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r. Tupacnons

O BHecenun u3MeHenui B [locranoBnenue [IpaBurtenscTBa
[IpuanectpoBckoit Monnasckoit PeciyOnuku
ot 9 Hos1Opst 2017 roma Ne 305
«O COBEPIICHCTBOBAHUYN MEXaHHU3Ma rOCYIapCTBEHHOT O PETYJIUPOBAHUS 1IEH
Ha HauOoJsiee BOCTPEOOBaHHBIE JICKAPCTBEHHBIE MpemapaThl
Y U3JIeNUsI MEJUIIMHCKOTO Ha3HAYEHUS MEPBO HEOOXOAUMOCTH»

B cootBercTBUM ¢ moamyHKTOM «0» myHKTa 1 crathu 76-5 KoHcTuTymwm
[TpunaecTpoBckoit MonnaBckoit PecryOnuku, ctaTthelt 3, MOAMYHKTOM «0» myHKTa 1
cratbn 13, TOANYHKTOM «I'» dYacTH IlepBod ctatbu 14, crathelr 25
Konctutynnonnoro  3akonHa IlpunnectpoBckodt  MonmaBckoit — PecnyOnuku
or 30 nHosOps 2011 roma Ne 224-K3-V «O IlpaButennctBe [IpmmHecTpoBcKOH
Monnasckoit Pecniyommku» (CA3 11-48) B jeiicTByromieil penakiud, 3aKOHOM
[TpunaecTpoBckoit MonnaBckoi Pecriyomuku ot 31 mexabpst 2004 roma Ne 513-3-111
«O nenax (tapudax) u nernoodpazosanum» (CA3 05-1) B aeicTByrONICH peaakiuy,
B IICNIAX YIOPSAOYCHUS MEXaHW3Ma TOCYJapCTBEHHOTO PETYJIUPOBAHMS IICH
Ha HanOoJee BOCTPeOOBAHHBIC JICKAPCTBEHHBIC MPEMapaThl U U3ETUS MEIUITTHCKOTO
Ha3HaueHWs  mepBod  HeoOxomumocTu  [IpaButennctBo  [IpumgHECTpOBCKOMA
Monnasckoii Pecriyonuku
MOCTAaHOBIAECT:

1. Buectru B IlocranoBnenne  IlpaButensctBa  [IpumHecTpoBckoit
Momnnasckoii PectiyOmuku ot 9 HOs0pst 2017 roma Ne 305 «O coBepIlieHCTBOBAaHUN
MEXaHU3Ma TOCYJapCTBEHHOTO PETYJIMPOBAHUS IIEH Ha Hamboyee BOCTpeOOBAHHBIC
JIEKapCTBEHHBIE TpermapaThl W W3ACTUS MEIUIUHCKOTO Ha3HAYCHHUS TIEPBOU
HeoOxoaumocTu» (CA3 17-46) cienyromnye N3MCHCHHUS ;

a) myHKT 4 [TocTaHOBJICHHS U3JI0KUTH B CIICIYIONICH PEIaKIIHH:

«4. CyObeKThl IICHOOOpa30BaHUs, OCYIICCTBISAIONINE ONTOBYI0 U (WIN)
PO3HUYHYIO  peaju3aluio  MeIUKo-papMaleBTUYECKOW MPOAYKIUMU, OOS3aHbI
peaNM30BBIBaTh JICKAPCTBEHHBIC MPETapaThl U W3CIHAS MEIUITMHCKOTO Ha3HAUCHUS,
Bomenmue B IlepedeHr HamOosiee BOCTPEOOBAHHBIX JIEKAPCTBEHHBIX IPEMapaToB
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U U3JIeJINM MEAUIIMHCKOTO Ha3HAYEHUS NTEPBO HEOOXOAUMOCTH, IO (PUKCUPOBAHHBIM
[IEHAM.

B po3nuuHOll ceTH CYOBEKTOB I1I€HOOOpa30BaHMs, OCYIIECTBISIONINX
PO3HUYHYIO peanu3anuio MeAUKO-(hapMaleBTUUeCKO MNPOIYKIHH, HEO0OXOAUMO
HaJMyue HE MEHee OJHOr0 TOProBOr0  HAMMEHOBAHHMS 1O  KaXIOMY
U3 MEXIYHAPOJHBIX HEMATEHTOBAHHBIX HAMMEHOBAHUMN JIEKAPCTBEHHBIX MPEMapaToB
U U3JeIUd  MEAUIMHCKOrO Ha3zHaueHwus, Bomenmux B [lepeuenp Haubosee
BOCTPEOOBAHHBIX  JICKAPCTBEHHBIX MpenapaToB U  M3JAEAUH  MEIUIIMHCKOTO
Ha3HAYEHUsI MEPBOM HEOOXOJMMOCTH, 3a HCKIIOYEHHUEM CIIy4aeB, YCTAHOBIEHHBIX
YacThIO TPEThE HACTOSIIETO MYHKTA.

B caydae Hanuuus B anTEYHBIX KHOCKaxX M (pruiMaiax anTek JeKapCTBEHHBIX
npenapaToB M U3ACIUA  MEIUIMHCKOTO  HA3HAUEHUS,  MEXIYHapOIHBIC
HEMATEHTOBAaHHbIE ~ HAUMEHOBAHUS  KOTOPBIX  HJIGHTHUYHBl  MEXKJIYHApOJHBIM
HEMATEeHTOBAaHHBIM HAMMEHOBAHUSM JIEKAPCTBEHHBIX IMPENapaToB H  HU3JACIIHN
MEJIMIIMHCKOTO Ha3HauyeHus, BomeAmux B [lepeyenb Hamboliee BOCTPEOOBAHHBIX
JEKAPCTBEHHBIX CPEACTB U  M3JEIUNA  MEAUIIMHCKOTO Ha3HA4YeHUs TMEpBOIl
HEOOXOJMMOCTH, B JIaHHBIX CYOBEKTaX IEHOOOpPAa30BaHUS HEOOXOIUMO TaKXKe
M  HAIWNYUE COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX MpenapaToB U  U3JAEIUN
MEJIMIIMHCKOTO Ha3HadyeHus, BomeAmux B [lepeyenbr Hamboliee BOCTPEOOBAHHBIX
JEKAPCTBEHHBIX CPEACTB U  M3JEIUNA  MEAUIMHCKOTO Ha3HA4eHUs MEepBOil
HEOOXOUMOCTH.

[Ipu orcyTcTBUM B peanu3allii TOPrOBBIX HAWUMEHOBAHUM JIEKAPCTBEHHBIX
npenapaToB W U3JACIUM MEAUIMHCKOTrO Ha3HadyeHus, Bomenmux B [lepeueHb
HauOoJsiee BOCTPEOOBAHHBIX JIEKAPCTBEHHBIX MPENApaTOB U U3ACIUI MEIUIIMHCKOTO
Ha3HA4YCHUS IIEpBOM HEO0OXOIUMOCTH, CyOBEKTHI LIEHOOOpa30BaHus,
OCYIIECTBIISIIOLINE PO3HUYHYIO peanu3aluio MeIMKo-(papManeBTHIECKON
MPOAYKIIMU, UMEIOT IPABO 3aMEHUTHh OTCYTCTBYIOIIHNE B peaIU3allUU JICKAPCTBEHHBIC
npenapathl W UW3JACNHUS MEAUIMHCKOrO Ha3HaueHus, Bouenmue B IlepeueHb
HanOosiee BOCTPEOOBAHHBIX JIEKAPCTBEHHBIX MPENApPaTOB M U3ACIHI MEIUIIMHCKOTO
Ha3HAYeHUsT  NEpPBOM  HEOOXOAMMOCTH,  AQHAJIOTUYHBIMU  JIEKAPCTBEHHBIMU
npenapaTaMd W U3JACIUSIMU  MEIUIMHCKOTO  HA3HA4YeHUsi OTEYECTBEHHOIO
MPOU3BOJCTBA MPH YCIOBUM pealu3alldd TaKuX TOBapOB 10 HaUMEHbIIEH
(bUKCUPOBAaHHON PO3HUYHOM 1I€HE, YCTAHOBJICHHON HA aHAJIOTMYHBIN JIECKAPCTBEHHBIM
npernapar (U3enre MEeIUIIMHCKOr0 Ha3HaueHus), Bomeamui B [lepeuens Hanbolee
BOCTPEOOBAHHBIX  JICKAPCTBEHHBIX MpenapaToB U  M3JAEAUNH  MEIUIIMHCKOTO
Ha3HA4YEeHUs MePBON HEOOXOIUMOCTH.

[Ipu peanuzamuu CcyObeKTaMH IEHOOOPA30BaHMS, OCYIIECTBISIOMUMUI
ONTOBYIO peanu3aluio MeIuKo-(papMareBTUYeCKON MNPOAYKIUU, YUPEKICHUAM
3IpAaBOOXPAHEHUSI  JICKAPCTBEHHBIX TMpenapaToB U  MU3ACIUA  MEIUIIMHCKOIO
Ha3HayeHus, Boweamux B llepedens HanbOosnee BOCTPEOOBAHHBIX JIEKAPCTBEHHBIX
npenapaToB W W3ACIUA MEIUIMHCKOTO Ha3HAYEHUs TNEpBOM HEOOXOJMMOCTH,
CUUTATh YCTAHOBJICHHYIO OpPTaHOM PETyJIUpPOBaHUS 1IEH U Tapu(oB (PUKCUPOBAHHYIO
ONTOBYIO LIEHY IPENEIBHON ONTOBOW LIEHOW;
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0) B wactu yetBepToi myHkTa 6 [Ipmioxenus Ne 1 x [loctaHoBICHHIO ClTOBA
«C 1aThl OAMMUCAHUS» 3aAMEHUTH CJIOBAMU «C JaThl O(DUIIMATBEHOTO OMyOJIUMKOBAHUSI».

2. Hacrosmee IlocraHoBieHHE BCTymaeT B CHIIy CO JHS, CICAYIOIIETO
3a THEM €ro 0(pULIHAIBLHOTO OITYOJINKOBAHUS.
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