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MUHHCTEPCTBO 3JPaBOOXPAHEHNU PecnyOnuku benapych paccMOTpeo

KOJIJIEKTHUBHOC o6pa1ueHHe 1o

BOTIPOCY

aCCOpPTHMEHTA UMITIOPTHBIX

JIEKAPCTBEHHBIX CPEICTB B alTCKaX Peciy6nuku  benapyce 4 B Inpejienax

KOMIIETCHIIMH coonaeT ciaeaylomiee.

Ilo cocrosmmio Ha 23 wmapra 2020 r B Pecniyorike  benapyce
3apErvCTPUPOBAHO B YCTAHOBJICHHOM IOPSIKE 1 BKJIFOUEHO B [OCYIapCTBEHHBIH
peecTp JIEKapCTBEHHBIX CPENCTB Pecryonuka  benapych (nanee — Peectp)
40’72 HaMEHOBAHHS TOTOBLIX JICKAPCTBEHHBIX CPEICTB, B TOM HHCIIC.

1682 HAWMMEHOBAaHMs — JIGKAPCTBEHHBIE CPEJICTBA  OTEUCCTBCHHOTO
npouspozctea (41%);

2390 HAUMEHOBaHM — JIEKapCTBCHHBIC — CPC/CTBA 3apyOeKHOTO
npou3sBozcTBa (59%).

Takum oOpasoM, Bamie yTBEpXKICHME O TOM, HYTO B Halled CTpaHe
«HapyllaloTcsl [paBa uesioBeka | cBobofa BEIOOpa» HE COOTBETCTBYIOT

JIECTBUTEJILHOCTH.

B cooTBeTCTBHH co crarbeil 8 3akoHa PecrmyOnuku benapych Ot 20 uroid
2006 . Ne 161-3 «O NexapcTBEHHBIX CPECTBax», B HAlIEH CTPaHE peal3aliii

MoJJICKAaT JICKQpCTBCHHBIC

CpEacTBa,

KOTOpble  IIPOIIUIH

Npoueaypy

TOCYApCTBEHHON PETHCTPallkK H, COOTBETCTBEHHO, BHECCHDI B Peectp.

OTCyTCTBHE psifa HAMMEHOBAHMI JIGKAPCTBCHHBIX CPEJICTB 3apyOeKHOTO
IIPOU3BOJICTBA CBA3AHO JIMOO C OKOHYAHUEM neficTBAS HX PerucTpalroHHbIX
YIOCTOBEPEHUI Ha TEPPUTOPUM Pecry6nuke Benapyck, 00 € pelIeHHEM CaMuX
IPOM3BOJMTENCH  OTO3BATH  JOCPOHHO  PErMCTPAlHOHHBIC yJI0CTOBEPEHMSI,
BJIA/IC/IbLIAMH KOTOPBIX OHHU SIBJISIOTCS.
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Tak Kak Ipoleaypa TIOCyJapCTBEHHOM  pErucTpanud  HOCHT
JOGPOBOJIBHBIN 3asIBUTEIbHEIN XapakTep, MHHHCTEPCTBO 3[paBOOXPAaHCHHS HE
MOXKeT 00s3aTh I[POM3BOIHMTENsS DerucTprpoBath B PecryOmuke benapych
KaKoe-Iu00 KOHKPeTHBIE JIEKapCTBEHHOE CPEICTBO.

B  OTHOIIGHMH KayecTBa JIEKAPCTBEHHBIX CpPEICTB 0eopyccKoro
TIPOU3BOACTBA COOOIaeM clieyiouiee.

Be3zonacHocTh, 2QPEKTUBHOCT M KayeCTBO JIEKAPCTBEHHBIX CPEACTB B
Pecniy6nuke benapych obOecnednBaloTCs Ha BCEX ITallaX HX oOpaieHus —
HAauWHHAs OT MPOMBIIUIEHHOTO [pPOU3BOJACTBA, 3aKaHIMBaA PO3HUYHOMI
peaiM3ale U3 anTex.

Co6monenne TpeboBannii Hannexaien IIPOM3BOJCTBEHHON MPAKTHKH
(GMP) oTeuecTBEHHBIMH TPOU3BOAUTENAMH JIEKAPCTBEHHBIX CPEACTB ABJISIETCS
rapaHTHedl TOro, 4YTO JIGKAPCTBEHHBIC CPEACTBA COOTBETCTBYIOT BCEM
HeO6XOMUMEIM TpeOOBaHHAM M MOTYT OBITh JONYIIEHBI K MEIWIMHCKOMY
IIPUMEHEHHUIO B Hallled CTpaHe.

Kpome TOro, mpH IpUOOPETEHUH JIGKAPCTBEHHBIX CPEICTE B alTeKe 3a
[OJIHYIO CTOMMOCTb, B TOM YMCJI€ PEaIU3yEMBbIX U3 allTeKH 110 PeLenty Bpaya,
[AlMeHT BIpaBe pellaTh, Kaxkoe JICKAPCTBEHHOE CPEICTBO  OH Oyner
npuobperarh — OEITOPYCCKOro il 3apyDeKHOTO MPOU3BOICTEA.

OTHOCHTENIHHO KOHKPETHBIX JIeKapCTBEHHBIX CpEJCTB, YyKasaHHBIX B
BaiieM oOpallieHHH.

JIexapcTBEHHOE CPECTBO TEPA®JIIO, mnOpoLOK IS MPUrOTOBICHUS
pacTBOpa I I[pHEMa BHYTpb B NaKeTax B YIIAKOBKE Nel0, 3asBUTEND —
Novartis Consumer Health SA, Illseiiuiapusi, BKJIOYCH B Peectp ¥ UMeEET
perucTpaoOHHOe YIOCTOBEPEHHE CPOKOM neitcrus g0 01.01.2050.

Ha niekapcTBEHHBIC CpEACTBA KOJIJPEKC XOTPEM, nopoumok s
[PUTOTOBJICHNS PAacTBOpa /Ul IpUeMa BHYTPb JIMMOHHBI B Maxkerax T B
ynakoske Ne5, u  KOJIJIPEKC, Tabnerku B Onucrepax B ynakoke Nel2xl,
sassutesnib — GlaxoSmithKline Consumer Healthcare, Benuxobpuranus,
PErUCTPALMOHHBIE  YIOCTOBEPEHHST HCTEKIIHA 12.12.2017. JIOKyMEHTBHI Ha
NpOJJIEHHEe PETUCTPALHONHbIX yinocTopepennit B PecmyGmuke benapychk
yKa3aHHOM KOMIaHMed B yCTaHOBJICHHOM IIOPA/IKE HE 110/IaBAJIUCE.

B coorBercTBHM co crarbeii 20 3akoHa PecrmyOinku benapyck OT
18 mronst 2011 roma Ne 300-3 «O6 obpallieHusX rpaXAaH ¥ OPUATICCKUX JIUL
HACTOALIMI OTBET MOYET ObITh 0Oxanosan Bamu B mopsjike, yCTaHOBICHHOM
3aKonoarenscTBoM Peciry6inky benapycs.

ITepBhiil 3amMecTUTEL MUHUCTpA J.JL.ITnneBn4
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