}IEP}KABHA C.}Iy KBA 3 JIKAPCHPKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMMHM y m. KHEBI
npos. Hanii Ceimnrusiol, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kop €IPIIOY 37079055

BHCHOBOK
Nnpo AKicThs BBe3eHOro B YKpainy Jikapeskoro 3acoby
04.03.2024 Ne 10166/24/2611
KBAHLI

- {uniimciyanng gixapeskoro 3acoby 3rinHo 3 peecrpauidnum oceieninn)
pozann st in'exuiis, 500 mr/4 ma, o 4 mur B amiyJiax; o 5 amny.r y 6aicrepi, no 2
Guicrepd y Kaprouuiii ynakosui

(thopma plITycKy, AOIYBRITHA, AL AAKYBAHIA JIKAPCHKOro 3acoby)

Homep peectpaniiioro nocsinuennn UA/18940/01/01 crpox ait peectpauiitnoro noceinuenns 10.09.2026

Cepis siikapcskoro sacoby Ne SK23004 KinbkicTs sBeseHoro gikapekkoro sacofy 4000
Bupobuuk Corepun ®apma pasit Jimiren, Inpig
(nafiMeHyBanFs spoBusKa AiXapChKoro 3ac0By, RPATHR TOXOMKCHIN)
Baeseno B Yipainy TosapucTso 3 06Mexeno10 Binnosinaasnicrio "Tiendapm JITI",
inenr, kom: 20075891

(uniimenynating 1a koit 3i EIPTIOY sopupanol ocoGu abo upisbuuie, iM'st, 110 Barpxoni
drisuuiiol ocobu ~ nigupricais, I Micue npoxusanta Ta pecerpaniifinul nomep obaikonol
RAPTKY TUIATIEHKA HOMATKIB abo copis Ta HOMEp nacnopra)

Mpotoxosi Bisyassuora konrpono sin 04.03.2024 N 729/2.

3a  pesynsTaTAMM  JGPKABHOIO KOHTPOIO BCTAHOBACHO, IO nikapekkull  3aci6  Bsezeso B Ykpaliny




. 7o\
SARNE AR %
e
1peit w(\nm\\xv\:»\ 3y
op, A s

ﬂ!m -
CEPTAGIKAT jie}

SO EREIGN

JHcapenienit 3acif:
Medicinal product; QUANIL®

Jioua peyoniga:
Active ingredient:

Factorv: Plot Nn,, M3, Indm‘cS{mciaE Feonomie Zone, Phase-11, Pithampur, T¥istt. Dhar, Madh‘_\'n’ Pradesh, Pin 454774, Tndia

F-miail ¢ kusunthealth@kisumbenltheare.com  Wehsite

Pheme; 4491 7292338300

KBAHLI

Pwwwikusumbealthears.com

CEPTUHMIKAT SIKOCTI

CERTIFICATE OF QUALITY

AR. Ne SPOIFP23000629
JRara/Date. 06/12/2023

Po3YHH A5 i1’ exutiid, no 500 mr/4 s, 1o 4 v 8 asmya, o S amnys B daicrepi,

110 2 Gaicrepa B xaprorif yhaxond

solution for injection, 500 mg /4 ml, 4 mbiin an ampoule, S ampoules in 4 blister,

2 blisters'in a carton packing

wrTHKeniny warpho 522,5 mr, wo Bignosinae unTHKoainy 500 mr:
citicoline monosodium 522.5 g equivalent to citicoline 500 mg

Pecerpanbiine noesingeitin:
Registration Certificate:
JHieisist na BupolHinrzo No;
Cepruikar GMP Ne:
Bupobiygs:

Ajapeca BapobnuKa:
Manufactured by:

Address of manufacturer:

Ne UA/18940/01/01 pin 10.09.2021; Tepmin aii pecerpaniiincra nocsiguens: 10.09.2026 poxy
Ne UA/18940/01/01 from 10.09, 2021 Registration Certificate valid till: 10,09.2026

DD/449

024/2021/GMP

Cosepuy ©apma [pasir Jimiren

Cropueit Ne 46/1-4, Kagaiis Bisapk, Daman-396 210, Inain
Sovereign Pharma Private Limited

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

Cepin: Ne SK23004 Po3awmip cepiit 60240 yn. Jara sur.:. 0972023 Uificuui-ne: 0872025
BatchNe: SK23004 Bateh Size » 60240 NOS DiM: 0972023 D/E: 08/2025
No ) Tlorasumen fikocri Buniorn Pesyabrari ammsin
Name Index . Requirénients Results of analyses
1 | Ome Tlposapui, Gcsbaprumit pozuny, Biumonizac
Description Clear colorless solution Complics

2 | Tpewrudicanin

Ydentification

under agsay.

HYac yTpumyRasHs OCHOBHOIO MKy Ha XpoMarorpami JoGHpKysanoro
‘POIYMHY BIANOBINAC Yacy YTPHAMYBAHHS OCHOBHOTG NiKY Ha XpoMarorpani
CTAMEAPTHOTD POAMIRY, OTPHMAHOTO B YMOBAX KINRKICHOTO BHIRAUCHHS

The retention time.of the major peak in the chromatogrant of test solution is
corresponding to that-in the chrematogram of standard sofution as pbtained

Bianosijac

Complies

3 Ill)oiOpic'x‘b

Clarity

TTposopwit posdun

Clear solution

| Bignoninac

Complies

4 O067CM, 1HO BITIFACTLES

He mchuie 4 mn

Bigrioniac

Extractable volume Not less than 4 mL Complies.
5 | pH 65-74 6.84
pH 6.5~7.1 6.84
6 | Iwioma rycrina 0,8~1,2 1.0555
Specificgravity 0:3-1.2 ] 1.0555
7 | Mexanpiuni sxinoueins He Ginsiue 60008 1 konTelinept A gacTok poamipom 10 mMim Binnosijac
He Ginpuie 600 B | xonredinepi i yacToK posmiponm 23 MM Binnosixae
Particnlate Contamination <6000 particles per container equal toor greater than 10 ym Complics
<600 particles per container equal to or greater than 25 pm Complies
8 | Crepuasnicts | Mae ByTH cTepribHuM Biziosijae
Test tor sterility Must be sterile Complies
9 | Bakiepiansui engoToRCHIN Menme 43,7 MO/un Bignosinae
Bacterial endotoxing Not more than 43 .7 EU/ml Complies
10 | Kinwiciene puanasenin 475,0-- 525,0'Mr74 wmnt 99.6 %

Assay

95,0 % - 105,0 % Biz 3agsnesoro smicty

475.0 mg ~-525.0 mg/4 mL
95.0 % - 105.0 % label claim

498.0Ml‘/4 M
8%}% mL " \

ANLELITIB

Nani Daman - 396210, Tel.:

Regd. Office : Sovereign Pharma Pvt, Ltd. Sarosh Bhavan, 16/B-1, Dr. Ambedkar Road, Pune 411001. Tel.;91-20-26137221/5.
Factory : Survey No. 46/1-4, Kadaiya Village,
Website : www.sovereignpharma.net Email @ info@sovereignphaima.net CIN No.:U24232PN2003PTC017981

JOKY

§<26133228.

91-260-6635400 / 420, Fax :91 260 6635401,
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11 | Cynpoxuinsi gominixy Untnmay 5~ Mosadoedar; ne imuwe 0,15 % 0.000%
Ypunns andochar xonin; ue Ginsiue 1,0 % 0.00%
Hat6insuia neifenmmpixosana JoMIUKE! He Ginkiie 0,1 %; 0.00%
Cyma somimiox: se 6insnie 2,0 % 0.00%

Related Substances Cyridiie S-monophopshate (S-CMPY — NMT 0.15 % 0.000%
Uriding diphosphate Choline (UDP) — NMT 1.0% 0.00%
Highest unknown impurity ~NMT 0.1 % 0.00%
Total impurities - NMT 2.0 % 0.00%

BHCHOBOK: Cepis Ne SK23004 ‘sinnosinge sumorar MEKS PIT Ne UA/18940/01/01
CONCLUSION: Batch Ne SK23004 comiplies with the requircments of MQC RC Ne UAZ18940/01/0]

AHAJI3 BUKOHAB C‘dp ' JATA O 611210023
(ANALYSED BY) (DATE)

Komewrapi: nemae

Coniments: no

Sasna npo cepridixaniios «/icunm 7 3acBinyyio, 1Mo Hapeiena suine indopyauis ¢ xoeroripuole f reunero., n
cepis npopyxuil 634 BUrOTOBACHA (BKINOYAIOUN YITAK0oBKY / MapKysauHs) I nposeneno KouTpois 11 srocri Ha
Bruesrananomy mixnpremersi B nopuiil signosinunocTi 3 Brvoramy, 3asHadenumn B Tunnpiit naeranoni GMP,
saTsepjekeniit Minlereperaom oxeponn 3qopos’s Yipaiun; i 3 BuMoramu peecTpaniinore Joche Kpaiun
apyznagenng. Hporoxosi sBuposHIITEE, YHAKOBKN Ta aRanisin Gy nepermanyti I BeTanoseno ix
pignosinnicts Bumoraym GMPy.

Certification statement: «On this I certify that the above-mentioned information is frue and accurate. This product
butéh was produced (ineluding packaging/ Inbeling) and condueted for its quality control at the-above-mentioned
manufacturer according to specified in the current GMP guidelines, approved by the Ministry of Health of
Ukraine, and with the requirements of the registration dossier of the destination country. Records of
manufactiring, paclkaging and analysis wereé reviewed and detérmined for their compliance with the GMP

requirenientsy.
KepiBuuk rpyriv KeHTpoo srocT YiosHoBakens  0cofa, MmO 3uificHIoE
Quality control group manager ceprdirauiio cepii

Qualified Person certifying the batch.
Int'st v npissmu’c Int'si ra nprznumc
{(Name) v QCLLQ/ (Name) ApichoL Ted bb\@ €
Tiznwe U‘ } Tipgnne
(Signature) o) (Signature) go Y
Hara ninoucanss 4 & \(V\(b Hara fipmicanns 6 3‘%\”9 3
(Date of signature) i t.)'é\ (Date of signature)

e
JIOKY MEHTIB

Nt
Regd. Office : Sovereign Pharma Pvt. Ltd. Sarosh Bhavan, 16/B+1, Dr. Ambedkar Road, Pune 411001, Tel.:94-20-26137224/5. d’"ﬁ
Factory : Survey No. 46/1-4, Kadaiya Village, Nani Daman - 386210. Tel.; 91-260-6635400 / 420, Fax :91-260-6635401.
Website : www.sovereignpharma.net Email : info@sovereignpharma.net CIN No.:U24232PN2003PTC017981
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