PeaepanbHbIi 3akoH OT 12.04.2010 N 61-O3(pea. o1 22.12.2020)"O6 obpalleHumn
AEKAPCTBEHHbIX CPEACTB"(C 13M. 1 A0M., BCTYN. B cnAy ¢ 01.01.2021)

PELLEHWE

06 OTKO3e B COrAQCOBOHNM MPEAEABHBIX OTMYCKHbIX LIEH MPOM3BOAUTEAEN HO
NeKdApCTBeHHble rnpenapdrbl, BKAKOHEHHbIE B NnepedyeHb >KN3HEHHO
HEOBXOAMMbIX 1 BADKHENLLINX ASKAPCTBEHHbIX MpenapaToB

B cootBeTCcTBUM C NYHKTOM 13 [pABUA rOCY AOPCTBEHHOW PEMMCTRALNN U
nepeperncTpaumm NPEAEAbHbIX OTMYCKHbIX LEH NPON3BOAUTEAEN HO AEKAPCTBEHHbIE
NPEenapPAThl, BKAKOYEHHBIE B MEPEYEHD MNIHEHHO HEODXOAUMbBIX 1N BAYKHENLLMX
AEKAPCTBEHHbBIX MPENAPATOB, YTBEPYKAEHHBIX MOCTAHOBAEHMEM [TPABUTEABCTBAO
Poccuimnckom Qepepaumm ot 29.10.2010 Ne 865, DeaepaAbHAST AHTVIMOHOMOABHAOS
CAY>KOA PACCMOTPEAT AOKYMEHTbI, MPEACTABAEHHbIE MMCbMAMM MUH3APABA Poccui
o1 08.04.2021 Ne 20-4-4169703-c 1 ot 18.06.2021 Ne 20-4-4169703-A0M, 1 NPUHSIAQ
peLleHne o6 oTKa3e B COrAQCOBAHMM MPEAEAbHBIX OTMYCKHbIX LIEH, 3ASIBAEHHbBIX HO
perncTpaumio AO «Yconbe-Cnbupckmm xumMmoapmM3aaBoA» (POCcKs), HO CAeAyoLLMe
AEKAPCTBEHHbIE NPENAPATHI, BKAKOYEHHBIE B NEPEYEHD MUNIHEHHO HEODXOAUMbIX M
BODKHENLLMX AEKAPCTBEHHBIX MPENAPATOB:

1. «AeommueTnH» (MHH — «XAOPAM®DEHMNKOA»), TABAETKM, MOKPbITbIE MAEHOYHOM
obonoukon, 500 mr, 100 wT. - 6aHKkK (1) - NOYKM KOPTOHHbIE, B pa3mMepe 865,00 py6b.

2. «ANesoMuUETUH» (MHH — «XAOPOM®DEHUNKOA»), TABAETKM, MOKPBITHIE MAEHOYHOMN
obono4kom, 500 mr, 50 W, - 6aHKK (1) - NAYKM KOPTOHHbIE, B pa3mepe 432,50py6.

3. «AesomMmueTUH» (MHH — «XAOPOM®DEHUNKOA»), TABAETKN, MOKPBITHIE MAEHOYHOMN
obono4kom, 500 mr, 30 W, - 6aHKkM (1) - NAYKM KOPTOHHbIE, B pa3mepe 259,50py6.

4. «NesommueTnH» (MHH — «XAOPAM®PEHMKOA»), TABAETKM, MOKPbITHIE MAEHOYHOW
obono4kom, 500 mr, 20 w. - 6aHKkM (1) - NAYKM KOPTOHHbIE, B pa3mepe 173,00py6.

5. «AeBomumueTnH» (MHH — «XAOPOMPEHMNKOA®), TABAETKN, MOKPbITbIE MAEHOYHOMN
obonoukon, 500 mr, 10 WT. - YNAKOBKM SIMENKOBbBIE KOHTYPHbIE (5) — MAYKM KOPTOHHbIE,
B pa3mepe 432,50 py6b.

6. «NesommueTVH» (MHH — «XAOPAM®PEHNKOA®), TABAETKM, MOKPbBITHIE MAEHOYHOMN
obonoukomn, 500 mr, 10 WT. - YNAKOBKM SIMENKOBbBIE KOHTYPHbIE (3) — MAYKM KOPTOHHbIE,
B pasmepe 259,50 pyb.

7. «NeomMmueTH» (MHH — «XAOPAMODEHNKOA»), TABAETKM, MOKPbITbIE MAEHOYHOM
obono4dkon, 500 Mr, 10 WT. - YNAKOBKW SI4ENKOBbBIE KOHTYPHbBIE (2) — NAYKM KAPTOHHbIE,
B paamepe 173,00 pyb.

[NpeAeAbHble OTMYCKHble LieHbl HO YKA3AHHbIE AEKAPCTBEHHbIE MPENAPAThl HE
COrAQCOBbIBAKOTCSI MO CACAYIOLLMM OCHOBOHUSIM.

Mpw NpoBeAEHUN SKOHOMMYECKOTrO aHAAM3A DAC Poccui BbISIBAEHO NPEBbILLEHNE
3ASIBASIEMbBIX MPEAEABHbBIX OTMYCKHbIX LIEH HO AEKAPCTBEHHbBIM NPEnapaAT «/AEBOMULETUH»
HOA LLEHOMW, PACCYNTOHHBIMU B COOTBETCTBUM C TPEBOBAHNSIMU MYHKTA 35 MEeToANKN



PACYETA MPEAEAbHBIX OTMYCKHbIX LEH MPON3BOAUTEAEN HO AEKAPCTBEHHbIE NPENAPATHI,
BKAIOYEHHBIE B NEPEYEHD YKN3HEHHO HEOOXOAMMbBIX U BAYKHENLLINX AEKAPCTBEHHbBIX
NPENAPATOB, YTBEPIXKAEHHOM MOCTAHOBAEHVEM [1DABUTEABCTBA POCCUNCKOW
Pepepaumm ot 15.09.2015 Ne 979 (Aanee — MeToAUKA).

B cootBeTcTBUM C NyHKTOM 14 Mpasmna PAC Poccum HaNpaBAeH 3anpoc oT 23.04.2021
Ne TH/33301/21 0 NpeACTABAEHNM YTOYHEHHbBIX PACYETOB MPEAEAbHbBIX OTMYCKHbIX LEH HAO
3ASBAEHHBIN AEKAPCTBEHHBIV MPENAPAT C Y4ETOM TPEBOBAHMI NYyHKTA 35 MeToAMKU.

BmecTe ¢ TeM, NpeAEAbHbBIE OTMYCKHblE LEHbl HO 3ASIBAEHHBIV AEKOPCTBEHHbIV NPEenapaT
He MPUBEAEHbI B COOTBETCTBME C TPEOOBAHMSIMU METOAMKN, B TOM YNCAE MMCbMOM
MuH3apasa Poccum ot 18.05.2021 Ne 20-4-4169703-p01 1 mincbMoM AO «Y COAbe-
Cnbupckum xmumdapmaaeoa» ot 05.05.2021 Ne 04/1045, npe ACTOBAEHHBIMM B OTBET HA
3anpoc OAC Poccum.

B CBS131 C MBAOYKEHHDBIM, B COOTBETCTBMU C MOAMYHKTOM «M» MYHKTA 19 [MpaBUA,
NpeBblLLeHNe NPEACTABAEHHOM AAS TOCY AOPCTBEHHOW PErMCTRALNM NPEAEABHOM
OTMYCKHOW LeHbl MPOUN3BOAUTEASI HO AEKAPCTBEHHBIN MPENnApPAT HOA LLEHON,
PACCYNTAHHOM B COOTBETCTBUM C [1paBUAAMU 1 METOAMKOM, SIBASIETCSI OCHOBAHMEM AAS
OTKA3A B COrAQCOBQAHUN FOCY AQPCTBEHHOW PErMCTRALMM MPEAEABHOM OTMYCKHOM LEHbI
NPON3BOAUNTEAS HO AEKAPCTBEHHbIN NPEnaparT.
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