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Plot No. M-3, Indore Special Economic Zone, Phase-11, Pithampuz, Distt, Dhar, Madhya Pradesid58774 (ndiay,
Ph.: 07292-258500, Email info@Kusum.com, Website: www. kusumhealthcare.com

Jixapentenit 3aci6: Mopeane®

Forsanec®

Wedicinal produet:
JioHa pesortHa:
Active ingredient:
Pecorpaniiine nocsipaeinis:
Repisteation Ceriifieate:
Jinenzia na sppobaunTno Ne:
Cepradicar GMP N
Bupolpnux:

Appeca rapofHuKa:

Menufacinred dy:
Address of monufacturer:

CIN No.: Ug5929D1L1997PTC085780

CEPTUGIKAT ZKCCTL
CERTIFICATE OF QUALITY

AR, Ne 1210¥P24000157
HatafDate 23.02.2024

raBmeTK, BRPUTI NAiBROBOI0 060oNoKIcD10, F10 120 ner, no 7 vaBrevor y Guicrepl; o 4 Guicrepy y
Kaproiniii ynawosui

{ilin coated tablets 120 my, 7 tablets in o biister; 4 blisters are n a carton package. . .
Eropayowent 120 mr

Etoricoxib 120 mg

Ne UA/I8626/01403 six 16.03.2021, «cepnrin aif peeetpaunitivoro nocsiguenun ae 16.03.2026

Mo UA/L8626/01/03 win 16.03,2021, Registration Certificate validity ill 16.03.2026

25/61/2.018

040/2019/GMP

Kycym Xenraxep Her Jra, Inpis

Tney Mo M-3, Yiop Caemen Ixononix 3oyn, @estz-1L, Iivannyp, Kier. Txap, Manxea Tpagery,
i 454774, Innin

Kuosnm Healtheare Pyt Lid

Plot Me. M-3, Indore Special Economic Zone, Phase-1E, Pithampur, Distt, Dhar, Madhya Pradesh,

P 454774, India
Cepin: Mo 1003133 Poamip cepif: 6250 yn. Mata pnn: 012024 Jittenuit po: 12/2025
Ratch: Batch Size: DA Expiry date:
e Tocasmyen stcacri Bistorn Feaynetani ananizin
Tesls Requirements Results
I | Onue Kpyrmi talnerxn, sxpuri mniekonolo o0oNoHKo0 3 pbocnyioio | Biworinac
nopeprnelo, vig Gingro no malixe Gimorc wonsopy, 3 piBroio
nOBEpxHEIo 3 0o Gokis.
Deseription Compiies
White 1o off white color round shape biconvex fili coated tablct plain
on hoth sides, __
2 | InenTidirxauin Yac yrpiMyBanki 0CHOBHQTO THKY Ha XpomarorpaMi jocnigxysanoro | Binnobigae
- PO3URHY RINNOBiKAE uaCY YTPUMYB2HES 1KY Ha XpoMaTarpami
STAMMAPTHOIG  DO34MHEY, OTPHMAHOFO B YMOBEAX  KifekicHOro
THSHAMCH N,
Identifieation :
The retention time of the major peak in the chromatogram of sample Complies
solution corresponds to that of the major peak in the chromatogram of
standard solution as obtained under assay.
3 | Inepvudikanis THTaHY Tossa xOpEHNERO-ICPECTIOT0 3a0apBIEHR S Bignesinae
) HO NS
Identificatien of titanium Appearance of brownish red color Complies
dioxide : »
4 | Cepemit maca 412 mr 2 % (4038 mr — 420,2 Mr) 407.8 mr
Average Weight 412 mg k2 % (403.8 mg- 420.2 mg) 407.5 mg
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Plot No. M-3, Indore Special Economic Zone, Phase-Tl, Pithampur, Distt. Dhar, Madhya Pradesiiasi774 {incita),
Ph.: 07292-258300, EFmail: info@Kusum.corm, Website: www. kusumbealthcare.com

CIN Ne.: Usb929D1L1997PTC085780

AL Ne12 108824040157
5 Onuopimticrs Eolouamny AV<LL, ne L1=13,0 Bigrosinae
NS
. Untformity ef dosage units AV <L1, where L1=15.0 Complies
6 1 Peanaganna He Sinswie 30 xpumnt 02 xp 31 cex
Disintegration Mot more thon 3¢ minutes 02 min. 31 sec.
7 | Poyanueniy He menmue 80,0 % (Q) 2a 15 xuann 100% - 101%
Dissolutjon Not less than 80 % (Q) in 15 minutes 100% - 101% b
8§ | Kinbxricne nusnayenus 114,0 - 126,0 Mrfrabnetky 120.8 mrfrabreticy
93,0 % - 105,0 % nin sanprcroro BMicTy 100.6 %
Assay 114.0 mg - 126.0 ing/tablel 12438 mp/tablet
95.0 % - 105.0 % label claim 100.6 %
¥ i Cynposiani peminim Eropurorenf cnopipnesa cnonyxa 02 (H-ETCRC02): we Ginswe 0,2 | He sagsneno
%6
Haiifinsa veipenrmpizonana noMimea; ne finsure 0,2 % Misiae mexi puanareszs
Cynia ovimole ve Ginswe 1,0 % He muazneuo
Related substances
Etoricoxib related compound 02 (F-ETCRC02): NMT 0.2 % wiw Not Detected
Highest unimown impurity: NMT 0.2 % wiw Below disregard limit
Tolul inpmitics. NMT 1.0 % w/w . Not Detecled
10 | Mixpodioneriyma vucrera® Jaranena xinexicrs aepobuux mipoopranismis (TAMC): ue Giaswc
10° KY Oy, He puoByeThCR
Jaranena xinbkicrs npimpwcoenx i rordcenesux rpuBis (TYMC): me
Ginpwe 102 KV O,
Bigeyruicrs Escherichia coll & § r npenapaTy.
Microbielogical purity®
Total zerobic microbial count (TAMC) — NMT 10* CTU/g, .
Total Yeast & Mould Count (TYMC) - NMT 10% CFU/g, Not Applicable
Esecherichia coli should be absent per 1 g.

* Tect pukonyernes Ui fepurex 3 ceplil, notiM mna kosknot L0 cepii ao onym pas Ba pik .
* Microbial pusity will be performed en first 3 commereial batches thercafler at every 10" batch or once in a year.

BUCHOBOK:
CONCLUSION:

AHATI3 BHKOHAB
(ANALYSED BY)

g

KHP/QA0D048/A0000]1 1-G01

Cepia Me 1003133

Batch Me 1003133

pinnorigae punmoram MICT PII Mo UA/18626/01/03

complies with the requirements of MQC RC Me UAJS18626/01/03

s
(DATE
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CIN No.: U65929DL1997PTC085780

AR Ne1210FP24000157

WomenTapi: Hemae

Comments: no

3asmsa mpo cepmivaiio: «lificun 51 3aeBiguy, wo nasenena pite indopaanis € pocyonipiore i Tousole. 1
cepia npopyxuil fynn suroTonacHa (BKIIOMAIONH YBAKOBKY / MaPKYBANHE) | NpoBeneno KonTpoas It scoeri v
pRutesrafaneMy nignpucversi o nopili BianoriaBocr 3 BHMOrann, 3A3NAYLHHM B yunuilt HacTaroni GMP,
saTBepmeniit Minierepersom oxopomn spopon'sm Yipaiuy, | 3 BUMorapm peectpaniitoro nocke xpainm

apusiagedns. IlpoToxonu BHPOBWHITEA, YIAKOBKH T2 4HANIZIR OyIH Heperdsnyyi | BCTAWOBIENT iX
BigIoBiAEicrs suMoran GIVIP»,

Certification statement: «COi fhis I certify, that the above mentioned information is true and accurate. This
product batch was produced (including packaging / labeling) and conducted for its quality coutro! at the above
mentioned manufacturer according to specified in the enrrent GMP guidelines, approved by the Ministry of
Health of Ukraineg, and with the requirements of the registration dossier of the destination country, Records of

manufacturing, packaging and analysis were reviewed and determined for their compliance with the GMP
requirements».

KepipHr rpyng KOHTPoWO TKOCT VYNcBHORAIKEHA

ccofa, o 3plicHioe
Quality contrel group manager

cepridicanito cepit

Qualified Person certifying the batch

In'st ra npisbuie Wﬁ\&_@f\ Shaces Q Ind'st ta nIpispripge ‘

(Name) (Name) /\? (‘)NM) M
IGponc QEE : THianuc .

(Signature)

(Signature) .
Hara nianacansg LR SRS A VAN Hata nmignucans W
(Date of signature) < 3\ \ \ {Date of signature) /'y%'or?/b\

26\P
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