NPABUTE/IbCTBO POCCUIMCKON BELEPALIAN

ITOCTAHOBJIEHUE
oT 26 HOs16pst 2019 1. N 1510

O IIOPAIKE
BBOJIA B TPAJKITAHCKUI OBOPOT JIEKAPCTBEHHBIX ITPEITAPATOB
JUTI MEOULIMTHCKOI'O ITPUMEHEHNM S

B cooTBeTcTBUM €O cTaTbeii 52.1 @emepanbHOro 3akoHa "O6 obpaineHnn
JIeKapCTBeHHbIX cpeacTB” [IpaBuTenbcTBO Poccuiickoi ®enepanm
MOCTaHOBJISIET:

1. YTBepauTh puiiaraemsie:

[TpaBuia npeacTaBaeHNsI JOKYMEHTOB U CBeIeHMII O IeKaPCTBEHHbIX
rperaparax Jjiss MeAUIMHCKOrO IIPYMeHeHMsI, BBOAVMbIX B IPaskIaHCKUIA
060poT;

ITpaBusa BbIIauM MPOTOKOJIA UCIIBITAHUIT O COOTBETCTBUMU TIEPBBIX TPEX
cepuii WM MapTuUii T1eKapCTBeHHOTO mperapara A/ MegUIIMHCKOTO
MpMMeHeHMs (32 MCK/IIoUeHeM UMMYHOOMOJIOTMYEeCKOTO JieKapCTBEHHOTO
Iperiapara), BIiepBble ITpou3BegeHHOro B Poccuiickoin ®enepaiinn uin
BIIepBbIe BBO3UMOTro B Poccuiickyro @enepainnio, mokasareisim KauecTsa,
MpeyCMOTPEeHHBIM HOPMATUBHOM JTOKyMeHTaIe;

HpaBMna BbIJauy pa3pellieHNs Ha BBO/, B I‘pa)K,I[aHCKI/Iﬁ O60pOT cepumn min
nmapTum I/IMMYHO6I/IOI[OI‘I/I‘IGCKOI‘O JIEKapCTBEHHOTO IIperapara, BbIJaun
3aK/II0OYEeHMS O COOTBETCTBUM CEPUM WMJIN ITAPTUA I/IMMYHO6I/IOI[OI‘I/ILIECKOI‘O
JIEKapCTBEHHOTO IIperiaparTa Tpe6OBaHI/IHM, YCTaHOBJICHHBIM IIPpU €I'0
I‘OCY}I&pCTBGHHOVI permctTpaunmu;

[paBuaa MpUHATHS pellieHnsI O TTpeKpaleHUy IpaskAaHCKOTo 060poTa
Cepuy UM MapTUM JIEKapCTBEHHOTO Mperaparta ajist MegUIIMHCKOTO
MIpYMEeHEeHNUS.

2. VCTaHOBI/ITb, YTO pa3Mep IVIAThI 34 BblAAUy:

IMPOTOKOJIA MCIIBITAHUI O COOTBETCTBUM MEPBBIX TPEX CePUIT UJIU MTAPTUIA
JleKapCTBEHHOTO mperapara il MeAUIMHCKOTO MpMMeHeHus (3a
MCKITIOUEeHMEM MMMYHOOMOJIOTMUECKOTO JIEKApCTBEHHOTO ITpernapara),



BIIEPBbIe TPOU3BeAeHHOr0 B Poccuiickoit ®enepanyy unm BiepBble
BBO3uMoOro B Poccuiickyio @enepaiiyio, moka3aTessM KauecTBa,
IpegyCMOTPEeHHBIM HOPMaTUBHO JOKYMeHTauue, coctasiaser 1200
py6ieii;

3aK/TIOYEHMST O COOTBETCTBUM CEPUM UM TTAPTUM UMMYHOOMOIOTUYECKOTO
JIeKapCTBEHHOTrO Mperapara Tpe60BaHMUSIM, YCTAHOBIEHHBIM IIPU €T0
roCyIapCTBEHHO perucrpainnm, cocrasisier 2000 pyoieit.

3. ITonosxkeHnne o ®epepanbHOI CTykOe 0 HA30pY B cepe

30 paBOOXpaHeHMsI, yTBepKIeHHOoe MMocTaHoBIeHeM [IpaBuTenbCTBa
Poccuiickoit @emepauyu ot 30 mwoHs 2004 1. N 323 "O6 yTBepskaeHUn
[Monoskenus o ®enepanbHOi CIyk6e 10 HAaf30py B cepe
3apaBooxpaHeHust” (CobpaHue 3akKoHomaTeabCcTBa Poccuiickoit demepanyn,
2004, N 28, cT. 2900; 2007, N 35, cT. 4310; 2012, N 20, cT. 2528; 2014, N 37,
cT. 4969; 2018, N 46, ct. 7057), DOMOJHUTD NOAITYHKTOM 5.4(1).7
CJIeAYIOLEero ConepsKaHms:

"5.4(1).7. pa3penieHue Ha BBOJ, B TPasKIaHCKMIT 000pOT B Poccuiickoit
denepanyy cepun Wi MapTUu UMMYHOOMOIOTMUECKOTO JIEKaPCTBEHHOTO
npenapara;”.

4. IlepeueHb yCIYT, KOTOPbIE SIBJISIIOTCS HEOOXOAMMbBIMU U 00s13aTeTbHBIMU
IIJIs IpeJoCTaBieHus genepaabHbIMM OpraHaMy MCIIOJHUTEIbHOI BIACTH,
l'ocymapcTBEeHHOI KOpIiopaiueii o aTOMHOi 3Heprun "Pocatom”
rOCyIapCTBEHHBIX YCIYT U IIPEAOCTABISIOTCS OPraHu3alsIMU,
Y4aCTBYIOLIMMM B IIPeSOCTaBIeHUM rOCYIapCTBEHHBIX YCIIYT,
yTBepKIAEeHHbI noctaHoBieHueM [IpaBuTenbcTBa Poccuiickoit @epepauyn
ot 6 mas 2011 r. N 352 "O6 yTBepskAeHUM IIePeUHS YCIIYT, KOTOPbIE
SIBJISTIOTCSI HEOOXOAMMBIMMU U 006sI13aTeIbHBIMU JJIS1 TPEAOCTaBIeHMS
dbenepanbHbBIMM OpraHaMM UCIIOJHUTEIbHOI BiiacTy, [ocymapcTBeHHOM
KOpIIOpaLuei 1o aToMHOM 3Heprun "PocaToM” rocysapCTBEHHBIX YCIYT U
MpeAoCTaBJISIIOTCS OPTaHU3alUSIMM, YYaCTBYIOIIMMMU B TIPEOCTaBIE€HUN
rOCyJapCTBeHHBIX YCIYT, U ONpele/IeHMM pasMepa IUIaThl 3a UX OKasaHue"
(Cobpanmne 3akoHOmaTenbcTBa Poccuiickoit ®emepanym, 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),



AOIIOJTHUTDH ITYHKTOM 49 dIeayrmero Cogep>Xanmns:

"49. Beigaua 3aKJIH0YEHVS O COOTBETCTBUM CEPUU U TTAPTUN
MMMYHOOMOJIOTMYECKOr0 JIeKapCTBEHHOTO TperapaTa TpeboBaHUSIM,
YCTAHOBJIEHHBIM IPU €ro TOCyAapCTBEHHO perucTpauyu, B LesIX Bblaaun
paspellieHNsI Ha BBOJ, B IpakAaHCKuii 0600poT B Poccuiickoii demepanyn

cepum (MapTUM) UMMYHOOMOIOTMYECKOTO JIEKapCTBEHHOTO IpernaparTa
< sk >. " .

5. Peanu3aiysi moJTHOMOYMIA, IPeayCMOTPEHHbBIX HACTOSIIIUM
ITOCTaHOBJIEHMEM, OCYIIECTBJISIETCS COOTBETCTBYIOIIMMM (heiepaasbHbIMMU
opraHaMu UCIIOJIHUTEbHOM BJIAaCTU B IIpefesax yCTaHOBJIIEHHOM
[IpaButenbcTBOM Poccuiickoit @enepaiiuu rpeebHON UNCIeHHOCTU U
(dboHIa OIIaThI TPYAA X PAOOTHMUKOB, a TaKKe OIOIKeTHBIX aCCUTHOBAHMIA,
MpeIyCMOTPEHHBIX B (pefiepabHOM O10KeTe Ha PYKOBOJICTBO U
yIpaB/jeHye B YCTaHOBJIEHHbBIX C(pepax AesTebHOCTH.

6. HacTosiee mocTaHOB/IeHMe BCTyIaeT B CUiTy ¢ 29 HOs16ps 2019 1.

IIpencenarens [IpaBuTeibCTBa
Poccuiickoit @enepatyn
IO.MEJIBEJEB

VTBepXKaeHbl

MMOCTaHOBJ/IeHMeM [IpaBuTebCTBA
Poccuiickoit @enepatiyin

oT 26 HOs16pst 2019 1. N 1510

[TPABUJIA
TPEJICTABJIEHUSA JOKYMEHTOB U CBEIEHU O JIEKAPCTBEHHbBIX
[TPETTAPATAX JIJI1 MEAVLIMHCKOI'O ITPUMEHEHN I, BBOAVMBIX
B IPASKITAHCKUI OBOPOT

1. Hacrosuiue ITpaBuia ycTaHaBIAMBAIOT MOPSAOK MpeACTaBIeHNs B
demepalIbHYIO CJIYKOY ITO Ha30py B chepe 3apaBOOXpaHEHMS JOKYMEHTOB
Y CBeIEHUI O KXKA0M Cepun MU KaKI0M NapTy NpOn3BeJeHHOrO B
Poccuiickoit ®enepatiy 1eKapCTBEHHOTO Mpelapara sl MegULIMHCKOTO
MIpMMeHEeHMS, 32 UCKTI0YEeHNEM MMMYHOOMOJIOTMYECKOT0 JIeKapCTBEHHOTO
npenapara (gajiee - JeKapCTBEHHbIN Mperapar), Wi BBO3UMOTO B
Poccuiickyo @epepaliyio JeKapCTBEHHOTO Iperapara, BBOAVMbIX B
rpaskaaHCcKkuii 060poT B Poccuiickoit @emepaiinmn.



2. ®enepanbHast CIy>k0a 10 HaA30py B cepe 3[paBOOXpaHEHMS
obecrieunBaeT OpraHu3alysIM, OCYIIECTBIISIONIMM ITPOU3BOACTBO
JIeKapCTBEHHBIX TIpernaparoB B Poccuiickoit ®epepaiinmu (manee -
IMPOMU3BOANTEIb) UJIM BBO3 JIEKAPCTBEHHBIX ITpenapaToB B POCcuiicKyo
demepauuio (maaee - UMIOPTEP), aBTOPU30BAHHBIN JOCTYI ITOCPEICTBOM
TIpeoCTaB/IeHNs TMYHOTO KabuHeTa B aBTOMAaTM3MPOBAHHOM
mHpOpMaIMOHHOI cucTeMe deepanbHON CIIYKOBI 110 HAZI30PY B cdhepe
3IpaBOOXpaHeHMs (Jajee - TMUHbIN KaOVHeT) [IJis peICTaBIeHNs
IOKYMEHTOB U CBeJIeHWI, YKa3aHHbBIX B ITYHKTaX 3 1 4 HacTosmux [IpaBuit.

3. IIpousBoauTe b Iepe BBOJOM B IPaskIaHCKMIT 0O0POT CEPUU UK
MapTUM JeKapCTBEHHOTO Iperapara MpeicTaBiseT B
aBTOMaTU3MPOBAHHYI0 MHOOPMALIMOHHYIO cucTeMy DeepasbHOI CITYsKOBI
10 HaZ;30py B cepe 3mpaBoOXpaHeHMS uepes IMUHbI KaOVHET:

a) IJ1s1 K&KO0M cepum MM KaskI ol TapTum JiekapCTBEHHOTO Mperapara:

JOKYMEHT IIPOMU3BOAUTEIS, TOATBEPKAAIONIMIT KaueCTBO JIeKapCTBEHHOTO
rpenapara;

MOATBEPKIEHME YITOJTHOMOYEHHOTO JIUIIA ITPOU3BOIUTEIISI COOTBETCTBUS
JIeKapCTBEHHOTO Mpernapara TpeboBaHMSIM, YCTAHOBJIEHHBIM ITPU €TI0
roCyIapCTBeHHO permcTpanum;

0) [J1s1 TIepBBIX TPEX CEPUI MM TTapPTUil JIeKapCTBEHHOTO IIpernapara,
BIIepBbIe Mpou3BeAeHHOTro B Poccuiickoit @enmepalivin, - MpOTOKOJI
MUCHIBITAaHUI O COOTBETCTBUM CEPUM WIJIU TTAPTUM JIEKAPCTBEHHOTO
rperiaparTa rokasaTessM KaueCTBa, IpeyCMOTPEHHbBIM HOPMAaTUBHOI
IOKyMeHTalyen (ganee - IpOTOKOJI UCIIBITAHWIT), TIPOBOAUMBIX
aKKpeIUTOBAHHBIMMU B COOTBETCTBUM C 3aKOHOATEIbCTBOM Poccuiickoim
denepanyy 06 aKKpeAUTaIMM B HAIMOHATBHOM CUCTEeMe aKKpeauTalumn
(dbenepasbHBIMM TOCYIAPCTBEHHBIMM OI0/IKETHBIMU YUPEKIEHUSIMMU,
IOJBeJOMCTBEHHBIMM MUHUCTEPCTBY 3paBooxpaHeHnss Poccuitckon
denepanyu wim demepaabHOI CITyskOe TTO Ha30PY B chepe

30 paBOOXpaHEHUSI.

4. ImmopTep 1epej BBOJOM B IPaXJaHCKMUIT 060pOT JIEKaPCTBEHHOTO
mpernapara MpeJjcTaBisieT B aBTOMaTU3MPOBaHHYIO MHGOPMALIMOHHYIO
cuctemy @enepanbHOI CIYKObI IO HaZI30PY B chepe 34paBOOXpaHEHNS
yepes JIMUHbIV KaOMHET:



a) IJ1sT KKOOM cepum MM Kask ol TapTum JiekapCTBEHHOTO Mperaparta:

cepTuUduUKaAT TPOU3BOAUTES JIeKAPCTBEHHOTO CPeJICTBA, YA0CTOBEPSION Mt
COOTBETCTBYE BBO3MMOTO JIeKapCTBEHHOTO MperapaTa TpeboBaHUSIM
dbapmakorneifHot cTaTby, a B CJIy4ae OTCYTCTBUS hapMaKOTMeHO CTaTb
Tpe6OBaHMSIM HOPMATUBHOI TOKYMEHTAlIVN;

MOATBEPXKIeHMe MPeICTaBUTeNsI UMIIOpTepa, YIIOJTHOMOYEHHOTO
MHOCTPAHHBIM ITPOU3BOANUTEIEM JIEKAPCTBEHHBIX CPEJICTB, COOTBETCTBUS
BBO3MMOTO JIEKAPCTBEHHOTO IperapaTa TpeboBaHMSIM, YCTaHOBJIEHHBIM
IIPY €T0 roCyIapCTBEHHO pernucTpanun;

6) [J1s1 IePBBIX TPeX Cepuii MM TapTuit JIeKapCTBEHHOTO Tperapara,
BIIepBbIe BBO3UMOro0 B Poccuiickyro ®enepannio, - IpOTOKOJI UCITBITAHWIA,
MIPOBOLVMBIX aKKPeAUTOBAHHBIMU B COOTBETCTBUM C 3aKOHOATEIbCTBOM
Poccuiickoit @emepauyy 06 akKpeauTamuy B Hal[MOHAIbHO cucTeMe
akkpeauTauuyu demepasbHbIMU FOCYIaPCTBEHHBIMY OI0/IKE THBIMU
yuYpeskaeHUsIMU, IT0IBeJOMCTBEHHbIMY MUHUCTEPCTBY 3[IpaBOOXpaHEHMS
Poccuiickoit ®enmepauym mimn @emepanbHOi CTyskOe 10 Ha30py B chepe
30 paBOOXpaHEHNSI.

5. B TeueHne 3 paboumx AHeN CO AHS MOCTYIUIEHMS B aBTOMAaTHU3MPOBAHHYIO
mHbopMaIMoHHYI0 cuctemy PenepanbHoil CYKObI IO HaA30pY B chepe

30 paBOOXpaHEeHMSI JOKYMEHTOB U CBEIE€HMI, YKa3aHHbIX B ITYHKTax 3 U 4
HacTosmux IIpaBui, @emepanbHast cyk6a 1Mo Haa30py B cdepe
34paBOOXpaHEHMsI pa3MellaeT Ha cBoeM OohUIMaJIbHOM CaiiTe B
MHGOPMAIMOHHO-TeJIeKOMMYHMKAIIMOHHO ceTu "VIHTepHeT" ¢
cobsogeHneM TpeboBaHMI 3aKOHOAATeIbCTBaA Poccuiickoir ®emepaiinm o
KOMMeEpPYEeCKOM 1 MHOI OXpaHsIeMOJ 3aKOHOM TaiiHe CBeIeHUs O CepusixX
WM IAPTUSIX JIEKAPCTBEHHBIX MperapaToB, BBOAMMBIX B TPaKIaHCKUIA
0060pOT.

VTBepXKaeHbl

rnoctaHoByieHueM [IpaBuTe/bCTBA
Poccuiickoit @enepatiyin

oT 26 HOs16pst 2019 1. N 1510

[TPABUJIA
BBIZTAUU ITPOTOKOJIA VICIIBITAHWI O COOTBETCTBUU ITEPBBIX TPEX
CEPUI WJIA ITAPTUI JIEKAPCTBEHHOTO TTPEITAPATA JIJ1S



MEJVWIOMWHCKOTI'O
[TPUMEHEHNA (3A NCK/TIOYEHMEM MMMVYHOBHMOJIOTUYECKOT'O
JIEKAPCTBEHHOTI'O ITPEITAPATA), BITEPBBIE ITPOM3BEOJEHHOI'O
B POCCUNCKOW ®EOEPAIIY I BIIEPBBIE BBO3MIMOT'O
B POCCUICKYIO ®EIEPAILIMIO, TIOKA3ATEJISIM KAUECTBA,
TMTPEY CMOTPEHHBIM HOPMATUBHOM JOKYMEHTALIMEN

1. Hacrosimiye IIpaBuia ycTaHaBAMBAIOT MOPSIIOK BbIgaun degepasbHbIMU
roCyIapCTBEHHBIMM OIOIKETHBIMU YUPEKIeHUSIMMU, TTOABEIOMCTBEHHBIM U
MuHMcTepCTBY 3paBooxpaHeHus: Poccuiickoit @enepanyu u @enepaabHOi
ciryk6e 1o HafI30py B cdepe 3IpaBOOXpaHEHNS M aKKPEAUTOBAHHBIMU B
COOTBETCTBUM C 3aKOHOAATETbCTBOM Poccuiickoit Demeparyu 06
aKKpeIuTaluyuy B HAUMOHAIbHOM CUCTeMe aKKpeauTauuu (gauee -
denepasnibHOE YupeskaeHue), MPOTOKOIa UCIIbITAHMII O COOTBETCTBUMU
TEPBBIX TPEX CEPUI MU TTAPTUI JIEKAPCTBEHHOTO Ipernapara JiJisi
MeAVLIVHCKOrO MpYMeHeHMs (3a MCKII0UeHeM MMMYHOOMOIOrMYeCKOro
JIeKapCTBEHHOTO IIperapara), BliepBble Ipou3BeaeHHOro B Poccuiickoi
depepauyiy Wi BriepBble BBO3UMOTO B Poccuiickyro @enepanuio,
roKa3aTessIM KauyeCTBa, MpeyCMOTPEHHbIM HOPMAaTUBHOM JOKYMeHTAaLMeli
(Zamee COOTBETCTBEHHO - UCIILITAHMS, JIeKapCTBEHHbIN IIpernapar).

2. ITepen BBOJOM B TpakAaHCKMIT 0O0OPOT MEPBBIX TPEX Cepuit WM mapTuit
JIeKapCTBEHHOTO IperapaTa MpoMu3BOAUTEb JIEKAPCTBEHHOIO IIpernapara
WJIM OpraHu3an s, OCyILLeCTB/ISI0Ias BBO3 JIEKapCTBEHHOTO Iperapara B
Poccuiickyio ®enepaiiyio (maiee - 3asiBUTENb), HAMIPaBJIsSIIOT B hefepanbHOe
yupeskieHue 10 BbIOOPY 3asiBUTEJIS 3asIBKY Ha BbIJauy ITPOTOKOIA
UCTIBITAHMI Ha 6YMaskHOM HOCUTeJIe WK B (popMe 37IeKTPOHHOTO
JOKYMEHTA, B KOTOPO YKa3bIBAIOTCS HaMMeHOBaHMe 3asiBUTeJIs, ero
MOeHTUPUKALMOHHBI HOMep HaJoToIIaTebIIMKa, aipec 3J1eKTPOHHOM
I0YTbI, OCHOBHO TOCYyAapCTBEHHBIN PErMCTPALIMIOHHbBIN HOMED,
HauMMeHOBaHMe JIEKapCTBEHHOTrO Tipernapara (TOproBoe HaMMeHOBaHKe,
MeXIyHapOoLoHOe HellaTeHTOBAHHOEe HaMeHOBaHMe JIeKapCTBeHHOTO
nperapara (TpynnupoBOYHOE MM XMMMUUEeCKOoe HauMeHOBaHue), Homep U
JlaTa perucTpalMOHHOr0 YIOCTOBEPEHMS JIeKapCTBEHHOrO IIperapara,
PeKBU3UTHI IOKYMeHTa, MOATBepKaatollero ¢pakT yiaThl IjaTexa 3a
IIPOTOKOJI UCIIBITaHUIA (Jajee - 3as1BKa).

K 3asiBke MNPpUJIararnTCcsa JOKYMEHT ITPOU3BOAUTEJIS JIEKADCTBEHHOTO
cpencTBa, HO,I[TBep)K}IaIOH.U/Iﬁ COOTBETCTBME KaueCTBa CepMUM WM MMapTuUn



JIeKapCTBEHHOTO MpernapaTa TpebGoBaHMSIM, YCTAHOBIEHHBIM IIPU €ro
rOCyJapCTBeHHO perucTpanuy, 3aBepeHHas 3asByTe/eM KOs
HOPMAaTUBHOM JOKYMeHTAl Uy Ha JIeKapCTBeHHBI1 IIpernapar.

3. PaCXO,ELbI, CBsI3aHHbIE C ITPOBEAECHMEM d)e,uepaanbIM YUpexXageHnem
I/ICHbIT&HI/IVI, OCYIIECTBJIAKOTCA 3a CUET CPEeACTB 3asIBUTEJIA.

4. ITpu HerpeaCcTaBAeHUY B TIOJTHOM 0O0beMe CBeJleHMIi U JOKYMEHTOB,
YKa3aHHbLIX B ITYHKTe 2 HacToAIUX [IpaBuil, M BbISIBJI€HUM B HUX
HeJloCcTOBepHOI nHGopmauuu dhenepasibHOe yUpeXIeHe HalpaBisieT
3asIBUTEJII0 3aIIPOC O IpeACTaBIeHUM HeJOCTAIUMX JOKYMEHTOB U
COOTBETCTBYIOIIEl MHbOpMaIMM (Hajee - 3arpoc ¢enepasbHOTO
yupexxneHus).

3asiBUTEJIb JOJIKEH MPeICTaBUTh OTBET Ha 3arpoc deaepajsbHOTO
yupeskeHusI B CPOK, He TpeBblianmii 30 pabounx nHe co JHS ero
MOJTyYeHUS.

5. ®epepanbHOe yupexaeHNe B TeueHe 3 pabounx JHei co THS TOTyIeHnsT
3asIBKM U B IIOJTHOM 00beMe MpuIaraeMbIX K Heil JOKYMEHTOB
paccMaTpuMBaeT ee, OIIpeesisieT KOJIMUeCTBO 00pa3IoB JJeKapCTBEHHOTO
rpernapara, Heo6XoAMmoe [IJist IPOBeieHUSI UCTIBITAHMIA B LIeJISIX BbIJaun
MPOTOKOJIa UCTIBITAHUI, a TAaKKe TTPU HeOOXOAMMOCTH KOJIMUYECTBO
06pa31oB papMalleBTUUECKOM CyOCTaHIIUM, TECT-IITAMMOB
MMKPOOPTraHM3MOB, KyJIbTYp KJI€TOK, 00pa3I0B BeIleCcTB, MPUMEHSIeMbIX
JLJISI KOHTPOJIS KauecTBa JIeKapCTBEHHOr0 Ipernapara ImyTeM CpaBHEHMS €
HUMU MCCIeyeMOTO JieKapCTBEHHOTO Mperapara, Heo0X0AMMBbIX IS
JIBYKpPaTHOTO BOCIIPOM3BeeHMSI METOA0B KOHTPOJIS KauecTBa (fasnee -
o6pasIibl), 3aMpainBaeT y 3assBUTeJISI UX HE0OX0AMMOe KOJIMUeCTBO, a
TaKKe YBeJOMJISIET 3asiBUTEJISI O pa3Mepe IJIaThl 32 OKa3aHue yCJIyTU 10
MPOBEeAEeHMUIO UCTIBITAHUI, PACCYUTAHHOM Ha OCHOBAHMUM METOAVKH,
yTBepKIAEeHHOM MUHMUCTEePCTBOM 31 paBooXpaHeHnss Poccuiickoit
denepanun, 1 0 6aHKOBCKMX PEKBU3UTAX [IJIS ITepeuncIeHus riaTexa 3a
OKa3aHMe yKa3aHHO ycayru. 3amnpoc dbemepaabHOrO yupeskaeHs] MOKeT
ObITH MepeaH YIIOJHOMOUEHHOMY MPeICTaBUTENI0 3asBUTEIS TMUHO TTOf,
pacnucky, HalpaBJjieH M0 IMoUTe 3aKa3HbIM MMCbMOM WUJIU TIepeiaH B
9JIEKTPOHHO (hopMe I10 TeJIeKOMMYHMUKAI[MOHHBIM KaHajaaM CBSI3M (B
cJlyyae HalpaBjieHMs 3ampoca penepaabHOTO yUpeskAeHUs Mo MouTe
3aKa3HbIM IMMCbMOM - CUMTAETCS MOJTy4YeHHBIM 10 UCTEeUEeHUM 6 THe Co
JHS HallpaBJIeHMS 3aKa3HOrO N1CbMa).



3asBUTeNb NO/KEH MpeCTaBUTh 3alpalliBaeMbie 00pa3ibl U PeKBU3UTDI
IOKyMEHTAa, OATBEPKatoIlero (GakT yIjaThl IiaTeXxa 3a OKa3aHue yCIyTu
0 IPOBeJeHUI0 UCTIbITaHWIA, B hefepanbHOe yupexkaeHne B CPOK, He
npeBbiawIKit 30 pabounx gHe co JHS MOoTydeHMs 3ampoca
dbemepasbHOTO YUPEKIEHUSI.

6. OcHOBaHMEM [J1 OTKa3a B BblJiaue IIPOTOKOJIA UCIIBITAHWI SIBJISTFOTCS
HeIlpenCcTaB/lIeHNe:

B ITIOJIHOM 00beMe JOKYMEHTOB U CBe[leHUI, yKa3aHHbBIX B ITYHKTE 2
HacTtosmux [IpaBui;

B YCTAHOBJIEHHBIV CPOK OTBeTa Ha 3ampoc desepanbHOTr0 yUpeXXeHNs;
TpebyeMoro KoJnuecTa 06pasios;

PeKBMU3UTOB JOKYMEHTa, MOATBepsKAaoIiero GakT yraTsl IaaTexa 3a
oKasaHye yCIYTU M0 MPOBeIEHMIO UCTIBITAaHUIA.

7. CpoK TpoBeieHMSI UCTIBITaHM 1 00pa310B cepum UM apTUn
JIeKapCTBEHHOTO Mperapara He JJo/keH MpeBbiiiaTh 30 pabounx aHel co
IHS TIoTy4eHus peepaabHbIM YUpexaeHreM 06pas31ioB JIeKapCTBEHHOTO
rperiapara u IpeacTaBlIeHUs] PeKBU3UTOB JOKYMEHTA, TOATBePKAA0LIero
dakT yniaTsl miaTexxa 3a OKazaHue yCJIyTy [0 IPpOBeeHUI0 UCIIBITaHMS, 38
VCKITIOUeHMeM CIyvaeB, yCTAaHOBJIEHHBIX ab3alieM BTOPbIM HaCTOSIIIEro
ITYHKTA.

CpoOK MpoBeieHNs UCIIBITAHMI IeKapCTBEHHbIX MperapaToB, MOJyYeHHbIX
13 KPOBM, IJIa3Mbl KPOBM YeJIOBEKA WJIM SKMBOTHBIX (3@ MCK/IIOUeHMEM
1[eJTbHOY KPOBU), GMOTEXHOJIOTMUECKIX JIeKAPCTBEHHBIX MPernapaTos,
reHoTepaneBTUYECKIX JIEKAPCTBEHHBIX MTPEIapaToB OMpeeIsieTCst
IUTUTEIbHOCTBIO POBEIeHNS UCTIBITAaHU 1, TPeTyCMOTPEHHBIX
MeTOIMKaMM, BKIIOUEHHbIMM B HOPMATUBHYIO TOKYMEHTAI[MI0 Ha
JIeKapCTBEHHBIN TIpernapar, ¥ MOXKeT ObITb ITPOJIJIEH.

8. B ciryuae npopieHus1 Cpoka MpoBeAeHMsI UCIIBITaHUI JIEKAPCTBEHHOTO
npernapara denepanabHOe YUpexaeHue 00 ucredenus: 30- THEBHOTO CPOKa,
yKa3aHHOrO B ab3alle ITepBOM ITYHKTa 7 HacTosimux [IpaBwi, MHGOpMuUpyeT
00 3TOM 3asBUTEJIS 110 afipecy 3JIeKTPOHHOI MOYTHI, YKa3aHHOMY UM B
3asBKe.



9. 5151 OlleHKM OTAe/IbHbIX ITI0Ka3aTesieii KauecTBa MPU UCIIbITAHUSIX
JleKapCTBEHHOTrO mperapara ¢eepaabHoe yupexxaeHye BIipaBe HaIllpaBJsiTh
06pa3sIibl IeKapCTBEHHOTO IperaparTa JIjisi IPOBeIeHMS MX UCTIBITaHUI B
Ipyrue akkpeauTOBaHHbIE B COOTBETCTBUU C 3aKOHOIATE€IbCTBOM
Poccuiickoit @emepanyy 06 akKpeauTanuy B HaIMOHAIbHON cucTeMe
aKKpeauTaluuu Jab0paToOpUM.

10. ITpoToKOJ MCTIBITAHMI HAampaBsieTcst pegepasbHBIM YUpeKIeHeM
3asBUTEJII0 Ha OYMakHOM HOcuTesie U (Myin) B hopMe 37IeKTPOHHOTO
JIIOKyYMEHTa B TeueHue 3 pabounx JHel CO THS 3aBepUIeHNS UCITbITAaHUIA.

YTBepKOeHbI

rnocraHoByieHueM [IpaBuTe/bCTBA
Poccuiickoi ®engepanu

oT 26 HOs16pst 2019 1. N 1510

[TPABUJIA
BbIJIAUM PA3PEIIEHMS HA BBOJI, B TPAXKITAHCKUI OBOPOT CEPUU
WJIN ITAPTUM NMMVYHOBVOJIOTUYECKOTI'O JIEKAPCTBEHHOI'O
ITPETIAPATA,

BbIJAYM 3AK/TIOUEHIS O COOTBETCTBUU CEPMU NJIU [TAPTUN
NMMVYHOBHWOJIOTUYECKOI'O JIEKAPCTBEHHOI'O TIPEITAPATA
TPEBOBAHUSM,

YCTAHOBJIEHHBIM ITPY ETO TOCYJIAPCTBEHHOW PETMICTPAIIIN

1. Hactosmue [1paBuiia yCTaHABIAMBAIOT MOPSIOK Bbimaun degepaibHOM
CJTY3K0011 110 HaZi30py B cdepe 3apaBoOXpaHeHMsT pa3pelieHus: Ha BBOJ, B
rpakgaHCKuii 060poT B Poccuiickoir @emepaniuy cepum Uau mapTumn
pousBeieHHOro B Poccuiickoin ®epepanum uiam BBO3UMOro B Poccuiickyro
demepalio UMMYHOOMOJIOIMYECKOTO JIEKAPCTBEHHOTO Iperapara (majee -
paspelieHne), a Takke BeIgauM peaepasbHbIMU rOCYIapCTBEHHBIMU
OI0[IKeTHBIMM yUpeKIAeHUSIMU, HaXOISIIIMMUCS B BeleHU MUHMUCTEpCTBA
3apaBooxpaHeHust Poccuiickoit @enepariuy u ®efepaabHOi CTYKOBI 11O
Ha/i30py B cdhepe 3IpaBoOXpaHeHMST, aKKPeIUTOBAHHBIMY B COOTBETCTBUM C
3aKOHOAAaTeabCTBOM Poccuiickoit denmepaiy 06 akKpeauTaIum B
HALMOHAJIbHOM CUCTeMe aKKpeaUTalyM, 3aKIUeHus O COOTBETCTBUN
Cepuu UM MapTUM UMMYHOOMOJIOTMYECKOT0 JIEKapCTBEHHOTO MperapaTa
TpeGOBaHMSIM, YCTAHOBJIEHHBIM ITIPY €0 TOCYAapPCTBEHHOI PEruCcTpalyumn
(mayiee COOTBETCTBEHHO - eJiepasbHOE yUpeXIeHNe, 3aKI0UeHNe).



2. ITnaTa 3a Bbigauy @enepanbHOI Cy>k007i 110 Ha30pY B cepe
3IpaBOOXpaHEHMS pa3pelieHns] He B3UMaeTcsl.

3. PaspemnieHne BbijaeTCsl HA OCHOBAaHUM 3aK/I0UYEHNS, BbBIJAaHHOTO
denepanbHbIM yupexxaeHnem. Dopma paspeliieHus yTBepXKaaeTcs
denepaibHOI CTY>KO0J 110 HAA30PY B chepe 31paBOOXpaHEHNUS.

4. 115 mony4yeHus 3aK/II0YeHMST OpraHm3aLnys, OCyLeCTBIISIOast
MIPOM3BO/ICTBO MMMYHOOMOJIOIMYECKOTO JIEKAaPCTBEHHOTIO IIperapara B
Poccuiickoit ®enepatiiu, Wjin OpraHu3anys, OCyIeCTBISONIAs BBO3
MMMYHOOMOJIOTMUECKOr0 JIeKapCTBEHHOTO Mmperapara B Poccuiickyio
depepanuio (manee - 3asiBUTENb), HAIIpaBisieT B henepasbHOe YUpeXIeHe
T10 BBIOOPY 3asIBUTEJISI Ha OyMaskHOM HOCUTeJIe UK B opme 3/IeKTPOHHOTO
JIIOKyMEHTA 3asiBJieHNe O BbiJaue 3aKII0UeHMs C yKa3aHeM B TOM UMCJie
ajipeca 3JIEKTPOHHOM MOYTHI 3asIBUTENIS M PEKBU3UTOB IOKYMEHTA,
MOATBEePsKAAmIIero (GakT yIyiaThl IIaTeska 3a Bbigauy 3akmouenus. K
3asIBJIEHMIO TIPUJIaraloTCs:

a) KoMl TOKyMeHTa MPOM3BOINTENSI UMMYHOOMOIOTMUYECKOTO
JIeKapCTBEHHOTO Tpernapara, cojiepskaiiero MHGopMaInio o CTaansIx
MPOM3BOJICTBA ¥ KOHTPOJISI KAUeCTBA CEPUU UITU TTapPTUU
MMMYHOOMOJIOTMYECKOT0 JIEKaPCTBEHHOTO ITperapara B COOTBETCTBUM C
IIOKyMeHTaMM PerucTpaloHHOIO 0Che, 3aBepeHHast 3asiBUTeseM;

6) Komus JOKYMeHTa ITPOU3BOUTEISI UMMYHOOMOJIOTMYECKOTO
JIeKapCTBEHHOTO IpernapaTa, MoATBePsKIAM0IIer0 COOTBETCTBIE KauecTBa
cepuu MM AP TUU MMMYHOOMOJIOTMYeCKOT0 JIeKapCTBEHHOTO Mpernapara
TpebOBaHMSM, YCTAHOBJIEHHBIM IIPY €TI0 TOCYJapCTBEHHO PEruCTpalun,
3aBepeHHasl 3asIBUTeJIEM;

B) IOJATBEPXAEeHNe YIIOJTHOMOYEHHOTO JI11a 3asiBUTENSI COOTBETCTBUS
cepuy Ui apTUu UMMYHOOMOIOTMYECKOTO JIeKapCTBEHHOTO Tpernapara
TpebOBaHMUSIM, YCTAHOBJIEHHBIM ITPY rOCYIapCTBEHHOM PErMCTpaIMi TAKOTO
JleKapCTBEHHOTO Ipernapara;

I') KOS HOPMATUBHONM JTOKYMEHTAIMM Ha JIeKapCTBEHHbIN Iperapar,
3aBepeHHas 3asaBUTEIEM.

5. 3ak/I0ueHNe BbIAAETCS 110 pe3yabTaTaM MIPOBeJeHHbIX (efepabHbIM
yupeskieHreM UCIbITaHUi KauecTBa MMMYHOOMOJIOTMYECKOTO
JleKapCTBEHHOTO Tpernapara, pacXofbl, CBsI3aHHbIE C TTPOBeleHeM



KOTOPBIX OCYIIECTBJIAIOTCA 3a CUET CPeACTB 3asABUTEJIA.

6. IIpu HempeaCTaB/IeHMY B TIOJTHOM 0ObeMe TOKYMEHTOB U CBeIeHUIA,
YKa3aHHBIX B ITyHKTe 4 HacTosSuuX [IpaBui, Uau BbISIBI€HUM B HUX
He0CTOBepHOI MHbopmanuu denepanbHoe yupeskieHne HarpasiiseT
3asiBUTEJII0 3aI1POC O NPeCTaBJIeHUM HeJOCTAIIUX JOKYMEHTOB U
COOTBETCTBYIONIEl MHbOopMaLu (najiee - 3anpoc dheaepajsbHOTO
yUpexIeHus).

3asBUTeNb NO/DKEH NPeJCTaBUTh OTBET Ha 3anpoc (enepasbHOro
yupeskieHusI B CPOK, He TipeBblliaonuii 30 pabounx nHeii co JHS ero
MOJTyYeHUSI.

7. ®emepanbHOE yUpeXaeHMe B TeueHure 3 pabounx qHei co JHS MOTyYeHU s
B ITIOJIHOM 00'beMe JOKYMEHTOB U CBe[leHU i, YKa3aHHbBIX B ITYHKTe 4
HacTtosux [IpaBmii, paccMaTpuBaeT MpeACcTaBIeHHbIe TOKYMEHTHI U
cofiepskaluecst B HUX CBeIeHMsI, OnpeiessieT 06beM HeOOXOAMMbIX
MICIIBITAHMII MMMYHOOMOJIOTMYECKOTO JIeKapCTBEHHOTO IIperapara u
KOJIMYeCTBO 00pa31i0B TAaKOTO JIeKapCTBEHHOTO ITpenapara, HeoOX0AMMbIX
ILJISI TIpOBeIeHMsI UCTIBITaHU i KauecTBa MMMYHOOMOJIOTMYeCKOT0
JIeKapCTBEHHOTO TIperapara, a Takke IMpy He0OXOAMMOCTY KOJIUYECTBO
06pa31oB papMalleBTUUECKON CyOCTaHIIUM, TECT-IITAMMOB
MMUKDPOOPTraHM3MOB, KyJAbTYpP KJIEeTOK, 00pa31ioB BeleCTB, IPUMeHsIeMbIX
JIJIs1 KOHTPOJISI KaueCTBa JIEKapCTBEHHOTIO Ipernapara nyTemM CpaBHeHMS C
HUMU MCCIeAyeMOTO JIeKapCTBEHHOTO Mperapara, B 00beMe, He00X0IMMOM
JIJIS1 IBYKPATHOTO BOCIIPOU3BEAEHMS METOJ0B KOHTPOJISI KauecTBa (Janee -
o6pasIibl), 3aMpalnBaeT y 3assBUTEJISI TpebyeMoe KOJIMUeCTBO 00pa3IioB, a
TaKKe yBeLOMJIsIeT 3asiBUTeJIsl O pa3Mepe IJIaThl 3a OKa3aHue yCayTu 1o
MPOBEIEHUIO UCTIBITAHU I, PACCYUTAHHOM Ha OCHOBAHUM METOIVKY,
yTBEePXKIEeHHO MUHMCTEePCTBOM 3[IpaBooxpaHeHus: Poccuiickoi
denepaiyn, 1 0 6AHKOBCKMX PEKBU3UTAX JIJISI ITepeuncIeHus raTexa 3a
oKasaHue yKa3aHHOI yciyru. 3anpoc genepaqsbHOTO yUpeskIeHUsI MOKeT
OBITH IepefaH YIIOJHOMOUEHHOMY ITPeACTaBUTENIO 3asIBUTEIS TMUHO TOf,
PAaCIUCKy, HaTIpaBJIeH M0 MOYTe 3aKa3HbIM MMMCbMOM WJIM TlepellaH B
37IeKTPOHHO¥ hopMe IO TeJIeKOMMYHUKAIIMOHHBIM KaHajlaM CBsSI3U (B
cJlydae HarpaB/ieHMs 3arpoca pegepaabHOTO yupeskaeHMs 0 MouTe
3aKa3HbIM [MMCbMOM - CUMTAETCS [M0JIyYeHHBIM I10 UCTEYEeHUU 6 THe COo
JHS HarpaBjieHMs 3aKa3HOTO M1CbhbMa).

3asiBUTEb IOKEH npencTaBUTh 3alipalliiBaeMble O6p3.3L[IJI " PEKBU3UTbI



IOKyMeHTa, MoATBepKawuiero ¢GakT yIaThl IiaTexxa 3a OKazaHue yCIyTu
10 IPOBeJeHUI0 UCIIBITaHWi, B GefepanbHOe yupeXkaeHIe B CPOK, He
npeBbIanIMii 30 pabounx JHel co JHS MOTyYeHUs 3arpoca
denepasbHOTO YUPEKIEHUSI.

8. OcHOBaHMeM [JIs1 OTKa3a B Bblgaue 3aK/II0UeHNS SIBISIeTCS
HeIlpeACcTaB/lieHNe:

B ITOJIHOM 00'beMe JOKYMEHTOB U CBeeHM, YKa3aHHBIX B ITYHKTe 4
Hacrosux [paBui;

B YCTAHOBJIEHHBII CPOK OTBETA Ha 3ampoc (emepasbHOro yUpeXKIeHus;
TpebyeMoro KojimyecTsa 06pasIos;

PEKBU3UTOB TOKYMEHTa, MO TBepsKAaloIero GakT yriaTel riaTexa 3a
oKasaHue yCIyTU 10 MPOBeIeHNI0 UCTIBITaHUIA.

9. ®enepanbHOIi CTYX007i 110 HAA30PY B chepe 34paBOOXpaHEHMS
cosnaetcsi Komuccus mo kauecTBy MMMYHOOMOMIOTUUECKUX JIeKapCTBEHHBIX
npenaparos (zajnee - Komuccus), yrBepskaaeTcs mnoJyioxxeHme o Komuccun,
ee COCTaB ¥ MOPSIIOK OIIeHKM 06'beMa MUCIThITAaHMII KauecTBa
MMMYHOOMOJIOTMYECKOTO JIEKapCTBEHHOTO ITpernapara.

10. UcnipiTaHMs KaueCcTBa Cepum UM MapTUMU UMMYHOOMOJIOTMYECKOTO
JIEKapCTBEHHOTO IperapaTa KOHKPETHOTO HaMMEeHOBAaHUSA U
MPOU3BOAUTENS (C yI€TOM JieKapCTBeHHOI (OpMbI U TO3UPOBKN)
MIPOBOJSTCS HA COOTBETCTBME TPeOOBaHMSIM HOPMATMUBHO JOKYMEeHTalUu,
IIPY 9TOM 00beM HeO0OXOAVMMBbIX UCIIBITAHUI MOsKEeT ObITh COKpallleH Ha
ocHOBaHUM pemieHust Komuccun. PenreHne o cokpaiieHunu o6bema
IIPOBOLVMBIX UCIIBITAHUI IIpUHMUMAaeTCs: Komuccneil Ha OCHOBaHUN
MPOBOAMMOTO (elepaJbHbIMMU YUpekIeHUSIMY aHa/IM3a KaueCTBa
MMMYHOOMOIOTMYeCKUX JIeKaPCTBEHHBIX MTperapaToB, IPeCcTaBIsieMOoro B
Komuccuio exxeronHo, 1o 1 mapra, 1 pasMelaeTcs Ha 0QULKMATbHOM CaiiTe
depnepanbHOI CTY;KOBI TIO HaZI30PY B cdhepe 31paBOOXpaHEHNS B
MHGOPMaIMOHHO-TeIeKOMMYHUKAIMOHHO ceTu "MIHTepHeT".

11. TIpu noctyruieHnu B @eepaibHyI0 CIYKOY 110 HaA30py B chepe

31 paBOOXpaHeHNsI MHPOPMAaLMM 00 YXYIIIeHU) KauecTBa
MMMYHOOMOJIOTMYECKOT0 JIeKapCTBEHHOTO Mpernapata U (M) yCI0BUit ero
npousBojcTBa KoMuccus nmpuHmumaet penieHue ob yBeandeHnn oobemMa



MIPOBOJMMBIX MCIIBITAHUI KaueCTBa BBOJMMOTO B I'PaskAaHCKNUIT 060pOT
MMMYHOOMOJIOTMYECKOT0 JIeKapCTBEHHOT'O IIperapara ¢ y4eToM ero
JeKapcTBeHHOV (OpMbI 1 JO3UPOBKMU.

12. ®epepanbHOe yupekaeHye MPOBOAUT UCIIBITAHMS KauecTBa 00 pa3IjoB
Cepuu MU MapTUM UMMYHOOMOJIOIMYECKOr0 JIEKaPCTBEHHOTO Iperapara
Ha COOTBETCTBME TPeOOBAHMSIM HOPMATMBHO TOKYMEHTAIIUM B CPOK, HE
npeBbImamImyit 30 pabounx JHEN co THS moydeHus GemepasbHbIM
yupeskeHreM 006pa3IoB 1 IpeCcTaBlIeHNs] PeKBU3UTOB TOKYMEHTA,
MOATBepsKAawIero (akT omiaThl YCIYT MO MPOBEIEHNUIO UCITbITAHWIA, 3a
MICKJTIOUEHMEM CJTyYaeB, YCTAHOBJIEHHbIX a63alleM BTOPhIM HACTOSIIETO
ITyHKTAa.

CpOK IpoBeeHMsT UCITBITAHMIT 00Pa3I[0B CEPUU WU TTaPTUA
MMMYHOOMOJIOTMYECKOT0 JIEKAaPCTBEHHOTO TTperapara MOXeT ObITh
MpojJjieH, HO He 6ojee ueM Ha 30 pabounx mHeit. [Ipu 3TOM CpoOK
MIPOBeIeHMSI UCITBITAHUI KauecTBa 06pasiioB Cepuy U MapTun
KOHKPETHOTO MMMYHOOMOJIOTMY€eCKOTO JIEKapCTBEHHOTrO IIpernapara He
JIOJKEH IMPEeBBIIIATh AJINTEIbHOCTD ITPOBEIEHMS UCIIBITaHMIA,
MIpeyCMOTPEHHBIX METOAMKAMMU, YKa3aHHbIMM B HOPMAaTUBHOJ
JMIOKYMEHTaIlM} Ha JIeKapCTBEHHbII MTperapar.

13. B ciryyae mpoajieHnst CpoKa MpoBeIeHNsI MCTIBITaHMI KadeCTBa
MMMYHOOMOJIOTMYECKOT0 JieKapCTBEHHOTO Mpernapata ¢eaepaibHoe
yupeskaeHue o ucreueHus 30-I1HEeBHOTO CpOKa, YKa3aHHOTO B ab3alie
1epBoM ITyHKTa 12 HacTosmux [IpaBui, nHGopMupyeT 06 3TOM 3asIBUTEJIS
10 aZipeCy JIeKTPOHHOM MOYThI, YKA3aHHOMY UM B 3asIBJIEHUM O BbIAauye
3aKII0YeHMs.

14. [Insg oLleHKYM nmoKasaTeJsieli KauecTBa Py UCIBITAHUSIX KayeCTBa
MMMYHOOMOJIOTMUECKOr0 JIeKapCTBEHHOTO Iperapara ¢geaepaabHOe
yupeskieHue BIIpaBe HalpaB/saTh 06pa3iibl MMMYHOOMOIOTMYECKOTO
JIeKapCTBEHHOTO IIperiapaTa IJjis IIpoBele sl UCIIbITaHMIi X KauecTBa B
Ipyrue akKkpeauTOBaHHbIE B COOTBETCTBUM C 3aKOHOIATE€IbCTBOM
Poccuiickoit @emepatiyy 06 akkpeauTauy B HaIllMOHAIbHON cucTeMe
aKKpeauTaluuu Jab0paToOpUm.

15. ®depepanbHOe yupexkaeHue B TeueHue 3 paboumx qHeil co THS
3aBepIIeHNs MTPOBeeHNS MCTIBITaHMIi KaueCTBa MMMYHOOMOIOTMYECKOTO
JIeKapCTBEHHOTO MpenapaTa ohopMIsIeT 3aK/II0UEHME 110 YTBEPXKIEHHOIA



depepaibHOI CITY3KO0J 110 HaA30pY B cdepe 3apaBooxpaHeHus popme ¢
MIPUJIOKEHMEM K HeMY ITPOTOKOJIa UCIIBITAHMI KauecTBa
MMMYHOOMOJIOTMYECKOI'0 JIEKApCTBEHHOTO MperapaTa ¥ HalpasisieT Ux
3asgBuUTEN0 U B DemepaibHYIO CTYKOY 110 Hai30py B cdhepe
3paBOOXpaHeHMs Ha 6yMaskHOM HocuTesie U (1in) B hopMe 3JIeKTPOHHOTO
IOKYMEHTa.

16. 3asiBUTE/Ib TTOCPEICTBOM MCITOIb30BAaHMS IMUHOIO KaOMHETA B
aBTOMAaTU3MPOBAHHOI MHGOPMAIMOHHO cucTeMe denepaabHO CITYSKOBI
T10 HaJI30pYy B cdepe 3ipaBOOXpaHeHMsI TIPeICTaBIISIET 3asIBIeHNE O Bbifaue
paspelieHus ¢ MpUIoKeHeM 3aKIIUeHMSI.

17. ®epepanbHas cIyskO0a 1o HaI30py B cpepe 3mpaBOOXpaHEeHMS B TeUEHME
3 paboumx IHeN co AHS IMOCTYIUIEHMS 3asIBJIeHNsI, YKa3aHHOIO B ITyHKTe 16
Hactosinux [IpaBui, obopmisieT B popme 371€eKTPOHHOTO TOKYMEHTA,
MOAIMCAaHHOTO YCUIEHHOV KBaIM(PUIIMPOBAHHON 371€KTPOHHO IOAMMCHIO
pYKOBOAUTENIS (3aMecTUTess pyKoBoauTesist) CiryskObl, M HalpaByseT
3asiBUTeEJII0 paspellieHne, coaepxkaliee caeayomyw nHGopmaluio:

a) TOProBoe HaMMeHOBaHMe UMMYHOOMOIOTMYECKOTO JIEKapCTBEHHOTO
rperapara;

6) MEeXIOYHAapOOaHOEe HEeIIaTEHTOBAHHOE HAMMEHOBaHNMe
I/IMMYHO6I/IOJ'IOI‘I/I‘~I€CKOI‘O JIEKapCTBEHHOTO IIperiapara (I‘pYHHI/IpOBO‘-IHOE
WJIN XMndeckoe HaI/IMeHOBaHI/Ie);

B) HOMEp 1 06beM cepumn min rnapTmm I/IMMYHO6I/IO]IOI‘I/I‘IECKOI‘O
JIEKapCTBEHHOTO IIperiapara,

r) popma BBIITyCKa MMMYHOOMOJIOTMYECKOTO JIeKapCTBEHHOTO Ipernapara (c
yKasaHMeM JIEKapCTBEHHO GOpMbl, KOMIIOHEHTA (ITPU HAIUYUN),
IO3UPOBKM, (aCOBKM) M KOJIMUECTBO B YIIAKOBKE;

,11) CPOK I'OOHOCTH I/IMMYHO6I/[OJ'[OI‘I/I‘—IGCKOI'O JIEKapCTBEHHOTO IIperiapara,

€) HauMeHOBaHMe U aJipec MTPOM3BOIUTENS UMMYHOOMOIOTMYECKOTO
JIeKapCTBEHHOTO Tpernapara (C ykazaHueM CTaauii TpoM3BO/ICTBA);

5K) HOMEep U JaTa perucTpalioHHOTO YI0CTOBepeHMS
MMMYHOOMOJIOTMYECKOT0 JIeKapCTBEHHOTO Ipernapara;

3) HAaMMEHOBAHMe U afipec Jep>KaTesist PeruCTPaIMOHHOTO YIOCTOBEPEHMS



MMMYHOOMOJIOTMYECKOTr0 JIeKapCTBEHHOTO IIpernapara;
M) HOMED ¥ J1aTa BbIJAuM 3aKITI0UEHNS.

18. CBemeHMs O BbIAAHHBIX paspelieHnsiX pa3MeiarTcs B TeueHne 1
paboyero IHS co OHS X 0hOopMIIEHNST Ha OPUIIMATBHOM caiiTe
denmepabHOI CIIYKOBI IO HAZI30PY B cepe 3 paBOOXpPaHEHMS B
MHGOPMAaIMOHHO-TeIeKOMMYHUKAIIMOHHO ceTu "MIHTepHeT" ¢
cobsogeHreM TpeboBaHMIT 3aKOHOAATeIbCTBa Poccuiickoir ®emepaiinm o
KOMMePUYeCKO ¥ MHOM OXpaHseMOii 3aKOHOM TaliHe.

YTBepKaeHbI

MocTaHoB/eHMeM [IpaBuTebCTBA
Poccuiickoit @enepaiyn

oT 26 HOs16pst 2019 1. N 1510

[TPABUJIA
[TPMHATHA PEIHEHNS O ITPEKPAIIEHNN I'PAXKITAHCKOI'O OBOPOTA
CEPUU NI ITAPTUU JIEKAPCTBEHHOT'O ITPEITAPATA
JJI1 MEIMLIMHCKOI'O ITPUMEHEHHN A

1. Hacrosmye [TpaBuia ycTaHaBAMBAIOT MOPSIAOK NpUHATHUSI DeepanbHOT
CJTY3K0071 110 HaZI30py B cdepe 3paBOOXpaHeHMs pelleHys O peKpaieHnn
rpakIaHCKOTO 060pOTa CepUM WU MapTUY JIEKAPCTBEHHOTO ITperapara s
MeIUIIMHCKOTO TIpUMeHeHUs (32 UCKTIOUYeHEM MMMYHOOMOIOTMYECKOTO
JIeKapCTBEHHOTrO Mmperapara), JOKYMeHTbI U CBeJleHMSI O KOTOPBIX
npeaycMoTpeHbl yacTsiMu 1, 2 u 4 cratbu 52.1 ®egepanbHoro 3akoHa "0O6
obpaleHnM JIeKapCTBEHHBIX CPeACTB" U He IpejicTaBieHbl B DenepaabHyI0
CJIY3KOY 10 Hai30py B cdepe 3apaBoOXpaHeHus, MO0 cepum Wi mapTun
MMMYHOOMOJIOTMYECKOr0 JieKapCTBEHHOTO Mpernapara, He MMeIoIlero
paspelreHust Ha BBOJ, B IpakaaHCKuUit 060poT, BhigaHHOro degepasibHOM
CJTY3K0011 110 HaZi30py B cdepe 3apaBOOXpAHEHNST B YCTAHOBJIEHHOM
NopsiAKe (Hajiee COOTBETCTBEHHO - pellieHKe O MpeKpalleHUn
rpaskAaHCKOTO 060pOTa, TeKapCTBEHHbIN Mpernapar).

2. IIpu BBISIBJIEHUY B TPaskAaHCKOM 000pPOTe Cepuy MU MapTUmn
JekapcTBeHHOro Mnpemnaparta ®efepanbHas cayxoba 1Mo Hag30py B cdepe
3[paBOOXpaHeH NS IPUHMMAET pelleHre O IIpeKpaleHU I Ipak jaHCKOTo
ob6opoTa 10 TIpecTaBlIeH s JOKYMEHTOB U CBeIeHUI WM pa3pelieHus,
YKa3aHHbLIX B IyHKTe 1 HacTosmux [IpaBuii.



3. PerieHue o npekpamieHn rpakgaHCKoro 060poTa 0hopMIIsSeTcs
npukazom denepaabHOI CYKOBI 110 HAA30PY B chepe 34paBOOXpaHEHMS B
TeueHMe 5 paboumx AHe mocie noctyrieHus B Ciyk0y cBeeHMIA,

MO TBEPXKIAIOIINX HaIMUMe B TPaKJaHCKOM 000pOTe Cepum MM MapTun
JIeKapCTBEHHOTO Tpernapara.

4. YBemomeHue 0 MpeKpauieHny TpaskaaHCKoro 060poTa cepum muin
MapTuUy JieKkapCTBEHHOTO MpernapaTta HarnpasisieTcss @eepanbHO CTyKO607
10 HaZ;30py B cepe 3mpaBoOXpaHeHMS TPOU3BOIUTENIO CEPUM UIJIU TTAaPTUN
JIeKapCTBEHHOTIO Iperapara Wiu OpraHu3alnuy, OCylieCcTBUBIIe BBO3
cepuu UV IapTUM JIeKapCTBEHHOTO Ipenapara B Poccuiickyio @enepanuio,
B TeueHMe 5 pabounx Hel co AHS MPUHSTHS pellieHNs O TpeKpalleHnUn
rpaskAaHCKOTO 060pOoTa IO MTOUTe MJIM MOCPeiCTBOM MHGOPMAaIMOHHO-
KOMMYHMKAIMOHHBIX TEXHOJIOTUIA.

5. Uadopmaiiust o mpekpaueHny TpaskgaHCKOro 060poTa cepum Uin
MapTyUM JIeKapCTBEHHOTO Mpemnaparta pasmeniaetcs: PemepanbHoOit CyR607
10 HaA30pY B cepe 3paBOOXpaHeHMs B TeUeHMe 3 paboumnx qHe co THS
TIPUHSITUS PellieHus O TIpeKpalleHu rpaxkJaHCKOro 060poTa Ha CBOEM
obuIMaaIbHOM caiiTe B MHPOPMAIMOHHO-Te/IEKOMMYHMKAIIMIOHHOM CeTU
"IHTepHeT" ¢ cobmoaeHeM TpebOBaHMI1 3aKOHOAATe/IbCTBAa Poccuiickoii
denepaliy 0 KOMMEPUYECKOM U MHOM OXpaHseMOJ 3aKOHOM TaliHe.

6. PernieHne o mpekpalieHuy rpaskIaHCKOTO 000pOTa OTMEHSIETCS
denepasibHOI CTYKO07 110 HAA30PY B chepe 3MpaBOOXpaHEHMS B TeUeHMe 3
paboumx AHel Co AHS TOJTyYeHUsI OT ITPOU3BOUTEIIS CEPUM WIIU TTAaPTUY
JIeKapCTBEHHOTO IperapaTa Wiu OpraHusaluu, OCyLieCTBUBIIEe BBO3
cepuu WV IapTUM JIeKapCTBEHHOTO Ipenapara B Poccuiickyio @enepanuio,
mHbopMaIMy 0 BHECEHHBIX B aBTOMATM3MPOBAHHYIO MH(GOPMAILIMOHHYIO
cuctemy denepanbHOI CIYKObI IO HaJI30PY B chepe 31paBOOXpaHEHNS
IIOKyMEHTax U CBeIeHUSIX, IpelyCMOTpeHHbIX yacTsimu 1, 2 u 4 ctatbu 52.1
denepanbHOro 3akoHa "O6 obOpaleHNUM TeKapCTBEHHBIX CPEACTB", UM CO
[IHS BbIZau¥M B YCTAaHOBJIEHHOM IOPSIIKE pa3pelleHusi, YKa3aHHOro B
nyHkTe 1 HacTtosiimx [Tpasuit.

[TpousBOAMTETH CEPUM UM TIAPTUM JIEKAPCTBEHHOTO Tpernapara uin
opraHm3anus, OCyIIeCTBMUBILAs BBO3 CEPUM WM ITAPTUM JIEKaPCTBEHHOTO
npernapara B Poccuiickyio ®enepaiiyio, yBeJOMISIIOTCS 06 OTMeHe
pelieHust o0 MpeKpaueHnu Ipask JaHCKOTo 060poTa B TeueHue 5 pabounx
JIHel COo AHS TaKOJi OTMEeHBI 10 IT0YTe MM ITOCPeACTBOM MHGOPMAIIMIOHHO-



KOMMYHMKALIMOHHBIX TEXHOIOTHUII. B ykazaHHbIl cpok nHpopmaius 06
OTMeHe pellleHNs O ITpeKpalieH Uy Tpak JaHCKOro 000poTa pa3MelaeTcs Ha
odunmaabHOM caiiTe ®emepaybHOI CTYKObI IO HAA30pY B chepe
34paBoOXpaHeHMs B MH(GOPMAaIMOHHO-TeIeKOMMYHMUKAI[MOHHO CeT
"HTepHeT".



