AO «AKPHXHH» SOP001790
JSC « AKRIKHIN»

PASPEIUEHUME HA PEATU3ALIMIO Ne 2471-2020
(CERTIFICATE OF COMPLIANCE)

HAHUMEHOBAHME NPOJIYKUMH I'II: OCEJIbTAMMBHP-AKPUXHH KATICYJIBI 75 MI™ Ne10
FINAL PRODUCT NAME:

MEXIYHAPOJIHOE HEIIATEHTOBAHHOE OcensraMHBHp

HAHMEHOBAHHE:

INTERNATIONAL NON-PROPRIETARY NAME:

HOMEP CEPHH: 501220

BATCH No:

KOJ ITPOOVKTA I'Tl: OSLT-0100-000

FINAL PRODUCT CODE:

I'OJEH OO: 01.12.2022

EXPIRY DATE:

OBBEM IMOJIYYEHHOH NPOAYKLUH 109.221 ThIC VITAK

(YIIAKOBKH):

FINAL QUANTITY (UNITS):

PE’HCTPAIIHOHHOE YIOCTOBEPEHHE: JIT1-005146

MARKETING AUTHORIZATION No:

HAUMEHOBAHME U AJIPEC JIEPXKATEJIA AQ "AKPMXHH" RU, 142450, Mockosckas o611., r. Ctapas
PETMCTPAIIHOHHOI'O YIOCTOBEPEHHUSA: Kynasua, yn. Kuposa 29

NAME AND ADDRESS OF MARKETING AUTHORIZATION

HOLDER:

HAUMEHOBAHME H AJIPEC IPOU3BOIUTEJISA AO "AKPUXHWH" [Poccua] Mockosekas 061, HorHHCKH p-H,
(BBIITY CKAIOIIMI KOHTPOJIb KAYECTBA): r.Crapas Kynasna, yn.Kuposa, 1.29

NAME AND ADDRESS OF MANUFACTURER (RELEASE

QUALITY CONTROL):

HH®POPMAIIUA OF HCIIOJB3YEMbIX A®C/HH-BAJIK NPOAYKIUH
API/IN-BULK PRODUCTION USED IN PRODUCTION/:

KO A®C/HH-BAJIK HAHUMEHOBAHHE A®C/UH- IMPON3BOIUTEJL A©®C/ CTPAHA ITIPOU3BOIMTEJIA
IMPOAYKITUH: BAJIK TIPOOYKIIHH: HH-BAJIK I[TPOOYKIIAH: AQC/ MH-BAJIK [TPOXYKIIUH:
API/ IN-BULK CODE: API/ IN-BULK NAME: API/IN-BULK MANUFACTURER: API/ IN-BULK MANUFACTURER
COUNTRY:
SOSL-0002-280 OCEJIb TAMMBHPA MSN Pharmachem Private Limited | India
QOCDAT

Manuasi cepusi Gruia NpoM3BeleHa, BKANOYAS YNAKOBKY W KOHTPOJIb Ka4€CTBA, HAa BLINIEYKA3AHHOH NMPOH3BOACTBEHHOH
TLUTOIMAAKE B [IOIHOM COOTBETCTBHH ¢ TpeGoBaHuaAMH cGMP ue/leBoro pelHKa H perucTpauHoHHON TOKYMEHTALIHEH.

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.

[poH3IBOACTRO cepHN, YNAKOBKA M AHAMKILI HbLAM NpoBepeHbI H NPH3HAHBI COOTBETCTBYIOMHMH cGMP,

The batch processing, packaging and analysis records have been reviewed and found to be in compliance with cGMP.

KayecrBo npoaykra cooTsercTByeT TpeboBanuam JIII-005146-040920

The quality of the product conforms to the Specification

HacTosmum noaTsepkaato, 4To BhILIEYKA3aHHAS CepHA pa3pelleHa K peaJH3alHu
I hereby certify that the above mentioned batch is released to the market.
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€) aKpuxuH

Pre sabarmen o Mg [Jara sbinycka: 2020-12-23
[ata pacnedartku: 2020-12-23
CTpaHuua: 1/5

LEHTP KOHTPONA KAYECTBA
AO «AKPUXUH»

MpoayxT:
MHgekc:

Ne cepuu:

Obvem cepuu:

[ara aHanuza:

Ceprudukar ananusa Al Ne: 520 8894
OCENbTAMUBUP-AKPVXINH KANCY bl 75 M Ne10

OSLT-0100-000 CpoK rogHocTH: 2022-12-01
501220
109.221 ThIC YMAK Lara npoussoacrea: 2020-12-09

2020-12-18

PesynbTaThl UCNbITAHUA

HaumeHoBsaHue nokasarens

TpeboBaHWA HOPMaTUBHOM SOKYMEHTaLMK

Pe3yneTaTsl UCNBITAHKWHA

Onucanue Teepaple XenaTuHoOBbIe ABYXUBETHbIE Tsepaple »enaTMHOBbIE
kancynel Ne 1: kopnyc oT 6enoro o ABYXUBeTHble Kancynbl Ne
CBETNO-Ceporo UBeTa ¢ Kpbilleykon 1: Kopnyc cBeTno-ceporo
cBeTno-xentore uyseta. Conepxumoe UBeTa C KpbileyKon
Kancyn - nopowok ot 6enoro go 6enoro ¢ CBETNC-XKenToro useTa.
WenToBaThiM OTTEHKOM LiBeTa Copepxumoe kancyn -
nopotuok benoro ¢
XKENTOBATbLIM OTTEHKOM
useta
MoanuHHoCTL BpeMa yaepxusaHusa 0CHOBHOMO NUKa Ha Bpema yaepxuBaHnus

XpomMaTorpamme UCnblTyemoro pacTeopa
AOINKHO COOTBETCTBOBAaTE BpeMeHu
yYAepXxXunBaHWA CCHOBHOMO NMUKa Ha
XpomartorpaMme pacteopa CO
ocensTamueupa tocdara (pasnen
«KonuyectseHHoe onpegeneruer)

OCHOBHOIO NMUKa Ha
XpoMaTorpamMme
UCMbITYeMCro pacTeopa
COOTBETCTBYET BPEMEHU
YAEPNUBAHWUA OCHOBHOIO
NWKa Ha XxpomaTorpamme
pacteopa CO
oceneTaMmuBupa ocoaTa

Pacrtsopenue 1

Craaus |. He merHee 75 % (Q)
ocensTamusupa vepes 20 MuH

101 %

PactBopeHue 2

Cragua ll. He meHee Q =75 %
ocenbTamusupa yepes 20 MUH

He npumernmo

PacreopeHue 3

Cragus ill. He meHee Q =75 %
ocenbTamusupa yepes 20 MUH

He npuMeHUMo

PoacreeHHbie npumecy 1

MpumMechb A - He 6Bonee 2,0 %

0.1 %




y aKPUXUH

Mo sebarates ¢ Mo

LEEHTP KOHTPONA KAYECTBA

AO «AKPUXWUH»

[ata sbinycka: 2020-12-23
[arta pacneqaTsn: 2020-12-23
Crpanuua: 215

Ceptudukar ananusza Al Ne: 520 8894

MpoaykT.
WNHpgexc:

Ne cepuu: 501220

OCENbTAMWBUP-AKPUXMH KAMNCYNbI 75 Ml Ne10
OSLT-0100-000

Cpok rogHoCTH:

2022-12-01

PesynbTaTbl UCNbITAHWA

HavmeHosaHWe NoKasaTena

TpeBoBaHWA HOPMaTUBHOW AOKYMEHTAUMM

PesyntTaTbl MCNbITaHMA

PoacTteeHHble npumeck 2 Mpumech B - He Bonee 0.3 % He obHapyxeHo

PopacTeeHHbie Nnpumeci 3 Mpumecs C - He bonee 0,5 % He cbHapyxeHo

PofcTBeHHble npyuMecy 4 EAMHUYHAA HeWAeHTUULMpOBaHHAA He o6HapyxeHo
npumecs - He Bonee 0,2 %

PoacteeHHble npumeck 5 CyMMa HeuAeHTUPNUMPOBaHHbIX NpUMecen He cbHapyxeHo
- He Bbonee 0.5 %

PoacTBeHHble npumecy 6 Cymma npumeceii - He Bonee 3.0 % 0.1 %

Obwee 4ncno a3pobHbix He 6onee 10"3 KOEB 1T CooteeTcTBYET

MUKpPOOPraH13mos [r] TpeboBaHMAM

Obuee yucno apoxokeeblx | He Gonee 1072 KOEB 11 CootBetcTByeT

1 nnecHesbix rpubos [r] TpeboBaHvAM

Escherichiacolis 1r Otcytctene B 11 CooTBeTcTayer

TpeboBaHWAM
OaHOPOAHOCTL AV 10 eauHny < L1: rae L1=15.0 % 8.9 %

nosupoeaHua 1 [%]

OaQHOPOAHOCTL
po3vposanna 2 [%]

AV 10 eauHuny, > L1, To AV 30 eguHnu s L1 w
8Ce 3HaYeHWA Xi yAOBNEeTBOPAIOT
HepaBeHcTBY [M-xil<0.01-L2-M; rae L1=15,0
%, 1L.2=25.0 %

He npumMeHnMo

KonunyecTtseHHoe
onpegenexue [mr]

Ot 67,5 Mr oo 82,5 mr ccensTamusupa,
CYWUTaA Ha CPeAHIO Maccy COAEPXUMOro
Kancynsl

74.6 Mr




€)Y aKpuxuH

foan ssbamrics o Mogas

LEEHTP KOHTPONA KAYECTBA

AD «AKPUXUH»

MpogykT:
WMHaekc:

Ne cepuu: 501220

[ara ebinycka: 2020-12-23
[Lara pacnedatku: 2020-12-23
Crpanuua: 355

Cpow rogHocTH:

Ceptudurar aHanusa Al Ne: 520 8894

CCENbTAMNUBUP-AKPUXIAH KANCYNb! 75 Ml Ne10

OSLT-0100-000 2022-12-01

PesynbTaThl MCNbITaHWIA

HaumeHoBaHue nokaszatens

‘TpeboBaHua HOpMaTUBHOM AOKYMEHTALMN

PesynbTatel McnbiTaHuit - oo

YnakoBka

Mo 10 Kancyn B KOHTYPHYHO AYENKOBYIO
YNAKOBKY U3 NNEHKA NonMBMHUNXNOPUAHON
W KomBurpoBaHHOro TpexcnoHoro
MaTepuana v ponbru antMuH1eBsol. 1
KOHTYPHYHK A4elKOBYIO YNaKoBKY BMecTe ¢
MHCTPYKUWER No NPUMEHEHWIO MOMELLIAIoT B
navKky u3 kapToHa

10 kancyn B KOHTYpHO#
AYENKOBOW ynakoeke u3
MANeHKK
NONVBUHUNXNOPUAHON UNK
KOMBUHMPOBaHHOrO
TPEXCNOoWHOro MaTtepuana
1 ponkrv anioMuHKesol. 1
KOHTYpHaA s4eikoBas
ynaxkoBka BMecTe ¢
UHCTPYKUKeW rno
NPUMEHEHWIO NOMELLEHA B
navky n3 kapToHa

Mapkuposka 1

MepBuryHan ynakoBka (KOHTYpHas A4eiikosas
ynaxkoska). Ha KoHTYpHoR aueiikoBol
ynakoBKe yKa3sblBatloT TOProsoe
HanMeHOBaHve npenapara, NekapcTBeHHY
bopMy, NO3MPOBKY, HOMEp Cepuu, CpoK
roaHocTw, «ponsseaeHo AO «AKPUXWHS,
Poccua»

MNepBu4Han ynakoska
(xoHTYPHaA Aveikosasn
ynaxkoBka). Ha KoHTypHo
AYENKOBOW ynakoeke
YKasaHbl Toprosoe
HanMeHoBaHue
npenapara,
nekapcreeHHas dopma,
A03UPOBKa, HOMEp cepuu,
CPOK rogHoCTH,
«[pounasegeHo AO
«AKPUXWNH», Poccus»




£y akpuxuH

foaw 3ebomron o Mo [Lara seinycka: 2020-12-23
[ata pacnevartku: 2020-12-23
UEHTP KOHTPO/IA KAYECTBA CrpaHuua: 4/5

AO «AKPUXWUH»

Ceptudurkar ananusa Al Ne: 520 8894

MNpoaykT:
WUHgekc:

Ne cepuu: 501220

OCENMBTAMUBUP-AKPUXIH KAMNCYTIbl 75 MI™ Ne10
OSLT-0100-000

Cpok rogHocTU:

2022-12-01

Pe3ynbTaTbl UCMNbITAHUA

HavmeHosaHue nokasaTtens

TpeboBaHWA HOPMATUBHOM 4OKYMEHTaLMK

PesynbTaTol MCNbITAHUA

Mapkuposka 2

BropudHana ynakoska (kapToHHas nadka). Ha
rnayke ykasolBalT
npeanpusaTue-npoussoanTens, dupMeHHoe
HaumMmeHoBaHWe (AKPUXWH), appec,
TenedoH 1 hake, TOprosoe HauMeHoBaHue
npenaparta, MexAyHapoaHoe
HenaTeHToBaHHOEe HauMeHoBaHue,
nexapcTeeHHylo dopmy, A03UPOBKY,
KONWYECTBO Kancyrn B 0fHOW yNakoBke,
HasBaHwe W coaepKaHue AerncTByLWero
BellecTsa B OAHOW Kancyne 8
MUNNUTpamMMax, YCNoBUA XpaHeHus,
YCNOBWA OTNYycKa, «XpaHUTb B HEAOCTYMHOM
ANA aeTen mecTe», «[lns npuema BHYTPb»,
«[lepen npuMeHeHneM O3HAKOMUTBCA C
MHCTRYKUWEeR», perncTpaLMeHHbIA HoMep,
HOMEp cepuu, CPOK MOAHOCTH,
thapMakoTepaneBTUYECKYHO Tpynny U
LITPUXOBOW KoA. [ONonHUTENBHO MOTYT
BbITb HaHeceHbl cpeacTBa UaeHTUUKaUMKA

BropuuHas ynakoska
(kapToHHas nauxa). Ha
nadke yKasaHbl
npeanpvATWe-NPOU3BOANT
enb, hupMeHHoe
HauMeHoBaHue
(AKPWXIH), agpec,
TenedoH u dakc,
Toproeoe HaMmeHoBaHue
npenaparta,
MexayHapogHoe
HenaTexToBaHHoe
HanuMeHoBaHue,
nekapcreeHHas dopma,
AO3UPOBKa, KONU4eCTso
Kancyn 8 O4HOM ynakoBke,
Ha3BaHuWe W coaepxaHue
AelcTByIOLero BellecTea
B O4HOW Kancyne B
MUMNUrpaMmMax, ycrnoesus
XpaHeHus, ycnosus
oTnycKa, «XpaHuTb B
HefOCTYNHOM ANA aeTen
MecTe», «[Ana npuema
BHYTPb», «[lepen
NpUMeHeHuem
O3HAKOMUWTBCA C
WHCTPYKUKWe»,
perucTpaunoHHblid HoMep,
HOMep Cepuu, CpoK
rogHocTH,
chapMmakoTepaneBTUYecKas
rpynna v WTPWXOoBOW KoA.
[ononHWTeNbHO HaHeceHb!
cpeacTea uaeHTUMKaL K




€Y akpuxuH

Moan setamTon  Moge [ara sbinycka: 2020-12-23
[ara pacneyatku: 2020-12-23
LUEHTP KOHTPO/A KAYECTBA CrpaHmua: 515

AD «AKPUXUH»

Ceptudukar ananusa Al Ne: 520 8894

Mpogykr: OCENbTAMWBUP-AKPUXINH KANCY/bl 75 Ml Ne10
UHaekc: OSLT-0100-000 Cpok rogHocTH: 2022-12-01
Ne cepuu: 501220

* PesynbTaThl UCNbITaHMIMA

HaumeHoBsaHue nokasaTens TpebosaHWA HOPMaTUBHOW AOKYMEHTALMUM - Pesynetatbl cnbiTanmii

XpaHeHue Mpu TemnepaType He sbiwe 25 ° C Mpv TeMnepaType He
Bblwe 25 ° C

CpoK rogHocTH 2rona 2roaa

UcnbiTaHuAa BbinonHeHsl no: JM-005146-040920
Homep PY (Per. ya.): JIMN-005146

Per. yn. or: 04.09.2020
3aknoyeHue: cooTeeTcTeyeT TpebosarHuam J1-005146-040920

MNposepun YTeepaun

HauanbHuk JIKKIM YepHsix N.00.

BepsartuHa E.T.
HA4aNbHUK
KOHTPONBHO-0(GOPMUTENLCKD
arBoparopuy LK




