PELLEHWE

06 OTKO3e B COrAACOBAHUM MPEAEAbHbBIX OTMYCKHbIX LEH MPOU3BOAUTEAEN HA
AEKAPCTBEHHbIE MPENAPAThI, BKAKOYEHHbIE B NepeYeHb YKN3HEHHO
HEOBXOAMMBIX N BOMKHEWLLNX AEKAPCTBEHHbIX MPENapaTOB

B cooteeTcTBMM C NyHKTOM 13 TPOBUA FTOCYAQPCTBEHHOW PErMCTPALUUN U
nepepermcTpaunm MnPEAEAbHbIX  OTMYCKHbIX UEeH MPOM3BOAUTEAEN HA
AEKAQPCTBEHHbIE  MPENnAPAThl, BKAIOYEHHBIE B  MNEepeyeHb  YKU3HEHHO
HEODXOAUMBIX U BOOPKHEMLLMX AEKOAPCTBEHHbBIX MPENAPATOB, YTBEPYKAEHHbIX
noctaHoBAeHneMm [MNpaeutenbcTea Poccumckon ®eapepaumm ot 29.10.2010 Ne
865 (aonee - TllpaoBund), PepAepanbHAST OHTUMOHOMOABHAST  CAYXKOO
PACCMOTPEAA AOKYMEHTDI, MPEACTABAEHHBIE NMMCbMAOMKM MUH3APOBO Poccum
oT 15.08.2023 Ne 25-7-4258252-c v ot 21.09.2023 Ne 25-7-4258252-p0n, u
MNPUHSIAQ pelleHne o6 OTKa3e B COMAQCOBOHUM MPEAEAbHbBIX OTMYCKHbIX LEH,
3QSIBAEHHbIX HQO pPernmcTpaumio AEP>KATEAEM NAU BAOAEABLEM
PErmMCTPALUMOHHOTO YAOCTOBEPEHMS AEKAPCTBEHHOIO npenapaTta
OO0 «IPOMOMEA PYC» (Poccus), npon3BoACTBO (BCe CTAAUW)
AO «brnoxmnmmik» (Poccus), HAO CAEAYyLWME AEKAPCTBEHHbIE MPENAPATHI,
BKAIOYEHHBIE B MEPEYEHb  YKMBHEHHO HEOOXOAMMbBIX W BODKHEWMLUWX
AEKAPCTBEHHbBIX NPENAPATOB:

1. «METOTPEKCAT-NIPOMOMEA» (MHH - «MeToTpeKkcaT»), PpACTBOP AAS
nHbekumn, 10 Mr/mMA, 1.25 MA, - ®AQKOH (1) - NAYKA KAPTOHHAS, B pAa3Mepe
696,10 py6.

2. «METOTPEKCAT-TMIPOMOMEA» (MHH - «MeToTpeKkcaT»), PACTBOP AAS
mHbekumn, 10 Mr/mMa, 1.5 MA, - OAQKOH (1) - MAYKA KAPTOHHAS, B pA3Mepe
835,33 pyb.

3. «METOTPEKCAT-TTIPOMOMEA» (MHH - «MeToTpeKkcaT»), pACTBOP AAS
nHbekumn, 10 Mr/mMA, 1.75 MA, - OAQKOH (1) - NAYKA KAPTOHHAS, B pAa3Mepe
974,55 pyo.

4, «METOTPEKCAT-TIPOMOMEA» (MHH - «MeToTpeKkcar»), PACTBOP AAS
MHbeKUuMn, 10 Mr/mMA, 2.25 MA, - OAQKOH (1) - NAYKA KAPTOHHAS, B pa3Mepe
1109,14 py6.

5. «METOTPEKCAT-TIPOMOMEA» (MHH - «MeToTpeKkcar»), PACTBOP AAS
nHbekumn, 10 Mr/mMA, 2.5 MA, - OAQKOH (1) - MAYKA KAPTOHHAS, B pA3Mepe
1232,38 py6b.

6. «METOTPEKCAT-TMIPOMOMEA» (MHH - «MeToTpeKkcaT»), PACTBOP AAS
MHbekuMn, 10 Mr/mMA, 2.75 MA, - OAQKOH (1) - NAYKA KAPTOHHAS, B pa3Mepe
1355,62 py6b.



7. «METOTPEKCAT-TIPOMOMEA» (MHH - «MeToTpeKkcaT»), PACTBOP AAS
nHbeKkunii, 10 Mr/MA, 3 MA, - DAAQKOH (1) - NAYKA KOPTOHHAS, B pasmepe 1478,86

pyo.

8. «METOTPEKCAT-TIPOMOMEA» (MHH - «MeToTpeKkcaT»), pACTBOP AAS
nHbeKkuni, 10 Mr/MA, 2 MA, - wnpuy, (1) - B KOMNAEKTE C UFAOM-1 WIT. / NAYKa
KAPTOHHQASI, B pasmepe 896,27 pyo.

9. «METOTPEKCAT-TTIPOMOMEA» (MHH - «MeToTpeKkcar»), PACTBOP AAS
nHbeKkunii, 10 Mr/mMA, 2.25 MA, - wnpud, (1) - B KOMNAEKTE C UFAOK-1 LWIT. / NAYKA
KQPTOHHAOS, B pasmepe 1109,14 pyb.

10. «METOTPEKCAT-NIPOMOMEA» (MHH - «MeToTpekcaT»), pACTBOP AAS
nHbekuni, 10 Mr/mMA, 2.5 MA, - wnpuy, (1) - B KOMAOAEKTE C UFAOM-1 LWWIT., NAYKA
KAPTOHHQASI, B pasmepe 1232,38 pyo.

11. «METOTPEKCAT-NIPOMOMEA» (MHH - «MeToTpeKkcaT»), pACTBOP AAS
nHbekuni, 10 Mr/mMA, 3 MA, - wnpuy, (1) - B KOMMNAEKTE C UITAOW-1 LWIT., NAYKA
KAPTOHHQASI, B pasmepe 1478,86 pyo.

12. «METOTPEKCAT-NIPOMOMEA» (MHH - «MeToTpeKkcaT»), pACTBOP AAS
nHbekunii, 10 Mr/mMA, 1 MA, - winpuy, (1) - B KOMNAEKTE C UFAOM-1 WIT. / NAYKA
KAPTOHHASI, B pasmepe 713,17 pyb.

13. «METOTPEKCAT-NIPOMOMEA» (MHH - «MeToTpeKkcaT»), pACTBOP AAS
nHbekunii, 10 Mr/mMAa, 1.25 MA, - wnpud (1) - B KOMOAEKTE C UFAOM-1 LT, / NAYKA
KAPTOHHQASI, B pasmepe 696,10 pyo.

14, «METOTPEKCAT-NIPOMOMEA» (MHH - «MeToTpeKkcaT»), pACTBOP AAS
nHbekuni, 10 Mr/mMmA, 1.5 MA, - wnpuy, (1) - B KOMNAEKTE C UFAOW-1 WT. / NAYKa
KAPTOHHASI, B pasmepe 835,33 pyo.

15, «METOTPEKCAT-NIPOMOMEA» (MHH - «MeToTpekcaT»), pACTBOP AAS
nHbekunii, 10 Mr/mMAa, 1.75 MA, - wnpud, (1) - B KOMNAEKTE C UFAOM-1 LUT. / NAYKQ
KAPTOHHQASI, B pasmepe 974,55 pyo.

[MoeAeAbHble OTMYCKHble LeHbl HO YKO3OHHBIM AEKAPCTBEHHBIM MPEenapaT He
COIrAOCOBbIBOKOTCS MO CASAYIOLLMM OCHOBAHWSIM.,

o npoBeAeHN 3SKOHOMUMYeCKoro aHaamsa QAC Poccum  BbISIBAEHO
MPEBbLILLEHNE 3ASIBASIEMbIX MPEAEAbHBIX OTMYCKHbIX LEH HA BbllLEeYKA3AHHbIN
AEKAPCTBEHHbIV MPENAPAT HAOA LEHAMM, PACCYUTOHHBIMW B COOTBETCTBUMM C
TPEOOBAHMSIMM NMOAMNYHKTA «O» NYyHKTA 14 1 NyHKTOB 34-36 MeToAMKM pacyeTa
NPEAEAbHBIX OTMYCKHbIX LIEH MPOUN3BOAUTEAEN HO AEKAPCTBEHHBIE MPENAPATHI,
BKAIOYEHHBIE B MEPEYEHb  XKUBHEHHO HEOOXOAMMbBIX W BODKHEWLLWX
AEKAPCTBEHHbIX npenapaTos, YTBEPYKAEHHOM NOCTAOHOBAEHMEM
Mpaeutenbctea Poccumckon Peapepaumm ot 15.09.2015 Ne 979 (pAonee -



MeToaAnKQ).

B cooteetctBMM C nyHKTOM 14 [Mpasnan GAC Poccum HAMPOBAEH 3AMNpPOC
ot 06.09.2023 Ne TH/72045/23 © NPEACTOBAEHUN YTOYHEHHBIX PACYETOB
3A5BASIEMbIX MPEAEAbHbBIX OTMYCKHbIX LEH HO BbILLEYKA3AHHbIN AEKAPCTBEHHbIN
NPenapaT ¢ y4etom TPebOoBAHUM MOAMYHKTA «QO» MyHKTA 14 1 nyHkToB 34-36
MeToANKN.

BmecTe C TeM yTOYHEHHble 3AsIBAeHHble MPeAEAbHble OTMYCKHble UeHbl He
NPVBEAEHbBI B COOTBETCTBME C TPEOOBAHMSIMM NMYHKTOB 34-36 MeToAMKN.

KpomMe TOro, YyTOYHEHHble 3QSIBAEHHbIE MPEAEAbHblE OTNYCKHble LEeHbI,
YKOA3QAHHbIE B MYHKTAX 2, 3, 14 1 15 HOCTOSILLErO peLlEHMst HE COOTBETCTBYIOT
TPEBOOBAHMSIM MOAMYHKTA «O» NMYHKTA 14 MeToAMKW.

B CBSI3M C BbILLEM3AOXKEHHBIM, B COOTBETCTBMMN C MOAMYHKTAMU «M» MyHKTA 19
[NoOBUA, NPEBbILLEHNE NPEACTABASIEMON AASI TOCYAQPCTBEHHOW PErMCTPALMA
AU MEPEPErNCTPALMN MPEAEABHOM OTMYCKHOWM LEHbI MPOM3BOAMUTEAST HA
AEKAPCTBEHHbBIN MPENAPAT HAA LUEeHOW, PACCYUTAHHOWM B COOTBETCTBUMN C
[ooBnAaaMmr 11 METOAMKOM, SIBASIETCST OCHOBOHMEM  AASI  OTKQ3Q B
COrFAQCOBOHUM TOCYAQPCTBEHHOW pPEerncTpaumm npeAeAbHOW OTMYCKHOMN
LleHbl NPOM3BOAMTEAS HO AEKAPCTBEHHDBIV Npenapdar.

T.B. Hmkeropoaues



