O BO3BpPATE AOKYMEHTOB

B ®eAepOaAbHYIO OHTUMOHOMOABHYKO CAYXKOY nmMcbmMom MuH3apaea Poccum
oT 28062016 Ne 20-4-4014092-C nNPEACTABAEHO HA COrAQCOBQOHME
NPEAEAbHAST OTMYCKHAST LEHA HO CAEAYIOLWMN AEKAPCTBEHHBIM MPENAPAT,
BKAIOYEHHBIN B MEepeYeHb  YKM3HEHHO HEOBXOAUMbBbIX UM BOMKHEWLLWX
AEKAPCTBEHHDBIX NPENAPATOB, PErMCTPAUMOHHOE yaocToBepeHne Al-001606,
AEPKATEAD AN BAOAEAEL PErMCTPALMOHHOIO YAOCTOBEPEHMUS
AEKOPCTBEHHOrO  npenapata  «Xetepo Aabc  Aumutea»  (UHaAMSD),
npownssoanTenb OO0 «Makmnz-Gapmar (Poccus) (Bce cTtaamn):

AeseTmpauetam (MHH — AeeTrpaueTam), TOBAETKM MOKPLITHIE NAEHOYHOW
obonaoukor, 500 mr, 10 WT., - YNOKOBKU SIMEMNKOBbIE KOHTYPHblE (3) - MAYKU
KAPTOHHbIE, B pasmMepe 656,97 pyb.

Mo  PACCMOTPEHMMN  MPEACTABAEHHBIX ~ AOKYMEHTOB  BbLISIBAEHO,  YTO
NPEAEABHAST OTNYCKHAST LUEeHA HA AEKAPCTBEHHbBIM MPENAPAT C TOProBbiM
HOMMEHOBOHMEM «\eBeTpaLETAMY, AEPIKATEAD NAM BAOAEAEL,
PErMMCTPAUMOHHOIO YAOCTOBEPEHMSI AEKAPCTBEHHOIO MPENnApPATa «XeTepo
ANabc Ammmtepr» (NMHAMS), MPON3BOAUTEADL «XeTepo Aabc Aummuntea» (MHAMS)
(BCe CTaAUN) (perncTpaumMoHHoe YAOCTOBEPEHNE AT1-001606),
30PErMCTPUPOBAHA.

B cootsetctBM C nyHKTOM 6(1) [lpOBUA BEAEHWSI FTOCYAQPCTBEHHOMO
peecTpa MNPEeAEAbHbIX OTMYCKHbIX LEH MOOUN3BOAUTEAEN HO AEKAPCTBEHHbIE
NPENAPATbl, BKAKOYEHHbBIE B NMEPEYEHD YKNZHEHHO HEOBXOAUMbBIX 1 BOMKHENLLINX
AEKAPCTBEHHbIX NPENAPATOB, YTBEPIKAEHHDBIX MNOCTAOHOBAEHVEM
MoasutenbcTea Poccumckon Peaepaumm ot 29.10.2010 Ne 865 (aonee -
[oOBUAQ), BHECEHME M3MEHEHN B PEECTPOBYIO 3ANMUCb O MOCYAQPCTBEHHOM
permcTpaunm  MPeAEAbHOM  OTMYCKHOM  UEeHbl  MPOM3BOAMUTEAST  HA
AEKAPCTBEHHbBIN NPENAPAT, B TOM Y/ACAE B YHOCTU U3MEHEHUd NPOU3BOAUTEAS
AEKAPCTBEHHOro Npenapara, WTPUXOBOro KoAd, HOHECEHHOIro HAO BTOPUYHYIO
(NOTPEOUTEALCKYIO) YNIAKOBKY A€KAPCTBEHHOro Npenapard OCYLLECTBASIETCS
MWHUCTEPCTBOM  3APABOOXPAHEHUST  Poccumckon  QPepepauym  6e3
COrAQCOBaHUS C PeAepPAAbHOM QHTUMOHOMOABHOWM CAY>XKOOM C COXPAHEHVEM
MOCAEAHEW 3APEMMCTPUPOBAHHOM LEHbI HO AEKAPCTBEHHBIV NPENAPAT.

TakM 06pPA30M, OCHOBAHMST AAS MPoBeaeHUs PAC Poccum aKOHOMUYECKOTO
QHOAM3A MO YKA3AHHOMY 3ASIBASHUIO OTCYTCTBYIOT.

B cegasn ¢ umsnoxkeHHsiv @AC Poccum Bosepawaetr B MuHsppae Poccum
KOMIMAEKT MPEACTOBAEHHbIX AOKYMEHTOB AAS MPUHSATUS PelleHus B NMopsAke,
NnPeAyCMOTPEHHOM NMyHKTOM 6(1) MpaBunA.



A.b. Kawesapos



