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CCpHH JICKAPCTBCHHOI'O CPEACTBA

DepepanpHO ciryx60if 10 Hax30py B chepe 3ApaBOOXpaHEHHS IIPUHATO PELIEHHE O
TpeKpalleHu:d OoOpalleHus JieKapcTBeHHOro cpencrBa «Crpencunc®, Tabnerkd ULl
paccaceiBaHus (MEOOBO-IMMOHHEIE) 12 INT., YIIaKOBKH S4eHKOBBIe KOHTYpHBIE (2), IaykH
kapToHHBIe» cepuu BX736 ot 04.2016 npomsBoxctBa «Pexutrr benkusep Xencksp
Wntepremun Jita.» (BenuxkoOpuTaHus) B CBsI3H ¢ UHGOpPMALUEH O BBIABICHHM 3KCIIEPTHOH
opraamanueit PIBY «MMIIDYAOCMII» Poc3ppaBaanzopa (Kypckuit ¢umianr) B paMkax
BHIOOPOYHOr0 KOHTpOJIA KadyecTBa JIEKAPCTBEHHBIX CPEACTB HECOOTBETCTBHMS IIAPTHH
BBIIIIEYKa3aHHOT'O JIEKAPCTBEHHOI'O CPENCTBa TPeOOBaHUAM HOPMATHUBHOM NOKYMEHTAIMH IO
mokaszatemo «OXHOPOIHOCTh JO3HUpPOBAHUA», BJIAAEIICI] ITApTUM JIEKAPCTBEHHOI'O CPEICTBa
MII «Anrreka Ne2y (yin. MockoBckas, 11.28, r. Open, OpioBckas 061acTh).

TeppuropuansHoMy oprany Poc3gpasHamzopa mo OpitoBckoil obinactu ofecrieduTs
KOHTpOJIb 3a H3BATHEM H3 TPaXXAAHCKOTO 060pOTa M YHHUYTOXEHHEM B YCTaHOBJICHHOM
IIOpsAIKE YKa3aHHOM apTHUH HeNOOpOKaueCTBEHHOIO JIEKAPCTBEHHOTO CPEICTBA.

TepputopranbHbIM opranaM Poc3npaBHang3opa o6ecrieunTh KOHTPOJb 33 BBIABICHHEM
H M3BATHEM M3 obpalleHHs yKa3aHHOM CepHM JIeKapCTBEHHOro cpencTBa. O mpoBeleHHOU
pabore uabopmupoBaTs Poc3apaBHaaz30p.

QenepanmbHast coyxba 10 Ham3opy B cdepe 3HpaBOOXpAaHEHHS YKa3BIBACT
H3rOTOBUTEMIO (IIPOMABIHY, JIKILY, BHIMOJNHAIOWEMY (GYHKIME HHOCTPAHHOTO H3IOTOBUTEINS)
YKa3aHHOM CEpUH JIEKaPCTBEHHOTO CpeACTBa Ha HEOOXOAUMOCTh IIPOBENCHUS MEPOIPUATHH,
IpeIyCMOTPEHHBIX cTaTheii 38 denmepampHoro 3akoHa ot 27.12.2002 Nel84-®3
«O TEXHUYECKOM PETyJIHpPOBaHUNY.

Poc3npaBHan3op mpenmichBaeT H3rOTOBUTENMIO (IPOJABILY, JIMIY, BBIIOMHAIOLIEMY
GyHKIMM WHOCTPaHHOTO H3TOTOBHTENA) B TEUEHHE NECATH OHEH ¢ MOMEHTa IONydYeHHS
uH(pOpMauU O HECOOTBETCTBHH JIEKAPCTBEHHOI'O CPENCTBAa 00A3aTENbHBEIM TPeOOBAHUSIM K
KadecTBy pa3paboTaTs M corjiacoBaTh ¢ PocaapaBHan30poM IporpaMMy MEPOIpPHSATHH II0
[IPEOTBPAIIEHUIO YIPO3bl IPUYMHEHUS Bpea XU3HU U 3J0POBBIO IPaXKIaH.
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