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31.05.2023 Ne @C-KC-2/13375
Ha Ne OT

®enepanpHas ciayx0a MO BETEpPUHAPHOMY U (DUTOCAHHUTAPHOMY HAA30PY
COOOIIIaeT, YTO MPHU MPOBEACHUN KOHTPOJS KadecTBa JIEKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO TMPUMEHEHHUS BBIIBJICHO HECOOTBETCTBHME KauecTBa oOpasia
JeKapcTBeHHOro rmpenapara «AmutpasuH®» (cepus 310323, cpok romHoCTU
03.2025) mpoussoactea OO0 «TOIT-BET» (r. Cankr-IleTepOypr) ycTaHOBICHHBIM
TpeboBanusiMm 1o mnokazatento  «l[lommuunoctes  (I[logmuHHOCTE  amuTpasa)y,
OTOOpPaHHOTO CeBepo-3amnagHbiM MexpernoHaabHbIM YnpasneHnuem
Poccenpxo3Hanszopa.

Ha ocHoBanuu mynkra 7 cratem 9  @DexepanbHOrO  3aKoHa  OT
12.04.2010Ne61-d3 «O6 oOparieHUu JEKAPCTBEHHBIX CPEACTB»  YBEIOMIISIEM
O MPUOCTAHOBIICHUU pean3allii YKa3aHHOW CEpUHr JEKApCTBEHHOTO Mperapara Jjis
BETCPUHAPHOTO MPUMCHCHHSI.

O0s13b1BaIO PYKOBOAUTEIA Cesepo-3anagHoro MexpernoHaiabHOro
VYupasnenust Poccenbxo3nanzopa O.I'. EMuieBa oCyiiecTBUTh KOHTPOJIb 32 U3bSTUEM
U3 oOpaileHus B  YCTAHOBJICHHOM TMOPSAKE TMMAPTUU  yKAa3aHHOW  CEpUU
HEJJOOPOKAYECTBEHHOTO  JIEKAPCTBEHHOTO  Mperapata  JUisli  BETEPUHAPHOTO
npumeHeHus. O pe3yapTaTax yBe1oMuTh B cpok 110 21.06.2023.

PykoBoaurensam TeppuTopuaibHbIX yipasiieHuN Poccenbxo3Hanzopa:

— o0ecreyuTh uH(OPMHUPOBAHUE XO3SUCTBYOLIUX CyOBEKTOB,
OCYIIECTBISIONINX OOpalleHNe JIeKapCTBEHHBIX MpEnapaTtoB [Jis BETEPHUHAPHOTO
NPUMEHEHHs, O BBIABICHUN YKA3aHHOW CEpHUH JIEKApCTBEHHOTO Ipernapara, KaueCTBO
KOTOPOTO HE OTBEYAET YCTAHOBJICHHBIM TPEOOBAHUSIM;
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— B Clyyae BBIABJICHHMS YKa3aHHOM cepuM HEAOOPOKAYECTBEHHOTO
JIEKapCTBEHHOT'O Mpernapara JJisi BETepUHAPHOTO MPUMEHEHUSI 00ECIIEYUTh KOHTPOJIb
3a HCIOJHEHHEM CyObeKTaMH OOpalleHusi JIEKapCTBEHHBIX CPEICTB IS
BETEPUHAPHOIO0 MpPUMEHEHUs1 TpeOoBaHUU cTaTbl 5/ @enepasbHOr0 3aKoHa OT
12.04.2010 Ne 61-®3 «O06 oOpalieHrn JIEKapCTBEHHBIX CPEACTB» B UACTH 3ampeTa Ha
peanu3aluio JEKapCTBEHHOI'O Mpernapara [jsi BETEPUHAPHOIO NPHUMEHEHHUS 10
MOJTBEPXKICHUSI ~ COOTBETCTBHMSI ~ KAaueCTBAa  YCTAaHOBICHHBIM  00S3aTENIbHBIM
TpeOOBaHUSM.

O npoBeneHHoi pabote mpounopmupoBaTh Poccenbxo3nanzop.

OAHOBPEMEHHO COO0O0IIaeM, 4YTO MPOU3BOJUTEhL JIEKAPCTBEHHOIO Ipernapara
«Amutpazua®» - 000 «TOII-BET» (r. Cankr-IletepOypr) npouHpopMHpoBaH
0 HEO0OXOTUMOCTH MPOBEJACHHUS MEPONPUATUNH B COOTBETCTBHH C TPEOOBAHHUSIMHU
3aKOHOJATENbCTBA.

[Ipunoxenue: Ha | 1.
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3amecTturenb PykoBoaurens e JOKYMEHT HOMIICAH K.A. CaBenkoB
L% YCUIIEHHOU KBAHKI®MHMPOBAHHOM
OJIEKTPOHHOMU ITOATIMCBHIO
CBEJIEHWA O CEPTUOUKATE OI1
Cepruduxar: 93959¢74al151412d9dfalb375d9974
Bnanenen: Capenxos KoHCTaHTHH ApkambeBnd
JlelicTauteneH ¢ 28.12.2022 mo 22.03.2024
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