-
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

06.12.2024 Ne ©C-IOI11-2/24681
Ha Ne OT

®denepanbHas ciayk0a MO BeTEpUHAPHOMY M (UTOCAHUTAPHOMY HAIA30pPY
COO0IIaeT, YTO MPHU MPOBEJICHUM KOHTPOJIS KauecTBa JIEKAPCTBEHHBIX CPEACTB JIs
BETEPUHAPHOTO TPUMEHEHHUS BBIABICHO HECOOTBETCTBHME KadecTBa 0Opasiia
JIEKapCTBEHHOTO cpelicTBa «AMokcunpom» (cepust 4652508; cpok romgnoctu 09.2026
r.) mpomsBoacTBa «DOX-AL ITALIA S.p.A» (HUramus) ycTaHOBICHHBIM
TpeboBaHUsAM 10 Mokaszarento «llorepss B Macce MpHu BBICYIIMBAHUU», OTOOPaHHOIO
VYnpasnennem Poccenbxo3Hanzopa no ropoay MockBa, MockoBckor u TynbCckoi
00J1acTsIM.

Ha ocnoBanmm mnynkTa 2 wactu 7 cratbu 9 DenmepanbHOr0 3akoHa OT
12.04.2010 Ne 61-®3 «O06 oOparmieHnH JTEKapCTBEHHBIX CPEACTB» (majee — 3aKOH
Neo 61-03) yBempomiisieM 00 U3BATHU M3 TPAKIAHCKOTO 00OpOTa YKa3aHHOW cepuu
JIEKapCTBEHHBIX NPenapaToB AJisl BETEPUHAPHOTO MPUMEHEHUS.

OO0s3p1Bat0  pykoBOAMTENS YmpaBieHus Poccenbxo3Han3opa IO TOpoay
MockBa, MockoBckoit u Tynbckoit obOmactsim P.M. MumnopamoBa oCyIiecTBUTh
KOHTPOJIb 32 U3BSTUEM U3 OOpAIlleHHs] B yCTAHOBIEHHOM MOPSJIKE MAapTUU YKa3aHHON
CepUM HEA0OPOKAYECTBEHHBIX JIEKAPCTBEHHBIX MPEMApPATOB [JIsi BETEPUHAPHOIO
npuMmeHnenus. O pe3ynbraTtax yBeJOMUTH B Cpok a0 25.12.2024.

PykoBoaurensm teppuTopuanbHbIX ynpasiieHur Poccenbxo3nanzopa:

— o0ecneunThb UHPOPMUPOBAHUE XO3SIUCTBYIOLIUX CyOBEKTOB,
OCYIICCTBIISIONIMX OOpallieHne JIEKApCTBEHHBIX MpenapaToB JUIsl BETEPUHAPHOTO
MPUMEHEHUSI, O BBISIBICHUM YKa3aHHBIX CEpUN JIEKAPCTBEHHBIX MPENapaTos,
KaueCTBO KOTOPBIX HE OTBEYAET YCTAHOBJICHHBIM TPEOOBAHUSIM;
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— B CIOy4yae BBbISBIEHUS YKa3aHHOM CepuM  HEJ0OpPOKAaYeCTBEHHBIX
JIEKapCTBEHHBIX MPENapaToB sl BETEPUHAPHOTO MPUMEHEHHsI 00eCeuuTh KOHTPOJIb
32 HUCIOJHEHHUEM CYOBEKTaMH OOpalieHHs] JIEKAPCTBEHHBIX  CPEIACTB s
BETCPUHAPHOTO TpPHMEHEHUs TpeOoBaHWii ctaTthi 57 3akoHa Ne 61-d3 B wactu
3alpeTa Ha peaju3alyio JICKAPCTBEHHBIX TpenaparoB i  BETEPUHAPHOTO
NPUMEHEHUS 70 TOATBEPXKICHUS COOTBETCTBUS KAaueCcTBa  YCTaHOBJICHHBIM
00s13aTeIbHBIM TPEOOBAHUSIM.

O npoBeneHHoM pabore mpouHdopmupoBatrsh Poccenbxo3naazop.

OAHOBPEMEHHO COO00IaeM, 4TO MPOU3BOJUTENb JIEKAPCTBEHHBIX IPENapaToB
«Amokcurmpom» — «DOX-AL ITALIA S.p.A» (Uramus) npouHGoOpMUpOBaH
0 HEOOXOIUMOCTH TPOBEIACHUS MEPONPHUATHH B COOTBETCTBHH C TPEOOBAHUSIMU
3aKOHO/IaTEJIbCTBA.

[Tpunoxenue: Ha 1 1.

J

3amecturenb PykoBoauTens 4 10.A. 1lIBaGayckene

JOKYMEHT ITOANNACAH .
YCHJIEHHOU KBAJIMOALIMPOBAHHOU
OJIEKTPOHHOMU TTOAITHACBHIO

CBEJIEHHA O CEPTUOUKATE OII

Cepruduxar: c467968d56ced783626b523¢719d8367
Bragenen; [IBabayckene FOmusa AnckcaHapoBHa
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