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Kusunm Healtheare Pot., Ltd. \¢ i VA

Jlikapeskndi sacit: CEPBOHEKCE
Medicinal product: SERVONEX®

Aioua peyosnna ¢

Active ingredient:-

Pecerpauiitine mocpinuenna:

Registration Certifieate:
Jltuensin na supabnuyrso Ne:
Ceprrgizar GME Ne:
Bupobunk:

Aapeea Bapodinnka:
Muawufactured by:

Address of manufacturers

CEPTHOIKAT JKOCTI
CERTIFICATE OF QUALITY

AR N FITO5G23001511
Jarailate 30,32.2013

{rabnevsn, nrpuri afokonxoio; 16 5 mr; 5O li*raﬁn'ﬁm'-:'}f gaicTepl; no 2 Gaicyepy a wapioiiii

ymakopii) ) |
(coated tablets, 5 mg, 14 fablets i a blister; 2 blisters arein a carton package)

Sdoneneanny rixpoxnopuay S ur

DBoncpezil Hydrdchkloride Smp

Ne UA/13114/01/01 sin 27.04.18, Tepmin ail peceTprRuiinore wocsixnennn Heod oken

Ne UA/13114/01/81,27.04.38; Registration Certificate validity is wilimited

‘Raij/2354
042/2020/GMP

Kycys Xearxxep flnr SJra, Inain

‘CIT-28% {A), PIXKO Inaacrpian a pea, Yenanxi, Bxisaat, Ticr, Anpap (Pagaa crau); Ingia

Kusum Healtlicare Pyt [td, Indis

SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alway {Rajasthan), Ind_in

Cepia: Ne 1002590 Posnip cepif: 7142y, Hara biir.:10/2023 Disicwidt no: 0972026
Batch: Batclh Size: DM Expury date:
Ny IToxaztng nrecti Bunmori |  PesynnTaTn ananizis
‘Fests ‘ _ Requivements IResults
1 { Onue | Bixd afo maibxe 6ini xpyrmi meoonyxm TaBaerwy, BKpHT Bimoniaae
obenoukoro, raapenski s oGox Goxin
"De¢scripiion White to off-white round, biconvex, film coated tablet, plain on | Complies
‘ L hoth sides _
2 | Imenrndiranis Yac yTpuMyBaHHA OCHOBHOFO THKY HA  XpoMatoipaMax | Bianomiaac
OOCHINYIANOR0™ TR CHUREPHINOZG _POINNHIE, OTPHMAREX B
YMOBAX KINBKICHOTO BHIHIYCHIA, MAIDTEH CRIBOLANDL.
Identification -The retention dme of principle praks of the Donepezil Coniplies
‘hydrochloride obtained in the assay ‘method, corresponds to that
peak  oblained with the Standard sohition of Donepezil |
_hydrochioride e
3 | Cepeann maca 153 sy 22,0 % | 152.27 Mt
Average Weight 133 mg+£2.0 % 15227 mg
4 | OdAnapignicTs AvzoBaNnxY B, BIARORINEE BHMODFAM B Bimmosigad
| Uniformity of dosagc units | Complies to requirements. Complies.
5 | Posnaaatiin Ie Gimnwe 30 xB 3 X 13 cex
| . Disintegration I NMT 30 min 3'min 15 sec,
& | Poyunuenya: 1 He meruwe 83 % (Q) bin aastsaenors smicty sa 30 va 97.0% - 104.8%
Dissolution { Not less than 80 % (Q) of label clabin in 30 minutes: 97.0% - 104.8%
7 | Kigskicsie siuanaycuny Ipn sunyexy: -95,0-105,0% pouenesuny riapoxnopugy i | 100.20%
| 3agRreHOro nMicTy |
Ha repmin iipunaraacriz 90,0:110,0 % aoneneauay
TIAPOXNOPHILY Bt 3ASBACHOIG BMICTY
1. Assay Finished product: 95,0-105.0 % dovepexii hydrochloride of Label | 100.20%
Claim
| | . Shelf life: 90.0-110.0 % donepezil hydrochloride of Label Claimy
8 | Cynponizni aomiukn Ipu sunyery: |
Hesdensua dovenesus fa) ~ ne inwne 0,15 % Huxue Mewxi iraopysanns
Joreneswny nipudunosuii anasoz () — ue Ginsive 0,15 % Husae seaxki iraopysauns
| Aorenesuay Sensua posid (¢) - e Gimame 4,15 % ‘He suanacro
| Hecidpodeokc donenesnn (d) —1e Ginswe 0,15 % "He swasseno
} Meorcudonenesur () ~ e Ginstiie 0,15 % | “He suanaeHo
Kooicia neidenmughivostma dominig — ne Giapte 0,135 % Hiseae mene irHopy gaiiz
| Cyara dositwor — sie Binsue 0,75 % ]
| Ba repaiv npiaaTnocri:
Aeabensyn donenesiin (i) ~ ve 6ime 0.3 %
Lonenesuay nipuounoauti onanoe (b) ~ ne 6inpise 0,3 %
Honenesway Senzun Gpomid (¢} ~ nie binbtne 0,3 %
L Heziopedeoxcu daneneaua (d)— we Ginbie 0.3 % ¥
Factory : SP.289.(A), RIICO ladl. Area, Chopanki, Bhiwadi, Distt. Alwar; Rajasthan (Indiﬂ),Ph': AN

Email . info@kusum.com, Website : www kusymhealthcare.com
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Kustm f{ecz/z‘/zre Tor. Lid.

Jligapensini 3uciss CEPBOHEKC®  (xafsetsn, brpnTi obosonkoio, uo 3 Mr, no 14 tafierox y Gaicrepi; o

Yinakosni) __ ) | . LSS
Medicinal product: SERVONEX®  {coated tablets, 5 mg, 14 tablefs in a hlister; 2 blisters are in a carton package)
Cepin: Mo 1002590

. Bawch:, .
| Aeoreudonenesna fe) ~ ne Ginrnre 0.3 %
Koscna neidenmughivoaana dosiusa —ne Gisute 0,2 %
Cyata Qomitnor — ve 6iapme 1,0 %
Reiated substances Finished produci: -
Deshenzyl Donepezil (@) -NMT O0.15% Below disregard limit
Donepezil Pyridine anatog (b}~ NMT 0.15% Below disrepard limit.
Donepezit Ben=yl Bromide (c) - NMT 0.15 % Not Deteéied
Delydvadeoxy Donepezit (d) ~NMT 0.15 % Not Detected
Deoxvdonepezil {gf - NMT 0.15 % Not Detected.
Unknown individyal Impurily = NMT 0,15 % Below disregard ljmit
Total impurities - NMT 0.75 % 0.039%
Shelf life: |
Desbenzyl Donepe:zil () -NMT 0,3 %
LDonepezil Pyridine analog (b) - NMT 0.3 %
| Donepezil Beiizy! Bromide (cj~ NMT 0.3 %
| Dehydrodeoxy Donepezil (d)~NMT 0.3 %
| Peaxydonepesil fe} ~ NMT 0.3 %
| Unknown individugl Impurity - NMT 02 %
T V Tolal impurities — NMT 1.0 % o o
$ | MukpeSaonorityeckan sucrora Tle 6insnre 107 TAMCKYO/r < 18 K¥YQ/r
He 6inpwe 102 TYMC KYO/r <10 KYO/r
Biacyrwicty Escherichia coli n '} r npenapary. Bincyvhife
Microblological purity. |
| Total Aerobic Microbial Count {TAMC) < NMT 10° ¢fy per 1 gin <10 CFU/e
“Total yeasts and Moulds count (TYMC)-NMT 102 ¢fis per T gm <10 CFl/g
1. o Escherichia coli Must be absent per 1 g. Absent/g
- BHCHOBOX: Cepia Ne 1002590 sianosidec puvoram MICH PIT No UA/13114/01/01
CONCLUSION: Batch-No 1002590, complies with the réquirements of MQC RC Ne UA/13114/01/01

AHAJII3-BUKOH %5\‘*?*\ L JATA 30 Ve Uiy
{ANALYSED BY TR L ANy e Yy (DATE
( | ) o \f\m)f\x }\C""-"Mag ( )

Komenrapi: somae

Comments: no | - |

3agsa npo ceprrikauio; «RicHuM s IACRIZUYI0, o HARCAoHA BHILe Ji opmauian e xoeroripiioin i rounon. s cepin
npeaykuil 6yaa suroToBena {BXAID™AIYN YHAKOBKY / MApKYBaHa) i npoBenend xonrpoan if sxocri wa BHINEIraAanoMy
nignpuemersi 8 noswilk sinmoringnoeri 3 BHMOTANMH, 333HACHUMH B iRl vacranoei GMP, 3ATBEDIOKeRiH M"iﬂinﬂre:pc-rnn&i'
oXopoHn saopor's Yrpaiun, i 3 sumorsam PEECTPAMIAiHOTD 20CHE KPATHI BPHINALCHNT, Hpotokonk eupobuniTea,
YUAKOBKH TA ARANISIB. Gyny fieperasnnyrii Bcragosaeno ix pignopinnicts sustoram GMPy.

Certification statement; «On this I certify that the above-mentioned information i§ true and accurate. This product batch was
produced (including packaging/ Jabeling) and conducted for its quality eontrol 4t the above-mentioned manufacturer
according to specified in the current GMP guidelines, approved by the Ministry of Health of Ukraiue, and.with the
requirements of the registration dossier of the destination country. Records of manufacturing, packaging and analysis were.

reviewed and determined for their compliance with the GMP requirements»,

Kepissux rpynd koxtponio skoeti Ynosrosaxena 0coda, 1o 331 CHIOE cepmidikaniio cepil
Quality control group manager ‘Qualified Person certifying the batch:
Ix'a Ta opissrne IM'a Ta npizsRie <

(Name) ;]r (Name)
Hixgwe v éﬂ/{’\l"‘@ Vignnc ﬁ A?
(Signatur ﬁ};ﬂ_ — - {Signature)

THER ' . Y Jara nijnucanns.

At . {Date of signature)
W 12| penn

22\ S
w¥ ,

‘afé_ﬂ;.ﬂ(fﬁ'opﬂrﬂﬁ,.'E']}'i.w&d.i-,:.Dj's'it'.'A'I"'-'.var, Rajasthat (Indm}, Oh  +91-1493.298232/33/34135
@* R JFnail; info@kusum.com, Website ; www.kusiunhealthcare.com
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