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
nepeperncTpaum yCTAOHABAMBAEMbIX MPOOM3BOAUTEASIMU AEKAPCTBEHHDBIX
NPEenApPATOB MPEAEAbHbBIX OTNYCKHbIX LLeH HO AeKQPCTBEHHbIE NPEenApAaThI,
BKAIOYEHHBIE B MEPEYEHDb YKU3HEHHO HEODBXOAMMBIX U BOYKHEMLLIVX
AEKAPCTBEHHbBIX NPENAPATOB, YTBEPXKAEHHBIX MOCTAHOBAEHNEM
MpaeutenbcTea Poccumckom Qeaepaumm ot 29.10.2010 Ne 865 (aanee —
MpaenAa), PeAepaAbHAST AHTVMOHOMOABHAS CAY>KOA PACCMOTPEAQ
AOKYMEHTbI, MPEACTABAEHHbIE MMCbMAMM MuH3APOBA Poccum oT 29.11.2022
Ne 25-7-4229097-c, OT 26.12.2022 Ne 25-7-4229097-p0n 1 oT 11.01.2023 Ne 25-7-
4229097-pA00, U NPUHSIAC peLleHne 06 OTKA3e B COrAQCOBOHUM MPEAEAbHbBIX
OTMYCKHbIX LEH, 3aSIBAEHHbIX HO perncTtpaumto OAO «AAABXUMODAPM»
(Poccus), Ha caeaytoLMEe AEKAPCTBEHHbBIE MPENAPATLI, BKAKOYEHHbIE B
nepeyYeHb YKN3HEHHO HEOBXOAUMbIX 1 BADKHENLLIMX AEKAPCTBEHHbBIX
NPENAPATOB:

1. «<XAoprekcuamHa GuUrAtokoHaT» (MHH — «XAOPrekCuamnH»), PACTBOR AAS
MECTHOIO U HOPY>KHOTrO npuMeHeHust, 0.05%, 10 A, - kaHUCTPbl (1) - AAS
CTAUMOHAPOB, B pasmepe 1410,00 pyb.

2. «<XAOPrekCnanHa GurAtokoHAT (MHH — «XAOpPrekCramnH»), PACTBOP AASI
MECTHOIO U HOPY>KHOTrO NpuMeHeHust, 0.05%, 5 A, - kKaHUCTPbI (1) - AAS
CTAUMOHAPOB, B pasmepe 705,00 pyb.

[poeAeAbHble OTNYCKHblEe LIEHbl HO YKA3AHHbIE AEKAPCTBEHHbIE MPENAPAThl HE
COIrAAdCOBbBIBAKOTCSI MO CASAYOLWLNM OCHOBCAHMSIM.

Mo NPoBEAEHUN DKOHOMMYECKOTO AHAAM3a GAC Poccum BhISIBAEHO
NPEBbILLEHME 3ASIBASIEMbBIX MPEAEAbHBIX OTMYCKHbIX LLEH HA BbILLIEYKA3AHHbIE
AEKAPCTBEHHbIE NPEenapaTbl HOA LEHAMW, PACCHYUTAHHBIMW B COOTBETCTBUN C
TPebOoBAHUSIMU MYHKTOB 34-36 MEeTOAMKM PACHYETA NPEAEAbHBIX OTMYCKHbIX
LEeH NPOn3BOANTEAEN HO AEKAPCTBEHHbBIE NPENAPATLI, BKAKOYEHHbIE B
nepeYveHb YKN3HEHHO HEOBXOAMMbIX 1 BAPKHENLLIMX AEKAPCTBEHHbBIX
NPEnAPATOB, YTBEPXKAEHHOW MOCTAHOBAEHMEM [1paBUTEABCTBA POCCUNCKOW
Peapepaumm ot 15.09.2015 Ne 979 (Aanee — MeToamKa).

B cooteeTCcTBMM C NMyHKTOM 14 MpaeuA PAC Poccum HOMPOBAEHbI 3AMNPOCHI
OoT 19.12.2022 Ne TH/114339/22 1 o1 29.12.2022 Ne TH/118651/22 o
NPEeAOCTOBAEHNN YTOYHEHHbBIX PACHETOB MPEAEAbHbBIX OTMYCKHbIX LIeH B
COOTBETCTBMM C TPEBOBAHUSIMU MYHKTOB 34-36 MeToAMKMN.



BmecTe C TeM, YyTOYHEHHBIE 3ASIBAEHHBIE MPEAEAbHbBIE OTMYCKHbIE LEHbI HE
NPVIBEAEHbBI B COOTBETCTBME C TPEOOBAHMSIMM MYHKTOB 34-36 MeTOoAMKN, B TOM
YNCAE MPEACTABAEHHBIMM HA BbiLLEeYyKA3aHHble 3anpocbkl 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.
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