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PELLIEHWNE

06 OTKA3e B COrAQCOBAHMM NPEAEAbHbBIX OTMYCKHbBIX LIEH MPOOV3BOANTENEN
HQ AEKQPCTBEHHbIE MPENAPATHI, BKAIOYEHHbIE B MEPEYEHb MN3HEHHO
HEOBXOAUMbIX U BOYKHENLLINX AEKAPCTBEHHbBIX MPEnapaTOB

B COOTBETCTBUMM C MyHKTOM 13 N MOAMYHKTOM «M» MNyHKTA 32 MpaBUA
FOCYAQPCTBEHHOM PEerucTpaumm © nepeperncTpaumm  npeAeAbHbIX
OTMYCKHbIX LEeH MNPOU3BOAUTEAEN HOA AEKOPCTBEHHble MPenapdaTh,
BKAIOYEHHbIE B MepevYeHb MKU3HEHHO HEOOXOAMMBIX W BODKHEMLLMX

AEKAPCTBEHHbIX npenapaToB, YTBEPIKAEHHDBIX NOCTAHOBAEHNEM
MNpaeuTtenbcTea Poccumckom Qepepaumm ot 29.10.2010 Ne 865
(pranee — [paBnnd), PepepaAbHAST OHTUMOHOMOABHAS — CAYXKOA

PACCMOTPEAD AOKYMEHTbI, MPEACTABAEHHbIE MMCbMOMKM  MUH3APABA
Poccum ot 28.07.2021 Ne 20-4-4180490-c, ot 16.08.2021 Ne 20-4-4180490-
AOM U MPWVHSIAQ pelleHne o6 OTKA3e B COrAQCOBAHUU MNPEAEABHOMN
OTNYCKHOWM LUEHbI, 3asiBAeHHOW Ha nepepernctpaunio AO «ABBA PYC»
(Poccus), HO CAeAYIOWUA AEKAPCTBEHHLIM MPENAPAT, BKAKOYEHHbLIN B
nepeYeHb MMUIHEHHO HEOBXOAUMbBIX W BOMKHEMLUMX AEKAPCTBEHHbIX
npenapAaToB:

«Mukpasmnm» (MHH — «[laHkpeaTtunH»), kancyabl, 25000 EA, 10 wTt -
YNAKOBKM SIMEMKOBbIE KOHTYPHble () - MAYKKM KAPTOHHbIE, B pA3Mepe
655,12 pyb.

[ToeAeAbHAsT OTMYCKHAS LeHA HA YKA3AHHbIM AeKAPCTBEHHbBIM NpenapaT
HEe COrAdcoBbiBAETCS MO CAeAYHOW MM OCHOBAOHMSIM.



Mo NpoBeAEHNN aKOHOMMYECKOro aHanmda PAC Poccrmn BbISIBAEHO, YTO
COMAQCHO MPEeACTABAEHHBIM AOKYMEHTOM MO MNPUAOXKEHMIO Ne 1 K
MeToaMKe pPACYETA MPEAEAbHBIX OTMYCKHbIX LEH MPOU3BOAUTEAEN HA
AEKAPCTBEHHbIE MNPENAPATbI, BKAIOYEHHbIE B MEPEYEHb dKM3HEHHO
HEOBXOAVMbBIX 1N BODKHENLLVX AEKAPCTBEHHbIX MPENAPATOR, YTBEPIKAEHHbBIX
nocTaHoBAEHMEM [MpaeuTenbcTea Poccumckom Geaepaumm ot 15.09.2015
Ne 979 (Aanee — MeToAMKA), PACYET CPEAHEB3BELLIEHHOW OTMYCKHOW
LieHbl Npon3BeAeH 6e3 yyeTa TPeboBAHUM MYHKTA 45 1 NPUAOXKEHUS Ne 11
K MeToauke.

B cootBeTcTBMM C nyHKTOM 14 Mpasmna GPAC Poccrn HOMPOBAEH 3AMpPOC
o T106.08.2021 Ne TH/65715/21 O NpeAOCTABAEHUN MHOOPMALNN, B TOM
YNCAE YTOYHEHHbIE PACYETHI C Y4ETOM TPeBOBAHMIN MYHKTA 45 MeToANKN
N NPUAOKEHUSINe 1T K MeToAMKE AAST 3QSIBAEHHOTO AEKAPCTBEHHOIO
npenapaTa.

Bmecte <C TeM, COFAQCHO AOKYMEHTAM, TPEACTABAEHHbBIM  HA
BbILLEYKA3AHHbIM  3anpoc  QPAC Poccuum, 3Ag9BAEHHAST  BEAUYMHA
YBEAMYEHWS 3APErMCTPUPOBAHHON MPEAEAbHOM OTMYCKHOM LeHbl HA
BbILLEYKA3AHHbIM ~ AeKAQPCTBEeHHbI  npenapat  (3,13%.,) npeBblllaeT
AOCMYCTUMYLD  (2,97%), 4TO NpPOTUBOPEYMUT TpeboBaAHVSIM MNyHKTA 45
MeToAnKN.

B CBSI13 C BbILLEN3AOMKEHHbBIM, B COOTBETCTBUM C MOAMYHKTOM «M™ MYHKTA 19
[MoaBMA  NPEBbBILLEHME  MPEACTOBAEHHOM  AAST  TOCYAQPCTBEHHOM
nepepermcTpaunm npeAeAbHOM OTMYCKHOW LUEHbl MPOU3BOAUTEAST HA
AEKAPCTBEHHbBIM NPENAPAT HAA LEeHOM, PACCHYHNTAHHOM B COOTBETCTBMM C
[MpasAaMM 11 MEeTOAUKOWN, SIBASIETCSI OCHOBAHMEM AASl OTKA3A B
COrAQCOBOHMN FOCYAQPCTBEHHOW pPErncTpaumm npeAeAbHOM OTMYCKHON
LLeHbl MPOM3BOAUTEASI HO AEKAPCTBEHHbIM NPenapar.
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