«LTE 1A pag
JH ﬂl)

laenTudikaviasg
xoq 20075851

Aina
CEPTUDIKATIS

Kistin Hoalthcare Prt U,

Plot No. M-3, Indore Special Econormc Zong, Phase-1, Pithampur, Distt. Dhar, Mathya Pradesh-454774 (India),
Ph.: 07292258300, Email: ifo@Kusurn.com, Website! www . kusumhealthcare.com
CIN No.: UsB929DL19971TC085780

CEPTH®RIKAT AKOCTE
CERTIFICATE OF QUALITY

AR, No 1210FP24000509
Hara Date :23.05.2024

Jirnpesiuit 3aci6; AKAQOKCS (radneriy, BxpuTi IiBKos010 ofononkoew, no 10 mr, oo 14 vabaerer y Guicrepi; wo 4
famicTepa y wapTemuiit ynaxosui)

Medivinal product: CIKLOX® (fitm coaded tablets [¢ mg, 14 tablets arcina bhs{u 4 bhslerq is i & enrton package}

Hizoun pexobunn: ’ Eetprranmpdr 10 mr )

Active ingrediend: Escitatopran 10 mg _

Pecorpanifine gecpipienun: MNe UAA9243/81701 1ig 23.02.2022; Tennis gif pecorpuuliinore noesinyedsan; 23.02,2027
poxy

Registration Certifiente: e UA/E9243/01/01 from 23.02.2022; Registration Certificate valid till: 23.02.20627

Jlinewsin va sapobssurso N 1506112018

Cepradirar GMP Ne: 040/2019/GMP

BapoSumitie: Kycyss Xearxrep Uy Jlea, Ingin

Appeea supofuuKn: Yinor Né M3, Iupop Cnemen Tkonosis Joye, $eits-11, Hiramnyp, Jler. Lxap, Magxss
IIpapens, Xl 454774, Ingin

Manufactured 'byz Kusum Henltheare Pvi Lid, India

Address of mancfacturer: Plot No, M-3, Indore Special Economic Zone, Phase-11, Pithampur, Distt. Dhar, Madhya
Pradesh, Pin 454774, India

Cepin: Ne 1003890 Poamip cepily 7142 yn. Hata sur.: 05/2024 Hioruit po: 04/2026

Bateh:No. Batch Size: D/ Expiry date:

N Hnsnea noxazupxa ) Bratory Peyanraru ananizis
Name Index Requirvements Result of analyses

T 1 Onoe Opasuiti, ppoonykni tabnetky, Sinore abo malfxe E';noro koRhopy, | Binmosinas
BXpHTI IiBkoB0I0 000NORKOI0, 3 Nilicio posaoMy 3 omioro Soky T
rigaKi 3 inoro Goxy.

Deseription White to off white color, oval shape, biconvex, film coated tablet, | Complies
breakline on one side and plain other side.

2| InenTandicanis

Ecuzrasnanpant Yac  yTPUMYBEHHA  OcHOBmOIG  niKy  Ha  xpomarorpadi | Bianosipae
ACCAULKYRAHOIO POTUIHY BiANOBIASE MACY YIPHMYBAHHT OCHOBHOIC
riky Wa xpoMaTorpaMi CraHuaprTHOTO' POIYUHY, OTPHMAHROIO B
YHOBAX. Kb KICHOrD BH3HAYCHAI.

Eeniranonpas Bignoziaase
OcHOBHUA TIK B3 CHERIP] NOTNRAAHEA JOCAINKYBAHOTO POSUHUY T
CTARAAILHOID POIUKIY, MAIOTE CNIBIANATH,

Tweany aioReii Bianoeigac
FaGapWISHIA KOPIHIEEO-YEPBUHOFD KOLBORY.
Identification
Escitalopram Complies
The retention time of the major peak of the Sample sulution
corresponds {0 that of the Standard solution, as abtained in the Assay,
Escitalopram Complies
The UV spectrum of the major peak of the Sample solution
orresponds to that of the Standard solution.

Titanium dioxide Complies
Appearance of brownish red color
3 | Cepeans maca 128,75 mr£5,0% (122,30 mr - 135,19 419 132.36 mr
Average Weight 12875 mp 4 5.0% (12231 mg - 135.19 my) 132.36 mg
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CEPTUGRATIR

Plot No. M-3, Indore Special Economic Zone, Phase-II, Pithampur, Distt, Dhar, Madhya Pradesh-454774 (Indla)
Ph.: §7292-258300, Email: info@Kusum.com, Website: www.kusumhealthcare.com

CIN No.: U65929DL1997PTC085780

AR, Ne 1210FP24000508

Nu ‘Huassa qexaziuen
Nanie Index

Bumora
Requirements

Pesynvrats ananisis
Result of analyses

4 | Omopianicrs
ROIOBANHX OSHBHIE

Unifermity of Dosage
Units

AV=L1, e LI=15,0

AV<L1, where L1=15.0

Bignosinac

Complies

5 | Vosmapanua

Ha Hinente 30 xpunus

Citalopram related compound C NMT 0,50 %

Citalopram related compound E NMT 0.20 %

Any other individual or unspecified degradation product NMT
6.20 %

3{ cex
Disintegration Not more than 30 minutes 30 sec.
6 | Posunnenns He Meniue 85,0 % (Q) nin sankienoro emicty 3a 15 xeunmmn 95 % - 98%
| Disselution Not less than 85,0 % (Q) tabel claim in 15 minutes 93 % - 98%
7 1 Kinpkicire 03,0 % — 105,0 % pix sasBacHOrO BMICTY 99,47 %
BU3HAUCH A 9,5 — 10,5 Mrfrabrerky 9.95 mr/ratnerxy
95.0% to 105.0% label claim 99 47 %
Assay 9.5 mpftablet-- 10.5 mg/tablet 9.95 mg/tablet
& | Cynposijpui Tpranonpay xomimka A ne Ghibie 0,3 %; He oGnapyseno
ApMinIXy Hpranonpam zoximxa B; ne Ginewe 0,3 %; Hikie mexi susnaseuys
Huranonpas pomitura C; ne Gineuie 0,5 %; Humue Meoxi BU3sHatenus
Hatanonpam ponimia E: we Sinpe 0,2 % Huscue Mexd putnaenss
Byap-sika fupusinyamsua noMinke abo wecnenndiunuil upomyxt | Hinte meni susnadenis
posiagannn; se olnsine 0,2 %:
Cyma nomimox: e dhnwe 2,0 % He obnapyseno
Citalopram related compound A NMT 0.30 % Not Detected
Related Substance Citgloprami related compound B NMT .50 %

Below Disregard Limit
Below Disregard Limit
Below Disregard Limit
Below Disregard Limit

Total 1mpurmes NMT 2.0 % Not Detected
% | Mixpobiosoriuna Jaranbya  xinexicrs aepofuux Mli\pﬂop‘l"’mi'ﬁﬂﬂ (TAMC): <0 K¥Q/r
sneroTa¥ Bizswe 10° KYO/frs
aransna K]J’[BK[C’I‘b APDKIMKOBMX T2 aicenesx pubin (TYMO): | <10 KYOmr
He Gisnre 107 KYO/;
Bigcymhicts Bscherichia coli 8 1 v npenapary. Bigeyreicts /v
Microbiological Total Aerobic Micrabial Count (TAMC): Not more than 10° <10 CFU/g
Purity® CF¥ig;
Total Combined Yeasts/Moulds Count (TYMC): Not more thar <10 CFU/g
10¢ Crurg,
Eseherichia colf absent per 1 g Absent/g

* Kowrpoeas sikpoSionorineol wHeTOTH NPOBOAATL Ly flepiiX 3 cepii, notiy wix xoxuol 10 cepii 60 oaun pai n pix.
* Microbial purity will be performed on first 3 commercial batches thereafter at every 10™bateh or once in a year.

BHCHOBOK:

Cepi_s_z Ne 1003899 aiamosigae sMoran MK PTI No UA/19243/01/01
CONCLUSION:

Buatch Ne 1003890 complies with the requirements of MQUC RC M UA/19243/01/01

ead. Off: 13-158A, Okhla Indl. Area, Phase-l, New Delhi-110020 {India)
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Kusum Healthcare Prt (td.

Plot No. M-3, Indore Special Economic Zone, Phaée-li, Pitha mﬁur, Distt, UImr, Madhya Pradesh-454774 {India),
Ph.: 07292-258300, Email: info@Kusum.com, Website: www kusumhealthcare,com
CIN No.: Usb929D1.1997PTCO85780

AR, M 1210FP24000309

L
AHAJT3 BUKOHAB JATA_2 ¥ - O MH(
(ANALYSED BY) (DATE) ,

Kosenrap Henmae
Comments: no

Jaspa npo cepradianio: «Aifiennm g 3aceipuyiv, wWo uasegena sumle indopmanin ¢ gocroriprome i Townoo. a
teplsl npoAyrmil 6y BHICTOBNERA (RRAOMAOUH YOAKOBKY / MAPKYBaNNA) | HPOBEAECHG KONTPORL T AwocTi Ha
nrmearaganoMy mianpuemersi s noeniii sianosignocri 3 BEMoravuy, sazmanennuu B unuuii wacranonl GMP,
sarpepiprenilt Miwierepersom oxopeny sopons's VepaTum, j 3 samoramw pecerpaniéincre Noche kpaian
apxyuaemia,  Yiporowosn BHpoSHNETBA, YRAKOBKN: T4 adasizis 6yNd  fieperasuyTi | DeTaHOBiIeHo 1%
sixnosianiers syMoran GMPys.

Certification statement: «On this L certify that the above-mentioned information is true and accurate. This product
bateh was produced (ircluding packaging / labeling) and conducted for its guality control at the above-mentioned
manufacturer according fo specified in the carvent GMP guidelines, approved by the Ministry of Flealth of
Ukraine, and with the requirements of the registration dossier of the destination ceuntry., Records of

manufactaring, packaging and amalysis were reviewed and determined for their compliance with the GMP
reguiremeniss,

Kepisnu Tpynn RonTpamo srocti Vnosuopawena gcola,  wo  zpificuice
Quality control group managey ceprudixaiio cepif

) Qualified Person certifyring the batch,
Tot's o riplsnumge %\'\% 2 (:"—e_g\,\ AN ey o In's Ta npiseuime

(N am e) {N an]c) /\j. L&F ijev‘ J{-‘ J/\_}
Hiarme S Itizawve

{Signature) &n \M’\ LQ_ & \‘\ (Signature) &(f Lwdg' 3y
Jata ninnncanms Hara nijynicanns '-‘) - 3.’{}"-"{}

(Prate of signalure) (Date of signature)
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