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Jlikapesienit saci6: KBARTY
Medicinal product: QUANIL®

Hiosa pevonsns;

Active ingredient:
Peccrpauitine nocnipuenns:
Registration Certificate:

Jinersist na supebunyrso Ne:

Cepraidinar GMP N
BirpoGimi:

Aapeca bupofinmea:
Manufactured by:
Address of manufacturer:

Cepia: Mo SK24003

N

Poxwip cepil: 136626.000 ym.

ey

N Ji

SOV EREIGN

CEPTHDIKAT JKOCTI
CERTIFICATE OF QUALITY

AR} SPOIFPB24000067
Harw/Date 03/05/2024

PO3UUR B 0’ exaiiy, no 1000 sr/d aun, no 4 vt 8 amnyai, no 5 ammy:t p Guicrepi,
150 2 Baierepa b xapromit ynarong;

solution for injection, 1000 mg/4ml, 4 miin an ampoule, 5 ampoules in o blister,
2 blisters in a carton packing

wrrara iy snvpio 1045 mr, mo Binnosinae UHTHIONTRY 1000 per

citicoline monosodium 1045 mg equivalent to citicoline 1000 mg

He UA/18940/01/02 nig 10.09,2021; Tepwin iy peecpanitinoro noceijricsmin: 10.09.2026 pory
Ne UA/L8940/01/02 from 10.09.2021; Registration Certificate valid 6ll; 10.09.2026
DD/449

024/2021/GnMp )

Cozepir ©apma Npasir Jlimiren

Ciopueii N 46/1-4, Kanaiis Binag, Haman-396 210, Iunia

Sovereing Pharmg Private Limited

Snrvey No. 46/1-4, Kadaiya Village, Daman-396 210, Ingdia

Herra mir; 02/2024 Hisicroii no; 0172026

BatchMe: SK24003 Batch Size:156626.000 NOS DM 02/2024 D/E: 0112026
% TMorankn smcocy] Bryorn Perymermms aupals
Name Index Requirements Resulfs of analyses
1 | Omac Fposopui, Geabaprami poaus Binnoeizae
Description Clear colorless solution Complies
2 | Izeirmadixanin Hac yrpraysmms OCHOWNOTO MKy W8 xpoMaTorpmdi hochizpRysLoro Bignosizae

po3aimy sinnosinae wacy YTPInyBanid OCHOBHOID niky na XPOMETOTDami
CTAHAARTHONG POIYHHY, OTPHMAROID 1 YMOBax KimbkicHOIO Byanagey

Regd. Office : So

Idendification ‘The retention time of the major peak iu the chromatogram of test solution is | Complics
corresponding to that in fhe chromatogram of standard solution a5 obtained
under assay.
3 | Jipodepicrs posopHit pogumm Bignozizze
Clarity Clear solution Complies
I T AT E e ————— He wennre 4 an Bianosinne
Extractable volume Not less than 4 mL Complies
3 | pH 6,5-71 6.88
pH 6.3-71 0.88
§ | Heroma rycrnma 08-12 Lifig
Specific pravity 0.8-12 1.1114
7 | Mexaniupi srmoaciiig He Sinume 6000 5 | MOHTCHERED A wacTOR poaMipom 10 anac Bimmozinae
He Glnpine 600 p xouTeliuepi 14in acTok poami pont 25 axou Birmosiaae
Particulate Contamination =6000 particles per container equal to or greater than 10 npm Complies
=600 particles per container cqual to or greater than 25 i Complies
8 | Crepnannicrs Mae 6y erepunnamme Bignosigae
Test for storility Must be sterile Complics
9 | Barrepinnbui cvororcirng Moawe 87,5 MOing Bianosinae
Bacterial endotoxing Notmore than 87,5 El¥ml Complies
10 | Kimoxicue BHIHRYCHHR 950,0 ~ 1050,0 mr/d my 1002 %
85,0% - 105,0% BiX 30sBnCHOrO BMICTY 1002..4 ar/d aep
Assay 950.0 mg - 1050,0 mg/4 mk 160.2 %
95.0 % - 105.0 % Inbel elaim 1002.4 mg/d m1,

verelgn Pharma Pvt, L

td. Sarosh Bhavan, 16/8-1, Dr. Ambedkar Road, Pune 411001, Tel.:01-20-26137221/5. Fax : 91-20.26133228,
Factory ; Survey No. 46/1-d, Kadalya Vitlage, Nani Daman - 396210, Tel.: 91-260-6635400 ¢ 420, Fax :91-260-56535401.
Wabsito : w¥hw.soveralgnpharma.net Emal ; info@sovarelgnpharma.nat GCiN No.:U24232PN2003PTC04 7981
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11 | Cynposiani pomitsn Uirnmy 5 - Monodocdr: ne Ginsme 0,15 % 0.000 %
Ypram smocdar xomu: e Gimure 1,0% 0.00 %

Hali6imim reinenradinonana gomimke: ne Ginemme 0,1 %; 0.00 %

Cyna nomimok: we Simsine 2,0 % 0.00 %

Related Substances Cytidine S-monophopshate (5-CMP) -NMT 0.15 % 0.¢00 %
Uriding diphosphate Choline (UDP) - NMT 1.0% 0.00 %

Highest unknown impurity -NMT 0.1 % 0.00 %

Tolul impurities - NMT 2.0 % 00 %

BHCHOBOK: Cepin Me SK24003 sinmosinae pumorane MECT PTY Ne UA/18940/01/02
CONCLUSION: Batch Ne SK24003 complies with the requirements of MQC RC Ne UA/18940/01/02

AHAJI3 BHKOHAB 4 ; JATA_OR /o5 {h00
(ANALYSED BY) Hervdile Dhenlur @S‘f DATE) H

Komerrapi: nemae

Comments: no

3aspa mpo ceprudiranio: «Miticmus g 32CBiAYYI0, M0 HABSACHA BHme indropmanis ¢ HOCTOBIPHO | o0, Ha
cepis npoxykuil Gysra BHIOTOBJEHS (BRADYAIYH YNaxonxy / mapkysauns) i TPGBENLHO KONTPONL T sIKOLTi BHa
BHINEIYANAWOMY mipnprestcrsi & nosnii silnoeinrocti 3 BHMOTAMIY, 3A3NAYCHHMH B WHHHI nacranosi GMP,
3aTeepseniit Minicrepersom OX0pOMR 3A0poB'A Yrpainw, i z sumorasa peecrprnitinoro gocke kpaima
nApH3nageHon. dpororxomny BHPOSHHIIDA, yrakosKs T ananizie Gynm neperaaryri i Beranosnco ix
BiAnoninticrs simoraa GVIP»,

Kepiasnx rpymu KOHTPOMIO AX0CTi Vnoskosaxenn ocoffa, mo  apifcmoe
Cuality control group manager cepruianio cepi

Qualified Person certifying the bateh,
D' ra npispaue

- IM's Ta ripiapyme '
(Name) jOLj&S‘hPHW_. p@&/’ (MName) \nShDU TCL%‘%&

Higmne ~ innne

(Signature) _ . (Signature)

Hata nimmacatiun Hata uiznucaunn W
{Date of signature) - / clf/ !)pffb) . (Date of signature) a%

Regd. OHlce ; Sovereign Pharma Pyt, L1d. Sarosh Bhavan, 16/8-1, Dr. Ambedkar Road, Pune 411001, Tal.:91-20-26137221/5, Fax : 91.20-261332428.
Factory . Survey No. 46/1 -4, Kadalya Village, Nani Daman - 396210, Tal.: 91-260-6635400 / 420, Fax :91.260-6635401,
Website ; www.soverelgnpharma.net Emall Info@sovereignpharma.net CIy No.:U24232PN2003PTCO1 7981
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