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MHuHHCTEPCTBO 31PaBOOXPAHEHN o
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[_ _‘ Opranuzanyy, oCyIECTBIIAIONINE
9KCIIEPTU3Y KayeCcTBa
O moctynnernmy uaGopMarH JNIEKApCTBEHHBIX CPEICTB

O BBIIBJICHUHA Heﬂ06pOKa‘IeCTBCHHOI‘O

JICKapCTBCHHOIO IIperiapara .
MelII/IHI/IHCKI/Ie OpraHu3anyy

Oprans! ynpaBieHU]
3IpaBOOXpaHeHreM CyOBEKTOB
Poccuiickoit @eneparuu

QenepasipHasd CIyxb6a M0 Hag30py B codepe 3ApaBOOXpaHEHHs coobIaer o
noctymienun uWHGopMmanuu o BeuiBieHHH PIBY «lleHTp KOHTpons KadecTBa
JIEKapCTBEHHBIX CPEACTB M MEIUIIMHCKUX U3MepeHUil YnpasneHus nenamu [Ipesunenra
Poccuiickoli ®@epepaliuul JIeKapCTBEHHOTO IIpemapara, KadeCTBO KOTOpOro He
COOTBETCTBYET YCTAaHOBIICHHBIM TPEOOBAHUSIM:

— «[amaBuT, TabneTku MOABA3bIYHbIE 25 MI 10 WIT., YIIAaKOBKU SYEHKOBBIE KOHTYpPHBIE
(2), mauku xapToHHEIe», pon3BojcTBa OO0 «Cansum», Poccus, Biaagenery ®I'BY
«Knunanueckas GonpHuna Nel» VYmpasnenus nenamu I[Ipesumenta Poccutickoit
®enepaunn, r. Mockpa/moctaBmuk OOO «Anpbatpocy, r. Mocksa, IoKa3aTelb
«Omucanuey (TIOBEpPXHOCTH TabJIETOK IIEPOXOBATAas; IPH M3BJICUEHHH U3 OIIHCTEpa
TabJieTKu Kpomiarcs) - cepun 210516.

TeppuropuansHOoMy opraHy PocsapaBHamzopa r. MockBe 1 MockoBcKoit obacTi
00ecneynTh KOHTPOJb 332 U3BSATHEM M3 OOpallleHus U YHUYTOXKCHHEM B YCTAHOBIEHHOM
NOpAJIKE YKa3aHHOM MapTUX HeZoOpoKaueCTBEHHOIO JIEKApCTBEHHOIO Iperapara.

QenepanpHas ciayxba mo Hang3opy B cdepe 3ApaBoOXpaHeHHMs cooliaer o
IIPMOCTAHOBIICHUM pPealW3allid WHBIX IapTHH BBINICyKa3aHHOH CEpHM JICKapCTBEHHOIO
Ipemnapara.

PocsnpaBHagsop mnpennaraer cyOpekTaM oOpalleHHs JIEKapCTBEHHBIX CpPENCTB,
MEIMIMHCKMM OpraHH3alusM [IPOBECTH IIPOBEPKY HalIM4YMs YKa3aHHOM cepuu
JIEKapCTBEHHOTO IIpenapara, 0 pe3ynbTaTax KOTOpol MHPOPMHUPOBATh TEPPUTOPHUATHHEILH
opraH Poc3npasHanzopa.

)
s

]

- .



2

TeppuTopHaibHBIM  OpraHaM Poc3fpaBHa[30pa OOECIEYMTH KOHTPONb 33
BLISBJIICHHEM WM U3BATHEM W3 OOpallieHus yKa3aHHOW CEpUM JIeKapCTBEHHOrO IIpenapara.
O nposenenHoit pabore uHpopMupoBaTh Poc3apasHanzop.

DenepancHas CiIy)x0a IO HaA30py B cdepe 3ApaBOOXPAHEHHUS YKa3blBacT
H3rOTOBUTEMIO  ([IpOAABIly, JIHIY, BBINOJHAIOMEMY  OYHKIMH  HHOCTPAHHOTO
M3rOTOBUTENS) YKa3aHHOM Cepuil JIEKapCTBEHHOTO IIpemapaTa Ha HeoO6XOAHUMOCTE
NIPOBEJEHUsST MEPOIPHATHI, NMPeXyCMOTpeHHBIX cTarthedl 38 PDelnepanbHOro 3akoHa OT
27.12.2002 Ne184-D3 «O TeXHAYECKOM PEryIUpPOBAHUNY.

Poc3apaBHAA30p MpeATUCHIBAET H3TOTOBUTENMIO (IPOAABLLY, JIHILY, BEIIOIHSIOIEMY
GYHKIMYA MHOCTPAHHOTO W3TOTOBHUTENS) B TEUEHUE AECATH OHEH ¢ MOMEHTa IOJYYCHHS
OaHHOT'O ITMChMa IMpeACTaBUTh CBEACHHA O NpOBeIeHHOHM pabore, BKIOYAs MaTepHaibl
NPOBEPKH  IOCTOBEPHOCTH  HMHQOpPMAlMM U  IporpaMMy  MEPOIPUATHH IO
IIpEeTOTBPAIICHHIO TNPHYAHEHHS Bpena, Ha azgpec: control ls@roszdravnadzor.ru c
IIOCIIeAyIONeH JOCBUIKON Ha OyMaXXHOM HOCHTEE.

PenepanbHas ciryxba 1Mo Haa30py B cdepe 3apaBooXpaHeHus obpalliaeT BHUMAHUE,
9YTO HENpeJCTaBICHHE MM HECBOEBPEMEHHOE IIpe/CTaBlieHHe, JUOO mnpeicTaBleHUe
3aBEJIOMO HEIOCTOBEPHBIX CBeACHHH B Poc3mpaBHag30p, a TakKke HEBBHIIOIHEHUE B
YCTaHOBIEHHBI  CpPOK  IpeANucaHus, pemeHus  Poc3mpaBHam3zopa — BiEYeT
OTBETCTBEHHOCTb, IPENYCMOTPEHHYIO COOTBETCTBEHHO CT.19.7.8. 1 4.21 c1.19.5. Konekca
Poccuiickoit ®enepanyu 06 aIMHHUCTPATHBHEIX IIPABOHAPYIIEHUSIX.

M.A. Mypatko

E.A. JlamanoBa 8 (499) 578-01-88


mailto:control_ls@roszdravnadzor.ru

