AO «<AKPUXHH»
JSC «AKRIKHIN»

SOP001790

PA3ZPEIIEHUE HA PEAJIH3AIIMIO Ne 1692-2022
(CERTIFICATE OF COMPLIANCE)

HAWUMEHOBAHUE NMPOAYKIIUH I'T1: METOITPOJIOJN PETAPJI-AKPUXUH TABJIETKH T
FINAL PRODUCT NAME.: nPOJTOI‘TF.HEﬁCTB.. TTOKP.TIJTEH.OBOJI., 50 MI" N30
MEXKIYHAPOIHOE HEITATEHTOBAHHOL Metonponon

HAUMEHOBAHHE:

INTERNATIONAL NON-PROPRIETARY NAME:

HOMEP CEPHUMN: 210722

BATCH No:

KOJ IPOJTYKTA IT'II:
FINAL PRODUCT CODE:

MTCD-0200-000

YIIAKOBKA:
ENVELOPE:

10 wr. - ynakoBka A4eiiKoBas KOHTYpHa# (3) - nauka KapToHHas

TOAEH J0O:
EXPIRY DATE:

01.07.2024

OBBEM MOJIYUERHON NMPOAYKINAN
(YIIAKOBKH):

FINAL QUANTITY (UNITS):

28.391 TBIC YTIAK

PETMCTPAIIHOHHOE YIOCTOBEPEHHE:
MARKETING AUTHORIZATION No:

JI1-000570

HAUMEHOBAHHE U AJIPEC JEPIKATEJIA
PETHCTPAUHOHHOI'O YAOCTOBEPEHHA:

NAME AND ADDRESS OF MARKETING AUTHORIZATION
HOLDER:

AO "AKPUXHH" RU, 142450, Mockosckas o6n., 1. Crapas
Kynasua, yn. Knposa 29

HAHUMEHOBAHHE U AJAPEC ITPOU3BOJUTEJIA

(BLITYCKAIOIIHHA KOHTPOIb KAUECTBA):
NAME AND ADDRESS OF MANUFACTURER (RELEASE
QUALITY CONTROL):

AO "AKPUXUH" [Poccus] Mockosckas o6n., Horusckwii p-H,
r.Crapas Kynasua, y1.Knposa, 1.29

HHOOPMAILIAA Ob HCNTOJIb3YEMBIX A®C/MH-BAJIK NNPOAYKIHH
API/ IN-BULK PRODUCTION USED IN PRODUCTION/:

KOJ A®C/HH-BAJIK HAUMEHOBAHHE A®C/MII- TMMPOU3BOIUTEIL ADC/ CTPAHA ITPOU3BOJANTEJISA
MPOAYKLIMH: BAJIK NTPOJIYKIINU; UH-BAJIK MPOJAVKIINH: A®C/ UH-BAJIK ITPOIYKIIHH:
APl/ IN-BULK CODE: API/ IN-BULK NAME: API/IN-BULK MANUFACTURER: APl/ IN-BULK MANUFACTURER
COUNTRY:
SMTC-5537-280 METOITPOJIOJIA Sun Pharmaceutical Industries Ltd. | India
CYKIIMHAT

JManHas ceps ObL1a MpoM3BeIeHA, BKJIKOYAA YMAKOBKY H KOHTPOJb KA4eCTBA, HA BBIMIEYKA3aHHOH NPOW3BOJACTBEHHOM
NJI0MA/IKe B TIONHOM cOOTBeTCTBHH ¢ TpeboBaHuamu cGMP meneBoro peIHKA M PErHcTPAUHOHHON N0OKYMeHTaLHeii.

This batch was manufactured - including packaging and quality control at the above-mentioned site(s) in full compliance with the
cGMP requirements of the intended market and with the Marketing Authorisation.

TIpon3BOACTBO CePUH, YIAKOBKA U AHAIU3EI GLLIA POBEPEHBI H NPHU3HAHEI cooTBeTcTRyIomrvu cGMP.

The batch processing, packaging and analysis records have been reviewed and found to be in compliance with cGMP.
KauecTso npoaykTa coorsercrsyer Tpebosanusm JI1-000570-010721
The quality of the product conforms to the Specification

HacTrosimum MOATBEPKAAI0, 4TO BEILIEYKA3AHHAS CePHS pa3pelieHa K peajH3alHu
I hereby certify that the above mentipned batch is released to the market.

VnosHoMOYeHHOe JTHIIO

Qp

Jara BpImycKa:
Hara paciedarku:
Pacreuaran:

I'pauesa E.M. [Tlpukas Ne 431 ot 30.04.2021
Order

Name

26.07.2022 16:38:31
26.07.2022 16:48:33
JI.T. JleonTsEBA

Hara:

26 Wonm

Date

NMuer 1 w3 1



£€) aKpuxuH

N sabotare o Moanx [aTta Bbinycka: 2022-07-25
[arta pacnedarku: 2022-07-25
LLEHTP KOHTPONA KAYECTBA CTpaHuua; 1/6

AO «AKPUXUH»

Ceptudumkar aHanmsa Al No: 520 11494
METONMPONON PETAPA-AKPUXMH TABJTETKM NPOSTOHT AENCTB.,

Npoaykr: MOKP.MNEH.OBOJ., 50 MI" N30

UHaexc: MTCD-0200-000 CpoK roaHocTy: 2024-07-01
N2 cepuum: 210722

O6bem cepuu: 28.391 ThIC YNAK [Lara npoussoacrea:  2022-07-01

[aTa aHanu3a: 2022-07-19

PeaynbTaTbl UCNbITAHWUIA

HanmeHoBaHMe nokasatens Tpe6GoBaHMA HOPMATUBHOW AOKYMEHTaUUK PeaynbTaTbl UCMbITAHWIA

Onucanne Kpyrnbie gBoAKOBBINYK/bIE TabneTku, Kpyrnbie ABosiKOBbINYKIbIE
NOKPbITBIE NNEeHOYHON 060N0YKOR, OT TabneTkn, NOKpbIThIE
CBETNO-3eNeHOro 4o 3eneHoro yserta. Ha nneHo4YHowu o6onoYkon,
uanome TabneTtka 6eNoro ¢ CEpPORATHIM UNU | CBETNO-3EMEeHOro LBeTa.
KPEeMOBaTbIM OTTEHKOM UBEeTa Ha nanome tabnetka

6enoro c KpeMoBaTbIM
OTTEHKOM LiBeTa

MNoAnMHHOCTL Bpemsa yaepxunBaHnA 0CHOBHOIO Nuka Ha BpeMms yaepxusaHus
XpomMarorpamme WCnbITyeMOro pacTBopa OCHOBHOrO Nuka Ha
[AOMKHO COOTBETCTBOBATL BpeMeH! xpoMaTorpamme
YAEPXKUBaHWA OCHOBHOIO N1Ka Ha McnbiTyeMoro pacrsopa
XxpomaTtorpamme pacteopa CO COOTBETCTBYET BPEMEHU
MeTonponona cykuuHaTa (pasgen YAEPXUBaHUA OCHOBHOrO
«Konu4ecrseHHoe onpeaeneHue») nuKa Ha xpomaTtorpamme
pacteopa CO
MeTonponona cykuuHarta
OaHOpPOAHOCTE Macchl 18/20 Tabnetok — He Gonee + 5 % 20/20:-2% +3 %
18/20
OaHopoaHocTb Macchl 2/20 | 2/20 Tabnetok — He 6onee £ 10 % 20/20:-2% +3 %
PacteopeHnue 1 Cragua |. He 6onee 25 % meTonponona 18 %

CyKuWHaTa B Nepecyere Ha MeToponona
TapTpart yepe3s 1y

PacTteopeHue 2 Cragma l. OT 20 % ao 50 % meTonponona 43 %
CyKUMHaTa B NnepecyeTe Ha MeTonponona
TaprTpar yepes 4 4




- aKp&jgggﬁJ [ata BbinycKa: 2022-07-25
[laTa pacnevartku: 2022-07-25
LLEHTP KOHTPO/IA KAYECTBA Ctpanuua: 2/6

AO «AKPUXWUH»

Ceptudukar aHanmsa AT Ne: 520 11494
METOMPONON PETAPA-AKPVXWUH TABNETKM MPOJOHI AEACTB.,

MpoaykT:
MHpeKc:

Ne cepuu: 210722

MNOKP.MNEH.OBON., 50 MI" N30
MTCD-0200-000

Cpok rogHocTH:

2024-07-01

Pe3ynbTaTbl UCNBITAHWA

HaumeHoBaHMe noKasaTena

TpeboBaHMA HOPMATUBHON AO0KYMEHTALUM

PesyabTaTbl UCNbITAHWIA

PacteopeHue 3 Cragusa |. OT 40 % po 70 % metonponona 65 %
CyKuMHaTa B NepecHeTe Ha MeTonponona
TapTpar yepe3 8 4

PacreopeHue 4 Cragmna |. He menee 80 % metonponona 97 %

CyKUMHaTa B nepecyeTe Ha MeTonponona
TapTpar 4yepes 20 4

PacTeopeHue 5

Crapusa Il. He 6onee 25 % metonponona
CyKuuHaTa B NepecyeTe Ha MeToponona
TapTpar yepes 1y

He npuMeHumo

PacteopeHue 6

Cragus Il. OT 20 % go 50 % metonponona
CyKUMHaTa B NepecyeTe Ha MeTonponona
TapTpaTt Yepes 4 4

He npumeHumo

PacteopeHune 7

Cragws ll. Ot 40 % no 70 % mevonponona
CyKUMHaTa B NepecyeTe Ha MeTonponona
TapTpar Yepe3 8 4

He npumeHnmo

PacTtBopenue 8

Cragwms Il. He meHee 80 % metonponona
CyKUWHaTa B nepecyeTe Ha MeTonponona
TapTpar yepe3 20 4

He npumeHumo

PacTtBopeHue 9

Craaus lll. He 6Gonee 25 % meTonponona
CyKUMHAaTa B NepecyeTe Ha MeToponona
TapTpar yepe3 14

He npumeHumo

Pacrtsopenune 10

Craausa lll. Ot 20 % go 50 % meTonponona
CyKUMHaTa B NepecyeTe Ha MeTonposona
TapTpaT Yepe3 4 4

He npumeHumo

PacteopeHue 11

Cragus lll. Ot 40 % po 70 % meTonponona
CyKUMHaTa B Nepec4eTe Ha MeTonponona
TapTpar 4epe3 8 4

He npumeHumo




aKpuxuH

Moam 3aboTRree o Mogax

UEHTP KOHTPONA KAYECTBA

AO «AKPUXUH»

Aara sbinycka:

[aTta pacneyartku:

CrpaHuua:

Ceptudumkar ananusa Al" Ne: 520 11494
METOMPONON PETAPA-AKPUXMH TABNETKW NPONOHI . AEACTB.,

MpoAaykT:
Uupekc:

Ne cepuu: 210722

MOKP.NNEH.OBOI., 50 MI" N30
MTCD-0200-000

Cpok roaHoCTH:

2024-07-01

Pe3ynbTaTbl MCNbITAaHUNA

HanmeHoBaHWe NoKasarena

Tpe6oBaHWA HOPMAaTUBHOMN AOKYMEHTaLMK

Pe3ynbTatbl MCNbITaHUIMA

PacrtBopexne 12

Cragms lll. He menee 80 % meTtonponona
CYKLMHaTa B NepecyeTe Ha MeTonponona
TaprTpar vepe3 20 4

He npumeHumo

PoacrBeHHble npumMecy 1

Tiobas eguHUYHas npumeck - He Gonee 0,2
%

MeHee 0.1 %

PopacTeeHHble npumeck 2 Cymma npumecei - He 6onee 1,0 % 0.1 %

O6wee yncno aspobHbix He 6onee 10" 3 KOEB 1T CooTeeTcreyeT
MUWKPOOprarnsmos [r] TpeboBaHUAM
O6wee yucno apoxokeebix | He Bonee 102 KOE 1r CootBeTtcrByeT
W nnecHesbix rpubos [r] TpeboBaHWAM
Escherichiacelia 11 OtcyTteteues1r OTtcyTcTBUE
OpHopoAHoCTh AV 10 eanHuy, < L1; rae L1=15,0 % 1.8 %

no3uposaHnsa 1 [%]

OaHopogHoCTb
[o3upoBaHus 2 [%]

AV10 egunHuy > L1, To AV 30 eguHn < L1 m
BCE 3HaYeHua Xi yaoBneTBOpAIOT
HepaseHcTBy |[M-xi|<0,01-L2-M:; rae L1=15.0
%, L2=25,0 %

He npumeHumo

KonuyecTtBeHHoe
onpeaenexHue

CopepaHue MeTonposnona cykuuHaTa B
nepec4eTe Ha MeToposiona TapTpaTt B OAHOW
TabneTke fonxHo BbiTk OT 0,0463 r Ao
0,0538r

0.0509 r

2022-07-25
2022-07-25




€) akpuxuH

Aol sabererea o Mo

UEHTP KOHTPONA KAYECTBA

AO «AKPUXWUH»

[aTa Bbinycka: 2022-07-25
[laTa pacneyartku; 2022-07-25
Ctpanuua: 4/6

Ceprnudukar aHanusa A" No: 520 11494
METOMPONON PETAPA-AKPVXH TABNETKM MPONOHT. JENCTB.,

Mpoaykr:
MHpekc:

Na cepuu: 210722

MOKP.NNEH.OBO., 50 MI N30
MTCD-0200-000

CpoK rogHocTu:

2024-07-01

PesynbTatbl ucnbiTaHmii

HaumeHosaHWe nokasatens

Tpe6oBaHWA HOPMATUEHOI AOKyMEHTaLMM

PesynbTaTbl MCAbITaHM

Ynakoska

Mo 10 TabneTok ¢ fo3nMpoBkamu 25 Mr u 50
MP' B KOHTYPHYIO AYEAKOBYIO ynakosky 13
NNEHKU NONUBUHWUNXITOPUAHON W hoNbrN
antOMUHMEBO. 3 KOHTYPHbIE AYeiiKoBble
YNaKOBKK BMeCTe C MHCTpYKUWeil no
NPUMEHEHNIO NOMELLAIOT B NauKy U3
KapToHa

Mo 10 Tabnetok ¢
[03upoBKoi 50 mr B
KOHTYPHOI A4eiikoBoii
YNaKOBKE U3 NMeHKM
NOMUBUHUNXNOPUAHOR K
onbru anioMuHmesoil, 3
KOHTYPHbIE AYElKOoBLIe
YNakoBKW BMecTe ¢
MHCTPYKUWER no
NPUMEHEHUIO NOMeELLEeHb! B
Nayky w3 KapToHa

Mapkuposka 1

MNepBUYHaA ynakoBka (kOHTYpHan sueiikoBan
ynakoBska). Ha KOHTYpHoI sueiikosoii
ynakoBke yKasblBaloT TOprosoe
HauMeHoBaHWe nNpenaparta, nekapcTBeHHylo
thopmy, fo3MpoBKY, HOMep CEepuK, CpoK
FOAHOCTH, «[TpousseneHo AO «AKPUXMH»,
Poccus»

MNepsuyHas ynakoeka
(KOHTypHas svelikoBas
ynakoBka). Ha KoHTypHoW
AYEAKOBOW ynakoBke
YKa3saHbl Toprosoe
HaumeHoBaHue
npenapara,
nekapcteeHHan opma,
A031poBKa, HoMmep cepuu,
CPOK FoAHOCTH,
«lMpounseegeHo AQ
«AKPUXWH>», Poccua»




£) aKpuxuH

Tonm 1eborma o Mognk

UEHTP KOHTPONA KAYECTBA

AO «AKPUXWUH»

[ara Bbinycka: 2022-07-25
[Data pacneuatku: 2022-07-25
Crpanuua: 5.6

Ceptngukar aHanusa A" No: 520 11494
METOMPOON PETAP-AKPUXMH TABSIETKM NMPOMOHI.AEACTB.,

Npoaykr;
MUHAaeKc:
Ne cepum:

MOKP.MNEH.OBON., 50 MI" N30
MTCD-0200-000
210722

Cpok rogHoCTK:

2024-07-01

Pe3ynbTathl MCnbITaHKIA

HauwmeHoBaHWe noka3aTena

Tpe6oBaHUA HOPMATUBHOMW AOKYMEHTaLMU

PesyneTaTel McnbiTaHwii

MapkupoBska 2

BTopuuHan ynakoska (kapToHHas nauka). Ha
naYke ykasbiBatoT
npeanpuaTe-Npou3BoAUTENb, hupMeHHoe
HaumeHoBaHue (AKPUXWUH), agpec,
TenedgpoH, chakc, Toprosoe HauMeHoBaHne
npenapara, MexayHapoaHoe
HenaTeHToBaHHOe HauMeHoBaHue,
JlekapcTBeRHy0 opMy, OO3UPOBKY,
Ha3BaHWE U cogepxaHne AeNCTBYIOWEro
BEllecTsa B oaHoW TabneTke B
MUNNUrpaMmMax, konuyecTso Tabnertok B
OAHOW YNaKoBKe, yCNOBUS XpaHeHus,
«XpaHnTb B HEOCTYNHOM ANA AeTen
MecTey, yCnoBuA oTnycka, «lna npuema
BHyTpb», «[penapaT coaepXuT NaxkTo3bl
MOHOTMAPaT», PEMMCTPaLUNOHHbIA HOMEp,
HOMEp Cepuun, CPOK rOAHOCTH,
chapmakoTepanesTHYeCcKyto rpynny, «Mepeg
NpUMEHeHUeM O3HAKOMUTLCA C
MHCTPYKLME» W LUTPUXOBOW Koga,.
HononHntensHo MoryT BbiTb HAHECEHbI
cpencTBa naeHTudukaunum

BropuyHan ynakoska
(kapToHHaA nayka). Ha
nayke yKasaHbl
npeanpuUATUE-NPOU3BOAUT
enb, PUpMeHHoe
HauMeHoBaHue
(AKPUXIWHY), agpec,
TenedoH, dakc, Toprosoe
HauMeHoBaHue
npenapara,
MexayHapoaHoe
HenaTeHToOBaHHoe
HauMeHoBaHue,
nekapcrteeHHas copma,
A031pOBKa, Ha3BaHue U
coaepxaHue
AeWcTeyloLlero BelllectTea
B 04HOM TabneTke B
MUNNUrpaMmax,
KONnM4ecTBO TabneTok B
OAHOW YNaKoBKe, YCNOBUA
XpaHeHuA, «XpaHUTbL B
HeaoCTYNHOM ANA AeTen
MecTe», YCNOBUA OTNYyCKa,
«[lna npuema BHYTpb»,
«lpenapat conepxut
NakTo3bl MOHOTUAPAT»,
PErncTpaumnoHHbIA HOMEp,
HOMep cepuu, CpoK
roAHOCTH,
cdapmakoTepanesTUYeckas
rpynna, «MNepea
NPUMEHEHNEM
03HaKOMMUTBCA C




£) aKpuxuH

Do sabermea v Meaax

LLEHTP KOHTPONA KAYECTBA
AQO «AKPUXUH»

[Dara sbinycka: 2022-07-25
flara pacneyarku: 2022-07-25
CrpaHuua: 6/6

Ceptudmkar ananusa Al No: 520 11494
METOMNPOMON PETAPA-AKPUXWUH TABNETKU NPOMNOHI AEMCTB..

Mpoaykr:
UHaekc: MTCD-0200-000
Ne cepuu: 210722

MOKP.MNEH.OBOI., 50 MI" N30

CpoK rogHocTu:

2024-07-01

PesynbTatbl ucnbiTaHmi

HaumeHOBaHMe nokasatens

TpebosaHuA HOpMaTUBHOM AOKYMEHTauuK

Pe3ynbraTel ucnbiTaHuit

MHCTPYKUMEN>» 1
LUTPUXOBOW KOA,
LononHuTensHo HaHeceHb!
cpeacTea uaeHTUukauum

XpaHeHue Mpu Temnepatype He sbiwe 25 ° C Mpu Temneparype He
Bbiwe 25 ° C

Cpok rogHocTK 2roga 2roga
UcnbiTaHuA BbinonHews! no: J1M-000570-010721
Homep PY (Per. ya.): NMN-000570
Per. ya, or: 01.07.2021

3aKNI04EHMe: COOTBETCTBYET TPe6oBaHUAM /N-000570-010721

Mposepun Yreepaun

A.E.

Beaywwii cneunanuct NKKM LUKK MapryHckas

PyKoBoguTeNb
LlexTpa KoHTpONS Kavecraa

®dunumonosa W.B.

25 07. 1




