PELLEHWE
06 OTKA3€e B COrAQCOBOHUM NPEeAEAbHBIX OTMYCKHbIX LEH MOON3BOAUTEAEN
HA AeKdpCTBEHHbIE MpenapdTtbl, BKAKOYEHHbIE B NepeyYeHb >KM3HEHHO HEOBXOAMMBIX

N BOYKHENLLINX AEKAPCTBEHHBIX MPEenapaToB

B cootBeTctBUM C NYHKTOM 8 1 10 [NpABUA rOCy AQPCTBEHHOW PErNCTRALMN U
nepeperncTpaumm yCTAHABAVMBAEMbIX MPOUIBOAUTEASIMU AEKAPCTBEHHBIX MPENAPATOB
NPEeAEAbHbIX OTMYCKHbIX LEH HO AEKAPCTBEHHbIE MPENAPATLI, BKAKOYEHHBIE B MEPEYEHD
YKN3HEHHO HEOBXOAMMBIX 11 BODKHEWLLIMX AEKAPCTBEHHBIX MPENAPATOB, YTBEPKAEHHbBIX
NOCTAHOBAEHMEM [paBmnTenbcTBa Poccumckom Qeaepaumm ot 29.10.2010 Ne 865 (aanee
- NpaenAg), PeAepaAbHAS AHTUMOHOMOABHAST CAYYKOA PACCMOTPEAC AOKYMEHTHI,
NPEeACTABAEHHbIE MMCbMOM MuH3apasa Poccum ot 01.09.2017 Ne 20-4-4051380-c, n
NPUVHSAQ peLleHne 06 OTKa3e B COrAQCOBAHNMN, 3ASIBAEHHbBIX B BbILLEYKA3OHHOM MMCbME
14 npeaenbHblX oTryckHbIX LeH OO0 «[MPAHADAPM» (Poccrs)) HO AEKOPCTBEHHbBIN
NPEenapAT, BKAKOYEHHbIV B NepeYeHb YKU3HEHHO HEODXOAVMbBIX U BOYKHEMLLINX
AEKAPCTBEHHbIX NpenapaToB, «[lepuHaonpuA» (MHH — NepunHAONPUA),
PErMCTPAUMOHHOE yaAocToBepeHme Ne AN-003712.

[MpeAeAbHble OTMYCKHblE LEeHbl HAO YKA3AHHbIV AEKQPCTBEHHbBIV MPENAPAT HE
COrAQGCoBbIBAKOTCS MO CAeAYIOWNMM OCHOBAHUSIM.

Ha ocHoeaHMM NyHKTA 10 MpaBUA NPOUNIBOANTEAKD YKA3AHHOIO AEKAPCTBEHHOIO
npenapaTa HaNPAaBAeH 3anpoc oT 14.09.2017 Ne PI1/63855/17 B LEASIX YTOYHEHMS
CBEAEHVIN, COAEPIKALLMXCS B MPEACTABAEHHBIX AOKYMEHTOX. BMecTe C Tem oTBeT
OO0 «[MPAHADAPM» COAEPXKNT HEMOAHYO MHOOPMALMIO, O UMEHHO MNP OV3BOAUTEAEM
He NPEACTABAEHO AOKYMEHTAAbHOE MOATBEPXKAEHNE ONAQTHI TOYAQ, YKA3AHHbBIX B
PACLUMDPOBKAX 3ATPAT MO KAXKAOMY AEKAPCTBEHHOMY MPENAPATY MO CTATbE
«3apaboTHAS MAQTO», B CBSI3M C YEM MPOBECTN SKOHOMUNYECKUNM AHAAMS 3ASIBAEHHDBIX K
PErMCTPALMM LEH B COOTBETCTBUN C METOAMKOM pACHETA YCTAHABAMBAEMbIX
NPOUN3BOAMNTEASIMU AEKAPCTBEHHBIX MPENAPATOR MPEAEAbHBIX OTMYCKHbIX LLEH HO
AEKAPCTBEHHbIE MPEMNAPATHI, BKAKOYEHHbIE B NEPEYEHD YKU3HEHHO HEOBXOAMMBbIX M
BODKHEWLLMX AEKAPCTBEHHBIX MPENAPATOB, MNP UX TOCY AOPCTBEHHOW PErMCTRALNN U
nepeperncTpaunm, yTBep >KAEHHOM MOCTAHOBAEHMEM [1paBUTEABCTBA POCCUNCKOW
Peaepaunm ot 15.09.2015 Ne 979, He MPEACTABASIETCSI BO3MOMHbIM.

B CBSI13M C BLILLEN3AOYKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «6» NyHKTA 13 MpaBUA
NPOEACTOBAEHME AOKYMEHTOB B HEMOAHOM OBbeME 1 (MAMN) HEMOAHOTA COAEPIKALLMXCS B
HUX CBEAEHMIN SIBASIETCS1 OCHOBAHMEM AASI OTKA3A B COFAQCOBAHMM FOCY ACPCTBEHHOM
PErNCTRALMM NPEAEABHBIX OTIMYCKHbIX LEH MPOU3BOAUTEASI HO AEKOPCTBEHHbIV
npenapar.
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