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B cdepe 3paBoOXpaHeHHS

Ha Ne ot
— m Oprasuszalyy, oCyLeCTBISIOIIME
BKCIIEPTH3Y KauecTsa
O moctynunenny HHGOpMaLyH JIEKapCTBEHHBIX CPEICTB

O BBLIBJIICHHH He,HDﬁpOKa‘lCCTBCHHOI‘O

.TIeKapCTBeHHOI‘O npenapaTa
MeouuuHckre opraHu3anuu

Oprass! ynpapieHus
3paBoOOXpaHeHUEM CYOBEKTOB
Poccuiickoit ®eneparuun

QenepanbHas cuyx0a mo Hagsopy B cdepe 31paBOOXpaHEeHHS coobIaeT o
noctymnennn uHGopMauuu o BolaBleHuH ['BY Pssamckoit ofmactu «lletp 1o
CepPTUUKAUMM ¥ KOHTPONIO KayecTBa JIEKAPCTBEHHBIX CpPENCTB» II€KAPCTBEHHOTO
NpenapaTa, Ka4eCTBO KOTOPOTO He OTBEYAeT YCTAHOBICHHEIM TPeGOBaHUAM:

- Aloxon, TabNeTKM IOKpHIThie 0BONOYKOH 25 INT., YNAaKOBKH sueitKoBBIe
KOHTYpHBIe, Tpon3BoacTsa OAQ «buocuuTes» (Poccus), Bnagenen OO0 «OntHka-
cepeuc», Pasanckas ofmacte (moctaBumkx 3A0 «IIpodurMen», r. Mockga),
nokasatens «Onucanue» (YacTh TabeTok ¢ pacTpeckasIueiics 060M0uKoH) - cepuu
10314,

TeppuropHanbHbEIM ~ OpraHaM 10 YKa3aHHEIM  CyGbeKTam obpailteHns
JIEKApPCTBEHHBIX CPEACTB O0ECIEYMTh KOHTPONh 33 H3BATHEM M3 OOpalueHHs W
YHUYTOXCHMEM B YCTAHOBJICHHOM IOPSAKe AaHHOH NapTHH HeJ0OpPOKAYecTBEHHOrO
JIEKapCTBEHHOTO Npemnapata. O pesynbraTax HEGOPMHEPOBATH Poc3npasHansop.

®encpansHas cyx6a 1o Hamsopy B cdepe 3ApaBOOXpaHEHHS [peniaraeT
CyOBbeKTaM 0OpAIICHUS TeKAPCTBEHHEIX CPEACTB, METHLMHCKIAM OpraHM3aLUAM IPOBECTH
TPOBCPKY HAMH4YUA WHBIX NAPTHH YKa3aHHOTO JICKAPCTBEHHOIO IPENapaTa, a TAKKe
MEpOIpHATHA, NPENyCMOTpeHHBIe cTaThedl 38 DemepanvHoro 3akona or 27.12.2002
Nel84-@3 «O TexHudYeckoM peryiaupoBadum». O pesynbTarax HH(pOpMUPOBATH
TepPUTOPHANIBHEIH opraH PocanpaBHansopa.

TeppuropnanbusiM  opranam PocsapaBHamsopa o6ecmeduTs KOHTPONIb 3a
HCTIONHEHHEM CyOBeKTaMH OOpalleHHA JEKAPCTBEHHBIX CpeacTB (DefepaibHOTO 3aK0HA
ot 12.04.2010 Ne 61-®3 «O6 obpaiieHun TexapCTBEHHBIX cpeacTs» (crated 57) B 4acTH
COBIIIOIEHNS 3alIPeTa HA PEATTH3AIIIO HENOOPOKAYECTBEHHEIX JEKAPCTBEHHBIX CPECTB.
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DepfepanbHas Caykba 0o Haxzopy B cdepe 3IpaBOOXpaHEHHs YKa3blBaeT
H3TOTOBHTEMO  (MpOAaBIly, JIMLy, BHIIONHAIOMEMY YHKIMA  HMHOCTPAHHOIO
W3rOTOBUTENA) YKAa3aHHOM CEpHH JIEKapCTBEHHOIO IIpenapaTa Ha HeoOXOOHMOCTh
NpOBedeHrs MEPONpPHATHI, HperycMOTpeHHBIX cTathel 38 demepalbHOro 3aKoHa OT
27.12.2002 Ne184-D3 «O TeXHUIECKOM PETyIHPOBAHUNY.

Poc3apaBHAA30p NPEANUCHIBAET H3TOTOBUTENO (IIPOJABITY, JHILY, BBIIIONHAIOMIEMY
GYHKUUHM HHOCTPARHHOTO H3TOTOBHTENA) B TEYEHHE NECATH JHEHR OT JaThl MyOnuKanuu
“HPOPMAIHOHHOIO THCEMa Ha ohHIMaTsHOM cailite Poc3apaBHan3opa INPeACTaBUTH
CBeJICHUA © I[poBeleHHOH paboTe, BKIIOYas IMPOrpaMMy MEpONpPUATHH IO
IIpEeIOTBPAIlEHHI0 TNPUYHHEHUA BpeAa, Ha afpec: control Is@roszdravnadzorru ¢
nocJieyiomeii JOCbUIKOH Ha OYMaXKHOM HOCHTEIIE.

®enepanpuas cayx0a 10 Hag30py B chepe 3ApaBooXpaHeHHs obpaliaeT BHUIMAaHUE,
4YTO HeNpeACTABIICHWE WIH HECBOEBPEMEHHOE IpejcTaBlieHHe, NHOO0 IpeAcCTaBleHHE
3aBEIOMO HEJAOCTOBEPHBIX cBeleHHE B Poc3gpaBHan3op, a Takke HEBBIIOIHEHUE B
YCTAHOBIEHHBI  CPOK  IIpeAnucaHHs,  pelleHus  Poc3mpaBHajzopa  BIEYET
OTBETCTBEHHOCTS, IIPEIyCMOTPEHHYIO COOTBETCTBEHHO ¢T.19.7.8. 1 4.2] ¢1.19.5 Konexca
Poccuiickoit ®enepaiun 06 aqMAHHCTPaTUBHBIX IPABOHAPYIIEHUAX.
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