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27.08.2024 Ne ©C-KC-2/17335
Ha Ne OT

®enepanpHas ciayx0a MO BETEPUHAPHOMY U (DUTOCAHUTAPHOMY HAA30PY
COOOIIaeT, YTO MPHU MPOBEACHUN KOHTPOJS KAadeCcTBa JICKAPCTBEHHBIX CPENICTB IS
BETEPUHAPHOTO TPUMEHEHHsI BBISABICHO HECOOTBETCTBHE KauecTBa 0Opa3IoB
nekapcTBeHHbIX cpeacTB «AMOKCUCTUM 50%» (cepust 011/2-24, cpok rogHOCTH
03.2027) u «JJOKCTUCTUM K» (cepusi 046/10-5-23, cpox romnoctu 09.2027)
npousBojgctBa OO0 «BUOCTUM» (BopoHexckas 005acTh) yCTaHOBIIEHHBIM
TpeOoBaHUAM 1O nokazareisim «Pasmep wactuiy u «KonnuecTBeHHOE ompeseseHne
a"Hanuzupyemoro mnapametrpa (KonuuecTtBeHHOe coaep)kaHuE JOKCHIMKIMHA)Y,
oToOpaHHbIX YmpaBieHueM Poccenbxo3naazopa no Bopouexckoit, benropomackoit
u JIunerkoit o0iacTsm.

Ha ocnoBanuu mnynkra 7 crtareu 9 ®enepanpHoro 3akoHa ot 12.04.2010
Ne  61-®3 «O6  oOpameHuM  JIGKAPCTBEHHBIX  CPEACTB»  YBEAOMIISIEM
00 WU3BATHM W3 TPAXKIAHCKOTO 000pOTa YKa3aHHBIX CEpUH JIEKAPCTBEHHBIX
IpenapaToB sl BETEPUHAPHOTO MPUMEHEHUSI.

O06s3p1Bato pykoBoautesst Ympanienus Poccenbxo3nanzopa mo BopoHexkCcKoH,
benropoackoit u Jluneukoit obnactam T.A. AymieBy OCYIIECTBUTh KOHTPOJb 3a
U3BATHEM U3 OOpAIlEHUS B YCTAHOBJICEHHOM MOpPSAKE MApTUl yKa3aHHBIX CEpHil
HEOOPOKAYECTBEHHBIX  JIEKAPCTBEHHBIX  MpenapatoB Ui BETEPUHAPHOTO
npumenenus. O pe3ynbraTax yBeAOMUTh B cpok a0 16.09.2024.

PykoBoaurensam teppuTopuaibHbIX yipasiieHuN Poccenbxo3Hanzopa:

— o0ecreyuTh uH(OPMHUPOBAHUE XO3SUCTBYOLIUX CyOBEKTOB,
OCYILECTBISIOUIMX OOpallleHHue JEKAapCTBEHHBIX MpenapaTtoB s BETEPUHAPHOTO
OPUMEHEHHUs, O BBISIBICHUM YKa3aHHBIX CEpUH JIEKApCTBEHHBIX IPENapaTos,
KayeCTBO KOTOPBIX HE OTBEYAET YCTAHOBJICHHBIM TPEOOBAHUSAM;
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— B ClOy4yae BBISIBJICHHA YKa3aHHBIX CEpUHl  HEIOOpOKaYeCTBEHHBIX
JICKapCTBEHHBIX TPENapaToB JJis BETEPUHAPHOTO MPUMEHEHHUSI 00ECTIeUnTh KOHTPOIh
32 HUCIOJHEHHUEM CYOBEKTaMH OOpalieHHs] JIEKAPCTBEHHBIX  CPEIACTB s
BETEPUHAPHOTO0 MPUMEHEHHsI TpeOoBaHUM cTaTbu O/ DeAepanbHOrO 3aKOHA OT
12.04.2010 Ne 61-®3 «O06 obpareHrH JEKapCTBEHHBIX CPEICTB» B YaCTH 3ampeTa Ha
pealn3alyio JIEKapCTBEHHBIX TIPEnapaTtoB JJs BETEPUHAPHOTO TMPUMEHEHHS [0
NOJTBEPXK/ICHUSI ~ COOTBETCTBHSI ~ KAauecTBa  YCTAHOBJCHHBIM  00S3aTEbHBIM
TpeOOBaHUSM.

O mpoBenenHoit pabote mponHhopMupoBath Poccenbxo3Hamz3op.

OMHOBPEMEHHO COOOIIaeM, YTO MPOU3BOIUTENb JICKAPCTBEHHBIX IPETapaToB
«(AMOKCUCTUM 50%» u «JOKCTUCTHUM K» - OO0 «BbHUOCTUM»
(BopoHexckass 0071acTh) TPOMH(POPMHUPOBAH O HEOOXOTUMOCTH IPOBEIACHHUS
MEPOIPHUITHIA B COOTBETCTBUHU C TPEOOBAHUSAMHU 3aKOHOAATEIHCTBA.

[Ipunoxenue: Ha | 1.
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