PELLIEHWE
06 OTKO3e B COrAQCOBAHUM NMepeperncTpaLMm NPeAeAbHbIX OTMYCKHbIX LeH

NPOM3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAIOYEHHbBIE B NepeYeHb
YKN3HEHHO HEODBXOAMMbBIX U BAYKHEMLLIVIX AEKAPCTBEHHbIX MpernaparoB

B coOOTBETCTBUM C MYHKTOM 9@ OCOBEHHOCTEN FOCYAQPCTBEHHOIO
PErYANPOBAHUS MPEAEABHBIX OTMYCKHbIX LIEH MNPOU3BOAUTEAEN HO
AEKAPCTBEHHbIE NPENAPATLI, BKAKOYEHHbBIE B MEPEYEHDb YXM3HEHHO
HEOBXOAMMbBIX 1 BADKHEMLLMX AEKAPCTBEHHBIX MPENAPATOB, YTBEPIKAEHHDIX
noctaHoBAeHnem lNMpaeutenbcTea Poccuickom Geaepaumm ot 31.10.2020 Ne
1771 (ranee — OcobeHHocTN), PeAePAAbHAST AHTUMOHOMOABLHAS CAYXKOA
PACCMOTPEAD AOKYMEHTbI, MPEACTABAEHHbIE MMCbMAMKM MUH3APOBA Poccumn
OoT 25.11.2022 Ne 25-7/11691, o1 06.12.2022 Ne 25-7/12061 v oT 14.12.2022 Ne 25-
7/12313 AAS1 OCYLLLECTBAEHMST SKOHOMMYECKOIO QHAAM3A MPEAEABHbBIX
OTMYCKHbIX LEH MPOM3BOAUTEAEN HO AEKAPCTBEHHBIE NPENAPATHI,
cooteeTcTRyowmMe MHH «AekCcTpo3ar, 3AsIBAEHHbIX K MepeperncTpaumm
AEPKATEAEM UAU BAOAEABLEEM PEMMCTPALUMOHHOMO YAOCTOBEPEHMS
AekapcTteeHHoro npenapata OO0 «AToaA» (Poccust), Npon3BOACTBO (BCe
ctaamn) OOO «O30H» (Poccusl).

COranacHoO nNpeACTABAEHHBIM AOKYMEHTAM U 3AKAKOHEHMIO POC3APOBHOA3OPA
oT 05.12.2022 Ne O1-76597/22 B OTHOLLUEHNM AEKAPCTBEHHbBIX NPENAPATOB,
cooTeeTcTBYoWMX MHH «AeKCTpOo3a» B POPMAX BbIMYCKA «PACTBOP AASI
NHOY 31, 20%», «pACTBOP AAST MHDY3UMI, 40%» 1 «PACTBOP AAS BHYTPUBEHHOIO
BBeAEHMS, 40%» BbISIBAEHDBI PUCKMN BO3HUKHOBEHWSI AEDEKTYPbI B CBSI3UN C
LEeHOOBPA30BAHNEM HA HIUX.

COraQcHO NpeACTOBAEHHBIM AOKYMEHTAM 1 CBEAEHUSIM
30PErnMCTPUPOBAHHBIE MPEAEAbHBIE OTMYCKHbIE LieHbl HO AEKAPCTBEHHbBIN
npenapat ¢ MHH «AekcTpoaar, 3asiBAeHHble OOO «ATOAA», MPEBLILLIAIOT
cornacoraHHble PAC Poccum npeAeAbHble OTMYCKHbIE LiEHbI ARYTX
MPON3BOAUTEAEN TAKUX KE AEKAPCTBEHHbLIX NMpenapaTtos ¢ MHH «AekcTpo3an
B COOTBETCTBYIOLLMX POPMAX BbIMYCKA, CYMMAPHbBIM NAQHUPYEMbIM OOBHEMOM
BBOAQ B IPAPKACHCKM 060p0T B Poccumckom Peaepaumm KOTOPbIX HO 12
NOCAEAYIOLLUX MECSILEB MOAHOCTbIO OBecnedyrBpaeTcs NOTPEDBHOCTb CUCTEMbI
3APOBOOXPAaHEHMS1 Poccuinckon Qeaepaumm B HAX, YTO YKA3bIBAET HA
SKOHOMUYECKYHO HEOBOCHOBAHHOCTb YBEANYEHMST STUX NPEAEABHbIX
OTMYCKHbIX LEH.

YUnTbIBAS MBAOXKEHHOE, B COOTBETCTBUM C MOAMYHKTOM «B» MYyHKTA 12
OcobenHHocTen, PAC Poccum NpuHATO pelleHmne 06 OTKAa3e B COrAQCOBAHMY
nepeperncTraumnm NPeAEAbHbIX OTMYCKHbIX LEH HO CAEAYIOLLINE



AEKOPCTBEHHBIE NMPENAPATHI, BKAKOYEHHbBIE B NMEPEeYEHb MKMNIHEHHO
HEOBXOAMMBIX 11 BODKHENLLNX AEKAPCTBEHHBIX MOENAPATOBR:

1. «l'Atoko3a» (MHH — « AeKCTpOo3a»), PACTBOP AASI BHYTPMBEHHOIO BBEAEHWSI,
400 Mr/mMA, 5 MA - amMnyAbl (5) / YNAKOBKK SIMEMKOBBIE KOHTYPHbIE (2)/ - NAYKUN
KAPTOHHbIE, B pasmMepe 129,95 pyb.

2. «[ Aroko3a» (MHH - « AeKkcTpo3a»), PACTBOP AAS BHYTPUBEHHOIO BBEAEHMSI,
400 Mr/mA, 10 MA - amMmniyAbl (5) / YNAKOBKW SIMEMKOBBIE KOHTYPHbIE (2)/ - NAYKK
KAPTOHHbIE, B pasmepe 211,96 pyb.

T.B. HmkeropoaLes



