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Plot No. M-3, Indore Special Economic Zone, Phase-II, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India},
Ph.: 07292-258300, Email: info@Kusum.com, Website: www . kusurmhealtheare.com

Jieapentanit aacif: Popeaneic®
Medicinal produet:  Torsanec®
Titoua pewonunn:

Active ingredient:
Pegerpauiiine noceingena:
Registration Certifieate:
Jlinenzin na pupobunurso Ner
Ceprnthikar GIMDP No:
Bupoban:

Anpeea supoGHniicn:

Manufactured by:
Address of manufacturer:

CIN No.: U65929DL1997PTC085780

CEPTHOIKAT SIKOCTI
CERTIFICATE OF QUALITY.

AR, e 1210F124000919
Hata/Date 30,08.2024

Tabnetiy, sKpRTi halskosne ofonenicn, 1o 90 mr, mo 7 Talnerox y Baicrepi; no 4 Gnicrepy Y
xApToNuii ynakonui

film coated fablets 90 mg, 7 tablets in a plister; 4 Blisters are in a carton packnge

ETopmcorend 90 mr

Eloricoxib 90 mg

Ne UA/18626/01/02 5in 16.03.2021, Tepmin aif pecerpaniiinera noeninsenns ao §6,03.2026

Ne UA/18626/01/02 sin 16,03.2021, Registrationi Certificate validity till 16.03.2026

25/61/2018

070/2023/GM P

Kyeynt Xenrxuep ot Jva, Iupin )

TnoT Ne -3, Ingop Crieures Ticoroni 3oyw, Mefiz-11, Iiramnyp, dicr, Oxap, Mnaxes Hpagew,
Tlin 454774, Yunin

Kusum Henltheare Py Lid

Plot No, M-3, Indore Specinl Economic Zone, Phase-11, Pithamipur, Distt: Dhar, Madhya Pradesh,
Pin 454774, India

Cepis: Mo 1004669 Posmip cepit: 25000 yn. Hara snra07/2024 Hitienuii go: 06/2027
Batch: Batch Size: DM Expiry date;
Ne Florasiuisy sIKOCTi Buasoru PeaynbTaTi ananisis
‘Tests Requirements Resnids
I | Onne ICpyrai -raGueriar, brputi naipkoRoio oGoaouko10 3 asoonykaow | Binopiwsce

Description

nopepxieio, it Ginoro no malike Ginoro KoMLOPY. 3 DiuHOK
noBcpxcio 3 obox Gokis,

Complies
White 1 off while color round shape biconvex film coated tablet plain
on both sides.

2 | TrenTdinacin

Identification

Une yTPHMYBANIE GCHOBNOIC NIKY HR XPOMATOTPAMI A0CHT Y naHoTo
postiy uianosinne wacy YTPHMYBAHIS niky 14 XpoMavorpami
CTMIIAPTIIONG  POIUNHNY, OTPHMAHOTG 8  YMOBRX  Kiibkicuoro
HHSLANGHHA,

Bianooiaasc

The retention time of the major peak in the chromatogram of sample Complics
solution corresponds to that of the major peak in the chromategram of’
standard solution as oblained under assay.
3} Tnewrsipheauin Tnvany TToana koprueno-yepsouoro safapsreits Bianosigae
Miorena
Identification of titanium Appenrance of brownish red color Complies
dioxide
4 { Cepeann maca 309Mmr22 % (302,8 r—313.2 mr) 309.1 s
Average Weight 309 mg =2 % (302.8 mg- 315.2 mg) 309.1 mg
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Regd. Off.: D-158A, Okhla Indl. Area, Phase-I, New Delhi-110020 (India)
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Plot No. M-3, Indore Special Economic Zone, Phase-II, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India)

F

Ph.: 07292-258300, Email; info@Kusum.com, Website: www. kusmwmbhealthcare.com

CIN No.: U65929D1L1997FTC085780

AR, N 121624000919

5 | Omuopimiiers A030BaRUX AV=LI, ne L1=15,0 Binnosirne
oayming
Uniformity of dosage units AV £L1, where L1=15.0 Complics
6 | Poamananus He Binmupe 30 xpinng 01 xn 42 cex
Disintepration Not more thun 30 minuies {11 min. 42 sec.
7 | Posunmonnn He menume 80,0 % (Q) 3215 xpiimim 98% - 100%
Disselution Not Jess than 80 % (Q) in 15 minutes 98% - 100%
8 [ Kinvkicne susnauenua 85,5 — 0,5 srfradnerry 89.9 mriralneTiy
95,0 % - 105,0 % Bin 3agoncuoro saicty 99.9%
Assay 85.5 mg - 94.5 ma/tablel 89.9 mg/tablet
03,0 % - 105.0 % lubel claim 29.9%
4 | Cynponipni gonsitnen Eropuiorend enopianena cnonyke 02 (H-ETCRC02): e oixswe 0,2 | He nusnneio
%;
HaniGinmua neinentidicorona fostnka: ne Ginsiwe.0,2 %: e meski pisnanennis
Cysa pomiworc: we Ginpme 1,0 % He sitanneno
Related substances
Etaricoxib related compaund 02 (H-ETCRCO2): NMT 0.2 % whv Not Detected
Highest unknown impurity: NMT 0.2 % w/w Below disregard limit
Total impurities: NMT 1.0 % wiw Not Detected
10 | Mirkpobiesorinua unterora® 3aranena xinexicre acpobuux Mikpoopranismis (TAMC): ne Giavuse | He BUKONYEThCA
103 KYO/r,
Sarannia KinLKICTL ApiacurosHs i noicenennx rpuGia (TYMC): we
Ginvnie 102 KYOIT,
Bincyricrs Escherichia coli v | r npenapary.,
Microbiological purity*
Totnl acrobic microbial count (TAMC) — NMT 10° CFU/g. :
Total Yeast & Mould Count (TYMC) ~ NMT 102 CFU/g. Not Applicable
Escherichia coli should e absent per | g,

* Teet BUROMYETLCH AN neputiy 3 ¢epili, NoTin 2as kosknol 10 cepil uBo omnn pas uapix .
* Microbial purity will be performed on first 3 commercial batches thereafier at every 10™ batch or once fu n year.

BMCHOBOK:

CONCLUSION:
UA/8626/01/02

ALAJNI3 BHKOHAB
(ANALYSED BY)

£

KHPAQA/ Q0004 3/A00001 1-001

Cepin Ne 1004669

Batch Ne 1004669

ST dAPN
l'ﬂrunufu:}::iﬁus!ﬁ
x0g 20075891

complies with the requirements of MQC RC M

BiAnoRinAe BuMoram MICH PIT Ne UAJ18626/01/02

OATA 3098 29 M[
cwioe (DATE)
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Plot No. M-3, Indore Special Economic Zone, Phase-1I, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (Inclia)
Ph.: 07292-258300, Email: info@Kusum.com, Website: www. kusumhealthcare.com
CIN No.: U65929D1.1997PTC085780

AR e 1210FP24000919

Kowmenrapi: nemae
Connnents: no

3aapa npo ceprudiranito: «Qiiicism st 3acsinayio, mo napeaena e indopmalis t socToipirolo i rounole.
Lzt cepist npoaysnil Gyna sprorosnena (skaiualoun ynakonxy / MApKYBARHs) [ npoesexeno xonTpoan i
NKOCTI 13 BHmEesTaaanony ninnmienersi B nopnilt pixnosigsocTi 3 BEMoOraMn, 3n3navenymMa B OO
ancranoi GMP, saTsepuneniii Minicrepersom oxoponn anapon's Yrepaito, i 3 sumoramn pecerpardilnoro
A0CLE paTnE Mpuanavenus. IIpoToxoan BupoGHBUTER, YOaKoBKE TAa ananiias Byan nepernsayri i
BCTANGBIICNO X Binosianicrs Bustorant GIVIPy,

Certification statement: «On this 1 certify, (hal the zbove mentioned information is frue and accurate, This
product bateh was produced (including paclaging / labeling) and conducfed for its quality conirol at the
above mentioned mannfaciurer aceording fto specificd 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. Reeords of manufaciuring, packaging and analysis were reviewed and determined far iheir
complianee with the GMP requiremenis».

Kepisnnk rpynt KoHTponio mocTi Vrosdopaxena ocoda, o 3aificinoe
Quality control group manager cepridikauio cepii
Qualified Person certifying the batch

1n'a Ta mpissuine Im'n T npizeyye
(Name) qg\&(\j _S\T Qe & (Name) \j}w

Ninaue Iignne

(Signarure) < R-P (Signature)

Hara nignscanns Hara nignncanss
(Date of signature) R al\s 2\-’-—0\'\\ (Date of signature)
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HEPABHA CHYXBA 3 MIKAPCHKIIX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KHEBI

npos. Haail Ceitmnunof, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Ilog €IPTIOY 37079055

BACHOBOKX
npo fKicTs poesenoro B Ypaiiy nikapesioro 3acofy

16.10.2024 Ne 53926/24/26

®BOPCAHEK®

{na#senynanng niknpebicoro sacoly 3rinno 4 pecerpaidtingm noesiaueintam)
TabaeTicn, BRPUTI IiBK0B010 0GoNonco10, o 90MT, o 7 Tabueror y Gaicrepi; no 4 Gaicrepy
¥ waprounifi ynaxconui

(thopria DiNycky, NO3YBAHNN, THA RAKYNAULR TIKAPCHKOIG 30C00Y)
Honiep peecrpauiiforo mocnimennn UA/18626/01/02 crpox nit peeerpauifinoro noesinvenan 16.03.2026
Cepiz nixapenkoro aacoGy Ne 1004669 inbkicTe noesenoro Rikepenkoro sacoby 23177

BupoGuuk KYCYM XEJITXKEP IBT JITA, Tuxig

(uafimenysanna uspofinkka Nikapesraro JacoGy, kpafia noxomeennts)

Tosapucerno 3 oGmencenioro Binnoninausnicerio "Tiexdapm JTI,

inerr, iwoa: 20075891

(nafimeirysanis 5a kon 3a CAPMOY rapuanuirol ocotin a6o npizmane, s, o Gornkoni distunof

0colH ~ pianpHeMua, T MICUE NPOHHDAKNA T peceTpaniTanll nosep ol iKenol KapTItw NARTHEEN
MoAGTRiA 10O cepin Ta nosep nachopra}

Boeseno B Yxpainy

Nporokos sizyasuuore wourtpomo sin 03.10.2024 M 3354/2.
JlaGopartopuuii ananis sxocri nixapeuroro aacaby Jailfciennii:

Binia JITT "enpansna naGoparopis 3 aHaniay akocti dikapesKnx 3acobin i Meanunol npoayxnii®
y M.JIpBiB (MJIbBiE, BynJyasnapkisesxa,131)

(nafimehypRiNA Ta MicLeaimxomrenns naGoparopil, e nposenn saboparopunii ananis srocti)

Bueuonox wono axocti nikapeskore aacoBy, sunannit naGopatopicro sin 15.10,2024 No 234
Pesynstaru naBopaTtopHoro ananisy nxocti pikapebkoro 3acoBy 3a nepenipeMiy nokaIHuRaMH BIZIoBigaIoTs
BHMOTAM METOAIR KOHTPOAIY NKOCTI (AHANITHY1HO-HOPMATHBNOT AOKYMEHTALIT).

3a  pesynbratamMH  ASPEKABHOTO KOHTPOMO  BCTANORBACHO, LI  SikApebrUA .3aci6 opocseno n  Yepalny 3
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