PELLEHUE
06 oTKa3e B COrAQCOBAHUM MPEAEABHbIX OTMYCKHbIX LLeH MPON3BOAUTEAEN
HO A@KAPCTBEHHbIe NPEenapaThl, BKAIOYEHHbIE B NepeYeHb XXN3HEHHO HEO6XOANMMbIX

M BODKHEULWNX A€KAPCTBEHHbIX NPenapaTos

B  cooteerctBUM  CnyHKTOM 8 [IpOBUA TOCYAQPCTBEHHOM pernctpaumm u
nepeperncTpaunm yCTaHABAMBAEMDbIX MPOOV3BOAUTEASIMU AEKAPCTBEHHBIX NPENAPATOB
NPEAEAbHbIX OTIMYCKHbIX LUEH HA AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHBIE B MEPEYEHDb
YKM3HEHHO HEOBXOAMMBIX U BODKHEWLLMX AEKAPCTBEHHbBIX MPENAPATOR, YTBEPXKAEHHDBIX
NocTaHoBAeHMEM lMNpaBuTeabcTea Poccuinckon Geaepaumm ot 29.10.2010 Ne 865 (aanee
- Mpaeunaa), PepAepAAbHAST AHTUMOHOMOABHAST CAYXXOA PACCMOTPEAQ AOKYMEHTHI,
NPEACTABAEHHbIE MMCbMOM MuH3ApaBa Poccum o T21.09.2018 Ne 20-4-4079817-c, wm
NPUHSIAQ peLleHmne 06 OTKA3E B COrAQCOBOHUM MPEAEABHBIX OTIMYCKHbIX LIEH, 3ASIBAEHHbIX
Ha perucTpaumo OO0 «MOCOAPM» (Poccusl), HO CAeAyloMe ASKAPCTBEHHbIE
NPenapAThbl, BKAOYEHHbIE B MEPEYEHb >KM3HEHHO HEOBXOAUMbBIX W BOYKHEMLLNX
AEKAPCTBEHHbBIX MPENAPATOB:

e Pacteop PuHrepa (MHH — Hatpug XxAopraAQ PACTBOP  CAOXKHbBIM (KaAms
XAOPUA+KAABLMS XAOPUA+HATPOUS XAOPUA), PACTBOP AAST MHOY3UK, 100 MA —
KOHTEMHePDI (1) — MEeLLKM NOAUITUAEHOBLIE, B pasmepe 21,87 pybaen;

e Pacteop PuHrepa (MHH — Hatpusg XAopUAQ PACTBOP CAOXKHbBIV (KaAKs
XAOPUA+KaAbLUMST XAOPUA+HATPUST XAOPUA), PACTBOP AAS MHOY3MKM, 100 MA —
KOHTEMHEPDI (44) — SWMKMN KAPTOHHbIE (AAST CTAUMOHAPOB), B pa3mepe 96241
pybaen.

[NpeAeAbHble OTNyCKHble LieHbl HO YKA3AHHbIE AEKAPCTBEHHbIE MPENAPAThl HE
COrAQCOBbIBAIOTCSI MO CACAYIOLLMM OCHOBOHUSIM.,

B cootBeTCTBUM C NYHKTOM 5 METOAMKN PACHETA YCTAHABAMBAEMbIX MOOU3BOANTEASIMU
AEKAPCTBEHHbIX MPENAPATOB MPEAEAbHBIX OTMYCKHbIX LLeH HO AEKAPCTBEHHbIE
NPENAPATbI, BKAKOYEHHBIE B MEPEYEHD MUIHEHHO HEOBXOANMbBIX 1 BAYKHENLLIMX

AEKAPCTBEHHbIX MPEnAPATOB, MPU MX FTOCY AQPCTBEHHOM PErncTpaumm m
nepeperncTpaumm, yTBep KAEHHOM NOCTAHOBAEHMEM [1pAaBUTEABCTBA POCCUINCKOM
Pepepaumm ot 15 ceHT6ps 2015 1. Ne 979 (Aanee — MeToanKa), Npu pacyeTe
NPEAEAbHOM OTMY CKHOM LiE€Hbl HO AEKAPCTBEHHBIV NPENAPAT NPON3BOACTBA FOCYAQPCTB
— YAEHOB EBpPA3nNMCKOro aKOHOMMNYECKOro CO3A B PAMKAX OAHOMO PErMCTRALMOHHOIO
YAOCTOBEPEHMSI ACKAPCTBEHHOIO NPENAPATA MNPV U3MEHEHNN KOAMYECTBA
AEKAPCTBEHHOrO MPENAPATA BO BTOPUYHOM (MOTPEDUTEABCKON) YNAKOBKE HE
AOMYyCKAETCS YBEAUNYEHKSI CTOMMOCTM OAHOW AEKAPCTBEHHOM QOPMbI.

MNPy NPOBEAEHUN SKOHOMUYECKOTO QHAAM3A YCTOHOBAEHO, YTO HO AEKOPCTBEHHbIN
npenapat Pacteop PuHrepa (MHH -~), pactop aAsl MHOY3MK, 200 MA - BYTBIAKA AASI
KPOBU M KPOBO3AMEHUTEAEN - MAYKM KAPTOHHbIE, NponseoacTea OO0 «MOCPAPM»



(Poccus) (pernctpaumoHHoe  yaoctoeepenHne  AlN-000349)  3aperncrtpuposaHa
npeAeAbHAs OTMYCKHAS LeHa B pasmepe 21,51 pybaen (Nnpukas MuHsapaea Poccum ot
31.056.2012 Ne1284/31-12), 4ytO B nepecyetre HA 1 MA AENCTBYIOLWLEro BELLECTBA
coctoBasieT 0,11 pybaen. Takmm oBpasoM, 3ASIBAEHHBIE K PErUCTRALNU MPEAEAbHbBIE
OTMYCKHbIE LEHbl B PAMKAX OAHOMO PErMCTPAUMOHHONO YAOCTOBEPEHUS MPEBDLILLAOT
pPOHEE 3APErMCTPUPOBAHHYIO MPEAEABHYIO OTMYCKHYIO LUEHY M3 pAcYeTa CTOMMOCTU
EAVHULbI AEKAPCTBEHHOM QOPMbI.

B CBSI3N C BbHILLEN3AONKEHHbIM, B COOTBETCTBUM C MOAMYHKTOM «B» MYHKTA 13 [MpaBUA
NPeBbILUEeHNE  MPEACTOBASIEMON  AASl  TOCYAQPCTBEHHOM  PEeructpaumm  UAU
nepeperncTpaLmMr NPeASAbHOM OTMYCKHOW LeHbl MPOU3BOAUTEAST HO ASKAPCTBEHHbIV
NPenapaT HOA LEeHOM, PACCYUTOHHOM B COOTBETCTBUMM C METOAUKON, SIBASIETCS
OCHOBOHMEM AAST OTKO3A B COrAQCOBAHUM FOCY AQPCTBEHHOM PErncTpaALUmM NPEeASAbHOM
OTMYCKHOW LieHbl MPON3BOAUTEAST HO AGKAPCTBEHHbIN MPEenapar.

A1O. Lapukosckmm



