«ITENQAPM
HEs
TnerndisaniiHui
koA 20075891
Jinst
CEPTHMDIKATID

B Kresiam. fz'eczlz‘/z-_ére Put: [td.

Plot No. M-3, Indore-Special Economic Zone, Phase-II; Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),
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CEPTHOIKAT SIKOCTY
CERTIFICATE OF QUALITY
AR, Ne 1210FP24000461
Aara Date :11.05.2024
Jlikapericrii zacif: OHKITOKCE (radnerin, BKPUTI Ininknnown obonciKoe, mo 20 Mryno 14 vabsieToK 'y Bnicrepi; o 4
dnicTepa y capropnuiit ynaroniri)
Medicinal preduct: CIKLOX® {film conted tablets 20 mg, 14 tablets are in a blister; 4 blisters is-in 2 carton package)
Hiroua peqoBHHA; Ecunranonpast 20 mr : ’
Active ingredient: Escitalopram 20 myg .
Pecerpauiiine nocninyerys: Ne UAN9243/01 /402 pig 23.02.2022; Tepmin uiy peceTpauifinero nocsizvennn: 23,02.2017
PORy
Registmt'ion Certifieate: Ny UA/T9243/01/02 from 23.02.2022; Regig;tmtion Certificate valid till: 23,02.2027
Jiuersis na srpoBuiinroo Ne: 25/61/2018 ' R
Ceprudicar GMP Ne: ’ 040/2019/GMP
Bupofing: Kycym Xesrrxueep Isr Mg, {unis ‘
Anpeca snpoSunxa: It Ne M-3, Ingep Cuemen Ixononix 3oy, ®eda-l], Hiramryp, Aier. Mxap, Magxny
Tpapewm, iy 454794, lunin
Manufactured by: Kusum Healtheare Pyt Lid, India
Addvess of manufacturer: Plot No, M-3, Indore Special Economic Zone, Phase-IT, Pithaniper, Diste, Dia r, Madhyn
Pradesh, Pin 454774, India
Cepin: Ne 1003821 Pazmip cepir: 2678 ya. HaTa sur.: 0472024 Hiticauit no: 03/2026
Badeh:No, Batch Size: DM : Expiry date:
[N ! Hasga roxasnigica Bamoru Pesyawrari ananisip
L Nante Indeyx Requirements Result of analyses
1 ! Oimne Onanbui, ABOORYKI TabaeTku, Hihoro afio Maiixe Ginoro koRROpY, | Bianosigae
BKPHTI TULBKOBMG 0BeRoHEMO, & Nidicio pe3noMy 3 oanoro Goky 1a
TRANK 3 tworo Goxy, .
Deseription White to off white color, oval shape, biconvex, film coated tablet, | Complies
| breakline on one side and piain other side,
2 | Inenragixanis
Eeunramonpam Hac  yrpumysamus OCHOBHOrC  miky  na XpoMarorpasi | Binmosigae

ROCHAKYBAROID Po3UMHY Bimnosinae HACY YTPUMYBAHNI OCHOBLOrO
niKy Ha XPOMATOrPAML  cTangapTaoro PO34HHY, oTpusmanoro B
YMOBaxR Kinnxicnoro BMsuayenny,

Ecunrasonpam Binnonigace
Ocnosanl i na CneKTpi Reriinakkg: socnimkysanoro po3uuHy Ta
CTaHAAPTHOIO PA3UHHY, M2IOTD CUIBRagaTy,

Tmauyaimcum Binnosipae
Sadiapsnenns KOPHYHERO-\ epBO1OTE KOHLOpY.

Identification
Escitalopram Coniplies
The retention time of the major peak of the Sample solution
corresponds fo that of the Standard solution, a3 obtained in the Assay,
Escitalopram Complies
The UV spectrum of the najor peak of the Sample solution
cotresponds to that of the Standard solution,

Titanium dipxide Complies
Appearance of brownjsh redcolor e
Cepennn maca 25750 mr£30 % (249,78 mr— 265,23 Mr) 26135 mr

Average Weight o 257.50 mg £ 3.0% (249,78 mg —-265.23 mg) - e 1 26135 mg
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KHPAQARG0048/A000011-661 Ph. +91-11-41005147, 40514919, 41010571, 40527575 Pagelof3

Page 1/1 ééﬁﬁ/f‘é. ,D/[)#QX
17911 L4 (7




Kusunm Healthcare Pot lt

CIEAGAPM
K
AT
bl

Plot No. M-3, Indore Special Econormic Zone, Phase-
Ph.: 07292w258500, Email: nfo@Kusum.com, Websi

11, ‘Pithampur, Distt. Dhar,

fe:

CIN No.: U65929DL1997PTCo85780

'Madhya Pradesh-
www.kusumhealtheare.com

454774 (India),

A.R. Ne 1210FP24000461

* Kourpon, MikpoGionoriyioi
* Microbial purity will be perfo

BHCHOBOK:
- CONCLUSION:

Cepin Na
Batch Me

HETOTR HPOBOLATE ARA vrepinm 3 cepiit, noTiM MR KomHOT
rmed on first 3 commerciat batches thereafter ai eve

1003821 mianorizac sumoram MKA PTL Mo
1003821 complies with the requirements of

ry lolh
UA/19243/01/02

batch or ance

N Haspa NoKA3NRA Bumorn Peaynvrary anajizin
Name Index Requirements Result ol analyses
4 | Oauopignicrs AV=LY, ne L1=15,0 Binmosinac
HOIOBANIX OXHHHLE
Uniformity of Dosage AVZL1, where L1=1 5.0 Complies
| | Units ' L
5 | Posnaganng He.Ginsine 30 xpimmn 02 msen 14 cex
Disintegration Not more than 30 mjautes 02 min. 14 sec.
6 | Pazsunenns He menwe 85,0 % (Q) six sansnenorg BMiCTY 33 15 Xeunun 98°% - 997
98% - 999
Disselution Not less than 85,0 % {Q) label claiin in 15 minuies
7] Kisnkicie 85,0 %—105,0% Bin 3azBrenoro BMicTy 5937 %
BHINAUEHS 19,0-21,0 MF/TabneTKy 19.87 mr/raénerry
93.0% 10 105.0% label claim 99.37 %
| | Assay 19.0 mg/tablet —21.0 mg/tablet 19.87 me/tablet
8 | Cynpopinni pominign Lnranonpay nomimxg A- He Binsle 0,3 %: He o6uapviceio
Untanonpan gomivka B: He Bimse 0,5 %4; Husxue mexi snanavenns
Unranomupam AoMimxa C: we Sinpine 0,5 %; Huskne MENCE RHIWaY &R
lllimn_anpam Nosiutka E: He Binpme 0,2 % Hureve menei BM3HARENY
byme-axa ingnsinyanpua doMika abo Hecnemiisnuil apoaykt | Hucre mevc BU3HAYEHH
Posnanasmn: ve Binpe 0,2 %;
Cyma nomiviox: ne Binswme 2,0 94 He ofimapymeno
Related Substance: “Citalopram related compound A NMT 0.50 % Not Detected
Citalopram related compound B NMT 6,50 9% Below Disregard Limit
Citalopram related compound C NMT 0.50 % Below Disregard Limit
Citalopram related compound E NMT 0.20 4% Below Disregard Limit
Any other individual or unspecified degradation product NMT 0.20 | Below Disregard Limit
%
1 - Totat impurities NMT 2.0 % | Not Detected o
% | MixpoGionorieng 3aranena  xifexicrs aepobHux  Mixpoopranismis (TAMC): ne S
qHCTOTRY Girbie 107 KVO/r, He suxonyzthcs
Jaransna Kimukicts APDKAKOBHX Ta Nilicenesux rpudie (TYMO): .
He Ginsime 102 KYO/y;
Bincymyicty Escherichia coli F'r apenapary.
Microbiological Total Aerobic Microbial Gount (TAMC): Not more than 103 CFU/g;
Purity* Total Combined Yeasts/Moulds Count (TYMC): Not mre than 102 | Not Applicable
CFU/g;
Lscherichin coli absent per i

10 cepli abo o pas s pi.

in a year.

MQC RC Ne UA/1924/01/02
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AR, Ne 1210FP24000461

ANIL  pan it L

AHATN3 BHKOHAB JATA {Vrofg .g/m,ﬂ

(ANALYSED BY) _ (DATE)
A
B o

Kowmentapi: Hemae

Comments: no

3ansa npo cepTuibixaniio; wHificsmm 5 3ACBIAYYIG; WO Hapegeua Binue imdopmanin ¢ Aocrosipuor i Tounoio, Ln cepin
nponykuil 6yna siroroshena {Brmoyasoyn Ynawesry / mapicypauns) i TPOBEALtHo KORTPoAs T sikoeTi ma

BHILEIraAaHomy niAupHeMeTsi 5 nopwiii BIANOBIRHOCTI 3 BUMOraMHE, 3220aMeluMi B YHImii Raeranori GMP
3arsephxenii . Minicrepernom OXOPOHM  3mapoB's Yxpaluy, i 3 susoramu peecTpaniifnore goche Kpalun

H

npHinavenns. Iporoxeny BHPOGHIUTEA, YUAKenKN T2 AHAMDIR Gyny NeperasnyTi i peranonneno ix BiHOBIAHICTL

BUMoram GM Py,

Certification stafement: «On this I certify that the above-mentioned information is {rue and accurate. This product
baich was produced (inchiding packaging / labeling) and conducted for itg quality control af the above-mentioned
manufacturey according to specified in the current GMP guidelines, approved hy the Minisiry of Health of Ukraine,
and with the Fequirements of the registration dossier of the destinaticn country. Records of manufacturing,
packagiig and analysis were reviewed and determined for their compiiance with the GMp requirementsy, '

Kepiznnx rpyny KONTPORIO RKc0CT] Ynosiosakena  ccoba, o snjficrioe

Quality control group manager ceprrdixauiio cepii

Qualified Person certifying the batch,
A . In'st 1a mpiasaume
CR.S\_M\_C‘_QA,\\ SN g, b
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(Date of signature) ‘ (Date of signature) WA

Hara ninnucannun

ERENGAPM
T

¥OA 200;5891
CEPTHGBIKATIR

heHTdiraniii

‘ Regd. Off.: D-158A, Okhla Indl. Area, Phase-I, New Delhi-110020 (India)
’?'“"'QNOOOMSMOGOO}i'Gm Ph, +9'I—11~41005147, 40514919, 41010571, 40527575

Page 1/1

Page 3 613




