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i'* ] Opranuzamnuy, ocyIleCTBIAIOINE
3KCIEepTHU3Y KauecTBa
O mocrynnesnu nHQOpMauH JIEKAPCTBEHHBIX CPENICTB

O BBIIBJICHHAHN HeJIOGpOKa‘-IeCTBCHHOI‘O

JIEKapCTBEHHOIO npenaparta
MenuIMHCKHE OpTaHN3aIlHH

Opransl ynpapieHus
3ApaBOOXpaHEHUEM CYOBEKTOB
Poccuiickoit ®enepaunu

QenepanbHas ciyxba no Hag3opy B cdepe 30paBOOXpaHEHHS COOOIIaeT o
nocTymneHnd uHpopManuu o BbuiBIeHHH @OI'BY «lleHTp KOHTpONst KadvecTBa
JIEKapCTBEHHBIX CPEACTB M MEAMIIMHCKUX M3MEpEeHU» Ynpasnenus nenamu Ilpesupenra
Poccuiickoit @enepauun (r. MockBa) JIeKapCTBEHHOTO NpenapaTa, KaueCTBO KOTOpOro He
OTBE€YaeT YCTAaHOBIEHHBIM TPEOOBAHUAM:

— JlnoxcuauH®, pacTBOp Ui BHYTPHUIIOJIOCTHOTO U HApPYXHOro HpuMeHeHus 10
Mmr/mn 10 M, amrrysst (5), ynakoBKU S4eHKOBEIE KOHTYPHBIE (2), TaYKyU KapTOHHEIE,
npomspoactBa OAO  «HoBocubxumdapm», Poccus, Brmagenmery @IVII
«MexOGonpHnuHas anteka» YmpaBneHus fenamu llpesupenta Poccuiickoit
®epepauny, r. MockBa, nokasarens «MexaHUYecKue BIIIIOYeHUs»- cepun 421214,

TepputopuanbHoMy oprany Poc3gpaBHamsopa no r. MockBe u MOCKOBCKOIA
obmacTd oOecnieYnTh KOHTPOJb 32 H3bATHEM H3 OOpalleHuss U YHHMYTOXXEHUEM B
YCTaHOBJIEHHOM IIOpSAJIKE yKa3aHHOM NapTHM HeJO0OpOKAaYEeCTBEHHOIO JIE€KapCTBEHHOIO
npenapara.

@enepanbHag ciayx6a 1O Hag3opy B cdepe 30paBOOXpaHEHHs CcOOOIIaeT o
TIPUOCTAHOBIIEHUA peall3alld WHBIX MapTHil BbIIIEYKAa3aHHOW CEPUH JIEKapCTBEHHOTO
Ipenapara. ' ,

Poc3npaBHag3op mnpemnaraer cyObekTtaM OOpallleHHs JIEKapCTBEHHBIX CPENCTB,
MEAWIMHCKAM OpraHu3alysaM IIPOBECTH MPOBEpKYy HaJIM4YUA YKa3aHHON cepHuu
JIeKapCTBEHHOI'O Mpenapara, O pe3yJhTaTaXx KoTopoii HHPOpMHUPOBATh TEPPUTOPUATBHEIMH
opraH Poc3npasHanzopa.
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TepputopriansHeiM — opraHam  Poc3mpaBHag3opa obecnieduTh KOHTPONb  3a
BBIIBJICHHEM U U3BATHEM U3 OOpalllcHHs yKa3saHHOH CEpHH JICKapCTBEHHOrO Iperapara.
O nposexneHHoit padote nHGOopMupoBaTh Poc3apaBHan3op.

GenepanpHas ciyxba 0 Haa3opy B cdepe 3ApaBOOXPAaHEHMs YKa3bIBaeT
U3rOTOBUTENSAM  (TpofaBLiaM, JIMIAM, BBHINOJNHAIOMMM  (QYHKIMH  HMHOCTPAHHOIO
M3TrOTOBHUTENS) YKa3aHHOH CepHHM JIeKapCTBEHHOTO IIpernapaTa Ha HeoOXOAMMOCTh
IPOBEIEHNS MEPONpPUATUH, NpeXycMOTpeHHBIX cTaTtheidl 38 PenepanbHOro 3akoHa OT
27.12.2002 Ne184-D3 «O TeXHUIECKOM peryIMpOBaHUN.

Poc3apaBHangzop mpeanuceiBaeT U3roTOBUTEINO (IPOAABLLY, JIUIY, BHIIOIHAIOIIEMY
GYHKUMM MHOCTPaHHOTO M3TOTOBHTENSN) B TEYEHHE ACCATH THEH OT MaThl MyGAMKALHHU
MH(OPMALMOHHOrO NHChMa Ha oduUHaTbHOM caiite Poc3apaBHan30pa IpPEICTABHTH
CBEIEHHA O MpoBeAeHHOH pabore, BKIIOYas MOPOrpaMMy MEPONPMATHH IO
NpelOTBpallICHUIO TPUWYMHEHHs Bpelda, Ha anpec control Is@roszdravnadzor.ru c
nocieayolen T0CkUIKOi Ha 6yMaKHOM HOCHUTEIIe.

QenepainbHas Clyx6a 0 Haa30py B cdepe 3APaBOOXpaHEHHs OOpalIaeT BHUMAHHE,
9TO HENpPENCTaBJICHHE HIM HECBOEBPEMEHHOE MpENCTaBICHUE, JHOO TNpelCTaBlIcHHE
3aBEIOMO HEIOCTOBEPHBIX CBeAcHME B Poc3apaBHan3op, a TakkKe HEBBIONHEHHE B
YCTaHOBIEHHBIi  CPOK  [NpEANHMCAaHHWs, pelleHus  Poc3apaBHan3opa — BIeYeT
OTBETCTBEHHOCTb, IIPEXyCMOTPEHHYIO COOTBeTCTBeHHO ¢T.19.7.8. 1 4.21 ¢T.19.5 Konekca
Poccuiickoit @enepanun 06 aAMUHUCTPATHBHBIX IIPaBOHAPYILECHHAX.

PykoBonuTens M.A Mypamuko
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