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oOTHMCUHMTFAPM MNPO

Macnopt Ne 040000833772

Adobazon®, Tabnetku, 10 mr Ne60

Crp. 1 32

Konuuecrso npoayKuuu B cepum (T.ynak) 73,722

lfogex go 05.2029

HA, Ne /IN-Ne(004670)-(Pr-RU)-160126

Aara HaumeHoBaHue

aHaam3a noxasarenei

Tpe6oBanua HA

PeaynbTaTtbl aHaM30B/MUCMbITaHWUHA

30.05.2026 Onucaxue

®EA3C, BU3yanbHO

Kpymble nnockoumnuHapuyeckmue Tabnetku
6enoro nnv 6enoro ¢ KeNToBaTbiMm OTTEHKOM
uBeta ¢ hpacKkom.

CooTBeTCTBYeT
Kpyrable nnockouuanHapuyeckue
Tabnetku 6enoro upeTa ¢ Gackoi.

03.06.2026 UpeHTudUKaLma

®EAIC, BIKX

Bpemsa yaepXuBaHUA OCHOBHOTO NUKa Ha
XpomaTorpamme UCnbiTYyemMoro pactBopa,
NPUroTOB/IEHHOTO ANA KONIMYECTBEHHOTO
onpegeneHva, 0OMNKHO COOTBETCTBOBAaTb BpeMeHU
YAEPXMBaHUA OCHOBHOIO NUKa Ha
Xxpomartorpamme pactsopa CO

®EA3C, BOXX-AMA

CneKTp NOrNoLeHuUs, CHATDLIN Ha
ANOAHO-MaTPMYHOM AileTeKTope B AUanasoHe OT
210 A0 400 HMm, ans nuKa pabomoTusona Ha
XpomaTorpamme UcrnbiTyemoro pacteopa,
NPUrOTOBNEHHOTO ANA KONNYECTBEHHOTO
onpepeneHva, LOMKEH COOTBETCTBOBATbL CMEKTPY
nornoueHna nuka pabomoTtusona Ha
XpomaTtorpamme pactsopa CO

CooTBeTcrByeT

Bpemsa yaep»1MBaHWUA OCHOBHOMO NUKa
Ha XpomaTorpamme MCnbITyeMoro
pacTsopa, NpPMroToBNEHHOTrO ANA
KONIMYECTBEHHOTO onpeaeneHus,
COOTBETCTBYET BPEMEHU YAEPHMBAHUA
OCHOBHOTO NUKa Ha XpOMaTorpamme
pacrsopa CO

CooTBeTcrByeT

CneKTp NOrNOLWEHUA, CHATDLIM Ha
AWOAHO-MATPUYHOM AETEKTOPE B
AuanasoHe ot 210 go 400 HM, oNA NUKa
¢$abomoTusona Ha xpomatorpamme
MCMbITYEMOro pacTsopa,
NPUroTOBAEHHOTO ANA
KONUYECTBEHHOrO onpeaeneHus,
COOTBETCTBYET CNEKTPY NOrNOLWeHUA
nuKa pabomotusona Ha
XxpomaTtorpamme pactsopa CO

30.05.2026 PacteopeHue

®EAIC, YO-cnektpodpoTOoMeTpUa
He meHee 70% (Q) C15H21N302S-2HCI
(dpabomoTtusona gurugpoxnopuga) yepes 45 MuH

102 %

03.06.2026 PoacTeBeHHble npumecu

®EAIC, BIXKX
5-3ToKcu-2-mepKantobeH3ummuaaszon — He Gonee
0,3 %;

®EAIC, BIKX

€AVHUYHAA HenAEeHTUOULMPOBAHHAA NPUMECh — HE
6onee 0,2 %;

®EAISC, BIXKX

cymma npumeceii — He 6onee 0,7 %

He o6Hapy»eHo

<0,05%

<0,05%

03.06.2026 OAHOpPOAHOCTb eAUHUL,
[O3UPOBaHUA

B cootBeTcTBuU ¢ TpeboBaHuAMK PEAIC, cnocob
npamoro onpeaenenun, BIXX
AV <15,0%

11,6 %

03.06.2026 KonuuyecrseHHoe
onpeaeneHue

®EAIC, BIKX

0719,0 o 11,0 mr (90,0 — 110,0 %)
C15H21N302S-2HCI (dabomoTtusona
AMrMapoxnopmaa) B TabneTke, CUUTan Ha CPEAHIOI0
maccy Tabnetku.

9,8 Mmr




Crp.2u32

Macnopt Ne 040000833772
Adob6azon®, Tabnetku, 10 mr No60
Cepua: 021052026

03.06.2026 Mukpo6uonoruyeckas DEADC MeHee 10 KOE/r
yucrorta KaTteropusa 3A

Obwee 4nucno aspobHbIX MUKPOOPraHU3MOB — He
6onee 1073 KOE/r
®EASC Metee 10 KOE/r
Kateropua 3A
Oblee YUCNO APOKIKEBBIX U NIECHEBbIX rPU6oB —
He 6onee 1072 KOE/r
®EASC OtcyrcTByeT
KaTteropusa 3A
Ortcyrcreue Escherichiacolis1r

02.06.2026 YnakoBka Mo 10, 20, 25 uaun 30 TabNETOK B KOHTYPHYIO CooTBeTCTBYET
AYENKOBYIO YNIAaKOBKY U3 MJIEHKM Mo 30 TabneToKk B KOHTYPHOU AYENKOBOIA
NONMBUHWUAXNOPUAHOW U GONbIU aNKOMUHMEBOW YNaKOBKe U3 NIEHKU
nevyaTHOU NaKMPOBaHHOW. NOAMBUHWUAXAOPUAHOM U doNbrm
3, 5 unu 10 KOHTYPHbBIX A4EKOBbIX YyNaKoBOK no 10 anioMyWHUeBoM nevaTHou
TabnetoK, unu 1, 2, 3, 4 UM 6 KOHTYPHbIX NaKUPOBaHHOM.
A4elKoBbIX ynakoBok no 20 Tabnetok, unu 2 unm 4 2 KOHTYpHble A4YeiKoBble YNaKoBKU No
KOHTYPHble AYEAKOBbIe YNAaKOBKU No 25 TabneToK, 30 TabneTok BMecTe €
nnm 1, 2, 3 uan 4 KOHTYPHbIE AYENKOBbIE YAKOBKK JIMCTKOM-BKNAAbILLIEM MOMELLEHBI B
no 30 TabneToK BMecTe C IMCTKOM-BK/IagblLLemM NayvKy U3 KapToHa.
NOMEILLAIOT B NAYKy U3 KAapTOHa.

02.06.2026 Mapkuposka BusyanbHbii CootBeTcTByeT
B cootBeTcTBuU € pazgenom 1.3.2 moayna 1 CootBeTcTByeT pasaeny 1.3.2 moayna 1
perucTpauMoHHoe Aocbe (YTB. MaKeTbl NepBUYHOM perucTpaumMoHHoe focbe (YTB. MaKeTb
ynakoBKu J1IM-Ne(004670)-(Pr-RU) ot 16.01.2026 u nepsuyHoi ynakosku J1M-Ne(004670)-
BTOpUUHOI1 ynakoeku /IN-Ne(004670)-(Pr-RU) ot (Pr-RU) ot 16.01.2026 1 BTOPpUUHOU
16.01.2026). ynakoBku J1M-Ne(004670)-(Pr-RU) ot

16.01.2026).

02.06.2026 XpaHeHue MNpu Temnepatype He Bbiwe 25 °C B OPUrMHANbHOMN CooTBeTcTBYET
ynakoBKe (KOHTYpHas AYeliKoBas yrnaKoBKa B
nayke) AnA 3alUTbl OT CBETa.

02.06.2026 CpoOK rogHOCTH 3roaa. lfoaeH po 31.05.2029

3akmoueHne OKK: JlekapcTeeHHbI npenapat Apo6ason®, Tabnetku, 10 mr Ne60 cepum 021052026 cooTtetcTayer H/, Ne
NN-Ne(004670)-(Pr-RU)-160126
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