PELLEHWE

06 OTKO3e B COrAACOBAHNM MPEAEAbHbBIX OTMYCKHbIX LIEH MOOU3BOAUTEAEN HA
AEKAPCTBEHHBIE MPENAPATHI, BKAKOYEHHbIE B NEepeYeHb YKN3HEHHO
HEODBXOAMMBIX N BOMKHEWLLINX A€KAPCTBEHHbBIX MPEnapaTOB

B cooTtBeTCTBMM C NYHKTOM 13 MNPABUA FOCYAQPRCTBEHHOM PEMMCTRALNN U
nepeperncTpraumm yCTAOHOBAMBAEMbIX MPOM3BOAUTEASIMU AEKAPCTBEHHbDIX
NPEenapPATOB NPEAEAbHbBIX OTMYCKHbIX LLEH HO AEKAPCTBEHHbBIE MPENAPATHI,
BKAIOYEHHBIE B MEPEYEHDb YKU3HEHHO HEODBXOAMMBIX U BOYKHEMLLIVX
AEKAPCTBEHHBIX MPENAPATOB, YTBEPYKAEHHBIX MOCTAHOBAEHNEM
MpaeutenbcTea Poccumckom Qeaepaumm ot 29.10.2010 Ne 865 (aanee —
MpaenAa), PeAepaAbHAST AHTVMOHOMOABHAS CAY>KOA PACCMOTPEAQ
AOKYMEHTbI, MPEACTABAEHHbIE MMCbMAaMM MuH3APaBA Poccum ot 06.09.2022
Ne 25-7-4220857-c 1 o1 21.10.2022 Ne 25-7-4220857-A0M, V1 NPUHSIAQ PELLEHNE
06 OTKA3€e B COrAQCOBAHMM MPEAEABHbBIX OTMYCKHbIX LEH, 3ASBAEHHBIX HO
permnctpaumto OO0 «PapmKoHuent (Poccusl), Ha caeaytolme
AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHBIE B NEPEYEHDb MN3HEHHO
HEOOXOAMMbBIX 1 BADKHENLLMX AEKAPCTBEHHbIX MPENAPATOB:

1. «lepenmm» (MHH — «Lledpenmm»), MoOpOLLIOK AAS MPUTOTOBAEHMS PACTBOPA
AAS BHYTOUBEHHOIO U BHYTPUMbILLEYHOIrO BBEeAEHMS, 0.5 1, PAAKOH (1) - nadka
KAPTOHHAS, B pasmepe 207,90 pyo.

2. «leoennm» (MHH — «Lledenmm»), NopoLLOK AAS MPUrOTOBAEHMS PACTBOPA
ANSI BHYTPUBEHHOIO M BHYTPUMbBILLEYHOTO BBEeAEHUST, 1 T, DAAKOH (1) - na4ka
KAPTOHHAS, B pasmepe 310,20 pyo.

[MoeAeAbHbIE OTNYCKHbIE LieHbl HO YKA3AHHbIE AEKAPCTBEHHBIE MPEnapaThl HEe
COIrAOCOBbIBAKOTCS MO CASAYIOLLMM OCHOBAHWSIM.,

[pu NpoBeAEHUN SKOHOMMYECKOTO aHAAM3A PAC Poccum BbISIBAEHO
NPEBbLILLEHNE 3ASIBASIEMbBIX MPEAEABHBIX OTMYCKHbBIX LEH HA BbILLEYKA3AHHbIE
AEKAPCTBEHHbIE MPEnApPAThl HOA LEHAMW, PACCHYUTAHHBIMW B COOTBETCTBUM C
TPEeBOBAHMSIMM NMYHKTOB 34-36 MeTOAMKN PACHETA NPEAEAbHBIX OTMYCKHbIX
LEeH NMPOUN3BOAUTEAEN HO AEKAPCTBEHHDBIE NPENAPATHI, BKAKOYEHHBIE B
nepeyYeHb >KN3HEHHO HEODBXOAUMbIX 1 BADKHENLLIMX AEKAPCTBEHHbIX
MNPEnApPATOB, YTBEPIKAEHHOM NMOCTAHOBAEHMEM [1PABUTEABCTBA POCCUMNCKON
QPeaepaumm oT 15.09.2015 Ne 979 (Aanee — MeToAUKO).

B cootBeTCcTBUM C NyHKTOM 14 MNMpaBnA PAC Poccum HONPABAEH 3AMNpPOC

oT 16.09.2022 Ne [M/86356/22 0 Npe AOCTABAEHUN YTOYHEHHbBIX PACYETOB
NPeAEAbHbBIX OTMYCKHbIX LIEH B COOTBETCTBUM C TPEOOBAHMSIMM MYHKTOB 34-36
MeToAMKN.



BmecTe C TeM, YyTOYHEHHBIE 3ASIBAEHHBIE MPEAEAbHbBIE OTMYCKHbIE LEHbI HE
NPVIBEAEHbBI B COOTBETCTBME C TPEOOBAHMSIMM MYHKTOB 34-36 MeTOoAMKN, B TOM
YUCAE MPEACTABAEHHBIMM HA BbiLLEYKA3AHHbBIM 3anpoc PAC Poccum
AOKYMEHTAOMU. B pacyeTax 3asIBUTEASI HE MCMNOAb3OBAAMCH
30PErMCTPUPOBAHHBIE MPEAEABHBIE OTMYCKHbIE LEeHbl HO AEKAPCTBEHHDBIN
NpPenapaAT, COBMAAQIOLLNM MO KOAMYECTBY BO BTOPUYHOM NOTPEDBUTEABCKOWM
YMNAKOBKE C 3ASIBAEHHBIM AEKAPCTBEHHBIM MPENAPATOM, YTO MPOTUBOPEUNT
TPebOoBAHUSIM NYHKTA 35 MeToAMKN,

B CBSI131 C BbILLEN3AOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTOM «M» MyHKTA 19
[NPOBUA MpeBbILLEHVE MPEACTABASIEMON ANSI FOCY AQPCTBEHHOW
nepeperncTpaummn npeAeAbHON OTNyCKHOM LieHbl MPOM3BOAUTEAS HO
AEKAPCTBEHHbBIM MPENAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
[pasrAOMU 1 METOAMKOW, SIBASIETCSI OCHOBAHMEM AAST OTKO3A B
COrAQCOBOHUN TOCYAQPCTBEHHOW PEMMCTRAUNN MPEAEABHOW OTMYCKHOMN
LleHbl MPOUN3BOAUTEAST HO AEKAPCTBEHHDBIV MPEenapdar.

T.B. HmkeropoaLes



