NPABMTE/IbCTBO POCCUMCKON OELEPALIAMN

ITOCTAHOBJIEHUE
oT 26 HOs16ps 2019 1. N 1510

O ITIOPAIKE
BBOJIA B ITPASKITAHCKNI OBOPOT JIEKAPCTBEHHbIX TTPEITAPATOB
JJI1 MEIULIMHCKOI'O ITPUMEHEHIN A

B cooTBeTcTBUM O cTaThei 52.1 denepanbHOro 3akoHa "O6 ob6palieHny JIeKapCTBEHHBIX CPeICTB"
IIpaBuTenbCcTBO Poccuiickoit @emepanny MOCTAHOBIISIET:

1. YTBepAUTb IIpuaraeMsbie:

HpaBI/IJIa npencTtaBJIeHNs JOKYMEHTOB U CBeeHUI O JIEKaPpCTBEHHBIX IIperapaTax 4jisi MeaMIIMHCKOIO
IIpMMeHeHNs, BBOOMMbIX B I‘pa)K,ELaHCKI/Iﬁ 060pOT;

[TpaBuiia BbIZauM IPOTOKOJIA UCIIBITAHU O COOTBETCTBUM NIEPBBIX TPEX CEPUil MU NIapTUit
JIleKapCTBEHHOTO Iperapara Ajisi MeIUIIMHCKOTo IpMMeHeHMs (3a UCK/IIoUeHeM MMMYHOOMOIOTMYEeCKOT0o
JIeKapCTBEHHOrO TperiaparTa), BiiepBble pou3BeaeHHOro B Poccuiickoi @enepauyiy Uian BriepBblie
BBO3MMOTO B Poccuiickyto @efiepalivio, mokasaTesassM KauecTBa, MpeyCMOTPEHHBIM HOPMAaTUBHOM
IOKyMeHTallnen ;

[TpaBuia BbIAauM paspelieHnst Ha BBOJ B IPAKIAHCKMIT 060POT cepum UK MapTUn
MMMYHOOMOJIOTMUECKOTO JIEKAPCTBEHHOTO MTPerapara, BbI1auy 3aK/IF0UEHNSI O COOTBETCTBUM CEPUM WU
MapTUM UMMYHOOMOJIOTMYECKOT0 JIeKapCTBEHHOTO MperapaTa TpeboBaHMSIM, YCTaHOBI€HHBIM TIPU €ro
roCyIapCTBEHHO perucTpainin;

[TpaBuia MpUHSITUS PellleHMs O TIpeKpaleHUy IpaskAaHCKOT0 000pOoTa cepum WiIu MapTUu JeKapCTBEHHOTO
rpernapara Ijisi MeIUIMHCKOTO TpUMeHeHMsI.

2. YCTaHOBUTbD, UTO pa3Mep ILIAThI 3@ BbIAAUY:

MIPOTOKOJIa UCIIBITAHMII O COOTBETCTBMI IIEPBBIX TPEX CePUi UM MAaPTHUii TIeKapCTBEHHOTO MpernapaTa s
MeIMIIMHCKOTIO IIPMMeHEeHM (3a MCKII0UYeHeM MMMYHOG6M0/IOMYeCcKOro JJeKapCTBEeHHOTO Mpenapara),
BIIepBbIe MPOU3BeIeHHOro B Poccuiickoit demepanyy Ui BliepBbie BBO3MMOIO B Poccuiickyio
depmepallnio, I0Ka3aTe/IsIM KauecTBa, IIpeJyCMOTPEeHHbBIM HOPMAaTUBHOI JOKYMeHTalluei, cocrasuser 1200
pyouteii;

3aK/TIOUEeHMsI O COOTBETCTBUM CEPUM WIN MTAPTUY UMMYHOOMOIOTMYECKOTO IeKapCTBEHHOTO Mpernapara
TpebOBaHUSAM, YCTAHOBJIIEHHBIM ITPU €ro rOCYAAapPCTBEHHOM peructpanuy, cocrasisier 2000 pyoseii.

3. ITonoxkeHne o egepaibHOI CIykOe 1O HAA30PY B cepe 3ApaBOOXpaHEHMSsI, YTBEPXKIEHHOE
nocraHoByieHueM IIpaBuTtenbcTBa Poccuiickoit ®epepanyn ot 30 mionst 2004 r. N 323 "O6 yTBepsKOeHUU
[Monoxkenust o @emepanbHOIL CTyKkOe 10 Ham30py B cdepe 3apaBooxpaHeHust” (Cobpanue
3aKoHOAaTenbcTBa Poccuiickoit ®emepanym, 2004, N 28, c1. 2900; 2007, N 35, cT. 4310; 2012, N 20, cT.
2528; 2014, N 37, cT. 4969; 2018, N 46, cT. 7057), IOMOJHUTD MTOAITYHKTOM 5.4(1).7 cnemyomero
coepkaHus:

"5.4(1).7. pa3pelieHue Ha BBO, B I'paskaaHCKMi1 060poT B Poccuiickoit @egepauiyy cepum Uau mapTumn
MMMYHOOMOJIOTMYECKOT0 JIEKapCTBEHHOTO Iperapara;”.

4. [lepeyeHb yCIYT, KOTOPbIE SIBJISIIOTCSI HEOOXOAMMBIMU U 00s13aTeIbHBIMM [IJISI TIPeIOCTaBIeHMS
(denepasbHBIMM OpraHaMM UCIIOJHUTENbHOI BjIacTH, [oCcymapCcTBeHHOM KopIiopaliyei 1o aTOMHOM
sHepruu "PocaToM" rocygapCTBEHHBIX YCIYT U IIPeNOCTAaBISIIOTCS OpTaHU3alMUsIMU, YYaCTBYIOIIMMMU B
MpefoCTaBIeHNM TOCYyIapCTBEHHBIX YCIYT, YTBEPKAEHHBII ocTaHoBieHneM [IpaButenbeTBa Poccuiickoi
®eneparyy ot 6 Mast 2011 r. N 352 "O6 yTBepkAeHUM TIepeyHsI YCJIYT, KOTOPbIe SIBJSIIOTCSI HEOOXOAMMBIMMU
1 00s13aTeIbHBIMU JIJISI ITpeAoCcTaBIeHusT pemsepaabHbIMM OpraHaMy UCITOJIHUTEIbHOI BJIACTH,



T'ocymapcTBeHHOJ Kopriopalyeil o aToMHOI 3Hepruu "PocaToM" rocygapCTBeHHbBIX YCIIYT U
MPeOCTaBISIIOTCS OPTaHU3ALMUSIMY, YYACTBYIOIIMMMU B ITPEIOCTaBI€HUN TOCYAAPCTBEHHBIX YCIYT, U
orpenieJieHUM pa3Mepa IIaThl 3a Ux okasaHue" (CobpaHme 3akoHOmaTenbcTBA Poccuiickoit denmepaiyn,
2011, N 20, cT. 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, cT. 5495; 2017, N 8, cT. 1257; N 28, cT.
4138; N 32, cT. 5090; N 40, cT. 5843; N 42, cT. 6154; 2018, N 16, cT. 2371; N 27, cT. 4084; N 40, cT. 6129;
2019, N 5, cT. 390; N 23, cT. 2943; N 26, cT. 3460; N 36, cT. 5022), TOMOJHUTH ITYHKTOM 49 C/ieqyIoIero
comepsKaHUs:

"'49. Brigaua 3aK/II0YEHUS O COOTBETCTBUM CEPUU MU MTAPTUM UMMYHOOMOIOTMYECKOTO JIEKAPCTBEHHOTO
npernapara Tpe6oBaHUSIM, YCTAaHOBIEHHBIM IIPU €T0 FOCYA,apCTBEHHO PerucTpalyy, B LieJsX BblLaun
paspeleHNsI Ha BBOJ, B IpaskAaHCKMit 060poT B Poccuiickoit @enepauyu cepun (mapTmn)
MMMYHOOMOJIOTMYECKOT0 JIeKapCTBEHHOTO ITpernapara <*>.".

5. Peanu3aiiys nosHOMOUYNIA, TPeayCMOTPEHHbBIX HACTOSIIIIMM ITOCTAaHOBJIEHMEM, OCYIIeCTBIISIeTCS
COOTBETCTBYIONIMMM (deiepasibHbIMY OpraHaMy UCIIOJTHUTEIbHOV BJIACTU B MpeeaxX YCTaHOBIEHHOM
[IpaBuTenbcTBOM Poccuiickoiit @enepaiiuy mpeeabHOM YMCIeHHOCTY U (OHIA OTIaThl TPYAA UX
paboOTHMKOB, a TaK)Ke OI0/IKETHBIX ACCUTHOBAHMIA, IIPEIyCMOTPEHHBIX B (heiepaibHOM OI0KeTe Ha
PYKOBOJICTBO U yIIpaB/jieHMe B YCTaHOBIEHHBIX chepax AesiTeTbHOCTHA.

6. HacTosiee rocraHoB/IeHMe BCTyHaeT B cuiry ¢ 29 Hos6pst 2019 1.

IIpencenatens [IpaBuTebCTBA
Poccuiickoit @enepatyin
IO .MEJIBEIEB

VTBepXIeHbl

roctaHoByieHueM [IpaBuTe/bCTBA
Poccuiickoit ®enepauynu

oT 26 HOs16pst 2019 1. N 1510

[TIPABUJIA
TTPEJICTABJIEHUSA IOKYMEHTOB Y CBEAEHUI O IEKAPCTBEHHBIX
[TPEITAPATAX IJII MEJULIMHCKOI'O ITPUMEHEHN S, BBOOVMBIX
B TPAJKITAHCKUI1 OBOPOT

1. Hactosimye ITpaBuiia yCTaHaBIMBAIOT MMOPSIOK IpeAcTaBieHus B @enepaabHyIO CIYKOY 110 HaZ30py B
cdepe 3apaBOOXpaHEHMS TOKYMEHTOB U CBeIEHM O KaXKA0M Cepum MM KaKI0i MapTuu MPou3BeIeHHOT0
B Poccuiickoit @enepaniiy 1ekapCTBEHHOTO Mperapara JIJjis MeIUIIMHCKOTO MPUMeHeHMsI, 3a UCKII0UYeHeM
MMMYHOOMOJIOTMYECKOT0 JIEKapCTBEHHOTO Tperapara (najee - JeKapCTBeHHbIN Ipernapar), Ui BBO3MMOTO
B Poccuiickyio ®emepaliiio ieKapcTBEHHOTO IperapaTa, BBOAMMBIX B IpaskIaHCKUIT 060poT B Poccuiickoit
denepanym.

2. ®epepanbHas ciryxk6a 1Mo Ha30py B cdhepe 31paBooXpaHeHMs 0becrieuBaeT OpraHm3alusm,
OCYILLEeCTB/ISIOL MM [IPOU3BOLCTBO JIeKapCTBEHHBIX ITpernapaToB B Poccniickoit @epepaunn (nauee -
IMPOM3BOANTEb) WJIM BBO3 JIEKAPCTBEHHBIX ITpernapaToB B Poccuiickyo @engepanuio (mansee - MUMIIOPTED),
aBTOPM30BaHHbI JOCTYII MOCPEACTBOM IIPeIOCTaBIeHMSsI IMYHOTO KabyHeTa B aBTOMAaTU3MPOBAHHOIA
mHpopmaimoHHoI cucTeMe DenepanbHO CIYKOBI IO HAI30PY B cdepe 3apaBooXpaHeHUs (Hajee -
JIMYHBI KaOMHeT) /i MpeACcTaB/eHNs JOKYMEHTOB U CBeJleHNii, yKa3aHHbIX B MMyHKTaX 3 1 4 HACTOSIIINX
[TpaBui.

3. [Ipou3BoguTE b TIEPE], BBOAOM B IPAsKIAHCKMI 0O0POT CEpUM MU MAPTUM JIEKAPCTBEHHOTO ITpernapara
MpeCTaB/IsIeT B aBTOMATU3MPOBAHHYIO MHGOPMALMOHHYIO ciucTeMy PeiepabHOI CTysKObI IO Ha[I30pPY B
cdepe 31paBoOXpaHeHMs Yepe3 JINUHbIN KaOMHeT:

a) JIS1 K&KIOM cepum MiIu KaXkA,0i apTum JieKapCTBEHHOI0 Iperapara:



OOKYMEHT IIPOU3BOONUTEIA, HO,E[TBep)K,ELaIOHH/II‘/'I KayeCTBO JIEKapCTBEHHOTO IIpeliapara,

nmoaTBep>XXaeHme yIIOJJHOMOYEHHOTI'O JINIad IIPOM3BOAUTE/ISA COOTBETCTBMA JIEKAPCTBEHHOTO IIpeliapaTa
Tpe60BaHI/I$IM, YCTaHOBJIEHHbIM IIPpU €ro FOCY,Z[apCTBeHHOI}JI permcrpaumnmn,

0) /15 TIepBbIX TPeX Cepuit Win mapTuii 1eKapcTBeHHOTro TMpernapara, BliepBble TPOM3BeAeHHOTO B
Poccuiickoit @epepaunm, - IPOTOKOJ UCIIBITAHU O COOTBETCTBUM CEPUM WIN TTAaPTUA JIEKaPCTBEHHOTO
rperiapara rnokasaTesssM KayecTBa, IpeJyCMOTPEeHHbBIM HOPMAaTUBHOM NOKyYMeHTaluei (ganee - IpOTOKOJI
UCIBITAaHUI1), IPOBOAVMBIX aKKPEeIUTOBAHHBIMM B COOTBETCTBUM C 3aKOHOAATEIbCTBOM Poccuiickon
depnepany 06 akKpeAUTALMM B HALMOHATBHOM CUCTeMe akKpeauTauum dbenepaabHbIMU
roCyJapCTBEHHBIMM OIOIKETHBIMY YUPEKIEeHUSIMMU, TT0BeAOMCTBEHHBIMU MUHUCTEPCTBY
3apaBooxpaHeHust Poccuiickoit ®enmeparuy win denepaabHoii CIy:k6e 1o Haaz3opy B cdepe

3, paBOOXpaHeHMUs.

4. VimrmiopTep Tepes BBOJOM B IpaskIaHCKMIT 000POT JIeKapCTBEHHOTO MperapaTa npeacTaBiisieT B
aBTOMATM3MPOBAHHYIO MHGOPMALMOHHYIO cucTeMy DemepanbHOI CITysKObI TIO Ha/I30pY B chepe
3paBOOXpPaHEeHMS uepe3 JIMIHbIV KaOMHeT:

Q) IJI KaKI0M Cepum Man KaKA 0 ITapTuUm JIeKapCTBEHHOTO Iperapara:

cepTudUKAT TPOU3BOAUTEIS IEKAPCTBEHHOTO CPeCTBa, YAOCTOBEPSIOL I COOTBETCTBME BBO3MMOTO
JIeKapCTBEHHOTO IpernapaTa TpeboBaHMsIM (hapMaKkoreitHOi cTaTby, a B CJIyyae OTCYTCTBUS
(dhapMaKkorieifHo# cTaTby TPe6OBAaHMSIM HOPMATUBHONM TOKYMEHTAIUM;

MOATBEPXKIEHME TIPeICTaBUTeIsI MMIIOPTepa, YIIOJTHOMOUYEHHOTO MHOCTPaHHBIM ITPOU3BOIUTEIEM
JIeKapCTBEHHBIX CPEICTB, COOTBETCTBUSI BBO3MMOTO JIEKAPCTBEHHOTO Tperapara TpeboBaHMUsIM,
YCTAHOBJIEHHBIM IIPU €r0 TOCYAaPCTBEHHOI PETUCTpaLiN;

6) [/1S1 TIePBBIX TPeX Cepuii UM TTapTuii IeKapCTBEHHOTO IperaparTa, BliepBble BBO3MMOTro B Poccuiickyro
®depepanyio, - IPOTOKOJI UCIIBITAHUI, IPOBOAMMBIX aKKPeAUTOBAHHBIMU B COOTBETCTBUMU C
3aKOHOaTenbcTBOM Poccuiickoii Denepaniuy 06 akkpeauUTaly B HALMOHAIbHOM CUCTEMe aKKpeauTalun
(benepanbHbBIMK FOCYIAPCTBEHHBIMU OI0KETHBIMU YUPEKAEHUSIMU, TTOABEJOMCTBEHHBIMU MUHUCTEPCTBY
3apaBooxpaHeHust Poccuiickoii ®enmeparuy mim demepaabHoii CIy:KRO6e 110 Hag3opy B cdepe

3, paBOOXpaHEeHMSI.

5. B Teuenne 3 pabouux gHeN CO AHS ITOCTYIUIEHMS B aBTOMATU3MPOBAHHYIO MH(POPMAIMOHHYIO CUCTEMY
denepanbHOI CTYKOBI TTO HA/I30pPY B cepe 3paBOOXpPaHEHMST JOKYMEHTOB U CBeeHMIi, yKa3aHHbIX B
MyHKTax 3 u 4 HacTosmux [IpaBui, ®enepanbHast cirysk6a o Ha30py B cepe 31 paBoOXpaHeHUS
pasMelnaeT Ha cBoeM oUIIMaTIbHOM caiiTe B MHGOPMAaIMOHHO-TeJIEKOMMYHUKAI[MOHHO ceTu "MHTEepHeT"
c cobmogeHemM TpeboBaHMIT 3aKOHOAATeIbcTBa Poccuiickoit @efepalyyi 0 KOMMepPUeCKOi ¥ MHO
OXpaHsIeMOl 3aKOHOM TaliHe CBeIeHMS O CepUSIX VUJIU MapTUSIX JIEKAPCTBEHHBIX ITPenapaTroB, BBOAVMBIX B
IpakIaHCKMI 060POT.

YTBepKOeHbI

roctaHoByieHueM [IpaBuTe/NbCTBA
Poccuiickoit Penepauyu

oT 26 HOs16pst 2019 1. N 1510

[TIPABUJIA
BbIJIAUU ITPOTOKOJIA VICTIBITAHWI O COOTBETCTBWM IMEPBBIX TPEX
CEPUIA UJIA TTAPTUI IEKAPCTBEHHOTO TTPEITAPATA JIJI1 MEIUITHCKOI'O

[MTPUMEHEHNMS (3A NCKITIOYEHMEM MMMVYHOBMOJIOTMYECKOT'O
JIEKAPCTBEHHOTO ITPEITAPATA), BIIEPBBIE ITPOM3BEOEHHOI'O

B POCCUINCKOU ®ENEPALIA UV BIIEPBBIE BBO3VMMOTO

B POCCUICKYIO ®EJIEPAILIMIO, [TIOKA3ATEJISIM KAUECTBA,

[TPETYCMOTPEHHBIM HOPMATHBHOWM JOKYMEHTAILIMEN



1. Hactosiiiye ITpaBuia ycTaHaBAMBAIOT MOPSIOK BbIAauy deaepaJlbHIMU rOCyIapCTBEHHbIMU
OIOIKeTHBIMMU YUPEKAEHUSIMU, TTOABEIOMCTBEHHBIMY MIMHUCTEPCTBY 3paBooXpaHeHus Poccuiickoi
@enepanyn u @enepanbHOI CJTy>KO0e 10 HaA30py B cdepe 3[paBOOXpaHeHMS U aKKPeAUTOBAaHHBIMH B
COOTBETCTBMM C 3aKOHOAATeIbCTBOM Poccuiickoit @emepanyy 06 akKpeauUTalluy B HAIIMOHAIBHOM CUCTEME
akkpemuTtauuu (manee - gpemepaabHoOe yupeskaeHMe), TPOTOKOJIA UCTIBITAHMIT O COOTBETCTBUM MIEPBBIX TPEX
cepuii U MapTHii IeKapCTBEHHOTO Ipenapara IJisi MeAULIMHCKOTO IIpUMeHeHUs (3a UCKIIIYEeHEM
MMMYHOOMOJIOTMYECKOr0 JIEKapCTBEHHOTO IperapaTa), BliepBbie IIPOU3BeIeHHOro B Poccuiickoii
®denepauiy UK BIiepBbie BBO3UMOro B Poccuiickyro ®epepainio, mokasaTeisiMm KauecTBa,
NpenycMOTPEeHHbIM HOPMATUBHOM JOKYMEHTal el (fajiee COOTBETCTBEHHO - UCIIbITaHWUS, JIeKapCTBEHHbIN
rperiapar).

2. ITepen BBOAOM B TpaskJaHCKMIT 0O0POT MePBBIX TPeX cepuit Wiy mapTuit iekapCTBEHHOTO Iperapara
TPOU3BOAUTEJIb JIEKAPCTBEHHOTO Mpernapara Wiy OpraHm3anys, OCYLIeCTBIISIIONasi BBO3 JIEKAPCTBEHHOTO
npenaparta B Poccuiickyio ®@enepaiinio (majiee - 3asaBUTe/b), HAIPaBISIOT B dhelepaibHOE yupeskaeHue 1Mo
BBIOODY 3asiBUTEJIS 3asIBKY Ha BbIAAUy ITPOTOKOJIA UCTIBITAaHUIT HA OyMaskHOM HOCKUTese Wi B popme
3JIEKTPOHHOTO JJOKYMEHTa, B KOTOPOJ YKa3bIBAIOTCSI HAayMeHOBaHMe 3asaBUTENS, eT0 UAeHTUDUKAIMOHHBIN
HOMeED HaJIOTOIUIaTebIMKa, afpecC 3JIeKTPOHHON MMOYThbI, OCHOBHO IOCYAapCTBEHHbIN PETrUCTPALMOHHBIN
HOMep, HaMeHOBaHMe JIeKapCTBEHHOTO IpenapaTa (TOproBoe HauMeHOBaHue, MeXAYHapOgHOe
HellaTeHTOBaHHOe HaMMeHOBaHMe JIeKapCTBEHHOTO IperapaTa (TpyIiupoBOYHOEe WM XMMUYeckoe
HaMMeHOBaHMe), HOMep U aTa PerMcTpanMOHHOTO yA0CTOBepeHNs JIeKapCTBEHHOTO Ipernapara,
PEKBM3UTHI JOKYMEHTA, IMOATBEePKAa0Iero GakT yIIaThl IUiaTeska 3a MPOTOKOJ MCIIbITaHNI (Iaee -
3asBKa).

K 3asiBKe mpuaraoTcs JOKYMeHT ITPOM3BOIUTEIS JIEKApCTBEHHOTO CPeiCTBA, MO TBEP KA A0
COOTBETCTBME KaueCTBa CEPUM WM MapTUM IeKapCTBEHHOTO MperapaTra TpeboBaHMsIM, YCTaHOBIeHHBIM
MIPY ero rocyJapCTBEHHO pernucTpamnym, 3aBepeHHast 3asiBUTeIeM KOs HOPMaTUBHOM JOKYMeHTaluuu Ha
JIeKapCTBEHHBIN MTpernapar.

3. Pacxoppl, cBSI3aHHBIE C TIpOBeieHMeM (defepaabHbIM yUpeskAeHeM UCIIBITaHUIA, OCYIIeCTBIISIIOTCS 3a
CYeT CpeliCTB 3asIBUTeJIS.

4. [lpu HemnpeCTaBIeHUN B TIOJTHOM 00beMe CBeJleHU U TOKYMEHTOB, YKa3aHHbIX B ITYHKTE 2 HACTOSIIINX
[TpaBu, win BbISIBIIEHMM B HUX HeJIOCTOBepHOI nHpopmaiuu dhenepanbHOe yupexaeHe HarpassieT
3asIBUTEJII0 3aIIpOC O TIpeICTaBIeHNY HeJOCTAIONMX TOKYMEHTOB 1 COOTBETCTBYIONIEeH nHopmaLmn
(masee - 3arnpoc deaepasbHOTO YUPEKIEHMS).

3asiBUTEJb AOJIKEH MTPeCTaBUTh OTBET Ha 3arpoc ¢eaepaybHOTO YUPEsKIeHMs B CPOK, He TTPeBbIII a0t
30 paboumx AHE CO IHS ero MoJydeHus..

5. ®emepasnbHOE yUpEXAEHME B TeueHMe 3 paboumx JHe co SHS MOTydeHMsI 3asIBKM U B TTIOJIHOM 00beme
MIpUJIaraeMbIX K Heli JOKYMEHTOB pacCMaTPUBAET ee, ONpeesieT KOIMYeCTBO 06pa3I[oB JT€KapCTBEHHOTO
rperapara, Heo6XxoAMmMoe JJIsl TPOBeIeHMsI UCTIBITAHUI B 1IeJISIX BbIIauM MPOTOKOJIA UCTIBITAHMIA, 8 TAKKe
MIpY HEOOXOAMMOCTM KOJIMYECTBO 06pa3iioB hapMaleBTMYeCcKoi cyoCcTaHIMY, TECT-IITAMMOB
MMKPOOPTaHM3MOB, KyJbTyp KJI€TOK, 00pa3I[0B BEIleCTB, IPUMEHSIEMbIX AJIS KOHTPOJISI KauecTBa
JIeKapCTBEHHOTO Iperapara IyTeM CpaBHEHMS C HUMU MCC/IeyeMOro JJeKapCTBEHHOTO Mpernapara,
HeOOXOMMBIX JJIs1 ABYKPATHOTO BOCITPOM3BeeHMSI MeTOLO0B KOHTPOJISI KauecTBa (majee - 06pasiibl),
3ampanmBaeT y 3asBUTeJIS X He00X0IMMOe KOJIMUeCTBO, a TaKKe YBeOM/ISeT 3asiBUTENSI O pa3Mepe
TJIaThI 3@ OKa3aHMeE YCJIYTH TI0 TTPOBEIEHUIO UCITBITAHN, pACCYMTAHHOM Ha OCHOBAHMM METOIUKHA,
yTBepXXIEeHHO MUHUCTEPCTBOM 34paBooxpaHennst Poccuiickoit ®emepannn, M 0 6aHKOBCKMX PEKBU3UTAX
IU1S1 TIepevncaeHts TUIaTeska 3a OKa3aHyue yKa3aHHO yoryru. 3anpoc denepasbHOTO YUPEXIEHUST MOXeT
ObITh TIepejaH YIIOJITHOMOUEHHOMY TTPeICTaBUTEI0 3asIBUTEISI IMYHO TTOJT, PAaCIMCKY, HallpaBJjIeH Mo MovTe
3aKa3HbIM MTMChbMOM WX TTepeJiaH B 3JIEKTPOHHOI hopMe MO TeJIeKOMMYHMUKALMOHHBIM KaHa/laM CBSI3U (B
cJTyJyae HarmpaB/eHus 3arpoca GemepaabHOTO YUPEKIEeHMS 110 MTOYTe 3aKa3HbIM ITMCHhMOM - CUMTAETCS
MOJTyYeHHBIM I10 UCTeUeHMM 6 JHel CO NHS HallpaB/eH!Us] 3aKa3HOTro MMUCbMa).

3asgBUTEb JOJDKEH IMMpeaCTaBUTDb 3allpalliMBaeMbIe O6p83].[bl U PEKBU3UTBI JOKYMEHTA, ITOATBEPKAaloUiero



(bakT yIiaThl I1aTexka 3a OKasaHue yCIyIy o IIPOBeIeHMI0 UCIIBITaHui, B (heepasbHOe yUpexaeHe B
CPOK, He IpeBbImIaniui 30 pabounx JHel co JHS MOAy4YeHNMs 3amnpoca GemgepasbHOro YUpesKIeHMS.

6. OcHOBaHMeM [iJIs1 OTKa3a B Bblaue MPOTOKOJIA UCITBITAHMIA SIBJISTIOTCSI HelIpeACTaB/eHe:
B IIOJIHOM 06'be€Me TOKYMEHTOB U CBeIeHM 1, yKa3aHHbIX B ITYHKTE 2 HacTosmuXx [TpaBui;

B YCTaHOBJIEHHBII CPOK OTBETA Ha 3ampoc deaepaabHOTO YUPEXIeHNS;

TpebyeMOoro KoJIM4ecTBa 00pasIos;

PEKBM3UTOB JOKYMEHTA, MOATBepsKAaioiiero hakT yruiaThl IjaTesxka 3a okazaHyue yCIyTH 1o MTPoBeIeHUIO
MUCIIbITAHUI.

7. CpoK MpoBeieHMS UCTIBITAHM T 00pa310B Cepum UM ITapTUM JieKapCTBEHHOTO MperaparTa He To/KeH
npeBbIaTh 30 pabounx AHel co THS MoydeHus deaepaJbHbIM yUpeXaeHeM 00pasiioB JIEKapCTBEHHOTO
rperapara u IpecTaBJIeHNsI PeKBU3UTOB JOKYMEHTa, MOATBepsKAatoNiero GakT yIiaTel IJ1aTeska 3a
OKasaHMe yCIyTH T10 MPOBeIeHNI0 VCTIBITaHMS, 3a MCK/IIOUEHEM CJTyYyaeB, YCTAHOBJIEHHBIX ab3a1iemM
BTOPBIM HACTOSIIIIETrO IyHKTA.

CpoOK npoBeieHUsI UCTIBITAHMI TIeKapCTBEHHBIX MpernapaTos, MOJyYeHHBIX 3 KPOBHU, MJIa3Mbl KPOBU
yesioBeKa MM XKMBOTHBIX (32 UCKIIOUEHMEM LieJIbHOV KPOBM), 611 O0TeXHOIOTUYeCKMUX IeKapPCTBEHHbIX
MpernapaTroB, TeHOTepaneBTUYEeCKNX JIeKapCTBEHHBIX MIPENapaToB OMpPenesieTcs JIUTEIbHOCTHIO
MpOBeJleHMS UCTIBITAHUIA, TPelyCMOTPEHHBIX METOAMKAMMU, BKIIOUEHHBIMU B HOPMAaTHUBHYIO
OOKYMEHTAlIMIO Ha JIeKapCTBEeHHbBII ITpernapaT, U MOXKeT ObITh IIPO/IJIeH.

8. B wiydae ripoaJjieHust CpoKa MpoBeeHMs UCTIBITaHMIi JIeKapCTBEHHOTO TpernapaTta (enepanibHoe
yupeskaeHue 1o ucreueHus 30-THEeBHOIO CPOKa, YKa3aHHOTO B ab3alie MepBOM ITyHKTa 7 HACTOSIINX
[TpaBw, MHGOPMUpPYET 06 3TOM 3asIBUTEJIS 110 afpecy IeKTPOHHO MOUThI, yKa3aHHOMY UM B 3asIBKe.

9. [1;151 OLleHKM OTAeIbHbIX [TOKa3aTesieil KauecTBa P UCIIBITAHUSIX JIeKapCTBEHHOTO Mpernapara
denepanbHOe yupexxaeHue BIIpaBe HaIMpaBIsiTh 00pa3iibl JeKapCTBEHHOTO Iperapara Ajisi IpoBeJeHus Ux
VICTIBITAHWUIA B pyTMe aKKpeIUTOBaHHbIE B COOTBETCTBUM C 3aKOHOZATeNbCTBOM Poccuiickon ®emepanym
00 akKKpeauTaIlMy B HALIMOHATbHOM CCTeMe aKKpeaUTaluy 1abopaTopuin.

10. TIpoToKO MCTIBITAHMI HaTIpaBsieTcs heaepasbHbIM YUpEXIeHeM 3asBUTEI0 Ha OYMaXHOM HOCHUTeJTe
u (un) B hopMe 3JIEKTPOHHOTO JOKYMEHTA B TeueHye 3 pabounx JHel co THS 3aBepUIeHNs UCIThITaHUIA.

YTBepKOeHbI

rnocraHoByieHueM [IpaBuTe/ibCTBA
Poccuiickoi ®enpepannmu

oT 26 HOs16ps1 2019 1. N 1510

[TPABIJIA
BbIJIAUM PA3PEIIEHMS HA BBOJI, B TPAXKIIAHCKKI OBOPOT CEPUU
WIN TTAPTUN UIMMVYHOBHOJIOTUYECKOI'O JIEKAPCTBEHHOT'O ITPEITAPATA,
BbIJAYN 3AK/TIOYEHMS O COOTBETCTBMM CEPUUN WJIN TTAPTUN
NMMVYHOBHWOJIOTUYECKOI'O JIEKAPCTBEHHOI'O IIPEITAPATA TPEBOBAHUAIM,
YCTAHOBJIEHHBIM ITPU ETO TOCYIAPCTBEHHO! PETMICTPALIMA

1. Hactosimye ITpaBuia ycTaHaBIMBAIOT MOPSIOK Beimauy demepaabHOi CIy>k0071 110 HaA30py B cepe
3IpaBOOXPaHEHMS pa3pelleHNs Ha BBOJ, B IPaskAaHCKMIT 000poT B Poccuiickoit demepaiinm cepun Uimn
MapTUy Npou3BeaeHHOTO0 B Poccuiickoit demepaniiy uiy BBO3MMOTO B Poccuiickyio @enepanio
MMMYHOOMOJIOTMYECKOT0 JIeKapCTBEHHOTO IperapaTa (fajiee - pa3pelieHue), a Takke Bblgaun
(denepasbHBIMM TOCYAAPCTBEHHBIMY OI0IKETHBIMM YUPEKAEHUSIMU, HAXOASIIVMMUCS B BeI€HUN
MuHucTepcTBa 3paBooxpaHeHust Poccuiickoit ®emepaiivy u @enepasbHOI CITYKOBI 110 HAI30PY B cdepe
30 paBOOXpaHEHMS, aKKPeIUTOBAHHBIMM B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickon @enepauum
00 akKpeIuTaluy B HAllMOHAJIbHO CUCTeMe aKKpeouUTalluy, 3aKII0UeHNsI O COOTBETCTBUY CepUM WU



ImapTumn I/IMMYHOGI/IOIIOI‘I/I‘—IGCKOI‘O JIEKapCTBEHHOI'O ITperapaTta Tp660BaHI/IHM, YCTaHOBJIEHHBIM IIPU €ro
I‘OCY,H,EIDCTBEHHOVI permctTpaumnumn (/:Lanee COOTBETCTBEHHO - cbenepaanoe yupexiaeHne, BaKJ'IIO‘IEHI/IE).

2. TInaTa 3a Beigauy @emepanbHO Cy>k0071 110 HaA30pY B cdepe 3ApaBOOXpaHeHMST pa3pelieHns He
B3MMAaeTCsl.

3. PasperneHne BbIIaeTCsl HA OCHOBAHMM 3aK/II0YEHMSI, BbIJAHHOTO delepaibHbIM yupexneHueM. Dopma
paspereHus yreepxkaaetcs PemepaqbHO CIy>k007i 110 Ha30py B cepe 3apaBOOXpaHEHMSI.

4. J171 o;y4eHus 3aK/II0UeHMs] OpraHu3alius, OCyIleCTBIISIONas MPOMU3BOCTBO MMMYHOOMOIOTMYECKOTO
JIeKapCTBeHHOTO Ipernapata B Poccuiickoit ®enepaiyu, Uam opraHmsalysi, OCyIeCcTBISIONIas BBO3
MMMYHOOMOJIOTMYECKOT0 JIEKapCTBEHHOTO IperapaTa B Poccuiickyio ®epepanyio (maiee - 3asiBUTEJb),
HampasJisgeT B QpeepaibHOe yUpeskaeHue 1o BbIOOpY 3asiBUTe/I Ha OymMakHOM HOcCuTesle 1in B Gopme
3JIeKTPOHHOTO JOKYMeHTa 3asiBJieHMe O Bblaue 3aK/IUYeHNMs ¢ yka3aHueM B TOM uucie ajipeca
9JIEKTPOHHOI MOYTHI 3aBUTESI M PEKBU3UTOB JOKYMEHTA, MOATBepKAaoiero ¢pakT yIiaThl riaTexa 3a
BbI1auy 3akouennst. K 3asiBJIeHUIO TPUIArar0TCs

a) KOTMSI TOKYMeHTa IMPOMU3BOAUTENSI MMMYHOOMOJIOIMYECKOT0 JIeKapCTBEHHOTO TIperaparTa, CoJiepskaliero
MHGOPMAIIMIO O CTAAMUSIX ITPOU3BOACTBA M KOHTPOJISI KAUeCTBa CepUM WM MapTUM MUMMYHOOMOIOTMYECKOTO
JIeKapCTBEHHOTO IperapaTa B COOTBETCTBUM C JOKYMEHTaMM peruMCTPaliMOHHOrO AO0Che, 3aBepeHHast
3asBUTEJIEM;

6) KOTMsI AOKYMEHTA ITPOU3BOIUTEISI MMMYHOOMOJIOTMYECKOTO JIeKapCTBEHHOTO Tperapara,
MOTBEPXKAI0IIero COOTBETCTBYE KauecTBa CepUy Win MapTuyu MUMMYHOOMOIOTMYECKOTO JIeKapCTBEHHOTO
npernapara Tpe6oBaHUSIM, YCTAaHOBJIEHHBIM IIPU €ro rOCYAapCTBEHHOM perucTpauym, 3apepeHHast
3asIBUTEJIEM;

B) MO TBepsKIeHMe YITOJITHOMOUEHHOTO JINIIA 3asIBUTEJISI COOTBETCTBUS CepUN UIU TapTUn
MMMYHOOMOJIOTMUECKOTO JIEKAPCTBEHHOT'O TIperapara TpeboBaHUSIM, YCTAaHOBJIEHHBIM ITPU
roCyIapCTBEHHOI PErMCTPpaLMy TAKOTO JJeKapCTBEHHOTO Ipernapara;

I‘) KOITnsA HOpMaTI/IBHOﬁ JOKYMEHTAlIMM Ha HEKapCTBeHHbIﬁ IIperapar, 3aBepeHHasd 3adBUTeJIeM.

5. 3ak/moueHue BbIAE€TCAd ITO pe3yjibTaTaM IIPpOBEAEHHBIX cbeaepaanbIM yupeXXaeHneM MUCTIBITAHU
KaueCTBa I/IMMYHO6I/IO)'IOI‘I/I‘-I€CKOI‘O JIEKapCTBEHHOTO IIpeliapaTa, pacxoabl, CBA3aHHbIE C IIpPOBEeAEHNMEM
KOTOPbBIX OCYIIECTBJIAIOTCSA 3a CUeT CPeaCTB 3asdBUTEJIA.

6. IIpu HempeACTaB/IeHMM B IIOJTHOM 00beMe TOKYMEHTOB U CBeJIeHMI, YKa3aHHbIX B ITyHKTE 4 HACTOSIINX
[TpaBw1, Wiu BbISIBIEHUY B HUX HeJIOCTOBepHO MHbopmaluu denepaabHOe yUpeskaeHe HarpaBiiseT
3asIBUTEJII0 3aIpOC O MIpeiCTaBlIeHUY HeJOCTAIONMX TOKYMEHTOB 1 COOTBETCTBYIONIei nHdopmaumu
(masee - 3ampoc GegepasbHOrO YUPEXKIEHMS).

3asBUTENb AO/IKEH MPeICTaBUTh OTBET Ha 3arpoc dheaepaybHOIO YUpesKIeHMsI B CPOK, He TTPeBbIIIaonit
30 pabounx gHe CO THS ero IMoJTyIeHMsI.

7. ®enmepanbHOE YUpeKIeHME B TeueHMe 3 pabounx JHel Co THS MOTyYeHUs B IOTHOM 00beMe
IOKYMEHTOB U CBeJIeHMI, YKa3aHHbIX B ITYHKTe 4 HacTosmux [IpaBuii, paccMaTpuBaeT NpeacTaBIeHHbIE
IOKYMEHTBI M COAepKalllecs: B HUX CBeIeHMs, oTipeie/isieT 06beM HeOOX0AMMBbIX MCITbITaHWU
MMMYHOOMOJIOTMYECKOT0 JIEKAPCTBEHHOTO MperapaTa ¥ KOJIM4ecTBO 06pa3iioB TAKOTO JIEKAPCTBEHHOTO
rperapara, Heo6XOaMMBbIX J1JIsI TPOBeIEeHMS UCITBITAHMIT KaueCTBa MMMYHOOMOIOIMYECKOT0
JIeKapCTBEHHOTIO Mperiapara, a TakKe IMpy HeoOX0AMMOCTM KOJIMIECTBO 00pasmoB GapMalieBTUUeCKO
CyOCTaHLIVN, TECT-IITAMMOB MUKPOOPTaHM3MOB, KYJIbTYP KJIETOK, 00pa31ioB BeIllecTB, TPUMeHsIeMbIX JIJIST
KOHTPOJISI KaueCTBa JIEKaPCTBEHHOIO Iperiapara IyTeM CpaBHEeHUSI C HUMMU UCC/IelyeMOro JieKapCTBEHHOTO
rpernapara, B 06bemMe, He0OXOAMMOM [JISI ABYKPATHOT'O BOCIIPOM3BEI€HNSI METOA0B KOHTPOJISI KauecTBa
(masiee - 06pasIibl), 3aMpalinBaeT y 3assBUTE/IS TpedyemMoe KOJIMYeCTBO 00pasiioB, a TAKXKe YBegOMJISeT
3asiBUTEJIS O pa3Mepe IUIaThl 32 OKa3aHMe YCIYTY 110 IPOBeIeHNI0 UCTIbITaHUI, PACCUMTAHHOM Ha
OCHOBaHUU METOIUKU, YTBEPXKIAeHHOM MMUHUCTEePCTBOM 34 paBooxpaHeHus Poccuiickoit @emepanuu, 1 o



0aHKOBCKMX PEKBM3UTAX IJIS1 IepeuncaeHus IIaTexka 3a OKasaHue yKa3aHHOM yCIyTu. 3arpoc
(dhenepasbHOrO YUpEXIeHMSI MOKET OBbITh IepejaH YIIOJTHOMOYEHHOMY ITPeICTaBUTEIIO 3asIBUTEJIS JIMIHO
TI0JT pacIMCKy, HalIpaBJieH I10 TToUTe 3aKa3HbIM MUCbMOM WJIU TIepeiaH B 3JIeKTPOHHOI opMe 110
TeIeKOMMYHMKAI[MOHHBIM KaHasaM CBsi3u (B C/Tyuae HalpaBjieHUs 3ampoca pefepaasbHOTO yupeskaeHus 110
IOoYTe 3aKa3HbIM IMMCbMOM - CUMTAETCS [IOJIyYEHHBIM I10 UCTEYEHUM 6 THEeN CO IHS HallpaBJIeHUs
3aKa3HOro MUCbMa).

3asBUTeJb NO/DKEH MpeCTaBUTh 3ampalliBaeMbie 00pa3ibl U PEKBU3UTHI JOKYMEHTa, TOATBePXKIalo1ero
(daxT yriaTsl IjaTexa 3a okazaHue YCIYTU 110 IPOBeleHUI0 UCTIBITaHU, B hellepaibHOE YyUpeXIeHye B
CPOK, He TIpeBbIanIuit 30 pabounx JHel co JHS MOoayYeHus 3amnpoca GeaepasbHOTO YUpEKIeHMSI.

8. OcHOBaHMeM i1 0TKa3a B BbIJaue 3aK/II0UEHMS SIB/ISIETCS HellpeAcTaBIeHne:

B TIOJTHOM 06beMe JIOKYMEHTOB I CBeIeHMI, yKa3aHHBIX B ITYHKTe 4 HACTOSIIMX [IpaBui;
B YCTAHOBJIEHHbBI CPOK OTBETA Ha 3ampoc (emepasbHOr0 YUPEXKIeHNUS;

TpeObyeMOoro KoJim4ecTBa 00pasIos;

pPeKBU3UTOB JOKYMeHTa, MOATBep KAaIero GakT yIjaTel IiaTeska 3a OKa3aHye yCJIyTy Mo MpoBeieHUI0
WUCIIbITAHUIA.

9. denepanbHOIL CTYkO07 110 HAA30pY B cepe 3apaBooXpaHeHMs cozmaeTcsi Komuccus mo KauecTBy
MMMYHOOMOJIOTMYECKMX JIEKAPCTBEHHBIX ITperapaToB (najee - Komuccus), yTBepsKaaeTcs IMOJ0KeHMe 0
Komuccum, ee cocTaB U MOPSIIOK OLIEHKY 00beMa MCIIbITaHMII KauecTBa MUMMYHOOMOIOTMYe CKOTO
JIeKapCTBEHHOTO IMperapara.

10. VicripiTaHMsT KaueCTBa CePUM MUY MAPTUM UMMYHOOMOJIOTMYECKOTO JIEKAPCTBEHHOTO TIperapara
KOHKpPeTHOTO HaMMeHOBaHMS ¥ TPOU3BOAUTES (C yIeTOM JieKapCTBEHHOW (OpMBbI U 103MPOBKN)
MIPOBOJISITCSI HA COOTBETCTBME TPeOOBAHMSIM HOPMATUBHOI TOKyMeHTalM, TIPU ITOM 00beM
HeOoOXOMMBIX UCITBITAHMI MOXET ObITh COKpallleH Ha ocHOBaHMM perieHust Komuccun. Pemienne o
COKpallleHn 06’beMa MPOBOAMMBIX UCIIBITAaHMIA TpUHUMaeTcst Komuccueit Ha 0CHOBaHMM MTPOBOAVIMOTO
benepanbHbBIMM YUPEXIEHUSIMY aHaIM3a KauecTBa MMMYHOOMOIOTMYeCKMX JIeKaPCTBEHHbIX MTpernapaTos,
npexcrasisiemoro B Komuccuio exkeronHo, 1o 1 mapra, 1 pasmelaeTcs: Ha opuiMaaibHOM caiiTe
depnepanbHOI CIYKOBI IO HAZI30PY B cdepe 3ApaBooxpaHeHMs B MUHGOPMaLMOHHO-
TeJIeKOMMYHMKAIMOHHO ceTu "VIHTepHeT".

11. TIpu moctyrieHuu B @emepabHyI0 CIYKOY 110 HaA30py B cepe 3mpaBooxpaHeHMst MHGopmanym 06
YXYIOIIEHUYM KauecTBa MMMYHOOMOJIOIMYeCKOro JIEKapCTBEHHOTO MperapaTta u (M) YCJIOBUIL ero
npou3BoacTBa KoMmuccus npuHuMaeT pelieHue 06 yBelnyeHuy 00beMa IPOBOAVIMbIX MCIIBITaHUI
KauecTBa BBOAMMOTO B IPaXAaHCKIUIT 060POT MMMYHOOMOJIOTMYECKOTO JIeKapCTBEeHHOTo TTperapara c
y4eTOM €ro JIeKapCTBEHHO (GOPMBbI U TO3UPOBKU.

12. ®enepanbHOe yupexaeHue MPOBOAUT MUCIIbITaHMS KaueCTBa 00pa31[0B Cepuu Uin mapTun
MMMYHOOMOJIOTMYECKOT0 JIeKapCTBEHHOTO MperapaTa Ha COOTBETCTBYE TPeOOBaHUSIM HOPMAaTUBHOM
IOKyMEHTAaLuM B CPOK, He TpeBblmanmuit 30 pabounx gHeii co JHS moaydeHus GeaepaabHbIM
yupeskaeHreM 00pa31oB U IpeCTaBIeHNsI PEKBU3UTOB JOKYMEHTA, IOATBEPKAAI0IIero GakT OrIaThl
YCJIYT I10 MPOBEIeHMI0 UCIIBITAaHNIA, 32 UCKIIOUEHEM CJIYYaeB, YCTAaHOBJIEHHBIX ab63a1ieM BTOPbhIM
HACTOSIIEro MyHKTA.

CpoOK mpoBeieH s UCITBITAHUI 06Pa3I0B CepUM MU TAaPTUM UMMYHOOMOJIOTMYECKOTO JIEKAPCTBEHHOTO
rperapara MoskeT ObITh IMPOJJIeH, HO He 60siee ueM Ha 30 pabouunx qHeit. [Ipy 3TOM CPOK ITpoBeaeHMS
MCITBITAHMI KauecTBa 00pas3IioB CepuUM UM MapTUM KOHKPETHOTO MMMYHOOMOIOTMYECKOTO
JIeKapCTBEHHOTO ITperapaTa He JOJIKeH IPeBbIIaTh IJIUTeTbHOCTDb ITPOBEIeHMS MCITBITAHMIA,
MpeyCMOTPEHHBIX METOAMKAMM, YKa3aHHbBIMM B HOPMATUBHOI TOKYMEHTAaIMM Ha JIeKapCTBEHHbIA
rpermnapar.



13. B ciryuae mpoijieHus CpoKa IpoBefeHMs UCTIbITaHU T KaueCcTBa MUMMYHOOMOIOTMUeCKOT0o
JIeKapCTBEHHOrO Ipernaparta genepanbHoOe yupexxgeHue 10 ucteueHus: 30-4HeBHOTO CPOKa, yKa3aHHOIO B
ab63arie mepBoM nyHKTa 12 HacTosimyx ITpaBwt, mHGOpMUpPYET 06 3TOM 3asIBUTEJIS 110 aipeCy 3IeKTPOHHO
II0YTHI, YKa3aHHOMY VM B 3asIBJIEHUM O Bblfjaue 3aK/II0UeH M.

14. [Iy1g olleHKM TTOKa3aTeJieii KauecTBa MPY UCIbITAHUSIX KaueCTBa MMMYHOOMOIOTMYECKOTO
JIeKapCTBEHHOTrO Mperapara ¢geaepaabHOe yUpexkaeHe BIpaBe HAMPaB/sITh 00pa3iibl
MMMYHOOMOJIOTMYECKOT0 JIeKapCTBEHHOTO IperapaTa JJisl TpoBefeHMs UCITbITaHM X KauecTBa B Apyrue
aKKpeOMUTOBaHHbBIE B COOTBETCTBUM C 3aKOHOAATEILCTBOM Poccuiickoit demepaniyiy 06 akKpeauTalumu B
HaIMOHAJIBHO CUCTEeMe aKKpeoUTaIMK J1abopaTOPUN.

15. ®enepanbHOe yupexaeHue B TeueHue 3 pabouux gHei co THS 3aBepIlieHMs TPOBeIeHMST UCIThITAaHM1
KauecTBa MMMYHOOMOIOIMYECKOT0 JIeKapCTBEHHOTO IpernapaTa ohopMIsieT 3aKI0YeHe 10
yTBepKIeHHO DemepanbHO C/TyK007 110 HaA30PY B chepe 3apaBooxpaHeHus popMe C MPUIOKeHEM K
HeMy ITPOTOKOJIa UCTIBITaHN i KauecTBa MMMYHOOMOIOrMYeCKOro JIeKapCTBEHHOTo Ipernapara u
HarmpasJigeT UX 3asaBUTeNI0 1 B DeepasbHYI0 CIYKOY IO HAa30py B chepe 3apaBoOXpaHeHMs Ha
OyMaskHOM HocuTesie U (M) B hopMe 3JIeKTPOHHOIO IOKYMEHTA.

16. 3asiBUTE/Ib IOCPEACTBOM MCII0JIb30BAaHMS IMYHOIO KabMHeTa B aBTOMATU3MPOBAHHOI]
mHpopMaIMoHHOI cucTeMe DenepanbHOI CIy:KObI IO HaA30PY B cdhepe 3ApaBOOXpaHeH M IIPeICTaBIIsIeT
3agBJI€HMEe O BbIJaue paspeleHnst C IPUaoKeHMeM 3aK/ITI0UeHNS.

17. ®enepanpHas caysk6a 1o Hag30py B cdepe 34paBoOXpaHeHMS B TeueHe 3 pabounx JHe co JHS
TOCTYIIJIEHUS 3asIBJIeHMsI, yKa3aHHOT'O B ITyHKTe 16 HacTostmux [IpaBui, opopmisieT B popme
3JIEKTPOHHOTO JOKYMEHTAa, MOAIMCAaHHOT0 YCUIEHHOM KBaAUPUIIMPOBAHHO 3JIeKTPOHHO MO ChIO
pYKOBOIMTENS (3aMeCcTUTeNsE pykoBoauTesist) CiryskObl, M HalpaB/seT 3asiBUTENI0 pa3pelleHie,
coJiepskallee CJieAyIoly0 MHPOpPMaIMIO:

8.) TOProBO€ HAMMEHOBAHIE I/IMMYHOGI/IOIIOI‘I/I"IGCKOI‘O JIEKapCTBEHHOTIO IIpeIiapara,

6) MeXXITyHapOoIHOEe HeITaTeHTOBAaHHOE HayMEHOBaHMEe MMMYHOOMOIOTMYECKOTO JIEKaPCTBEHHOTO
npemnapara (TpynnMpoBOYHOE MM XMMUUECKOoe HaMeHOBaHue);

B) HOMEp 1 00beM Cepuy WIM MapTUY UMMYHOOMOIOTMYeCKOTO JIeKapCTBEHHOTO ITpernapara;

r) opMma BbIITyCKa MMMYHOOMOIOTMYECKOTO JIEKAPCTBEHHOTO ITpernapara (C ykazaHueM JieKapCTBeHHO
(dhopMbI, KOMITIOHEHTA (TTPY HAIMYMA), TO3UPOBKY, (PACOBKM) M KOJTMYECTBO B YITAKOBKE;

II) CPOK TOTHOCTY MMMYHOOMOJIOTMYECKOTO JIEKaPCTBEHHOTIO IIperapara;

€) HayMeHOBaHMe U aJipec TPOU3BOIUTESI UMMYHOOMOIOTMUYECKOTO JIeKapCTBEHHOTO Mperapara (C
yKa3aHueM CTaauil IpOu3BOACTBA);

k) HOMep ¥ JaTa PerucTPalMOHHOIO YI,0CTOBEPEeHNSI MMMYHOOMOIOTMYECKOr0 JIEKApCTBEHHOIO
mpernapara;

3) HaMMEHOBaHIeE N agpecC aep>KaTesisd permcTpauMoOHHOIO YIOCTOBEPEHM A I/IMMYHO6I/IOJ'IOI‘I/I‘~IQCKOI‘O
JIEKapCTBEHHOTIO IIperiapara,

I/I) HOMEp M JaTa Bblga4M 3aK/II0OYEHMAI.

18. CBemeHMs 0 BBIIAHHBIX pa3pelIeHMsIX pa3MeIalTcs B TeueHe 1 pabouero gHS co THS X opopMIeHMST
Ha obuiManbHOM caiiTe @enepaabHO CIY>KOBI 110 HAA30pY B cdepe 34paBOOXpaHEHUS B
MHGOPMAIMOHHO-TEeIeKOMMYHMKAIIMOHHO ceTu "VIHTepHeT" ¢ cobmoneHneM TpeboBaHMIi
3aKOHOJaTenbcTBa Poccuiickoin @epepaiinm 0 KOMMeEpPUYECKO U MHOM OXpaHsIeMOV 3aKOHOM TaliHe.

YTBepKOeHbI
TOCTaHoBJ/IeHMeM IIpaBuTebCTBA



Poccuiickoit denmepauyu
oT 26 HOs16pst 2019 1. N 1510

[TIPABUJIA
[TPUHATHSA PEHIEHNS O ITPEKPALIIEHNN I'PAXKITAHCKOI'O OBOPOTA
CEPUUM NI ITAPTUU JIEKAPCTBEHHOTI'O ITPEITAPATA
JJI1 MEOULIMHCKOI'O ITPUMEHEHNM S

1. Hactosimiye ITpaBuiia yCTaHABIMBAIOT MOPSIOK IpuHITHUS PemepanbHOi CIyKR60i 110 Hag30py B cdepe
3 paBOOXpaHeHMsI pellleHNsI O TTpeKpallleHUy rpaxkAaHCKOro 060poTa cepum Uin MmapTun JeKapCcTBEHHOTO
rpernapara Ajisi MeIUIMHCKOTO ITpUMeHeHus (32 UCK/TIoUeHeM MMMYHOOMOIOTMYeCKOro JIeKapCTBEHHOTO
rpernapara), JOKyMeHTbI U CBefleHMSI O KOTOPBIX IpeayCcMOTpeHbl yactsimu 1, 2 u 4 ctatbu 52.1
depnepanbHOTO 3aKOHA "O6 0OpaleHNM JIeKaPCTBEHHBIX CPEICTB" 1 He TIpecTaBeHbl B DeepaabHYI0
CTy>K0y 1Mo Hag30py B cdhepe 3apaBOOXpaHeHMs], IMOO cepum MU MapTU UMMYHOOMOJIOTMUECKOTO
JIeKapCTBEHHOTO Iperapara, He MMelolero pa3penieHns Ha BBOJ, B TPaXKIaHCKUiT 000pPOT, BbIIAHHOTO
denepasibHOI CITYKO0I 110 HAA30pY B cepe 3apaBOOXpaHEHNS B YCTAHOBJIEHHOM TOpSIAKE (Hanee
COOTBETCTBEHHO - pellleHMe O MpeKpalleHn TpakIaHCKOT0 060p0Ta, TeKapCTBeHHbIN Mmpernapar).

2. TIpu BBISIBIIEHUM B TPaskAaHCKOM 000pPOTe cepuy M apTum JiekapCTBeHHOro npenapata ®emepanbHast
cryk6a 1o Hazi30py B cdhepe 31paBOOXpaHEHNs IPUHMMAET pellieHue O MpeKpaleHn rpaxkJaHCKOTOo
0ob6opoTa 10 IpeacTaBIeHNsI JOKYMEHTOB ¥ CBeeHUIi MM pa3pellleHNs], yKa3aHHbIX B ITYHKTe 1 HACTOSIINMX
[IpaBu.

3. PemeHne o mpeKpanieHuy rpaskAaHCKoro obopora oopmiisercs mpukazom PengepanbHO CITYsKOBI IO
Ha/I30py B chepe 34paBOOXpaHEHMS B TeUeHMe 5 pabounx gHel mocie nmoctyrienus B Cysk0y cBeIeHmi,
MOATBEPXKIAIMX HaJMUMe B IPakIaHCKOM 000pOTe Cepum Wiiu MmapTuu JeKapcTBEeHHOTro Iperapara.

4. YBegoMJIeHME O MpeKpalleHn IpakIaHCKOTO 060poTa Cepuy My MapTUm JIEKapCTBEHHOTO ITperapara
HarnpasisieTcss eepaybHOI CJIY3KO0Ji TT0 Ha30PY B cdepe 3ApaBOOXpaHEHMS POU3BOIUTEIIO CEPUN UITU
MapTUM JIEKapCTBEHHOTO MperapaTa Win OpraHu3alium, OCyIieCcTBUBIIEN BBO3 CEPUM WM TTapTUN
JIeKapCTBeHHOTO rnpemnapaTa B Poccuiickyio @enepannio, B TeueHue 5 paboumx AHe o JHS MPUHSITUS
peleHust 0 peKpaIeHny TPakJaHCKOro 060pOTa I0 IMOYTe WK MOCPEeICTBOM MHMOPMAIIMOHHO-
KOMMYHMKALVMOHHBIX TEXHOJIOTHIA.

5. Uudopmaiins o mpekpanieHUm TpaskgaHCKOro 060poTa cepum Uiy MapTum JIeKapCTBEHHOTO IIperapara
pasMmeiaetcs enepasbHOI CITy3KO071 10 HaA30pY B chepe 3ApaBoOXpaHeHMs B TeueHMe 3 pabounx aHeik
CO JHS IIPUHATUS pellleHUs O IIpeKpalieHMM rpaskgaHCKoro 060poTa Ha CBoeM o(puIMabHOM caiiTe B
MHGOPMAIMOHHO-TeJIeKOMMYHMKAIIMOHHOI ceTy "VIHTepHeT" ¢ cobmoneHneM TpeboBaHMI
3aKOHOaTenbcTBa Poccuiickoit @egepaium 0 KOMMEpPUYECKON M MHOV OXpaHseMOl 3aKOHOM TaliHe.

6. PerreHne o mpekpalieHuy rpaskIaHCKOro 06opoTa oTMeHsieTcst DemepaibHO CITYKO0J 110 HAA30PY B
cdepe 3[paBOOXpaHEHMS B TeUeHMe 3 pabounx JHeN CO THS TOTYyUYeHMs OT TPOU3BOIUTEIISI CEPUU UITU
MapTUM JIeKapCTBEHHOTO Tperapara My opranusalumn, OCyleCTBUBILIEN BBO3 CEPUM WU TTAPTUU
JeKapCcTBEHHOTO Ipernaparta B Poccuiickyio ®enepaiyio, Mubopmalmu 0 BHECEHHbIX B
aBTOMATM3MPOBAHHYIO MHGOPMaLMOHHYIO cucTeMy PeepanbHOI CTysKObI TIO HaI30pY B cdhepe
3IpaBOOXpaHeHMs JOKYMEeHTaX U CBeJeHUsX, IpeqyCMOTPeHHbIX yacTsamu 1, 2 u 4 ctatbu 52.1
denmepanbHOro 3akoHa "O6 ob6paleHNUy JIEKAPCTBEHHBIX CPEICTB", MM CO IHS BbIIAUM B YCTAHOBJIEHHOM
TOpSIIKe pa3pelleHys, yKa3aHHOro B ITyHKTe 1 HacTtosmux [Tpasuii.

IIpousBoOINUTENb CEpUM MM TTAPTUM JIEKAaPCTBEHHOTO IIperapaTta Wiy OpraHusanus, OCyleCTBMUBILIAs BBO3
cepuy Win MapTum JeKapcTBeHHOro npenapara B Poccuiickyto ®@enepaiiyio, yBeLOMIISIIOTCSI 00 OTMeHe
pelieHus1 0 peKpaleHUN TPakJaHCKOro 060poTa B TeueHue 5 pabounx JHel co THS TaKOV OTMEeHBbI T10
MoYTe WU OCPeACTBOM MHGOPMAIMOHHO-KOMMYHUKAIMOHHBIX TeXHOJIOTUI. B yKa3aHHbBIN CPOK
mHopmaiysg 06 OTMeHe pellleHus O NpeKkpalleH! TPakIaHCKOT0 060poTa pa3MelaeTcs: Ha
odunanbHOM caiiTe @ellepaabHOI CTYKOBI 110 HaA30pY B cepe 3apaBooxpaHeHMsT B MUHGOOPMaLIOHHO-
TeJIeKOMMYHMKAIIMOHHO ceTu "MIHTepHeT".






