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PELLEHUE
06 oTKa3e B COrAQCOBAHUM MPEAEAbHbIX OTMYCKHbIX LLeH NPON3BOAUTEAEN
HO A€@KAPCTBEHHbIE NPEnapaAThl, BKAIOYEHHbIE B NePEeYEHb XXM3HEHHO HEOOXOANMbIX

M BAOXKHENLINX A€KAPCTBEHHbIX NpenapaToB

B cootBeTCTBUM C NYHKTOM 8 [paBUA rOCY AOPCTBEHHOW PErMCTRALNN U
nepeperncTpaumm yCTOHABAMBAEMbIX MPON3BOANTEASIMN AEKAPCTBEHHBIX MPENAPATOB
NPEeAEAbHbIX OTMYCKHbIX LLEH HO AeKAQPCTBEHHbIE NPEnApPATbhl, BKAKOYEHHbIE B MepeyeHb
YKNBHEHHO HEOOXOAMMbBIX 1 BAMKHENLLIMX AEKAPCTBEHHBIX MPENAPATOB, YTBEPKAEHHbBIX
NOCTAHOBAEHMEM NpaemnTenbcTea Poccumckonm Peapepaumm ot 29.10.2010 Ne 865 (aanee
- Mpaenaa), PepepAAbHAST AHTUMOHOMOABHAIST CAYXKOQ PACCMOTPEAD AOKYMEHTHI,
NPEACTABAEHHbIE MMCbMOM MUH3apaea Poccunm o1 30.01.2018 Ne 20-4-4062386-c, n
MNPWHSIAQ peLleHne 06 OTKA3e B COrAQCOBAHMN MPEAEABHOM OTMYCKHOW LiEHbI

3AO0 «[1pon3BOACTBEHHAST APMALEBTNYECKAS KOMNAHMS OBHoBAEHME» (POCCKs) HO
AEKAPCTBEHHBIN NpenapaT «AMBPoKCoA» (MHH - AMBPOKCOA), BKAKOYEHHBIN B MEPEYEHD
YKNBHEHHO HEOOXOAMMbBIX 1 BAMKHENLLMX AEKAPCTBEHHbBIX MPENAPATOB.

[MpeAeAbHAs OTMNYCKHAS LeHA HO YKA3AHHbBIM AEKAPCTBEHHbBIV NPENAPAT HE
COrAQCOBbIBAETCSI MO CAEAYOLLMM OCHOBAHKSIM.

Mpw NpoBEAEHUN SKOHOMMYECKOTrO AHAAM3A DAC PocCcum BbISIBAEHO, YTO MPEAEAbHAOS
OTMYCKHASI LEHA HA 3ASIBAEHHbBIN AEKAPCTBEHHBIV NPENAPAT, PACCHYUTAHHAS MICXOAS 13
CTOMMOCTU OAHOM AEKAPCTBEHHOM GOPMbI, NPEBbLILLAET 80 NPOLEHTOB CPEAHEW



30PErMMCTPUPOBAHHOW NPEAEABHOW OTNYCKHOW LieHbl MPOM3BOAUTEAS] HO PedDEPEHTHbBIN
AEKAPCTBEHHbBIV MPENAPAT, PACCYUTAHHOM 30 MEPUOA 3 AET AO MPEACTABAEHNS
AEPIKATEAEM UAUN BAOAEABLIEM PEMMCTPAUMOHHOIO YAOCTOBEPEHMS (YNOAHOMOYEHHbBIM
MM AULIOM) YKA3AHHOIO BOCTPOU3BEAEHHOIO AEKAPCTBEHHOMO NPENAPATA MNPEAEABHOM
OTMYCKHOW LE€Hbl, PACCYUTAHHOW NCXOASI N3 CTOMMOCTM OAHOM AEKAPCTBEHHOW QOPMbI,
4YTO MPOTUBOPEYUT NYHKTY 6 METOAUMKN PACYETA YCTAHABAMBAEMbIX MOOM3BOANTEASIMUA
AEKAPCTBEHHbBIX NPENAPATOB MNPEAEAbHBIX OTMYCKHbIX LLleH HO AeKAPCTBEHHbIE
NPEenApPAThl, BKAKOYEHHBIE B MEPEYEHD YKN3HEHHO HEODXOAUMbBIX 1 BAYKHEWLLINX
AEKQPCTBEHHbBIX NPENAPATOB, NPW UX FOCY AQPCTBEHHOM PErMCTPALUNN A
nepeperncTpaUnmn, yTBEPIKAEHHOM MOCTAHOBAEHMEM [1DABUTEABCTBA POCCUNCKOW
Pepepaumm ot 15.09.2015 Ne 979 (Aanee — MeToAUKA).

B CBSI13M C BbILLEN3AOMKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «B» MYHKTA 13 MNPABUA
NpeBbILLEHNE NPEACTABASIEMON AASI FTOCY AQPCTBEHHOW PErncTPALUM AU
nepeperncTpPaLMY NPEeASAbHOM OTNYCKHOM LieHbl MPON3BOAUTEAS HO AEKAPCTBEHHbIN
NPenapaAT HOA LEHON, PACCYUTAOHHOM B COOTBETCTBUM C METOAMKON, SIBASIETCS
OCHOBOHMEM AAST OTKO3A B COrAQCOBAHUM FOCY AQPCTBEHHOM PErncTpaLMmM NPEeASAbHOM
OTMYCKHOW LieHbl MPON3BOAUTEAST HO AGKAPCTBEHHbIN MPEenapaT.
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