AO «<AKPHXUH» SOP001790
JSC «AKRTKHIN»

PA3PEIIEHHE HA PEAJIM3AITHIO Ne 1984-2021
(CERTIFICATE OF COMPLIANCE)

HAUMEHOBAHHE NNPOAYKIIHH I'T: VAT JIMHUI TABJIETKH 2 MTI" N30

FINAL PRODUCT NAME:

MEKIYHAPOJHOE HENATEHTOBAHHOE Penarnuuun

HAUMEHOBAHHE:

INTERNATIONAL NON-PROPRIETARY NAME:

HOMEP CEPHH: 70521

BATCH No:

KOJA NMPOAYKTATII: RPGL-0100-000

FINAL PRODUCT CODE:

YINAKOBKA: 10 wT. - YNIaKOBKH A4eHKOBBIE KOHTYpHbIE (3) - MauKH KapTOHHBIE
ENVELOPE:

TOAEH 10: 01.05.2023

EXPIRY DATE:

OBBEM NOJYYEHHOH MPOAYKLIHH 7.04 TBIC VTIAK

(YNTAKOBKH):

FINAL QUANTITY (UNITS):

PETUCTPAUHOHHOE YIOCTOBEPEHHE: JIT1-001261

MARKETING AUTHORIZATION No:

HAUMEHOBAHHUE H AJIPEC NEPXKATEJIA AO "AKPHXHH" RU, 142450, MockoBckas o61., r. Crapas
PETUCTPALIMOHHOI'O YAOCTOBEPEHHA: Kynasna, yn. Kuposa 29

NAME AND ADDRESS OF MARKETING AUTHORIZATION

HOLDER:

HAUMEHOBAHHE U AJIPEC ITIPOU3BOJAUTEJIA AO "AKPUXHH" [Poccus] Mockosckast o6n., Horunckuii p-H,
(BLUTYCKAIOIUI KOHTPOJAL KAYECTBA): r.Crapas Kynasua, yn.Kupoea, n.29

NAME AND ADDRESS OF MANUFACTURER (RELEASE

QUALITY CONTROL):

HH®OPMAIINA OB HCITOJIb3YEMBIX A®OC/HH-BAJIK NPOIYKIIHH
API/ IN-BULK PRODUCTION USED IN PRODUCTION/:

KOJ A®C/MH-BAJTK HAUMEHOBAHHE A®C/HH- MMPOV3BOJIHUTEJb A®C/ CTPAHA MTPOHU3BOJAHUTEJIA

TMPOXYKIIHH: BAJIK MPOXYKIHH: HWH-BAJIK IMPOXYKIHA: A®C/ HH-BAJIK TPOXYKUHH:

AP/ IN-BULK CODE: APl/ IN-BULK NAME: API/IN-BULK MANUFACTURER: APl/ IN-BULK MANUFACTURER
COUNTRY:

SRPG-5491-280 PETTATJIMHU[ Sun Pharmaceutical Industries Ltd. | India

JlanHan cepusi ObL1a MpOM3BeleHa, BKJIIOYAH YNAaKOBKY M KOHTPOJIL Ka4eCTBa, Ha BbIUIeYKa3aHHOH NpOH3BOACTBEHHOM
NAomanKe B NOJHOM COOTBeTCTBHH ¢ Tpeboranusmi cGMP uesieBoro pelHKa H PErHCTPAUHONHOMN JOKYMeHTauHe.

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.

TIpoH3BOACTBO CePHH, YNAKOBKA H AHAJAM3bI GLITH MPOBEPEHBI H NPH3HAHLI COOTBETCTBYIOWIHMH c¢GMP.

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

KauecTBo npodykTa cootBercrByer TpebGosanusm JII1-001261-020217, WM. No 1, 2, 3.4
The quality of the product conforms to the Specification

Hactosmum noATBepXAaI0, YT0 BhIIeYKA3aHHAN CEPHA pa3pelleHa K pealu3aluHH
I hereby certify that the above mentioned batch is released to the market.

~N 2 2 Hi0H 2021
YnoaHomMoueHHOE AHILO ( 447 _Hinakosa O.C. Tlpukas Ne 99 or07.03.2018 JaTa:
Qe Name Order Date
Ilara BeimycKa: 22.06.2021 16:00:20
Jara pacnevarku: 22.06.2021 16:10:52
Pacneuaran: JIT. JleonTneBa

Nuer 1 us 1




Gy aKpUXUH

Fhemt 2RI o P ,D,a*.'a BbiNycKa: 2021 "05-21
[aTa pacneyaTku: 2021-06-21
LEHTP KOHTPO/IA KAYECTBA Crpanuua: 1/5
AO «AKPUXWUH»
Ceptudukart ananusa Al Ne: 520 9690

MNpoaykT: OVATIIMHAL TABNETKA 2 MIT N30
Ungekc: RPGL-0100-000 CpoxK roaHOCTU: 2023-05-01
Ne cepuu: 70521
Obvem cepuu: 7.04 TbIC YTMAK [Lata nponssopcrea:  2021-05-30

[ata anannaa:

2021-06-10

PeaynbTaTbl MCNILITAHUA

HawmeHOB3HWE NOKa3aTenA

TpeboBaKUA HOPMATUBHOR ACKYMERTALMM

PesynbTatsl MCALITAHWA

Onwicanvie Kpyrnsie nnockouunuHapu-eckie tTabnetkn | Kpyrnbie
6enoro ¢ CepoBaTthiM UNK XeNnTosaThbiM NNocKoLMNUWHAPKHYECkue
OTTEHKOM LBeTa C chackomn TabneTtku Benoroe
WENTOBATLIM OTTEHKOM
ypeTa ¢ hackon
oA MHHOCTb BpeMAa yaepxviBaHus OCHOBHOTO MlKa Ha BpeMma yaepxuBaHus

XpomarorpaMme KCnbITyemoro pacTsopa
JIONMKHO COOTBRTCTBOBATL BPeMeHH
YAEPHUBAHUA OCHOBHOTO MUKa Ha
xpomarorpamme pacreopa CO penarnuHuaa
{pazpen «KonuyecTeeHHoe onpegenexue»)

OCHOBHOTO NWKa Ha
XpoMarorpamme
wcnbiTYeMOore pacteopa
COOTBETCTBYET BPEMeH!
yaepXuBaHuA OCHOBHOTO
nMKa Ha xpamartorpamme
pacteopa CO
penarnvHnaa

PacTeopeHue 1

Cragws . He menee 70 % (Q) penarnuHuia
vyepes 30 MuH

90 %

PacTteopeHue 2

Cranusa ll. He mernee Q=70 %
penarniuHuga Yepes 30 MuH

He npumeHuMo

PacTeopenne 3

Craaws llf. He mevee Q =70 %
penarnukiaa Yepea 30 mMuH

He npuMeHumMo

PoacTeeHHble npumecy 1

Mioboi efnHUYHON Npumec - He Bonee 0,5
%

He cBHapyxeHo

PoacTeeHHble npumecy 2

Cymma npumeceli - He Sonee 1,0 %

He oBrapyxeHo




&Y aKpPUXUH

Mic s seGarmTEn o Mhoan [ata swinycKa: 2021-06-21
NaTa pacneyarku: 2021-06-21
LEEHTP KOHTPO/1A KAYECTBA CrpaH4ua: 2/5
AD «AKPUXWH»
Ceptudurar ananmnsza Al Ne: 520 9690

MpogyKT: AWATNVHWA TABNETKW 2 MIT N30
WHaeKc: RPGL-0100-000 Cpok roaHOCTH! 2023-05-01
Ne cepuu: 70521

PesynbTaTbl UCMbITAHWIA

HaumeHoBaHWe NoKa3aTenn

TpebosaHua HOPMaTUBHOM OKYMEHTALMK

Pesy/bTaThl UCMbITaHUIA

OAHOPOAHOCTE
pozuposanus 1 [%)

AV10 eguHmy £ L1 L1=15,0

28%

OaHopPOaHOCTE
po3suposanun 2 [%)]

AV10 egunuy > L1, To AV 30 eguHuu S L1 v
BCe 3HaYeHua Xi yaoBNeTEopAIoT
HepaBeHcTBY |M-xi|£0,01:L2-M: rae L1=15,0
%, L2=25,0 %

He npumeHumo

Obuiee 4icno aspobHbix He 6onee 10°3 KOEB 11 CooTBeTCcTBYET
MNKpOOpPraHusmMos [r] TpebosaHuAM
Obuee umcno apoxokesbix | He Bonee 1072 KOEB 1T CooTeeTcTBYET
M nnecHeBbIX rpubos r] TpeboBaHnAM
Escherichiacolis 1T Otcytcteve s 171 OrcyTcrame
KonudecTtseHHoe CogepxaHue penarnivHiuia B OQHOWM 0.0020 r

onpepenetue [r]

rabneTtke - o1 0,0018 r 0 0,0022 1

Ynakoeka

Mo 10 TaBneToK B KOHTYPHYIO AYEIKOBYIO
YNaKOBKY U3 (oMbl anoMuHnesoi. 3 unu 6
KOHTYPHbIX A4EAKOBbLIX YNaKOBOK BMECTE C
WHCTPYKUMEN MO NPUMEHEHMIO NomellatoT B
nayky 13 KapToHa

Mo 10 TabneTok B
KOHTYpPHOW AYelrikoBod
ynakoBke w3 caonbru
anwMiuHueBol. 3
KOHTYPHbIE AYERKOBbIe
YNaKoBKW BMecTe C
VHCTPYKUMen no
MPVYMEHEHUIO NeMELLeHbI B
nadky w3 KapToHa




EY aKPUXUH

e Ny 2abeTIcn o Ty Aa’ra BbiMycKa: 2021’06‘21
[ata pacneuatku: 2021-06-21
LUEHTP KOHTPONA KAYECTBA Crpanuya: 35

AO «AKPUXMUH»
Ceptudukar aHanmsa Al Ne: 520 9690

MpoAyKT: OVATMMHWNG TABNETKA 2 MIT N30
UHABKT: RPGL-0100-000 Cpok roaHocTH: 2023-05-01
Neg cepum: 70521
Pe3ynbTaTbi UCNbITEHMI
HaumeHOB3HUE NOKa3aTenA Tpe6GoBaHWA HOPMaTHBHOW [OKYMEHTAUMK PesyabTatol MCABITAHWA
Mapkuposka 1 (TepsuyHas ynakosKa (KOHTypHaRA AvelikoBas | MNepenyHas ynakoska
ynakoBKa). Ha KOHTYpHOR AYENKOBON (koHTypHan aYelikosan
YNAKOBKE YKa3blBalOT TOBAPHBIA 3HAK ynakoska). Ha KOHTYpHORA
npeanpUsTUA-NPOU3BOAUTENS, TOProsoe AYEWKOBOM ynakoske
HauMEHOBaHUe NpenapaTta, NeKkapcTBeHHyIo | Yka3aHsbl TOBaPHbIA 3Hax
chopMy, AO3UPOBKY, HOMEP Cepun, CPOK NpesnpuaTUA-NPOUM3BOANT
rOAHOCTH ensA, Toprosoe
HauMeHoBaHue
npenapara,
NeKapcTeeHHaA gropma,
A031pOBKa, HOMEp cepuu,
CPOK FrOAHOCTH




@ AKPUXUH 2021-06-21

2465mIE 6 Mo Hava swinycra:
farta pacrieqatiu: 2021-06-21
LEHTP KOHTPO/IA KAYECTBA Crpanuual 415

AO «AKPUXWH»

Ceptudurar ananuza AlT N2: 520 9690

MpogaykT: LAUATTIMHWA TABNETKW 2 MM N30
Unaexc: RPGL-0100-000 Cpox rogHocTH: 2023-05-01
Ne cepun: 70521

PesynbTaThl UCMbITAHMHA

HaumeHoBaHWe NOKa3aTenn TpebosaHua HOPMaTUBHOR AOKYMEHTALMMK PesynsTaTte! vcnbiTakuid
MapkupoBka 2 BropuyHas ynakoBka (kapToHHas nadka). Ha | Bropwunan ynakoska
fayvke yKasbiBakT (kapToHHasa nayka). Ha
npeanpuaTue-npoussoaquTenb, ero navke ykasaHb!
TOBapHLIi 3Hak, agpec, Tenedion 1 dpake, npeanpuATIe-NponusBoLMT
TOproeoe HavMeHoBsaHve npenapara. ens, ero TOEaprII‘& 3HakK,
MEXAYHapoJHOe HenaTeHToBaHHDE ajpec, TerlecbDH 4] dJaKC.
HaUMEHOBaHWe, NeKapCcTBEHHYIO POPMY, TOpProBoe HauMeHoBaHWe
AO3UPOBKY, Ha3BaHUe U CoAepXaHvia npenapara,
AeRCTBYIOLIErc BELWECTBa 8 OAHON TabneTke | MeXayHapoaHoe
B MUNNUrpamMmMax, konudecTeo Tabnertok e HenaTeHToBaHHoe
OfiHOW YNaKoBKe, YCNOBUA XPaHEHUs, HauMeHoBaHue,
YCNOBURA OTRYCKa, «[1Na nprema sHyTpb», nekapcrseHHas opma,
«XpaHuTb B HeAOCTYNHCM AN AeTel LO3MPOBKA, Ha3sBaHue u
MmecTen, «[1penapart cogepXuT NakTose! copepxaHue
MOMOTWAPaT», PEMMCTPALUOHHBIA HoMep, LefCTBYIOWEro seulecTsa
HOMEpP Cepuu, CPOK rofHOCTH, 8 ofiHOIt TabneTke B
chapmakoTepanesTuieckyto rpynny, «epes | MunnurpaMmmax.,
NpUMeHeHeM 03HaKOMUTBCA C Konu4ecTeo TabneTok 8
MHCTPYKUMER» 1 WTPUXOBOW KOA,. OAHOW YyNakoBKe, yCnoBus
AononrurensHo mMoryT ObiTe HAHECEHE! XpaHeHus, yenoBusa
cpencTasa uaeHTudnKaLmMm oTnycka, «AnA npuema
BHYTPb», «XpaHuTb B
HEeAOCTYTHOM 4NA feTei
mMecTen, «lpenapaT
COAEPAKUT NaKTo3bl
MOHOTUAPar»,
perncTpaluoHHbIA HoMep,
HOMep cepui, CPoK
rofHoCTI,
thapMakoTepanesTUHeckas
rpynna, «epen
NpUMEHEHHEM
O3HaKOMMUTLCA C
MHCTPYKL e 1
LUTPUXOBOW KOA.




£} arpuxun

LIEHTP KOHTPOA KAYECTBA

AD «AKPUXWH»

Mpoayxr:
MHpexc:

Ne cepuu: 70521

CpoK rogHOCTH:

Lata swinycka: 2021-06-21
flata pacneuarku: 2021-06-21
Crparuua: 5/5

Ceptudumkar ananusza AlC No: 520 9690

AWNATTINHWNG TABNETKA 2 M N30
RPGL-0100-000

2023-05-01

PeaynbTaThbl MCMbITaHWNA

HaumeHogaume nokasaTens

TpeboBaHuna HOPMETUBHON AOKYMEHTa UMM

PesynbTaTthl uCnbiTaHui

JlononKUTeNbHO HaHeCeHb!
cpeAcTea uaeHTUUKa UMK

XpaHeHue

B sawnwernHom OT CBETE MECTE. NpK
TemnepaTtype He Boiwe 25 ° C

B 3awunieHHoM oT ceeTa
MecTe, Npy TemneparType
He Boiwe 25 ° C

CpoK rogHocTH 2 roga 2rona
Menbitanma Beinonnedsl no: J1M-001261-020217, Mam, Ne 1, 2, 3, 4
Homep PY (Per. yg.): J1M-001261
Per. ya. ot: 30.11.2020
3aknioueHue: cooTseTcTayeT TpeGosanam f1M1-001261-020217, Mam,. Ne 1, 2, 3, 4
Mposepun YTsepaun
HavaneHuk NKKIM YepHsix 1.0
KO H’"w“”’ " PYKOBOAMTENb

’{d‘"‘h ATRa

EHTpa KOHTPONA KAYeCTBa
dunumonosa U.B.




