@ AKpH X” H [aTa Bbinycka: 2026-08-24 16:57:02

[aTa pacneyaTku: 2026-08-24
LLEHTP KOHTPO/1A KAYECTBA CtpaHuua: 1/7
AO «AKPUXUH»

Ceptudukar aHanusa Al Ne: 520 16426

MpoayKT: TMNOCAPT TABNETKW 8 MI" Ne30

NHaeKc: CNDS-1300-000 Cpok rogHocTu: 2028-08-01
Ne cepuu: 8210826

O6bem cepuu: 77.351 TbIC YTNAK [Hata npoussoactea:  2026-08-07

[aTa aHanusa: 2026-08-17

Pe3ynbTatbl UCNbITaHUN

HanmeHoBaHMe nokasaTens Tpe6OBaHMﬂ HopmaTMBHOVI AOKYMeHTauunu Pe3y11bTaTbl UCMbITaHUM
OnucaHue Kpyrnble ABOSKOBbINYKIIble TabneTkn Kpyrrnble ABOSIKOBbINYKble
CBETN0-PO30BOro LBeTa, C PUCKOW. TabneTkn CBeTNO-pO30BOro
JonyckaeTca Hannume «MpaMoOpHOCTU» U uBeTa, C puckon. Hanuuve
BKpanmeHui BKpanneHumn
VpoeHTndukaums 1 Bpems yaepxunsaHnsa OCHOBHOMO Nuka Ha Bpems yaepxnsaHus
XpomaTorpaMme NCnbITyemMoro pacTeopa, OCHOBHOrO NnuKa Ha
nony4YeHHON Npu KONMYeCTBEHHOM Xpomarorpamme
onpeneneHnn, 4OMKHO COOTBETCTBOBATb UCnbITyeMOoro pacTeopa,
BPeEMeHU yAepXnBaHNUA OCHOBHOIO MNMKa Ha nonyyYeHHon npwm
Xpomatorpamme pacteopa CO KOSIN4YeCTBEHHOM
KaHpgecapTaHa uunekceTuna onpeperneHuu,
COOTBETCTBYET BpEMEHU
YAEPXKMUBAHUSA OCHOBHOIO
nnKa Ha xpomartorpamme
pacteopa CO
KaHaecapTaHa
uunekceTuna




(®) AxpuxuH

LEHTP KOHTPOJ1IA KAYECTBA

2026-08-24 16:57:02
2026-08-24
2/7

[ata Bbinycka:
[ata pacneyaTtku:
CtpaHuua:

AO «AKPUXUH»

Ceptudukar aHanusa Al Ne: 520 16426

MpoaykKT:
NHpekc:

Ne cepuu:

FTMNOCAPT TABNETKW 8 MI" Ne30
CNDS-1300-000
8210826

CpoK rogHoCTH:

2028-08-01

Pe3ynbTatbl UCNbITaHUN

HanmeHoBaHWe NnoKasaTens

TpeboBaHNA HOPMATUBHOMN AOKYMEHTaLuUK

PesynbTaTbl UCMbITAHWIA

VaoeHTndukaums 2

Y®-cnekTp OCHOBHOIO MMKa Ha
XpomMaTorpaMme UCnbITyemMoro pacTeopa,
Nony4YeHHbIN C NOMOLLbIO
cnekTpodoTOMETPUYECKOTO
(AnoaHoO-MaTpUYHOro) AeTekTopa, AOSMKeH
COOTBeTCTBOBaTb Y®P-cnekTpy nuka
KaHgecapTaHa uunekceTuna Ha
Xpomatorpamme pacteopa CO
KaHAecapTaHa uunekceTuna

Y®-cnekTp OCHOBHOrO
nvka Ha xpomaTorpamme
NCMNbITYeMOro pacTeopa,
NOMyYeHHbIN C MOMOLLbIO
ANOOHO-MATPUYHOrO
AeTekTopa,
CcooTBeTCTBYeT
Y®-cnektpy nuka
KaHnpecapTaHa
uunekceTuna Ha
Xpomarorpamme pacTtsopa
CO kaHpgecapTaHa
uunekceTuna

PactBopeHune 1

Cragus |. B pactsop 4epes 45 MMH O0SIKHO
nepentn He meHee 75 % (Q) ot
3asBfIEHHOr0 KoNn4yecTBa KaHgecapTaHa
uunekceTuna

94 %

PactBopeHue 2

Cragms Il. B pactsop 4epes 45 MUH AOSMKHO
nepentn He meHee 75 % Q OT 3aABNEHHOro
KonuyecTBa KaHAecapTaHa uunekceTnna

He npumeHnmo

PactBopeHue 3

Cragms lll. B pactsop 4epes 45 MUH S0SIKHO
nepentn He meHee 75 % Q oT 3aABNEHHOro
KonuyecTBa KaHAecapTaHa uuniekceTuna

He npumeHnmo

Mpumecn 1 Mpumech G - He 6onee 1,0 % He obHapy»xeHo
Mpumecn 2 Mpumech B - He 6onee 1,5 % 0.1 %

Mpumecn 3 Mpumeck D - He 6onee 0,5 % He obHapyxeHo
MNpumecn 4 Mpumeck F - He 6onee 1,5 % He obHapyxeHo
Mpumecn 5 EnvHuYHasa HengeHTnduumMpoBaHHas He obHapyxeHo

npumecs - He 6onee 0,2 %




@ AKpH XM H [aTa Bbinycka: 2026-08-24 16:57:02

[aTa pacneyaTku: 2026-08-24
LLEHTP KOHTPO/1A KAYECTBA CtpaHuua: 3/7
AO «AKPUXUH»

Ceptudukar aHanusa Al Ne: 520 16426

MpoayKT: TMNOCAPT TABNETKW 8 MI" Ne30
NHaeKc: CNDS-1300-000 Cpok rogHocTu: 2028-08-01
Ne cepuu: 8210826

Pe3ynbTatbl UCNbITaHUN

HanmeHoBaHWe NnoKasaTens TpeboBaHUA HOPMATUBHOM AOKYMEHTaL MM Pe3ynbTaTbl UCNbITAaHMI

Mpumecn 6 Cymma npumeceii - He 6onee 4,0 % 0.1 %

O6bLwee 4yncno aspobHbix He 6onee 10"3 KOEB 1T CooTtBeTcTBYET

MUKPOOPraHn3moB [r] TpeboBaHNsAM

O6bwwee vncno gpoxokesbix | He 6onee 102 KOEB 11 CooTtBeTcTBYET

1 NnecHesblx rpnbos [r] TpeboBaHUsIM

EscherichiacoliB 11 OtcytctBneB 1r CooTBeTcTBYET
TpeboBaHuAM

OOHOPOAHOCTL AV 10 eguHuy < L1; roe L1=15,0 % 3.4 %

[,031MPOBaHHbIX eanHuL, 1

[%]

OOHOPOAHOCTL AV10 egnHny > L1, To AV 30 eamHny < L1 n | He npumeHnmo

[,03UPOBAHHbIX eanHuL, 2 BCe 3HaueHus Xi yooBneTBOpPsIOT

[%] HepaBeHcTBY |M-xi|<0,01-L2-M; roe L1=15,0

%, L2=25,0 %
KonnuyectBeHHoe CopepxaHne C33H34N606 (kaHoecaptaHa | 8.0 mr
onpeaerneHne [mr] uMnekceTuna) B OAHOMN TabneTke AOIMKHO

6bITb OT 7,2 00 8,8 Mr

OnuncaHue ynakoBku Mo 10 unun 12 TabneTok B KOHTYPHYHO Mo 10 TabneTtok B
AYENKOBYIO YNaKOBKY 13 nneHkn MNBX unu KOHTYPHOW Si4EeNKOBOW
MBX/MBAX v dhonbrn antoM1MHNEBON. 3 ynakoske n3 nrneHkn NBX u

KOHTYpPHble SYEeNKOBblE YNAKOBKN BMeECTe C donbrn antoMuMHNEBON. 3
NNCTKOM-BKNaAblLEM NOMELLAIOT B MAYKy U3 | KOHTYPHblE SYeliKoBble
KapToHa YNaKoBKWN BMeCTe C
NNCTKOM-BKNaapIemMm
nomeLLeHbl B MaYKy 13
KapToHa




@ AKpH XM H [aTa Bbinycka: 2026-08-24 16:57:02

[aTa pacneyaTku: 2026-08-24
LLEHTP KOHTPO/1A KAYECTBA CtpaHuua: 417
AO «AKPUXUH»

Ceptudukar aHanusa Al Ne: 520 16426

MpoayKT: TMNOCAPT TABNETKW 8 MI" Ne30
NHaeKc: CNDS-1300-000 Cpok rogHocTu: 2028-08-01
Ne cepuu: 8210826

Pe3ynbTatbl UCNbITaHUN

HanmeHoBaHWe NnoKasaTens TpeboBaHUA HOPMATUBHOM AOKYMEHTaL MM Pe3ynbTaTbl UCNbITAaHMI
Mapknposka 1 MepBryHasa ynakoBka (KOHTypHas AuyenkoBas | lNepBuyHas ynakoBka
ynakoBka). Ha KOHTypHOI A4eiKkoBON (koHTYpHas svelnkoBas
yrnaKkoBKe yKa3bIBaOT NOroTUN AepxaTens ynakoska). Ha KoHTypHoI
perncTpaunoHHOro yaoctosepeHus, AYENKOBOWN yNaKoBKe
TOpProBoe HaMMeHOBaHwWe npenapara, yKasaHbl JIoroTun
MeXayHapoAHOe HenaTeHToOBaHHOe Aepxartens
HaVMEeHOBaHMe Ha PYCCKOM W aHITINACKOM perncTpaumoHHoro
A3bIKaX, JIEKapPCTBEHHYIO POPMY, AO3MPOBKY, | YAOCTOBEPEHMWS, TOProBoe
HOMep cepun 1 faTy UCTeYeHUs Cpoka HavMeHoBaHue
rogHoOCTH npenapara,
MexayHapoaHoe
HenaTeHToBaHHOe
HaVMeHOBaHMe Ha
PYCCKOM W QHIIUACKOM
A3blKax, NekapCcTBeHHas
dopma, [03UPOBKa, HOMepP
cepuv 1 aaTta ucteyeHus
CpoOKa rogHocCTu




(®) AxpuxuH

LEHTP KOHTPOJ1IA KAYECTBA

AO «AKPUXUH»

[ata Bbinycka:
[ata pacneyaTtku:
CtpaHuua:

2026-08-24 16:57:02
2026-08-24
5/7

Ceptudukar aHanusa Al Ne: 520 16426

MpoaykKT:
NHpekc:

Ne cepuu:

FTMNOCAPT TABNETKW 8 MI" Ne30
CNDS-1300-000
8210826

CpoK rogHoCTH:

2028-08-01

Pe3ynbTatbl UCNbITaHUN

HanmeHoBaHWe NnoKasaTens

TpeboBaHNA HOPMATUBHOMN AOKYMEHTaLuUK

PesynbTaTbl UCMbITAHWIA

Mapkuposka 2

BTopnyHas ynakoBka (KapToOHHas nadka). Ha
navke ykasblBaloT HAaMMEHOBaHNe
Aepxartens perncTpaLMoHHOro
YOO0CTOBEPEHUsi, ero noroTun, agpec
(cTpaHa, ropon), TenedoH/dakc, Toprosoe
HanMeHOBaHWe npenapaTa, MexayHapogHoe
HenaTeHTOBaHHOE HaMMeHOBaHue Ha
PYCCKOM 1 aHINIMNCKOM SA3bIKaX,
neKkapCTBeHHy hopmy, AO3UPOBKY,
KonnuecTso TabneTok B OAHOW YNaKoBKe,
HasBaHWe 1 cogepXxaHne AencTByoLLLero
BelllecTBa B ogHoM TabneTke B
MUIIUrpaMMax, yCrioB1st XpaHeHus,
YyCroBUS OTMYCKa, «XPaHUTb B HEAOCTYMHOM
Ans geten Mecte.», «[ns npuemMa BHyTpb.»,
«Cnocob npuMeHeHus: CM.
NUCTOK-BKNaAbILW.», «MpenapaTt coaepxut
NaKTO3bl MOHOIMAPAT.», HOMEP Cepun, [aTy
NCTeYeHMs cpoka rogHocTn («foaeH oo») u
WITpMxoBon kog. [JononHUTESIbHO MOryT
ObITb HAaHeCeHbI cpeacTBa NaeHTMdUuKaunm
(ko4 NpoayKUMK, CEPUNHBIN HOMEp,
OBYXMEPHbIN WTPUXOBON Kog). NpumeyaHue.
JaTa npon3BoacTBa BKIHOUEHA B HOMEP
cepum

BTopunyHasa ynakoska
(kapToHHast nayka). Ha
nayke ykasaHbl
HauMeHoBaHue gepxaTens
perncTpaumoHHOro
YAOCTOBEpPeHUs, ero
noroTun, agpec (cTpaHa,
ropog), TenedoH/cdakc,
TOpProBoe HanMeHoBaHue
npenapara,
MexayHapoaHoe
HenaTeHTOBaHHoOe
HauMeHoBaHue Ha
PYCCKOM W QHIIUACKOM
A3blKax, NekapCcTBeHHas
dopma, [03UPOBKa,
KonuyecTso TabneTok B
OJHOW yrnakoBKe, Ha3BaHWe
n cogepxaHue
OEeNnCcTByIOLLEro BeLlecTsa
B ogHon TabneTtke B
MUANUrpaMmax, yCnoBus
XpaHeHus, ycrnosus
OTNycCKa, «XpaHnTb B
HefoCTYNHOM Ans aeTen
MecTe.», «[1ns npnema
BHYTpb.», «Cnocob
NPUMEHEHNS: CM.
JNINCTOK-BKNagbILL.»,
«[penapaT coaepxuT
J1IaKTO3bl MOHOTMAPAT.»,
HOoMep cepuu, aaTa
NCTeYeHnsi Cpoka rogHOCTH
(«"opoeH oo») n




@ AKpH X” H [aTa Bbinycka: 2026-08-24 16:57:02

[aTa pacneyaTku: 2026-08-24
LLEHTP KOHTPO/1A KAYECTBA CtpaHuua: 6/7
AO «AKPUXUH»

Ceptudukar aHanusa Al Ne: 520 16426

MpoayKT: TMNOCAPT TABNETKW 8 MI" Ne30
NHaeKc: CNDS-1300-000 Cpok rogHocTu: 2028-08-01
Ne cepuu: 8210826

Pe3ynbTatbl UCNbITaHUN

HanmeHoBaHMe NoKasatens TpeboBaHNA HOPMATUBHOMN AOKYMEHTaLuUK PesynbTaTbl UCMbITAHWIA

LUTPUXOBOW KOA,
JononHnTtenbHO HaHeCeH b
cpencTsa naeHTMdukaumm
(koa npoaykumn,
CepUNHbIAN HOMeD,
OBYXMEpPHbIN LLITPUXOBOW
kon). MNpumeyaHuve. faTa
NpPon3BOACTBA BKIOYEHA B
HOMeEp cepun

Ycnosusa xpaHeHus Mpu TemnepaTtype He Bbiwe 30 ° C, B Mpn Temnepatype He
OPUrMHaNbHOW yMakoBKe (KOHTYpHas Boiwwe 30 °C, B
AYelikoBas yrnakoBka B Mayke) OpUrMHaNbHOM yrnakoBke

(KOHTYpHas A4enkoBas
ynaKkoBKa B Madke)

CpokK rogHOCTH (CpoK 2roga 2roga
XPaHeHus)

Ucnbitanmsa sbinosHedbl no: JIM-Ne(002440)-(PIr-RU)-260924; JTM-Ne002440-I'M-BY-040825
Homep PY (Per. ya.): J1M-Ne(002440)-(Pr-RU); IM-Ne002440-IM-BY
Per. ya. ot: 31.05.2023; 04.08.2025



@ AKpH XM H [aTa Bbinycka: 2026-08-24 16:57:02

[aTa pacneyaTku: 2026-08-24
LLEHTP KOHTPO/1A KAYECTBA CtpaHuua: 717

AO «AKPUXUH»

Ceptudukar aHanusa Al Ne: 520 16426

MpoayKT: TMNOCAPT TABNETKW 8 MI" Ne30
NHaeKc: CNDS-1300-000 Cpok rogHocTu: 2028-08-01
Ne cepuu: 8210826

3akntouyeHue: KoHTpob KauecTBa OCYLLECTB/IEH B COOTBETCTBUM € TpeboBaHuamu Mpasua GMP.
McnbiTaHuA NnpoBeseHbl B NONHOM 06beMe, MeTOAbl KOHTPOIA BaIMANPOBaHbI.
MpoayKums cooteetcTByeT TpeboBaHuam JIM-Ne(002440)-(Pr-RU)-260924; /1NM-Ne002440-IM-BY-040825.

Mposepun YtBepaun

HavanbHuk nabopatopun BIXKX PykoBoguTtesib HanpasfieHnsa no

nccneaoBaHnio CTabunbHOCTU

NekapcTBEHHbIX NpenapaTtos /
YnonHomMo4eHHoe nuuo

LeHTtp KoHTpons KavectBa
MapryHckas A.E. dunmmoHosa U.B.

24.08.2026 24.08.2026

JOKYMeHT noanncaH sNeKTPOHHbIM cnocobom u ﬂ,eVICTBMTeﬂeH 6es CO6CTB€HHOpy‘~IHOI7I noanucu.



AO «KAKPUXHWH»

SOP001790

PASPEHIEHUE HA PEAJIM3AIUIO Ne 1633-2026

HAMMEHOBAHUE NPOAYKIUMU I'T:

TUTIOCAPT TABJIETKU 8 MI" Ne30

MEXJIYHAPOJHOE HETATEHTOBAHHOE Kanpecapran

HAMMEHOBAHME:

HOMEP CEPUN: 8210826

KO IMPOAYKTA I'll: CNDS-1300-000

YIHAKOBKA: 10 mT. - KOHTYpHBIE TYCHKOBBIE YIIAaKOBKH (3) - MauYKH KAPTOHHBIE
JATA ITPOU3BOACTBA 07.08.2026

T'OJEH 10: 01.08.2028

OBBEM NOJYUYEHHOM MPOAYKLIMU
(YIAKOBKH):

77.351 TBIC YITIAK

PETUCTPAIIMOHHOE YJIOCTOBEPEHHME:

JITI-Ne(002440)-(PT-RU)
JITT-Ne002440-ITI-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 HAUMEHOBAHMUE HOMEP CEPUHA MMPOU3BOJAUTEJIb CTPAHA NPOU3BOJAUTEJIA
AD®C/MH-BAJIK ADPC/MH- AD®C/MH-BAJIK ADC/ UH-BAJIK A®C/ UH-BAJIK
MPOTYKIIMU: BAJIK TPOTYKIINH: MPOTYKIINU: MPOTYKIIMU: MPOTYKIINU:
SAMC-0003-280 KAHIAECAPTAHA 103-20251006K Jiangxi Synergy China

MUJIEKCETWJI Pharmaceutical Co., Ltd.

JlaHHas cepus ObLIa NPOHM3BeEleHA, BKJIIOYash YNAKOBKY M KOHTPOJb KayecTBa, HA BbILIEYKAa3aHHOW NMPOM3BOACTBEHHOI
IUIOIIAJKe B MIOJHOM COOTBeTCTBUM ¢ TpeGoBaHUAMHU cGMP 1esieBoro poIHKa M perucTPalMOHHON J0KyMeHTAlHeid.
IIpou3BoOACTBO cepuy, YIAKOBKA M AHAIN3bI ObLIM IPOBEPEHBI M NPU3HAHBI cOOTBeTCTBYIOIMMHU cGMP.

KadecTtBOo mnpoaykTra coOTBeTCTBYeT TpPeOOBAHMAM
NOATBep kAeHo cepTudurarom anannsza AI' Ne 520 16426 ot 24.08.26.

HacTosimuMm noaTBep ka0, YTo BhILIEYKa3aHHAS CepUs pa3pellleHa K peaJn3aluu.
JoKyMeHT noaAnucaH 3J1eKTPOHHBIM cIIOCO00M U AeiicTBUTE/IeH 0e3 cOOCTBEHHOPYYHOM NMOANUCH.
Ynoanomouennoe jJuno llInakosa O.C. TIIpuxa3 Ne 146 ot 02.03.2026

Jlara BeIITycKa: 26.08.2026 16:23:27
Jara pacneuaTku: 26.08.2026

Jlnet 2 n3 2




