(®) AxpuxuH

LEHTP KOHTPOJ1IA KAYECTBA

AO «AKPUXUH»

[ata Bbinycka:
[ata pacneyaTtku:

CtpaHuua:

Ceptudukar ananusa Al Ne: 520 16267

MpoayKT: TMIMOCAPT H TABJIETK 12,5 MI" + 16 MI™ Ne30

NHaeKc: CNHD-0200-000 Cpok rogHocTu: 2028-06-01
Ne cepuu: 5230626

O6bem cepuu: 26.1 TbIC YTMAK [Hata npoussoactea:  2026-06-26

[ata aHanusa:

2026-07-14

2026-08-11 16:48:28
2026-08-11
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Pe3ynbTatbl UCNbITaHUN

HanmeHoBaHWe NnokasaTensa

TpeboBaHUA HOPMATMBHOM AOKYMEHTaLun

Pe3ynbTaTbl ncnbiTaHU M

OnucaHune

Kpyrnble nnockounnuHapuyeckme tabnetku
¢ cbackoin n puckoi. TabneTkn C [O3MPOBKON
12,5 Mr + 16 Mr oT CBET0 — PO30BOro 40
po30BOro useTta. JonyckarTcs
He3HauvnTenbHble BKpanseHus

Kpyrnble
NNOCKOUUNTMHAPUYECcKe
TabneTkn c chackon n
puckon. TabneTtkn
posuposkon 12,5 mr + 16
MF CBETS10 — PO30BOro
useta. Hanuuuve
He3HauYUTenNbHbIX
BKpanneHumn

VaoeHTudunkaums 1

BpeMﬂ yAepXnBaHUA OCHOBHbIX NMNUKOB Ha
XpomaTorpaMme UCnbITyemMoro pacTeopa,
Nony4YeHHON Npu KONMYeCTBEHHOM
onpeaeneHnn, LOMMKHO  COOTBETCTBOBATb
BpeMEHN yOepPXMNBaHNA OCHOBHbIX NMNKOB

Ha XpomaTorpamme pactBopa cmecu CO
rMapoxnopoTrasnga u KaHaecapTaHa
uunekcetTuna

Bpems yanepxnBaHus
OCHOBHbIX MNKOB Ha
Xpomarorpamme
UCnbITyeMoro pacTeopa,
nonyyeHHon npwm
KONMNYeCTBEHHOM
onpeperneHuu,
COOTBETCTBYET BpEMEHU
YOEPXUBAHUA OCHOBHbIX
NMNUKOB Ha
Xpomarorpamme
pactBopa cmecu CO
rmgpoxriopoTnasnga un
KaHaecapTaHa
uunekceTuna
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[ata Bbinycka:
[ata pacneyaTtku:
CtpaHuua:

AO «AKPUXUH»

Ceptudukar ananusa Al Ne: 520 16267

MpoaykKT:
NHpekc:

Ne cepuu:

MTMNOCAPT H TABJIETKWN 12,5 MI™ + 16 MI" Ne30
CNHD-0200-000
5230626

CpoK rogHoCTH:

2028-06-01

Pe3ynbTatbl UCNbITaHUN

HanmeHoBaHWe NnoKasaTens

TpeboBaHNA HOPMATUBHOMN AOKYMEHTaLuUK

PesynbTaTbl UCMbITAHWIA

VaoeHTndukaums 2

Ha xpomaTorpaMmme ucnbiTyemMoro pacrtesopa
OOJDKHBbI  MPUCYTCTBOBATb MUKW,
Y®-cnekTpbl NOrNOLLEHNA KOTOPbIX, CHATbIE
C MOMOLLbIO CNEKTPOOTOMETPUYECKOTO
UM ANOAHO-MATPUYHOrO  AeTeKTopa,
OOSDKHbl  CooTBeTCTBOBaTb Y®d-CnekTpam
NOrnoLweHnsa NUKOB rmapoxnopoTuasnaa n
KaHLecapTaHa uunekceTmna Ha
XxpomMartorpamme pactsopa cmecu CO
rmMopoxnopoTmMasmaa u kKaHgecapraHa
umnekcetTuna

Ha xpomaTorpamme
MCNbITyeMOoro pacTeopa
NPUCYTCTBYIOT MUKMK,
Y®-cnekTpbl nornoweHuns
KOTOPbIX, CHATbIE C
NOMOLLIbIO
OVOAHO-MaTPUYHOrO
AeTeKTopa,
COOTBETCTBYIOT
Y®-cnekTpam nornoweHuns
NMUKOB rmapoxropoTnasnaa
M KaHOecapTaHa
uurekceTuna Ha
XpomMaTtorpamme pacTteopa
cmecn CO
rmgpoxnopoTtuasnga u
KaHaecapTaHa
uunekceTuna

PacTtBopeHune 1

Cragus |. B pactsop 4epes 45 MUH OOSKHO
nepentn He meHee 75 % (Q)
rmopoxsopoTmasmaa

102 %

PacTtBopeHune 2

Cragus Il. B pacTtBop yepes 45 MUH 4OSKHO
nepentn He meHee 75 % Q
rmgpoxnopoTnasuga

He npumeHnmo

PacTtBopeHune 3

Cragus lll. B pacTtBop yepes 45 MUH A0STKHO
nepentn He meHee 75 % Q
rmgpoxropoTnasunga

He npumeHnmo

PacTtBopeHune 4

Craaus |. B pactsop vepe3s 45 MUH J0SMKHO
nepentn He meHee 75 % (Q) kaHAecapTaHa
umnekcetTuna

99 %
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PacTtBopeHune 5

Cragwms Il. B pactsop yepe3 45 MUH JOSMKHO
nepentn He MeHee 75 % Q kaHgecapTaHa
uunekceTuna

He npnmeHumo

PactBopeHune 6

Cragwms lll. B pactsop yepe3s 45 MUH J0SMKHO
nepentn He MeHee 75 % Q kaHgecapTaHa
uunekceTuna

He npumeHnmo

Mpumecn 1 MNpumecn rmgpoxnopoTnasmaa: He obHapyxeHo
BeH3oTnaamnasunH npumecs A - He 6onee 1,0
%

Mpumecn 2 MpumMecu rmapoxnopoTnasmnaa: He obHapyxeHo
XnopoTtuasug, - He 6onee 0,5 %

Mpumecn 3 Mpumecn rmpgpoxnopotmasmaa: MNMpumecs C - | 0.1 %
He 6onee 3,0 %

Mpumecn 4 MNpumecn kaHgecapTaHa uunekceTuna: He obHapyxeHo
Mpumecb G - He 6onee 1,0 %

Mpumecn 5 Mpumecn kaHgecapTaHa uunekceTuna: 0.09 %
Mpumeck B - He 6onee 1,75 %

Mpumecn 6 Mpumecn KaHgecapTaHa uunekceTuna: He obHapyxeHo
Mpumechk D - He 6onee 0,5 %

MNpumecn 7 lNpumecn kaHgecapTaHa uuekceTmna: He obHapy»xeHo
Mpumeck F - He 6onee 1,5 %

Mpumecn 8 EanHnYHas HemaeHTUuuMpoBaHHas He obHapyxeHo
npumecs - He 6onee 0,5 %

Mpumecn 9 Cymma npumecetii - He 6onee 4,0 % 0.2 %

Obuwee 4yncno aspobHbix
MUKPOOPraHn3moB [r]

He 6onee 10" 3 KOEB 1T

Menee 10 KOE B 11
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Pe3ynbTatbl UCNbITaHUN

HanmeHoBaHMe NoKasatens TpeboBaHNA HOPMATUBHOMN AOKYMEHTaLuUK PesynbTaTbl UCMbITAHWIA

O6buwee uncno gpoxokesblx | He 6onee 102 KOEB 1T MeHee 10 KOE B 1r
1 nrecHesbix rpnbos [r]

EscherichiacoliB 11 OtcyTtctBUe B 11 He obHapy»xeHo
OpHopoaHOCTb Mmppoxnopotuasumaa: AV 10 eanHny < L1; 23 %
[,031MPOBaHHbIX eanHuL, 1 roe L1=15,0 %

[%]

OpHopoaHOCTb Mmppoxnopoturasumaga: AV10 eanHuy, > L1, To | He npyMeHumo
L03UPOBaHHbIX eanHuL, 2 AV 30 eanHuy, < L1 1 BCe 3Ha4YeHus Xi

[%] YO0BNEeTBOPSAOT HepaBeHcTBY |M-xi|<0,01-L2

‘M; roe L1=15,0 %, L2=25,0 %

OpHopoaHOCTb KanpecaptaHa umnekcetuna: AV 10 eannuny | 1.3 %
0,031MPOBaHHbIX eanHuL, 3 <L1;roeL1=15,0%

[%]

OpHopoaHOCTb KaHngecaptaHa umnekcetuna: AV10 egnHny, | He npyMeHumo
L03UPOBaHHbIX eaAnHnL 4 > L1, To AV 30 eanHny, < L1 n BCe 3Ha4YeHus

[%] Xi yooBneTBopstoT HepaBeHcTBy |M-xi|<0,01-

L2:M; roe L1=15,0 %, L2=25,0 %

KonuyectBeHHoe CogepxaHue C7H8CIN304S2 12.09 mr
onpeaenexue [1] mr (rmopoxnopotuasmpa) B opHom TabneTke
OOSKHO 6bITb 0T 11,56 o 13,44 ™mr, cuutas
Ha CpeaHIo Maccy ogHou TabneTkn

KonnyecteeHHoe CopepxaHne C33H34N606 (kaHoecaptaHa | 15.7 mr
onpepeneHue 2 [mMr] umnekceTuna) B ogHom TabneTke OOSHKHO
6biTb 0T 14,8 B0 17,2 Mr
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Pe3ynbTatbl UCNbITaHUN
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PesynbTaTbl UCMbITAHWIA

OnucaHune ynakoBku

Mo 10 unun 12 TabneTok B KOHTYPHYHO
AYENKOBYIO YNaKoBKy U3 nneHkn MNBX nnu
MBX/MBAX n donbrn antoMmHueBon. 3, 6
NN 9 KOHTYPHbIX AYENKOBbIX YNAaKOBOK MO
10 TabneTok unm 3 KOHTYPHbIe SYelikoBble
ynakoBku Mo 12 TabneTok BMecTe C JINCTKOM
— BKM1aAblleM MOMELLAoT B MayKy U3
KapToHa

Mo 10 TabneTtok B
KOHTYPHOW iYENKOBOW
ynakoske 13 nneHku MNBX
1 ponbru antoMmMHUEBONR. 3
KOHTYpHble AYenKoBble
ynakosku no 10 TabneTtok
BMecCTe C
JIMCTKOM-BKIaabILLEM
nomeLLeHbl B MAaYKy 13
KapToHa

Mapkuposka 1

MepBrYHasa ynakoBka (KOHTypHasi A4enkoBas
ynakoBka). Ha KOHTypHOI S4enKkoBON
yrnakoBKe yKa3blBaloT NOroTun gepxaTtens
perncTpaunoHHOro yaoCcToBepeHus,
TOpProBoe HauMeHoBaHue npenapara,
rpynnMpoBOYHOE HAaUMEHOBAHMe,
nexkapcTBeHHyto hopMy, A031POBKY, HOMEpP
cepum 1 paTy UCTeYEHUs1 CpoKa rogHoOCTH

MepBuYHan ynakoska
(koHTYpHas svenkosas
ynakoBka). Ha KoHTypHoOn
AYENKOBOWN yNaKoBKe
yKasaHbl floroTun
Aepxartens
perncTpaumoHHoro
YAOCTOBEPEHUS, TOProBoe
HanmMeHoBaHue
npenaparTa,
rpynnmpoBoOYHOe
HanmMeHoBaHue,
nekapcTBeHHas dopma,
[031pOBKa, HOMep cepun n
JaTa ncTevyeHus cpoka
rogHoOCTU
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Mapkuposka 2

BTopnyHas ynakoBka (KapToOHHas nadka). Ha
nayvke yKkasblBalOT HaMMeHOBaHWe
Jepxarens permcTpaunmoHHOro
YOO0CTOBEPEHUsi, ero noroTun, agpec
(cTpaHa, ropon), TenedoH/dakc, Toprosoe
HauMeHoBaHWe npenapara, rpynnMpoBoYHOe
HaMMeHOBaHWe, NeKapCTBEHHYH hopMmy,
[03UPOBKY, KONM4ecTBO TabneTok B 04HON
ynakoBKe, Ha3BaHue 1 cogepxaHue
OEenCcTBYOLLMX BELECTB B 04HON TabneTke B
MURUrpaMmMax, yCroBumsa XpaHeHus,
YCNOBUS OTMYCKa, «XPaHUTb B HEAOCTYMHOM
Onsa geten mecte.», «[Ana npyema BHyTpb.»,
«Cnocob npuMeHeHus: CM.
NUCTOK-BKMNaablw.», «Mpenapat coaepxuT
NaKTo3bl MOHOMMAPAT.», HOMEpP cepuun, faTy
NCTeYeHna Cpoka rogHocTn («FogeH ao») n
LWITpMXOBON Kog,. [JONONHUTESTbHO MOTyT
ObITb HAHECEeHbI CpeAcTBa NaeHTUdUKaLnm
(kog, NnpoayKUUKN, CEPUNHBIA HOMED,
OBYMEPHbI WTpUxoBou kog). NpumedaHue.
JaTa npov3BoAcTBa BKHOYEHa B HOMEpP
cepum

BTopunyHasa ynakoska
(kapToHHast nayka). Ha
nayke ykasaHbl
HauMeHoBaHue gepxaTens
perncTpaumoHHOro
YAOCTOBEpPeHUs, ero
noroTun, agpec (cTpaHa,
ropog), TenedoH/cdakc,
TOpProBoe HanMeHoBaHue
npenapara,
rpynnupoBoYHoe
HanMeHoBaHwue,
nekapcTBeHHas copma,
[,03MpOBKa, KONMYecTBo
TabneTok B 04HOMN
YyMNakoBKe, Ha3BaHWe U
coaepxaHve
LEeNCTBYHOLMNX BELLECTB B
oAHon TabneTtke B
MURSIMrpaMmMax, ycnosus
XpaHeHus, yCnoBus
oTnycKa, «XpaHuTb B
HeJOoCTYMHOM Ans AeTen
MecTe.», «[nsa npuema
BHYTpb.», «Cnocob
NPUMEHEHNS: CM.
JINCTOK-BKNAaAbILL.»,
«[penapaT coaepxunTt
NaKTO3bl MOHOTMAPAT.»,
HOMep cepuu, gaTta
NUCTeYEeHUs CPOKa rogHOCTU
(«"opeH oo») n
LUTPMXOBOW KOS,
JononHnTenbHo HaHeceHbI
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Pe3ynbTatbl UCNbITaHUN

HanmeHoBaHMe NoKasatens TpeboBaHNA HOPMATUBHOMN AOKYMEHTaLuUK PesynbTaTbl UCMbITAHWIA

CpeAacTBa naeHTudUKauumn
(kon, npooyKumy,
CEPUNHbIA HOMep,
LBYMEPHbIN LUTPUXOBON
kon). NMpumevaHue. lata
NpPoOu3BOACTBA BKIIOYEHA B
HOMep cepuun

Ycnosusa xpaHeHus Mpn Temnepatype He Bbiwe 30 ° C Mpn Temnepatype He
Bbiwe 30 ° C

Cpok rogHoCTM (Cpok 2roga 2roga

XpaHeHus)

McnbiTaHua sbinonHeHsbl no: J1M-Ne(001279)-(Pr-RU)-070923; J1M-Ne001279-I'M-BY-040825
Homep PY (Per. ya.): JIM-Ne(001279)-(Pr-RU); INMM-Ne001279-IM-BY
Per. ya. or: 07.09.2023; 04.08.2025

3akntoueHme: KOHTPO/Ib KauecTBa OCYLLEeCTB/IEH B COOTBETCTBMU C TpeboBaHuamu MNpasun GMP.
McnbiTaHWA NnpoBeaeHbl B NOJHOM 06beme, MeToAbl KOHTPOIA BaANANPOBAHbI.
MpoayKums cooteetcTByeT TpeboBaHuam JIM-Ne(001279)-(Pr-RU)-070923; /INM-Ne001279-IM-BY-040825.

Mposepun YrBepaun

HauvanbHuk nabopatopun PykosoauTenb HanpasneHns no

nccnenoBaHuIo CTabunbHOCTH

neKapCTBeHHbIX NpenapaTtos /
YnonHoMo4eHHoe nnuo

LeHTp KoHTpons KayectBa
BepsatuHa E.I". dunmmoHosa U.B.

11.08.2026 11.08.2026

JOKYMEHT NoANNCAH SNEKTPOHHbIM cnocobom u ,ﬂ,eVICTBMTEHEH 6es CO6CTBeHHOpy‘~IHOVI noanucu.



AO «KAKPUXHWH»

SOP001790

PASPEHIEHUE HA PEAJIM3AIUIO Ne 1540-2026

HAMMEHOBAHUE NPOAYKIUMU I'T:

TUTIOCAPT H TABJIETKU 12,5 MI" + 16 MI" Ne30

MEXJIYHAPOJHOE HETATEHTOBAHHOE
HAMMEHOBAHME:

I'unpoxnopotuasuy + Kangecapran

HOMEP CEPUN: 5230626

KO IMPOAYKTA I'll: CNHD-0200-000

YIHAKOBKA: 10 mT. - KOHTYpHBIE TYCHKOBBIE YIIAaKOBKH (3) - MauYKH KAPTOHHBIE
JATA ITPOU3BOACTBA 26.06.2026

T'OJEH 10: 01.06.2028

OBBEM NOJYUYEHHOM MPOAYKLIMU
(YIAKOBKH):

26.1 ThIC VIIAK

PETUCTPAIIMOHHOE YJIOCTOBEPEHHME:

JITI-Ne(001279)-(PT-RU)
JIT-Ne001279-TTI-BY

HANMEHOBAHMUE U AJIPEC JEPKATEJIS
PETUCTPAIIMOHHOI'O YJOCTOBEPEHUA:

AO "AKPUXHH" 142450, MockoBckast 0011., T.0. boropoackuit, .
Crapas KymasHa, yi. Kuposa, 1. 29

HAMMEHOBAHME U AJIPEC ITIPOU3BOJICTBA
TOTOBOM JIEKAPCTBEHHOM ®OPMbI

AO "AKPUXUH" [Poccusi] MockoBckas 00:1., 1.0. boropoackuit, r.Crapas
Kynasna, yn.Kuposa, 1.29, ctp. 4

Ne J1012-00102-77/00006444

JULEH3UA

CEPTUDUKAT Ne GMP/EAEU/RU/01250-2024

HAMMEHOBAHMUE U AJIPEC ITIPOU3BOJICTBA AO "AKPUXUH" [Poccusi] MockoBckas 0611., T.0. Boroponckuii, r.Crapast
NEPBUYHOMU YIIAKOBKHA Kynasna, yn.Kupoga, 1.29, ctp. 4

JIMIEH3UA Ne JI012-00102-77/00006444

CEPTUDUKAT Ne GMP/EAEU/RU/01250-2024

HAMMEHOBAHME U AJIPEC ITPOU3BOJICTBA AO "AKPUXUH" [Poccusi] MockoBckas 0611, T.0. Boroponckuii, r.Crapas
BTOPUYHOM YIIAKOBKH KynasHa, yi.Kuposa, 1.29, ctp. 4

JIMIIEH3UA Ne J1012-00102-77/00006444

CEPTUD®UKAT Ne GMP/EAEU/RU/01250-2024

HAMMEHOBAHUE U AJIPEC IPOU3BOJUTEJIA

(BBINYCKAIOIUIA KOHTPOJIb KAUECTBA):
JUIEH3US

CEPTUDUKAT

AO "AKPUXUH" [Poccusi] MockoBckas 0611., T.0. Boroponckuii, r.Crapast
Kynagna, yn.Kuposa, 1.29, ctp. 3

Ne JI012-00102-77/00006444

Ne GMP/EAEU/RU/01249-2024

Jlvet 1 n3 2




AO «KAKPUXHWH» SOP001790

NHO®OPMALINSA Ob HCHTOJIB3YEMbBIX A®C/UH-BAJIK ITPOAYKINHU

KOJ HAUMEHOBAHUE HOMEP CEPUA IMPOU3BOJIUTEJIb CTPAHA ITPOU3BOJIUTEJISI
ADC/UH-BAJIK ADC/UH- ADC/UH-BAJIK ADC/ UH-BAJIK ADC/ HH-BAJIK
MPOAYKIIUU: BAJIK IPOTYKIIAM: MPOAYKIIUU: MPOAYKIAM: MPOAYKIIUU:
SAMC-0003-280 KAHIAECAPTAHA 103-20251005K Jiangxi Synergy China
UJIEKCETUII Pharmaceutical Co., Ltd.
SCPH-5600-280 T'MJIPOXJIOPOTHUA3M]] | KHTP260007 Unichem Laboratories India
Limited

JlanHas cepus ObLIa NPOM3BE/leHA, BKJIIOYasi YNAKOBKY M KOHTPOJb Ka4yecTBa, HA BbINIEYKAa3aHHOW NMPOM3BOJACTBEHHOI
IJIOIIAKe B IIOJTHOM COOTBeTCTBUM ¢ TpeGoBaHuAMHU cGMP 1esieBoro polHKa M perucTPanMOHHON J0KYMEHTALMeI.
IIpou3BoACTBO cepuy, YIAKOBKA M AHAIN3bI ObLIM IPOBEPEHBI M NIPU3HAHBI COOTBeTCTBYIOIMMHU cGMP.

KadecTtBOo mnpoaykTa coOTBeTCTBYeT TpPeOOBAHMAM
NoATBep kAeHo cepTuurarom anannsza A" Ne 520 16267 ot 11.08.26.

Hacrosimum noaTBep ka0, YTO BhILICYKA3aHHAS CePUs pa3pelleHa K pean3alui.
JoKyMeHT noanucaH 3J1eKTPOHHbIM cIIOCO00M U AeiicTBUTE/IeH 0e3 cOOCTBEHHOPYYHOM MOANUCH.
Ynoanomouennoe jguno ®Puinmonosa U.B  Ilpuka3 Ne 146 ot 02.03.2026

Jara BeIITycKa: 12.08.2026 16:13:04
[Hara pacnieuaTku: 12.08.2026

Jlnet 2 n3 2




