUTEIIEM;

0) KOomus JTIOKyMEHTa MPOU3BOAUTENS UMMYHOOHOJIOTUYECKOTO JIEKAPCTBEHHOTO IMpemnapara,
MOATBEPKIAIONIETO COOTBETCTBHME KadecTBa CEpPUM WM TApTUH  HMMYHOOHMOJIOTHYECKOTO
JEKapCTBEHHOTO Tpernapara TpeOOBaHHUSIM, YCTAaHOBJICHHBIM TP €ro TrOCYyAapCTBEHHOM
pErucTpalyy, 3aBEpeHHas 3asIBUTEIIEM;

B) TMOJATBEP)KJIEHUE YMOJHOMOYEHHOTO JIHIIA 3asBUTENs COOTBETCTBUS CEpUU WM MapTUU
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MMMYHOOHOJIOTHUECKOTO  JIEKAPCTBEHHOTO —Ipernapara TpeOOBaHUSAM, YCTAHOBICHHBIM IIPU
roCy/lapCTBEHHOW PETUCTPALIMU TAKOT'O JIEKAPCTBEHHOIO IIpenapaTra;

I) KOIUS HOPMAaTHUBHOM JOKYMEHTAlUM Ha JIEKQpCTBEHHBIM IIpernapaT, 3aBepeHHas
3asIBUTEIIEM.

5. 3aximroueHHMe BBIJACTCS IO pe3ylbTaTaM NPOBEACHHBIX (eAepalbHBIM YUPEKICHUEM
HCIBITAHUN KauyeCcTBA UMMYHOOHOJIOIMUECKOT0 JIEKApCTBEHHOTO IIpernapaTa, pacXxobl, CBS3aHHBIE C
IIPOBEJIEHUEM KOTOPBIX OCYIIECTBIISIOTCA 3a CUET CPEACTB 3asIBUTEISL.

6. [Ipu HenpeCcTaBICHUN B TIOJTHOM 00beMe JOKYMEHTOB M CBEJCHUH, YKa3aHHBIX B MTyHKTE 4
Hactosmux [IpaBwi, WM BBISIBICHWHM B HUX HEJIOCTOBEpHOW WHpopMmanuu ¢denepaabHoe
YUpEXKJACHUE HANpaBISEeT 3asBUTENIO0 3alpOC O MPEICTABICHWH HEIOCTAIOMIMX IOKYMEHTOB W
COOTBETCTBYIOIIECH HHpOpMAIINH (J1aee — 3anpoc (eaepaTbHOTO YUPEKICHUS).

3asgBHUTENb JTOJHKEH MPEJCTaBUTh OTBET HA 3ampoc (efepaabHOro yYpeKIEHHs B CPOK, HE
npesslmaronyii 30 padounx AHEN co JHS €ro Moay4eHus.

7. ®enepadbHOE yUYpEKIEeHHWE B TeueHHWe 3 pabouux IHEW CO JIHS TOJIYYCHHs] B TIOJHOM
o0beMe JOKYMEHTOB U CBEJIEHUH, yka3aHHbIX B NyHkTe 4 Hacrosumx [IpaBui, paccmarpuBaer
IpeACTAaBJICHHBIC JOKYMCHTBI U COACPIKAINMNECA B HUX CBECACHUA, OIIPCACIIACT 00BeM HGO6XOJII/IMI)IX
WCIIBITAHUHA UMMYHOOHOJIOTHYECKOTO JICKAPCTBEHHOTO Tperapara W KOJMYEeCTBO 00pa3IoB TaKOTo
JIEKApCTBEHHOTO  Tperapara, HEOOXOAWMBIX  JJII  TPOBEACHHUS  HUCIBITAHWA  KadecTBa
MMMYHOOHOJIOTHYECKOTO JIEKApCTBEHHOTO Mperapara, a Takke MpH HE0OXOTUMOCTH KOJIUYECTBO
o0pa31oB (apmareBTHUEeCKON CyOCTaHIIMH, TECT-IITAMMOB MHUKPOOPTaHU3MOB, KYJIbTYp KIETOK,
00pa3loB BEIIECTB, MPUMEHSAEMbIX A KOHTPOJIA KayecTBa JIEKAPCTBEHHOTO IpernapaTra IyTeM
CpPaBHEHMSI C HUMH HCCIIEyeMOTO JIEKapCTBEHHOIO Ipernapara, B o0beMe, HEeoOXOIUMOM s
JIBYKPATHOTO BOCIIPOM3BENICHUS METOJIOB KOHTPOJIA KadecTBa (nanee — oOpasipl), 3ampaniuBaeTt y
3asiBUTENs TpeOyeMoe KOJIMYecTBO 00pa3loB, a TakKe YBEIOMIISET 3asBUTEINA O pa3Mepe IIaThl 3a
OKa3aHHWE YCIYrd IO NPOBEACHUIO HCIBITAHUN, PACCYUTAHHOM HA OCHOBAaHUU METOJUKH,
yTBEpKICHHOW MUHHCTEpCTBOM 3/paBooxpaHeHus: P®, u o0 OaHKOBCKUX pPEKBU3HUTAX IS
MEpPEeUnCIICHUs IUIaTeXka 3a OKa3aHME YyKa3aHHOW yciyru. 3ampoc (enepaibHOro yupexIeHHs
MOXXET OBbIThb MepelaH YINOJIHOMOYEHHOMY IMPEACTABUTEIIO 3asBUTENS JUYHO IOJ PACIHUCKY,
HampaBJIeH [0 TOYTe 3aKa3HbIM [HUChMOM WM IepellaH B JJEKTpOoHHOH ¢(opme 1o
TEJIEKOMMYHUKAIIMOHHBIM KaHajaM CBs3M (B CiIydyae HampaBieHusl 3ampoca ¢eaepalbHOTro
YUPEKJICHHS TI0 MOYTE 3aKa3HBIM MHUCbMOM — CUUTAETCS MOJTYYECHHBIM 0 UCTEYEHUU 6 THEH cOo JTHA
HaIpaBJICHUS 3aKa3HOTO MHUCHMA).

3asgBUTENb JOJDKEH IMPEACTAaBUTH 3alpaliriBacMble 00pasllbl U PEKBU3UTHl JTOKYMEHTA,
MOATBEPKAAOIIEro (hakT ymiuaThl MIaTeXa 3a OKa3aHHE YCIYTH MO MPOBEJICHUIO WCIBITAaHUHN, B
denepanbHOe yupekJIeHHE B CpPOK, He mpeBblmaromuid 30 pabouux nHEH co JHS MOJy4EHHUS
3anpoca (eneparbHOr0 YUpeKICHUS.

8. OcHOBaHMEM JJIsl OTKAa3a B BbIIaU€ 3aKJIFOUECHHUS SIBIISIETCS HEMIPEACTABICHHE:

B MOJIHOM 00beMe JOKYMEHTOB M CBEJICHUH, YKa3aHHBIX B MMyHKTE 4 HacTosmux [IpaBum;

B YCTaHOBJICHHBIN CPOK OTBETA Ha 3arpoc (heaeparbHOro YUpesKIeHHS;

TpeOyeMoro Koam4ecTBa o0pasIioB;

PEKBU3UTOB JIOKYMEHTA, MOATBEPKAAONIEro (akT yruiaThl IiaTeka 3a OKa3zaHHE YCIYTH IO
MIPOBEACHUIO UCIIBITAHUH.

9. ®denepanpHON CiTyk00i TIO HaI30py B cdepe 3apaBooxpaHeHus cosnaercss Komuccus mo
KauecTBy HMMMYHOOMOJIOTMUECKUX JIEKapCTBEHHBIX mpemnaparoB (mamee — Kowmwmccus),
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yTBEpXKAaeTcsl MOoJIokeHne o Komuccum, ee cocTaB M MOPSJIOK OLEHKH 00beMa HCIBITAHUN
KayecTBa MMMYHOOHOJIOTMYECKOTO JIEKAPCTBEHHOTO Iperapara.

10. HcmplTanus KadyecTBa CEPUHM WM NMAPTUH HMMYHOOHMOJIOTHYECKOTO JICKApCTBEHHOTO
IpernapaTa KOHKPETHOIO HAaUMEHOBAHUS M NPOU3BOJAUTENS (C y4ETOM JIEKApCTBEHHOW (QopMbl U
JIO3UPOBKH) MPOBOJATCS HA COOTBETCTBUE TPeOOBaHHSM HOPMATHUBHOW JTOKYMEHTAllUU, IIPU 3TOM
00beM HEOOXOIUMBIX HCIBITAHUN MOKET OBITh COKpAlleH Ha OCHOBaHMM pemieHus Kommccum.
Pemenne o coxpameHun oObeMa MNPOBOJMMBIX HCHbITaHUMN mnpuHuMaeTcss Komuccueil Ha
OCHOBaHUU IIPOBOIUMOTO benepanbHBIMH YUPEKICHUSIMU aHaJn3a KayecTBa
MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX INpenaparoB, MnpejacrasisiemMoro B Komuccuio exeroaHo,
no 1 mapra, u pazmeniaercss Ha opuIMaIbHOM caiite DenepanbHON CIyX)ObI 10 HAI30py B cdepe
3/paBOOXpaHEHUs] B UH(POPMAIIMOHHO-TEIEKOMMYHUKalIMOHHOM cetu "MHTepHer".

11. Tlpu moctynnenun B denepanbHyro CiiykOy 1o Haa30py B cdepe 3ApaBOOXpaHEHUS
nHpopmanuy o0 yXyIIIEHUMH KauecTBa MMMYHOOMOJIOIHMYECKOTO JIEKapCTBEHHOI'O Ipernapara U
(wnn) ycnoBuil ero mpoumsBoacTBa Komuccuss nmpuHMMaer pemieHue o0 yBelWYeHHH oObema
MIPOBOJIMMBIX WCTBITAHUN KauyecTBa BBOJAWMOTO B TPaXXITaHCKUH 000pOT MMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOTI'O IMpernapaTa ¢ y4eTOM €ro JIEKapCTBEHHOMN (GOpPMBI U JO3UPOBKH.

12. ®denepanbHOE YUPEKICHUE MPOBOIUT HCTIHITAHUS KauyecTBa 00pa3IOB CEpUU WIIH TTApTHH
MMMYHOOHMOJIOTHYECKOTO  JIGKQPCTBEHHOTO  TIpermapara Ha  COOTBETCTBHE  TpeOOBaHHUAM
HOPMaTHUBHON JOKYMEHTAllMM B CPOK, HEe MpeBblmaromuii 30 pabouux JHEH CO JTHS TOTydeHUs
denepanbHBIM  yUpeXKICHHMEM  00pa3lloB M MPEACTaBICHUS  PEKBU3UTOB  JOKYMEHTAa,
MOATBEPXKAIOMIETO (DaKT OMIaThl YCIAYT MO MPOBEACHUIO MCIBITAHUN, 32 HUCKIIOUEHUEM CIyYaes,
YCTaHOBJIEHHBIX a03a1leM BTOPHIM HACTOSIIETO IMyHKTA.

Cpok TmpoBeleHUS HUCIBITAHUNH 00pa3LOB CEpUM WM MapTUH HMMYHOOHOJIOTHUYECKOTO
JIEKApCTBEHHOTO Tpernapara MOXeT ObITh MpoJJjieH, HO He Oosee yem Ha 30 paGouux aneit. [Ipu
9TOM CpOK TMPOBEACHUSA HCIBITAHUM KadecTBa OOpa3lOB CEpPUM MM MAPTHH KOHKPETHOTO
MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO TIpernapara He JJOJDKEH MPEBBIATh JUIUTEIbHOCTh
MPOBEACHUSI HUCIBITAHUN, MPEAYCMOTPEHHBIX METOAUKAMM, YKA3aHHBIMU B HOPMAaTUBHOUN
JOKYMEHTAIlMU Ha JICKapCTBEHHBIN Ipenapar.

13. B cnyyae npoanieHusi CpoKa MPOBEIECHUSI UCIBITAHUN KayecTBa MMMYHOOHOJIOTMYECKOTO
JIEKapCTBEHHOTO IpenapaTta (QenepaibHOe yupekaeHue 10 wucrtedyeHuss 30-IHEBHOTO CpoOKa,
yKa3aHHOTO B a03aile nepoM nyHkra 12 Hacrosmmx [IpaBui, uadopMupyer 00 3TOM 3assBUTENS IO
aJipecy AJIEKTPOHHOMU MOYTHI, YKa3aHHOMY UM B 3asBJICHUH O BbIJa4€ 3aKIIOUEHUSI.

14. JIns oueHKH moka3aTenel KauyecTBa MPU HCTBITAHUIX KauyecTBa UMMYHOOHOJIOTUYECKOTO
JEKapCTBEHHOTO  Mpemapata QeaepalbHOE  YUpeXkJCHHWE BIpaBE HANPaBIATH  0OpasIlbl
MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO IMpernapara JJisi MPOBeIeHUsI UCIIBITAHUI X KayecTBa B
Jpyrue akKpeTUTOBaHHbIE B COOTBETCTBUM C 3aKOHOJATeNbCTBOM P® 00 akkpeautanuud B
HAI[MOHANILHOM CUCTEME aKKpEAUTAIIUH JTa00PaTOPHH.

15. ®enepanbHOE yupekJeHHe B TeueHHe 3 pabouux AHEH CO JHS 3aBEpLICHHs MPOBEICHHS
UCTIBITAHUNA  KauecTBa HMMMYHOOHMOJOTMYECKOIO  JIEKapCTBEHHOrO  mpemnapara  ohopmisier
3aKIII0YeHue Mo yTBepkJIeHHON (DenepanbHON ciyk00i MO Haa30py B cdepe 37ApaBOOXpaHEHUs
dopmMe C TpUIOKEHHEM K HEeMy IpOTOKOJAa HCHBITAHMNA KauecTBa HMMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOTO Iperapara U HalpaBiseT UX 3asBuTeNio U B OenepabHyio ciyx0y o HaJI30py B
cdepe 3apaBooXpaHeHus HA OyMa)KHOM HocuTelne U (Win) B popmMe dJIeKTPOHHOTO TIOKYMEHTA.
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16. 3asBuTENb MOCPEACTBOM HCIOIB30BAHUS JMYHOTO KaOWMHETa B aBTOMATH3HMPOBAHHOM
uHpopmanmoHnHoi cucrteme dexepanbHOi CiryxkObl N0 Hag30py B cdepe 3IpaBOOXPAHCHUS
IPEACTABISACT 3asBICHUE O BbIAUE Pa3pelleHHs C IPUI0KEHHEM 3aKII0UCHUS.

17. ®enepanbHas ciryx0a 1o Hag30py B chepe 3ApaBOOXpaHCHUS B TCUCHHE 3 pabOUYnX JTHEH
CO JHS TIOCTYIUICHHS 3asBJICHHS, YKa3aHHOTo B MyHKTe 16 Hactosmmx [IpaBui, odopmisier B
(bopme PIEKTPOHHOTO AOKYMEHTA, TOIMHMCAHHOTO YCHJIEHHOW KBaIM()UIIMPOBAHHOMW 3JIEKTPOHHOM
MOJANUCHIO pyKoBoauTelnst (3amecturens pykoBogutens) CiyxObl, W HampaBiseT 3asBUTEIIO
paspelieHue, coepaliee caeIyoIyo HHPOPMAIHIO:

a) TOProBo€ HaMMEHOBaHHE UMMYHOOHOJIOTHYECKOT0O JIEKapCTBEHHOTO Mpenapara;

0)  MEeXIyHapoJHOE€  HEMAaTeHTOBAaHHOE  HAaMMEHOBaHME  HMMMYHOOHOJIOTHUYECKOTO
JIEKapCTBEHHOTIO IpenapaTa (rpylnnupoBOYHOE UM XUMHUYECKOE€ HAUMEHOBAHNUE);

B) HOMEp ¥ 00bEM CEpPHUM WU MAPTHH UMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO Npenapara;

r) ¢opMa BbITyCKA MMMYHOOHOJIOTUYECKOTO JIEKAPCTBEHHOTO ImpenapaTta (C yKazaHUEM
JIEKapCTBEHHOW (OpPMBI, KOMIIOHEHTa (MpU HAJIUYMUU), JO3UPOBKH, (PACOBKH) U KOJIMYECTBO B
YIaKOBKE;
(B pen. Iloctanosnenus IlpasurensctBa PO ot 15.12.2020 N 2102)

1) CPOK F'OTHOCTH UMMYHOOHOJIOTUYECKOTO JIEKAPCTBEHHOTO IIpernapara;

€) HauMMEHOBAaHME U aJpec MPOU3BOAMUTENS HMMYHOOHOJIOTHUYECKOTO JIEKapCTBEHHOTO
npemnaparta (¢ ykazaHHUeM CTaauil MPOU3BOJICTBA);

) HOMEp M Jara pPEerucTpPalliOHHOTO  YAOCTOBEPEHHS MMMYHOOMOJIOTMYECKOTO
JIEKapCTBEHHOI'O IIpenapara;

3)  HaUMEHOBaHWE M  ajJpec  JepXkaTelasd  PEruCTPAlMOHHOIO  yJOCTOBEPEHMS
MMMYHOOHOJIOTMUECKOTO JIEKApCTBEHHOTO Mperapara;

1) HOMEp M J]aTa BbI1auy 3aKIFOUYEHUS.

18. CBeneHus 0 BBIIAHHBIX Pa3pelICHUsIX pa3MeNIaloTcs B TeueHne 1 pabodero qHS CO JTHS MX
opopmienuss Ha odunmambHoM caiite @DeaepanbHONW CIy)KObI 1O Hag30py B chepe
3/paBOOXpaHeHUs B MH(POPMAIMOHHO-TEIEKOMMYHHUKAITMOHHOM ceTh "MHTepHeT" ¢ cobimoneHneM
TpeOOBaHUH 3aKOHOIaTENhCTBA PD 0 KoMMepUYecKol M HHOM OXpaHsIeMOM 3aKOHOM TailHE.

YTBepxkaeHs! nocranoBiaenuem [Ipasutenscrea PO ot 26.11.2019 N 1510

IIpaBuiia NpUHATHSA pPelIeHUS O NMPeKPAIleHUH TPAKIAHCKOro 000poTa cepun
WIN NAPTUH JEKAPCTBEHHOI 0 Mpenapara Jjsi MeIMIMHCKOr0 NPUMeHeHUsI

1. Hacrosimume IlpaBuna ycraHaBiIMBAIOT MOPsAOK mpuHATHS DenepanbHON ciayx00i 1o
Haa30py B chepe 3ApaBOOXpaHEHUs PEIICHUS O MPEKPalIeHUH TPakJaHCKOTO 000pOoTa Cepur MU
MapTUM JIGKAPCTBEHHOTO Tpemapara s MEIUIUHCKOTO TMpUMEHEeHHs (32 HCKIIOUYEHUEM
MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO TMpemnapara), JOKYMEHThl M CBEICHHS O KOTOPBIX
npenycMoTpeHsl yactsmu 1, 2 u 4 crateu 52.1 denepanpHoro 3akoHa "OO oOparieHun
JIEKapCTBEHHBIX CpeAcTB" M He mpexacTaBlieHbl B DenepanbHylo CiayxO0y Mo Haa3opy B cdepe
3/IpaBOOXpaHEHUs], THOO Cepur WM MapTUU UMMYHOOHOJIOTUYECKOTO JIEKAPCTBEHHOTO Mpernapara,
HE MMEIOIIETO pa3pelIeHus] Ha BBOJ B TPaKIaHCKUK 000poT, BbiiaHHOTO DenepanbHoil Ciry:K00i
o Haa30py B cdepe 3ApaBOOXpaHEHHs] B YCTAHOBJICHHOM TOPSAKE (llaiee COOTBETCTBEHHO —
pelIeHre O MPEKPAIeHUH TPaKIaHCKOTO 000pOTa, IeKapCTBEHHBIN Mpernapar).
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2. IIpu BbISIBIICHHH B TPaKJAHCKOM 00OPOTE CEPUU WJIM MAPTHHU JICKAPCTBEHHOI'O Iperapara
@DenepanbHas coyxk0a 1O Hag3opy B cdepe 3ApaBOOXpPAHCHUS TMPUHUMAET pEHICHHE O
MPEKpaICHUH TPAKIAHCKOTO 000poTa JI0O NPEACTABICHUS [TOKYMEHTOB M CBCICHHHA WU
paspelleHus, yka3aHHbIX B IyHKTe | HacTrosmux [IpaBui.

3. Pemenue o mpekpaiieHuy rpaxaaHckoro obopora odopmisiercss nprukasom PenepaibHON
ciykO0BI 110 Ha30py B cdepe 3ApaBOOXPAHEHUS B TeUeHHE 5 pabo4MX AHEH Hocie MOCTYIUICHUS B
Cnyx0y cBeIeHMIA, MOATBEPKAAIOUINX HAIWYHE B TPAXKITAHCKOM OOOPOTE CEpUH MM HapTHH
JIEKapCTBEHHOTO ITperapaTa.

4. YBepomileHUE O NMPEKPALICHUN TPAKIAHCKOT0 000POTa CEPUN MU MTAPTUH JIEKAPCTBEHHOTO
npenapata Hampasisiercds PenepaibHON cinyx00i 1O Haa3opy B cdepe 3apaBOOXpaHEHUS
MPOM3BOJUTENIO CEpUM WM TAapTHUM JIEKApCTBEHHOrO IpermapaTa WIM  OpraHu3alluu,
OCYILIECTBUBILIEH BBO3 CEPUU WJIHM MapTUH JIEKApCTBEHHOTo Ipenaparta B PO, B TeueHue 5 pabounx
THEW co JHS MPUHATHS pElIeHHs O MPEeKpaleHUH TPaKJaHCKOro o0opoTa MO Io4YTe WU
MOCPEACTBOM MH(DOPMAIIMOHHO-KOMMYHUKAIIMOHHBIX TEXHOJIOTUH.

5. Madopmanus o mpeKkpameHnn rpak 1aHCKOTO 000poTa CEpUN WIIM TTAPTHH JICKAPCTBEHHOTO
npenapara pasmeniaercs DeaepanbHON CIy)O00H MO HaB3OPY B chepe 3paBOOXpaHEHUS B TCUCHHE
3 pabouux AHEW cO AHS MPHUHATHS PEIICHUS O MPEKPalIeHUH TpakJaHCKOro 000poTa Ha CBOEM
opuIMaIbHOM  caliTe B  HH(POPMAIMOHHO-TEJIEKOMMYHUKAaMOHHOW cetu  "HuTepHer" c
cobmoienreM TpeboBaHUi 3akoHOAaTeNbcTBA PD 0 KOMMEpUeCcKo U MHOM OXpaHsIeMOU 3aKOHOM
TalHe.

6. Pemenue o mpekpalieHnu rpakK1aHCKoro 060poTa oTMeHseTcss denepaibHON CITyKO00H 110
Hag30py B cdepe 3apaBoOXpaHEHHST B TedeHHME 3 pabouyumx AHEH CcO JHSA TMOJydeHUs OT
MPOW3BOJUTENS CEPUM WJIM TApTUM  JIGKAPCTBEHHOTO  TIpermapara WIW  OpraHu3aluH,
OCYIIICCTBUBIIIEH BBO3 CEPUU WJIM TMAPTHUU JICKAPCTBEHHOro mpemnapara B P®, wHbopmarmu o
BHECCHHBIX B aBTOMATH3UPOBaHHYIO HHGOPMAIMOHHYIO cucTeMy DenepallbHOW CITy)KOBI 110
HaJ30py B cepe 3ApaBOOXpaHCHHS JOKYMEHTAX U CBEJCHUAX, MPETyCMOTPEHHBIX YacTsaMu 1, 2 u 4
crathu 52.1 ®enepanpHoro 3aKkoHa "O6 00palleHUH JEKaPCTBEHHBIX CPEACTB", WIIM CO JTHS BBIIAYH
B YCTAaHOBJICHHOM TOPSIKE pa3pelieHus], ykazaHHOTo B yHKTe 1 HacTosmux [IpaBmui.

[IpousBoauTenb Ccepud WIM MapTHH JIGKAPCTBEHHOTO TMpenapara WM OpraHu3alus,
OCYILIECTBUBILIAs BBO3 CEpUU WM MAPTHH JIEKApCTBEHHOro mpenapata B Pd, yBemomistorcs 00
OTMEHE PEIIEHUs O MPEKPALEHUH TPAKJIAHCKOTO 000pOTa B TeUeHHE 5 pabouynX JHEH O JHS TaKoi
OTMEHBI IO TIOYTE WM MOCPEACTBOM HH(POPMALMOHHO-KOMMYHUKAIIMOHHBIX TEeXHOJOTHH. B
yKa3aHHBIM Cpok uHpopManus 00 OTMEHE pelIeHHs O MPEKpaAlIeHHH TPakJaHCKOTO 000poTa
pasMeniaercs Ha odunuanbHoM caiite DenepanbHOM Ciy:kObl O  Ham3opy B cdepe
3/IpaBOOXpaHeHus] B ”HGOPMAIIMOHHO-TeIEKOMMYHUKAIIMOHHOM cetu "UHTepHer".
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