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Ph.: 07292-258300, &

KRALILA

Jdiwapesrnit yacio:
Medicinal product; QUANTLY

Hironia pevonuna:

Active ingredient:
Peecrpaniiing noeniavuemn,:
Registration Certificate:
Mivewsin s supofimerao N
Cepnpixar GMP No:

4547
mail: info@K usum.com, Website: www. kusunthealthcare.com
CIN Mo.: U65929D[_,199713’1’(2(}85780

(India),

CEPTHERIKAT SIKOCTI
CERTIFICATE OF QUALITY

AR Ne: 1210FP24000368
Hara /Date: 20.04.3024
TalaeTR, BRPWT] 080K 0K, 1o 500 pr, ne 10 Tadaerou ¥ Balereph no 1 Saicrepy &
EAPTORNIE ¥RaRosui; o 3 yoaressn Y RApTonsiii wopofuj
contfed tablets S04 my, 10 tablets ace fo « hiisier, 1 blistey Is in a carton paclkayge, 3 eartons
package in a earton box
RHFKOILHY UATRIO ¥ mepepaxyBasul na mruwonin 360 wr
Citicoline sodium thal is equivalent o citicoling 500 mg
Ne UIA/12995/01/0) Bin 09.04.2020, vepmin #if pererpaniitnoro HOSBIHYCREN Heo GuesreTyii
Ne TIA/12993/01/01, from 09.94.2020; Registration Certificate validity {5 unlimited
23/612018
840/2019/GM P

Bupebusm:
Aapecs supobiara;

Wyeynm Xewexrep Hev Ara, Inain

Have Ne M-3, Fnjop Creusen Frouonmin Joyn, Peiis-11, Hivasnyp, Aier. Hxap, Magyes Hpaaem,
i 454774, Tssain

Kusum Healtheave Pyt Ltd

Plot No. M-3, Indere Speciad Eeonomic Lowe, Phase-11, Pithampur, Disti. Dhar, adhya
Pradesh, Pin 454774, India

Maonulaetured by:
Adilress of manufneturer:

Copin: X 1005630 Poxaip eepis 16,666 v, Hara sur.: 0372024 Mdiicundt qo: 020027

Dateh: Batch Size: D/M: D/E: o
I Hayea nogasimisa 3 HATOr ' i E‘en'nn.mz‘n
b Naie dudes Reguivemeats . e Result of anajvses
{ Quige Kaneyaomonidni roazennki Tadaerkd, vepitl 0BonIRI0 S0 S aae
KOARODY.
B Deseription t While eapsule shape film coated plajn tablets, Lk Complics e
Z Dwesemijiauis Uae  yrpusynansua OCHOBHOTO  Niky WA XpoMarorpauay | Binom e -

SHRPUBYEANGIO  TA canndapmreac posiunuia, CTRPEMANNY B
YMOBAN KIALKICHOMG BN3HAACHNE, Mac chiBnaznts

Flentificakion

The relention times of the major peaks in the chromatoprams of Complies
the assay preparation corresponds {o those iy the chromalogram
N of the standard preparation.
3 Cepeas ataea Tabaeror B120Mr+35.0% 32533 wr
Average mass - _
4 Qunnopianicr, pmonamnny ) T
GHENHHIL
Uniformity of dosage units AV sl whereLl = 15.0 i i ‘ _Compties
3 Posuagains He Ginbuze 30 xa, T e 1 %8 07 cox
Disinregrntiaziw____w_ i 4 Mot more than 30 minuies A _ P min 07 see, }
6 Poyuunenan He mewne 70 % (Q) WHIHKO HY 28 43 X3 97 % -99%
Bissolution NLT 70 % (Q) of Citicaline afier 45 mintes 97 9 - 00,
7 Cyvnposimm aominmen :S’_a;rmmc)m.ry_mumq’mr:.rjmm;.' (3-CMP; = ue Gl Vhgmsre sieski mriaviesiy

EY-AROT reidenmugpiasanar dovimsy — ne URE
Crue dosfon ~ we Ginnte 1.0 %,

Fletsors e soictienn s
He sikens

Related substances

NMT 1.2 % of $'Cytidine maonophosphate (3-CMPY:
NMT 0.1 % of any other unknown impurisy:
CMMT 1.0 % of Total impurities. ~

Helomy slis
Not Pelee

Regd. Off: D-1584, Okhla Indl. Area, Phase-l, Now Delhi-1100720 {Iretia)
Ph, +91-11-41005147, 40514919, 41010571, 40527575

KIPOALDOEIRIAGIN0 ] {061 Page 1 of2

Page 1/1




e

' 5
g 5 l/ :.'
gy r

s %ﬁlf;&mﬁm Put [t

«DITETMADAL
AT
FAeHTIHRAG
K03 20075891
i

I
CEPTHMIKATIR

Plot No. M-3, Indore Special Economic Zone, Phase-Ii, Pithampr, Distt. Dha £ Madhya Pradesh-454774 (India),
Ph.: 07292-258300, Email: nfo@Kusum.com, Website: www kusumhealtheare.com
CIN No.: Us3929D1L1997PTCO85780

s e AR 1210FP2A000308
Haina nowasiuen Batmory 03

LYATH fuadizin

e Index Requirements . Result ot annbyses
GhKICHE BITHATE IR 95.0% - 1050% WHTIKOAINY & TaBaeTui Bl 388 aneAnro BaiCTY. 98.72%
Assay _195.0 % 10 103.0 % of Citicoline per lablet of Label Claim. D8, 73%
4| MikpoBloavvines amerata® | Garainna claskiorn aepofivux Mikpooprasizvia {TAMOCY ue Slupme
10" KV O He sitkenyeibes

Jaranbna wlapkiors Aphrmkoray Ta nHceeny rpdie (TYMOC): ue

Shute 10° KY Qe
Biacyinicrs Escherichiv colis 1 ¢ npeupary,

Micrabiological purity® Total wersbic microbial count {(TAMCYNMT 10 cfu’g,
Total combined veast/monld count (TYMC) NMT 107 cfide, NatApplicable
§ Esclierichiv eofi should he absent perl g

* Binpodysiams MikpodioTor ol FHETOTH ROBOATHER 0 (lemuix 3 CEPIH, NOTEM s kowa 1401 cepil. alio W paz na pix.
# Microbial prrity will he perlormed on Tirsl 3 comsmercial batches thereafier al every 10% batch of once in e

HH(JHOB’OK:_ Ceprin Ne 1003630 BLAHOH fAE Bemoray MICT PIT Ne UAZ12995/01:01

CONCLUSION: Baich No 1003630 complies with the requirements of MQC RS Ne UALI 2995201 /01
Arim i Paruin L.

AHAZ BHEOMAR - TATA_20 2.0 EaR
(ANALYSED BY) [}\ o (DATE]
fil

Komentapi: nesae
Comments: no

Jnaea 1po cepTdivariso: wiliitcmn 3ACBIAYYIO, WO HAKEICHA BHNIe tdapyalin ¢ xoeroripusio | Tonmo. LRy
Lepis TpoayRIil Gyaa Burorosrena (nrAtovaI09Y YRaRQERY / MAPKYBHI}Y | upesesenc KOwrpedn I srocri aa
BHnenaganomy gisupnemersi » nonaiii signusininocri 5 BUEMOTHMN, JA3UANCHINN # unuidl nacTanon] GME,
JaTsepareniit Mintereporsom bxoponn znopas’n Yepaiun, i 3 sumoramuy beecrpanifuore goenc wpain
npnavenng. Mporowonn BUDOGHNGYRA, YnawosRy A ananisis Synn nepernsnyri |oseTanonaeno iy
BIAMeBLILICYE Biswirans GM P,

Certification statement; «On this I certily, that fhe ahove mentioned information is true snd aceurate. This prodnct
batcl: was produced (tncluding packaging / inbeling) and condueted for iy qualily vuntrol al the above mentioned
manufactirer aceording o Specified in the current GMP guidelines, approved by (he Ministry of Health of
Ukraine, and with the requirentests of the registration dossier of the destination country, Records of
manufaciuring, packaging and analysis were reviewed and determined for their complisnce with the My
requicementss,

Kepisung rpynu ROUTPOM AROCTI Ynoowoptmena  ocoda, Mo aalficaoc
Quality. control group Mmunager : ceprudpicaniio cepit

Qualified Person cerlifying the batch
by ta nphsopine
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{Siznate)
Jlara nizpmcating

Mara sthaustcan
{Date ol signature
(Dave of signatuse)

Regd. Off.: D-158A, Okhia Indl Area, Phase-I, Now Delhi-110020 (India)
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