T
MUHUCTEPCTBO PYKOBOI[I/ITGJIHM TCPPUTOPHUATIBHBIX

CEJIbCKOI'0 XO3SICTBA ynpasiieHuit Poccenbxo3nanazopa (1o
POCCHUMCKOM ®EJEPALIANA CIIUCKY)

OEJIEPAJIBHAS CJIYKBA
11O BETEPUHAPHOMY N
OUTOCAHUTAPHOMY HAJ30PY

(Poccenbxo3Haa30p)

Opuukos mep., 1/11, Mockga, 107996
s renerpamm: Mocksa 84 Poccenbxo3Hanzop
dakc: (495) 607-51-11. ten.:(499) 975-43-47
E-mail: info@fsvps.gov.ru
http://www.fsvps.gov.ru

31.05.2023 Ne @C-KC-2/13377
Ha Ne OT

®denepanbHas ciayk0a MO BETEpUHAPHOMY U (UTOCAHUTAPHOMY HAI30PY
COOOIIAET, YTO MPHU MPOBEJECHUU KOHTPOJS KauyecTBa JIEKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO TPUMEHEHUS BBISIBICHO HECOOTBETCTBHE KayecTBa oOpa3ua
JIEKapCTBEHHOTO TMpemnapaTta «BakiuHa npoTuB 001€3HU AYECKH M POXKH CBHUHEM»
(cepust 2, cpox romuoct 09.2024) mnpomssoactea OO0 «BETBUOXHM»
(r. MockBa) yCTaHOBJICHHBIM TpeOOBaHUSIM 110 TmoKazaTenio «MMMyHOTreHHas
aKTUBHOCTH (MMMYHOT€HHAsi aKTUBHOCTh B OTHOIIICHUH BO30YIUTENSI POKU CBUHEH,
oToOpanHoro YpasienueM Poccenbxo3nanzopa nmo ropoay MockBa, MoCKOBCKOH u
Tynbckoii 06macTsM.

Ha ocnoBanuu mnynkra 7 crtateu 9 @DenepanpHoro 3akona ot 12.04.2010
Ne  61-®3 «O6  oOpameHuM  JIEKAPCTBEHHBIX  CPEACTB»  yBEAOMIISIEM
O MPUOCTAHOBIICHUH PEANM3alUU YKA3aHHOW CEpUU JIEKApCTBEHHOrO MperapaTa AJis
BETEPUHAPHOTO MPUMEHEHUSI.

OO6s3piBat0  pykoBoAMTENs YmpaBieHusi Poccenbxo3Hagzopa Mo TOPOaY
MockBa, MockoBckoit u Tynbckoit obnactsm E.B. AHTOHOBa OCYyIIECTBUTH
KOHTPOJIb 32 U3BSITUEM U3 OOpAIlIeHUs] B YCTAHOBIIEHHOM TMOPSJIKE MApTUH YKa3aHHON
cepur HeA0OPOKAYeCTBEHHOTO JIEKApCTBEHHOTO TMpemnapara JJisi BETEPUHAPHOTO
npuMmenenus. O pesynbrarax yBeJoOMUTh B cpok 10 21.06.2023.

PykoBoaurensam TeppuTopuaibHbIX yrpasiieHuH Poccenbxo3Hansopa:

— o0ecreyuTh uH(OPMHUPOBAHUE XO3SUCTBYOLIUX CyOBEKTOB,
OCYUIECTBJISIOIIMX OOpallleHue JIEKapCTBEHHBIX MpenapaToB JUisi BETEPUHAPHOTO
MIPUMEHEHUS], O BBISIBICHUM YKa3aHHOW CEpUU JIEKApPCTBEHHOTO Mpenapara, KauecTBO
KOTOPOTO HE OTBEYAET YCTAHOBJICHHBIM TPEOOBAHUSIM;
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— B Clyyae BBIABJICHHMS YKa3aHHOM cepuM HEAOOPOKAYECTBEHHOTO
JIEKapCTBEHHOI'O Mpernapara JJisi BETEpUHAPHOTO MPUMEHEHUSI 00ECIIEYUTh KOHTPOJIb
3a HCIOJHEHHEM CyObeKTaMH OOpalleHusi JIEKapCTBEHHBIX CPEICTB IS
BETEPUHAPHOIO0 MpPUMEHEHUs1 TpeOoBaHUU cTaTbl 5/ @DenepasbHOro 3aKoHa OT
12.04.2010 Ne 61-®3 «O06 oOpaleHun JIEKapCTBEHHBIX CPEJCTB» B UACTH 3ampeTa Ha
pealn3alrio JIEKapCTBEHHOTO IIpernapara Uil BETEPUHAPHOTO TMPUMEHEHUS [0
MOJTBEPXKICHUSI ~ COOTBETCTBHMSI ~ KAaueCTBAa  YCTAaHOBICHHBIM  00S3aTENIbHBIM
TpeOOBaHUSM.

O npoBeneHHoM padboTe nmpouHpopmupoBath Poccenbxo3naazop.

OnHOBpPEMEHHO cOOOIIaeM, YTO MPOU3BOIUTEND JIEKAPCTBEHHOIO Iperapara
«Bakuuna npotuB Oosie3Hu Ayecku u poxu cBuHe» - OO0 «BETBHMOXHWM»
(r. MockBa) mponH()OPMHpPOBAaH O HEOOXOJIMMOCTH IPOBEIACHHUS MEPONPHITHHA B
COOTBETCTBHUH C TPEOOBAaHUSIMH 3aKOHOIATEIIbCTBA.

[Ipunoxenue: Ha | 1.
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