AQ c-AKPHUXHH» SOP001790
ISC «AKRIKHIN®

PA3ZPEIIEHUE HA PEAJIU3AIATO Ne 3479-2021
(CERTIFICATE OF COMPLIANCE)

HANMEHOBAHHWE HPOIYKIMH 111: AT JIMHWT TABJTETKH 2 MT N30
FINAL PRODUCT NAME:
MEA IYHAPO,ITHOE HEI ATEHTOBAHHOE Penarnuann
HAHMEHOBAHIE:
INTERNATIONAL NON-PROPRIETARY NAME:
HOMEP CEPHU: 100921 %
BATCHNo: - r
KO HPOJIYKTATIL: ” T RPGL-0100-000 g
FINAL PRODUCT CODE: i‘
YITAKOBRA: 10 W, - VIAKOBKH AUEiiKOBBIE KOHTYPHBIE (3) - THANKN KapTOniEe '
ENVELOPL:
rOJ1EH 10: o 01.09.2023
EXPIRY DATE:
TOBBEM OJIYUEHHOH NMPOIYKUHMH 6.973 TBIC VI1AK
(YITAKOBKH):
FINAL QUANTITY (UNITS):
PETHCTPALHOHHOE Y,IOCTOBEPEHHE: JIN-001261
MARKETING AUTHORIZATION No:
HAUMEHOBAIHE U A/IPEC JIEPKATEJA A "AKPVXMH" RU, 142450, Mockosckas 0., r. Crapas
PEIFHCTPALIHOHHOIO YIOCTOBEPEHUSA: Kynaswa, yn. Kuposa 29
NAME AND ADDRESS OF MARKETING AUTHORIZATION
HOLDER:
HAHMEHOBAHUE H AJAPEC TIPOH3BOJAWUTEJIS AO "AKPHXHH" [Pocens] Mockosckas o6n.. Hormuekuii p-H,
(BLITYCKAIOUHA KOHTPO/Ib KAYECTBA): r.Crapas Kynasua, yn1.Kuposa, 1.29
NAME AND ADDRESS OF MANUFACTURER (RELEASE
QUALITY CONTROL):

HHDOPMAILIS OF HCHOL3YEMBIX A®C/HH-BAJK NPOAVKUIH
APl IN-BULK PRODUCTION USED IN PRODUCTION/:

[_ KO ADCMHH-BAJIK HAUMEHOBAHHE ADC/MHH- [IPOHIBOINTE.Th AdC/ CTPAHA HPOU3BO,TUTESIA
1TPOLYRKLIHI: BAJIK PO IVKIIHH: HH-BAJIK [TPOIVKILHH: AOC/ WH-BAJIK HPO IYRILHI:
AP IN-BULK CODE: APH IN-BULK NAME: APIIN-BULK MANUFACTURER: APl IN-BULK MANUFACTURER

COUNTRY: ]
SRPG-5491-280 PEITATJIMHW L Sun Pharmaceutical Industries Ltd. | India

TlanHan cepus OLIAA NPOH3IBEICHA, BRKAIYAS YNAKOBRY H KOHTPOJL KauecTsa, HA BLINeYKA3AHHOI NPONIBOACTBEHHOR
AA0MAAKE B TIOTHOM co0TBeTeTBHN ¢ TpeGoBanusvi cGMP ueaeBoro peinka H PerucTPALMOHHON T0KYMeHTAIHel,

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

[Ipos3BoACTBO CepHH, YHAKOBRE H aHAJIH3bI GL1.1H HPOBEPEeHBbI M TPH3HAHBI COOTBETCTBYIOIHMH cGMP.

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

KauecTBo MPOAYKTA CooTBeTCTBYeT Tpedonamuam 11-001261-020217, Mam, Ne 1.2.3. 4

The quality of the product conforms to the Specification

HacToSiM 10ATBEPAIAI, YTO BLILIEYKAIAHHAS CEPRA PAIPEUICH K Peatn3atunm
I hereby certify that the above mcnlio;drhau:h is released to the market.

AT
. /’((( e . ; ; 4 MmN
Ynoanomouennoe amo (&* /" [Huaxosa 0.C. [pukas Ne d31 ot 50.04.2021 Hdava: - LU7
ae Name Order Date
Jara selnycka: 14.10.2021 16:41:12
Jlara pacneqaTku: 14.10.2021 16:43:29
Pacniewaran: JLT. JlconTbena
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€Y aKpuxuH

Foam zafsiricn o Mogax,

LEHTP KOHTPOIA KAMECTBA

[aTa sbinycka: 2021-09-27
[ata pacnevaTku; 2021-09-27
CrpaHuua: 15

AO «AKPUXWH»

Ceptudukar aHanamnsa Al Ne: 520 10273
Mpoaykr: OVATTNIMHWG TABJIETKKW 2 MI™ N30
WUHaeke: RPGL-0100-000 Cpok rogHocTH: 2023-09-01
Ne cepum: 100921
Obbem cepuu: 6.973 ThIC YMAK Oarta npoussopctea:  2021-09-02

[ata aHanuza:

2021-09-20

PesynbTaTbl UCMbITaHWUM

HaumeHoBaHWe NoKasaTens

Tpe6oBaHuA HOPMATUBHOM AOKYMEHTALMK

Pe3ynbTaTbl UCNbITAHWUIA

OnucaHue Kpyrnble nnockoumnnuHapudeckue tabnetkn | Kpyrnbie
6enoro ¢ CepoBaThIM UMY XeNToBaTbIM nnocKkoLMNuHOpuYecKne
OTTEHKOM uBeTa ¢ cackoii TabneTku Benoro
WENTOBaTLIM OTTEHKOM
usera c chac<on
MognuHHOCTL Bpemsa yoepkueaHua OCHOBHOIO NMuKa Ha Bpems yaepxusaHua

XpomaTorpamme UCMbITyeMoro pactsopa
LOSDKHO COOTBETCTBOBATL BPEMeHH
YASRXUBAHUA OCHOBHOIO NWKa Ha
xpomaTorpamme pactsopa CO penarnnHuaa
(pazpen «KonuuyecTBeHHOe onpepenexHmner)

OCHOBHOTO NMKa Ha
xpomatorpamme
nCNbITYEeMoro pacrteopa
COOTBETCTBYET BpEMEHW
YASPHMBAHWA OCHOBHOMO
rfiKa Ha xpoMaTorpamMme
pactsopa CO
penarnvHuaz

Pactsopenune 1

Cragusa |. He meHee 70 % (Q) penarnuHuaa
Yepes 30 MyH

83 %

PacTtBopeHune 2

Cragva ll. He meHee Q =70 %
penarnuHuaa vepes 30 MuH

He npumerumo

PacTtBopeHue 3

Cragwms lll. He meHee Q =70 %
penarnuHuaa Yepes 30 MuH

He npuMeHuMo

PoacTteeHHble npuMeck 1

JTioboit eanHUYHOW Npumeck - He Bonee 0,5
%

He obHapyxeHo

PoacTeeHHble npuMeci 2

Cymma npumecei - He bonee 1,0 %

He oBHapyxeHo




&Y aKpuXuH

Pooson 2aSmmmes 4 fhoges

UEHTP KOHTPONA KAYECTBA

AQ «AKPUXUH»

[ara sbinycxa: 2021-09-27
Oara pacneyatyu: 2021-09-27
Crpannua; 215

Ceptudukar ananusa AlC Ne: 520 10273

MNpoaykr.
Uupekc:

Ne cepun: 100921

AVATNVHWA TABNETKK 2 MIT N30
RPGL-0100-000

Cpox rogHoCTK,

2023-09-01

PeaynbTaThl UCNbITAHKMA

HaumeHoBaHMe nokasaTens

TpeboraHMA HOPMATHBHOM ADKYMEHTAUMMN

PesynbTaTl MCNbITAHWA

OaHopofHOCTL
Ao3upoBanuna 1 [%]

AV10 egurny € L1; L1=15,0

4.5 %

OAHOPOAHOCTL
A03upoBaHua 2 [%)]

AV10 eguHiay > L1, To AV 30 eamHmyg s LT w
BCE 3HaYeHuA Xi yL0BNeTsopAoT
HepaseHcTBy |M-xi|s0,01-L2-M; roe L1=15,0
%, L2=25,0 %

He npumernumo

Obwee vncno aspobHbix He 6onee 10”3 KOE B 1T CooTseTcTByET
MUWKPOOpRraHu3mMos [r] TpeboBaHuAM
Qbuee yncno apoxokessix | He Bonee 1072 KOEB 11 CooTtseTcTByeT
1 nnecHesblx rpumbos [r] TpeboBaHuaM
Escherichiacolig 11 Otcytcraue 8 11 Otcytcrane
KonuyectsenHoe Copepxarve penarnyHnga 8 04HoRN 0.0020r

onpepgenexue [r]

Tabnetke - o1 0,0018 r 4o 0,0022 r

Ynakoska

(Mo 10 TabneTok 8 KOHTYPHYIO AYEVKOBYO
YNaKoBKy U3 honbrv antoM1MHUEBoN. 3 unm 6
KOHTYPHbIX AHEAKCBbIX YNakoBOK BMeCTe C
WHCTPYKUMEN NO NpUMEHEHWIO NOMELLAIT B
nayky Ui KapToHa

Mo 10 rabnetok e
KOHTYPHOR A4elKosoi
ynakoeke u3s honsru
anoMvHuesci, 3
KOHTYPHbIE R4ENKOBbIE
YIEKOBKU BMeCTe C
WHCTPYKUWER no
NPUMEHEHWIO NOMELWEHbI B
Na4ky U3 Kap-oHa




&Y aKPUXUH

Thoaw 3a601ATCR O Mhognx
i

LEHTP KOHTPONA KAYECTBA

AO «AKPUXUH»

[aTa Bbinycka: 2021-08-27
[OaTa pacneyaTku: 2021-09-27
CTpaHuua: 3/5

Ceptudurar ananmusa Al Ne: 520 10273

MEOAYKT:
MHpeke:

Ne cepum: 100921

OVATTIMHWNA TABNETKW 2 MIT N30
RPGL-0100-000

CpoK roaHoCTH:

2023-09-01

Pe3ynbTaTbl MCMbITAHMA

HaumeHoBaHWe NnokazaTens

TpeboBanUa HOPMATUBHOW NOKYMEHTauMK

PesynbTaThl NZNbITAHUA

Mapkuposka 1

MepBrYHaA ynakosKa (KOHTYpHas A4elikoBas
ynakoeka)., Ha KoOHTYpPHOR A4eikoBOR
YNakoBKe yKa3blBaloT TOBaPHbIA 3HaK
NpeanpuATUA-NPOU3BOAUTENSA, TOProBoe
HaMMeHOoBaHue Npenapara, nekapcTBeHHyo
dopmy, LO3MPOBKY, HOMEP Cepn, CROK
roaHoCTU

MNepBuyHaA yNakoBka
(koHTYpHAR AYerkosas
ynakoBka). Ha KoHTYpHOR
AYEKOBOW y1aKoBKe
YKa3aHbl TOBAPHbLIA 3HaK
npeanpuATUA-NPoOU3BOANT
enA, Toproece
HauMeHoBaH/Ae
npenapara,
nekapcTeeHras dopma,
[031poBKa, FOMep cepuy,
CPOK FOAHOCTH




&Y aKPUXUH

------ o 3aBoeICn 8 Mo

LIEHTP KOHTPOANA KAHECTBA

AQO «AKPUXKNH»

[arta suinycka: 2021-09-27
[aTa pacnevarku: 2021-09-27
CrpaHuua: 4/5

Ceprudurar ananusa Al Ne: 520 10273

NpoaykT.
Unpeke:

Ne cepun: 100921

ONATIMHAL TABNETKKA 2 MIT N30
RPGL-0100-000

CpoK roaHoCTK!

2023-09-01

Pe3y/ibTaTbl UCNbITAHWA

HavmeHoBaH1e nokasaTensa

TpebosaHua HOPMATUBHON JOKYMEHTELMN

Pe3ynbTaTbl MCNbITAHWUA

Mapkuposka 2

BropuuHan ynakoBka (kapToHHas nadka). Ha
nadke ykaiolgawT
npeAnpUATVE-NPOVN3BOAUTESND, €ro
TOBapHBLIA 3HaK, agpec, TenedoH K gakc,
TOProBoe HanMeHoBaHue npenapara,
MEXAYHapOAHOE HenaTeHToBaHHOe
HanMeHOBaHue, NekapcTBeHHY0 (bopMy,
IC3MPOBKY, Ha3BAHUE U COARPXKaHWE
AeRCTBYIOWEro BeulecTsa B ogHol TabneTke
B MUNMAPAMMAX, KONUYECTBO TabneTok 8
O[IHOW YNaKOBKe, YCNOBUA XPAHEHWA,
YCNOBUA OTNYCKA, «[lNA npyuemMa BHYTPbL»,
«XpaxuTb B HEJLOCTYNHOM ANA AeTe’
MecTen, «penapar CoAePKUT NAKTO3bI
MOHOTMAPATY, PErMCTPALMOHHBLIA HOMep,
HOMEp Cepun, CPOK FoAHOCTH,
chapmakoTepanesTudeckyto rpynny, «fepea
NPUMEHEHUEM O3HAKOMUTBLCA C
WHCTPYKUWER» ¥ LUTPUXOBOW KO,
J[ononHutensHo MoryT BbiTh HaHeCeHb!
cpeacTsa uaeHTudukaunm

BropudHan ynakoska
(kaprouHan rauka). Ha
fiaqKe yKasaHbi
npeanpuATUe-rNponsBoanT
erb, ero TOBapPHbLIA 3HAK,
anpec, TenedoH u thake,
TOProBOE HalIMEHOBaHNe
npenapara,
MexayHapoaHoe
HenaTrexHToBarHoe
HauMeHoBaHme,
nekapcTBeHHan thopma,
JI03UpOBKA, Ha3RAHWE U
cofepxanme
AeNcTBYIOWEro BelecTsa
B 0AHO TabneTke B
MAIMrpaMMax,
konuyecTso Tabnetok 8
OAHOW YNAKoBKe, ycnoBua
XpaHeHuA, yCroBus
oTnycka, «/Ana npuema
BHYTPb», «XFaHWUTb B
HeAOCTYNHOM ANA geTen
mMecTen, «llpenapat
COAEPXKUT NaKTo3bl
MOHOrUAPAT?,
pPerucTpauno-Hbiit HoMep,
HOMEp cepun, CPOK
rogHocTH,
thapmakoTepanesTuHecKas
rpynna, «lepen
npuMeHeHnewm
O3HAKOMWUTHCH €
UHCTPYKUUEA 1
WITPVXOBOW KA.




LY aKpUXUH

S seBEEICn o g lara BbINYCKa: 2021-09-27
[ata pacnedariu: 2021-09-27
LIEHTP KOHTPOA KAYECTBA CrpaHuua: 5,/<5
AO «AKPUXWUH»
Ceptudukar ananmsa A" Ne: 520 10273

Mpoaykr: OVATNNHAA TABNETKW 2 MIT N30
UHaeKc: RPGL-0100-000 CpoK rogHoCTU: 2023-09-01
Ne cepumu: 100921

PeayabTaThl ucnbiTanuii

HaumeHoBaHWe NoKkasaTtens TpeboBaHua HOpMaTUBHOM LORYMeHTaLMu

Pe3ynbTathbl McnbITaHWiA

JononHntenbHo HaHeceH sl
cpencTea AeHTUNKaLMm

XpaHeHue B 3awmuienHom oT ceeta MecTe, npu
TemMnepaType He Bbiwe 25 ° C

B zawmuieHHomM oT ceeTa
MecTe, Npu Temnepartype
He Bbile 25 ° C

Cpok rogHocTH 2ropa

2rona

Mcneitakua BeinonHensi no: f1M-001261-020217, Wam, Ne 1, 2, 3,4
Homep PY (Per. ya.): NM-001261

Per. ya. oT: 30.11.2020
3akniovenue: cooTeeTcTBYeT TpeBoBaHmam /M-001261-020217, M3m. Ne 1,2,3,4

Nposepun

HauaneHuk NKKIT YepHbix 1.0,

Be

KOHTPONbHO-0DOPMUTERKENEY
raBonavonus LK

Uenrp

FOHYpOoRy
KaYeaTs:

prTuHa W\EN, ©CCTEa

HaYaNbHUK .
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