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CEPTHRIKATI

Jikapessant 3aci6:  KBARLL
Medicinal product: QUANIL®

Hiroua peuonsia;

Active ingredient;
Peecrpauitive nocoigucin:
Registration Certificate:
Jlinemia na enpoSnuurso Xe:
Ceprudicar GMP No:
BipoSik:

Anpeca supoGinxa:
Manufactured by;

Address of manuiacturer:

CEPTHOIKAT JKOCTI
CERTIFICATE GF QUALITY

AR ¥ SPOIFTR000062
HurafOrte 03/05/2024

Posusn ang in'exulii, no 500 sec/d v, no 4 wmn b amayni, o 5 avnyn s @nicrepi,

i 2 Oicrepa b #APTORAIN ynaxesni

solution for injection, 500 mgf4ml 4 mlin an ampoule, 5 ampoules in a blister,

2 blistersin a carfon packing

ooty navpie 522,5 mr, wo signosisae WHTHKOJHY S60 pr

citicoline monesodium 522.5 mg equivalent to citicoline 500 mg

Mo UAJI8940/01/01 sig 10.09,2021: Tepmin ait peecTpauiiioro nocsinenna: 10.09.2026 poky
Ne UA/18940/01/01 from 10.09.2021; Registration Certificate valid #ll: 10.09,2026 .
DD/449

024/2021/GMP

Coneprn Dapma Mpanir Jliviren

Cropaeii Ne 46/1-4, Kanatin Bimars, Kaman-396 210, Ingia

Sovereing Pharma Private Limited

Survey No. 46/1-4, Kadaiya Village, Daman-396 210, Indin

Cepis: e SK24001 Poantip cepit: 60240.000 NOS ¥yo. Hara sir.:02/2024 Disicrost no: 01/2026
BatchNe: SK 24001 Baich Size: 60240000 NOS B/M: 02/2024 D/E: 01/2026
Nie Horymnny meocrd Bamorn Pesynvxats ananbin
Name Index Requirements Resulis of nnalyses
1 | Onuc Tpasopinit, GeaGaparui posiims, Biznosinne
Descripiion Clear colorjess solution Complics
2 | Igevmadicania Yec yTpiMysaiis ochomuoro miky #3 Xpomatorpmai Aociizyypasoro | Bignoniane
PO3YHHY BiABOBIgaE Sacy YIPIMYBAMHA OCHOBHOTD [HKY Ha XPOMAETOrpand
CTAMAMDTHOTO POJIHY, OTIHMANONO K YMOBAX KIABKICHODG BH3HAYCHNN
Identification The retention time of the major peak in the chirematogram of fest solufion is Complies
canresponding Lo that in the chromatogram of standard solution as ¢btained
under ossay,
3 | Iposopicrs, Tpoaopudi poavnx Bimmosiane
Clarity Clear solution Complicg
4 | O8%em, wo nararacrbes He memuc 4 ma Bianosiaae
Extractable volume Not less than 4 mL Complies
5 | pH 65-71 6.82
pH 6.5-7.1 6.82
6 | Huroma rycynng 0,8-1.2 1.0350
Spectiic gravity 08-1.2 1.0550
7 | Mexnsuiuni srsmoueinm He 6Gimsmme 6000 » KOHTeHNEP! Jng wacrox paamipor 10 Mz Bismoniaae
He Gimpwe 600 5 1 kowrreiinepl ans wactok POIMIPOM 25 it Bixnosnizae
Particulate Contamination <6000 particles per container equal to or greater than 10 pm Complies
=600 particles per container cquat 10 or preater than 25 pm Complics
8 | Crepupenion Mage Gyns crepamnmmn Bimnosigae
Test for sterility Must be sterile Complics
2 | Bakrepiensni cugotorccim Menwe 43,7 MO/ua Binnosinae
Bacterial endotozins Not more than 43.7 EUjm] Compiics
10 | Kisexicie mimnavycirns 475,0 - 525,0 urfd wa 1003 %
95,0 % - 105,0 % »is sansnexoro DMicTY 301.6 mrsd aur
Assay 475.0 mg ~ 525.0 mg/4 mi, 100.3 %
95.0 % - 105.0 % label claim 501.6 mg/a mL

Regd, Offics : Soverelgn Pharma Put. Ltd. Sarosh Bhavan, 16/B-1, Dr. AmbadNar Road, Pune 411001, Tol:91-20-26137221/5, Fax 91-20-26133228.
Factory : Survey No, 46/1-4, Kadalya Vitlage, Nani Baman - 306210, Tel.: 91-260-6635400 / 420, Fax 191-260-6635401,
Website : www.soverelgnpharma.net Email | Info@soveroignpharma.net CIN No.:U24232PN2003PTCO17081
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11 | Cynpopini nomiuncs Herrnapny 5 - sosodocdar: me Gimeime 0,153 % 0.000 %
Vpurun asmboedinr xomis: ye Gimme 1,0% 0.00 %
Hatiimsma neinenridixonana Aominnea: ve Ginsure 0,1 Ye; 000 %
Cyna nosdmor: we Ginbine 2,0 % 0.00 %
Related Substances Cytidine 5-monophopshate (5-CMP)—NMT 0,15 % 0.000 %
Uridine diphosphate Choline (UDP) ~ NMT L0% 0.00 %
Highest unknown impurity -NMT 0.1 % 0.00 %
Total impurities - NMT 2.0 % 0.00 %
BHCHOBOK: Cepin Ne SK24001 Bianosiase BBMoraM MKSL PIT Mo UA/! 8940/01/01

CONCLUSION: Batch Ne SK24004 complies with the requirements of MQC RC Ne UA/18940/01/01

AHAJN3 BHKOHAR \ JATA
(ANALYSED BY) }"’C"UFJ‘I¢ Bl‘““‘b’""" @“—‘f (DATE) 0R)s5 201y

Komenrapi: nemae

Comments: no

Jasna mpo coprudianiio: «wlitenun s INCBIN4YI0, 110 HABCREHA BuIE irgopmanis € nocrosipuoio i rounoso. I cepin
npopyruil Gyaa surorosnena (BEAIADYH ynakopry / Mapkypasus) § RpOBEACHD KONTRONL 1T axocTi 3R
BHUCICRNAHOMY niANpHEMETSI B BoERI pianonignocri 2 BHMOrami, 3a3sa4edeMu B THEEL HACTAHOD] GMP,
saTeeppzenit Minicrepcraom oxoponn 3p0pos’s Yepaiam, i 3 sumMoramm peccrpaniiinoro gocke kpavin

npu3uaucund. Iporoxoan BHPOBHMITEY, YORKOBKY Ta aHAnisiE Gysit neperyinnyTi | Beranonneno ix pignosinnicrs
BHMoram GMPsy.,

Certification statement: «On this I certify that the above-mentioned information is true and accurate. This produet
batch was produced (including packaging / Iabeling) and conducted for its quality control at 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 couniry. Reeords of manufacturing,
packaging and analysis were reviewed and determined for their compliance with the GMP requirenrentsy,

.
a

Kepisuuxk rpynn KORTPOMO nxocTi Ynosuosamena ocoBa,  mo 3aiiichiog
Quality control group manager ceprabirariio cepif
Qualified Person certifying the batch,

Im'z Ta npisnime Iv'n ta npisname
(Name) Jay esh chma,z_, Pal: A bho
N

(Name) ~)¢
Ihignue Tlimmc Nishnu -Tod 5"5
(Signature) ’ (Signature) .
Hiva minmircanns .1,11 Hara nipnncanns &) \'ﬂ/}%
(Date of signature) ] 1y (Date of signature) a3\05

031

Regd. Offica : Soverelgn Pharma pPvt, Lid. Sarosh Bhavan, 16/8-1, Dr. Ambadkar Road, Pune 411001, Tel.:91-20-2613722145. Fax : 91-20-26133228.
Factory : Survey Ng, 461 -4, Kadalya Village, Nanl Daman - 396210, Tel.: 94 -260-6635400 / 420, Fax 191-260-8635401,
Waobslte : www.soverslgnpharma,net Emajf Info@soverelgnpharma.net GIN No.:U24232PN2003PTCO1 7084
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