NEPKABHA CJYXBA 3 JIKAPCHLKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMM y m. KHEBI
npos, Hauii Csitauranod, 3, 02099, ten, (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JPIIOY 37079055

BUCHOBOK

npo sikicTL BBe3enoro B Yrpainy sikapehroro 3aco0y

25.10.2024 No 56104/24/26

DOOPCAHEK®

(HalmeHy BaHAS NIKAPCLKOTO 3ac06y SN0 3 peccrpanifinmm NOCRILAMCHIA)
TaGACTKH, BIXPHTI NAIBKOBOI0 060011010, 110 60 Mr, o 7 TabieroK y Gaicrepi, 1o 4
gaicTepn y KapTonHilt ynakonig

(Popma BuItyCIcy, BO3YBAHIL, WL NAKY BaRI HIKAPCHKOIO 3aco0y)
Howmep peecrpatiiinoro nocsisnenns UA/18626/01/01 crpok ail peccrpauiiinoro nocsinuenus 16.03.2026
Cepis nixapcukoro sacoGy Ne 1004514 KinbkicTs nBesenoro fikapebkoro sacoGy 144

Bupobinx KYCYM XEJITXKEP BT JIT, Iunis

(HadiMenysaus BUpOGHIKE JHKapCLKOIo 3aco0y, kpaiia AOXOLKCLHS)

Baeseno 8 Yxpainy TonapHeTBO 3 06MEKCHOI0 BiGNOBINATBLIICTIO "Taendapm JITAY,
inenr. wop: 20075891

(nafisenynaiiis Ta ko 3a CJAPTIOY 1oprandot ocodu ado npizsuIe, iv's. no Garniconi
(pisnaHOT 0cO0H - NiAPHEMUR, TT MICUC IPOKHBARHA TR PEECT pauiiinmii nomep odnikorot
Kapric MK nogaricis aGo cepis Ta HoMep nacnopra)

Tporowon Bisyansioro xowrposo sin 20,09.2024 % 3161/23.
JlaGoparopHuit ananis axocTi nikapenkoro sacody snifcnennit:

JUT "Lenrpanbia saGoparopis 3 anamisy SKOCT] JTKAPCHEUX 32c001B | MEJHYHOT npoayxiii”
(M. Kuts, syt Kyapsaseska 10r mInis, syn. Kyapsseska 813 KuTscbia o6nact, . Hosi
Merpinui, By Isana ®panka, 19)

(lIdHMCH)’BdHHﬂ Ta MICUC3HANQAACHHS JMU()]MTODII o Oponena ‘l’\GO]’)(NO[)HHH ananis HI(OLH)

BUCHOBOK 1010 SKOCTH JIiKapeLiore 3acoby, brganuit naboparopicio sia 24.10. 2024 Ne 2114

PesyasTaTi 7aBopaToOpHOro aHanizy AKkocTi nikapehkoro sacoby sa nepeBipeiMH HOKAZIHIKAMN BiNOBIANIOTH
BUMOFAM METOAID KOHTPORO AKOCT (AHANITHINO-HOPMATHBHOT NOKYMEHTALLT).

3a  pesysibraTaMy  JEPH@BHOFO  KOHTPOMO  BCTaHOBACHO, 1O nikapcukni sacié  meeseno 8 Ykpaiwy 3
JOTPHMAINIAM BUMOr 33K0HOAABCTHA LOAO 3abe1neeiHg AKOCT Jmmyvx/lx 3ucoGis.
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Kuswm flealthcare Pot ftd. L

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 kusumhealthcare.com
CIN No.: U65929D1L1997PTC085780

CEPTHPIKAT AKOCT]
CERTIFICATE OF QUALITY

AR Ne 1210FP24000840
Narva/Date 06.08.2024

Hirapeenii sacid: dopeanex® vafaericn, srpuTi mainkcoBoto odonamsoio, no 60 mr, o7 rabaerew y duicrepi; no 4 Gaierepy y
rapTonniit ynaxkosui

Aedicipal product: forsanec® film conted tablets 60 mg, 7 tablets in 2 blistor; 4 blisters ave in a carton package

JLioua pevoBnya: Tropurorend 64 mr

Active ingredient: Etoricoxib 60 mg

Pecerputiitne nocniguenns: Mo UA/18626/01/01 Bin 16.03.2021, repmin xit pecerpasiiforo nocaipenns 20 16.03.2026

Registration Certifieate: Ne UA/18626/01/01 sin 16.03.2021, Registration Certificate validity till 16.03.2020

JHinensis na srpoGiungrno Ne: 2516172018

Ceprndicar GMP N (70/2023/GM P

Bupodac: ICyeym Nesvrxeep I Jhwp, itist

Anpeca sypoalne: Tlaor Xe M-3, huop Caewen Iconomite 3oyn, deits-11, Mhvasmyp, icr, Axap, Maaxna Tpanent,
Ttine 454774, Inabs

Manufactared by: Wusum [ealtheare Pvt Litd

Address of manufacturer: Plot No. M-3, Indore Special Economic Zone, Phase-fl, Pithampur, Distt. Dhar, Madhyn Pradesh,
Pin 454774, India

Cepise: Ne 1004314 Pasatip copits 12,500 yi. JEara s 07/2024 Jiftennii po: 06/2027

Batch: Bateh Size: D/ Bxpiry date:

] TTowaznsey aRocei Bumorn Pesynnrav annzis
Tests Reguirements Results
) Onne Onatniti raGieriil, BRpiTl npirkosoio 000AOHKOIG 3 asvonykiolo | Bignosisac

NOREPRUCIO, B GIAOMO 10 MaTiRe GINOTO KOALOPY. 3 POSNOULILUOIC
PHEKOIO 3 QAP GOKY T4 PIHOIO HOBEPNIICIO 3 TIuora foxy.

Deseription White to off white oval shape. biconvex, Tm couted 1ablet with | Complics
breakline on one side and plain on other sides,
2 Lacurndicargn LaC YIPHAYBOSIL QCHOBUOIQ 1KY 1A XPOMATOUPANT A0CH DY BIHOIO Bianosipac

poBUINY  BIANONANC MACY YTPUMYBAIME  0IKY 1A NPOMETONPAM]
CTALAAPTIONO  POBMILY.  OTPIMBHOTO B YMOBAN  KiALKiChOTo
BHBHQNCHAL

[dentification
The retention fime ol the major peak in the chromatogram of sample Camplies
solution conesponds to that of the major pesk in the chromatogram of
standard solution as obtained nnder agsay,

3| lnewrndianit virrany lostea KOPHYHERO-MEPBOHOIO 3aGapsHeniin Bianosiaae
JHOREA
Identification of titanium Appearance of brownish red color Complics
dioxide

4 | Cepesnst paca 206 a3 % (1998 Mr—=212.2 807) 204.0 M
Average Weight 206 my = 3 % {199.8 mg- 2022 mg) 200 mu

5 | Oanopinnicrs 10308HUX AVELI, pe Li=15.0 Bimnonisac
oML
Uniformity of dosage units AV <L 1, where L1=15.0 Complics

KHPAQAQOO0I8AC00011-001 Regdl. Off.: D-158A, Okhla Incll. Area, Phase-1, New Dethi-110020 (India)
Ph. +91-11-41005147, 40514919, 41010571, 40627575 Page 1 of 3
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Ph.: 07292-258300, Email: info@Kusuwrmn.com, Website: www . kusumhealthcare.com

CIN No.: U65929D1.1997PTC085780

AR N 12 10FP24000840

6 [Poznaanis He Ginunie 30 xsumm 0lxn Ot cex
Disiptegration Not more thon 30 minutes 01 min, 0} see.
7| Pozusuenusn Fle aeme 80,0 %6 (Q) su 13 xonanim 100% ~ J05%
Dissolution Noi less than 80 % (Q) in 13 minutes 100% - [05%%
8 | Kinuxicne suznasenns 370 = 03,0 ar/raducigy 59.2 swfrabaerey
93.0 % - 105.0 % iz sastunctoro syicry 98.7 %
Assay 57.0 mp - 63.0 mgdtablet 39.2 mg/tablet
95.0 9% ~ 105.0 % labe] clain 98.7 %
9 | Cynposignsi gomianc Evopuxoxeud cnopimnena cnenyka 02 (H-ETCRCO2): ne Ginpme 0.2 | He pismneno
b, “:
Faiifisnia neipenriwhixonana gomiunka: e Ginse 0,2 Ya: Ihnskve Meski BHaHaenns
Cynra aoMinntois ne oinsue 1.0 % He vuneheno
Rejated substances
Etoricoxib related compound 02 (H-ETCRCOZY: NMT 0.2 % wiw Not Delected
Highest upknown impurity: NMT 0.2 % why Befow disregard limil
Total impurities: NMT 1.0 % wiw Not Detected
10 | MikpoGionorivua nucrora® 3araania Kiasxicrh acpoOnus mikpoopraviasis (TAMC): ne Giasme
JOTRY O . o o He Brionyeties
Jaranbia KILKICT Apbrmsoniy i rmicenennx rpulis (TYMC): ne
Gisme 10F KY O/,
Bineyruicrs Lschervichia colin T nperapary.
Microbiological purity™
Tota} acrobic microbial caunt (TAMC) = NMT 103 CFU/g. Not Applicabl
Total Yeast & Mould Count (TYMC) - NMT (02 CFU/g. ORADIPICERIE
Escherichia cofi should be absent per | g,

€ TCCT BHRONNCTLER s Nepuiix 3 cepifl. notis s xosknal 10 cepit alo oans pas na pix .
* Microbial purity will be perfarmed on first 3 commercial butches therealler at every J0™ bateh or once in a year.

BUCHOBOK:

CONCLUSION:

AHAJI3 BHKOHAB |

(ANALYSED BY) 7

KEP/QAHO00AS/A000011-G01

Cepia M 1004514

Batch Ne J004514

signosinae sunoram MICT PIT Ne UA/18626/01/01

complies with the requirements of MQC RC Ne UA/I8626/01/01

DATA o il dliery
(DATE)

Pape 2 of3

Regd. Off.: D-158A, Oklla Indl. Avea, Phase-1, New Delhi-110020 (India)

Ph. +91-11-41005147, 40514919, 41010571, 40527575
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Kosewrapi: nexae

Commenis: no

Baspa npo cepriddivauing ¢lifenm s saeuianyio, o mseseny suue indgopsani ¢ gocrosipnoo i Toro,
cepin rpoAY KU O¥Td BEIOTOBACHA {RISTOWHONT YILUKOBRY / MAPKRYBANNS) | BPORCACHO KOBTPOIL 1T sanoeTi 1a
RWILCIFATOMY HIAPUCNCrRd B NoBRET BIANOBIAROCTT 3 BEMOran, JN3RARCHIMIE B ol nacTaroni GMP,
xarsepiaeeniit Minicrepersost oxoponu Gopon’s Yepainu, 13 aumorasi peccrpanifinoro jgocne kpaiun
npusadenng. Fipornroan supodauTed, YHAKOBRU  Ta anasidy Gyap gepermuyri i operanonacso Uy
pirnonimuicrs, sisoras Giviby,

v

Certification statement; «On this § certify, that the above mentioned information is {rue and aceurate, This product
hateh was produced (including packaging /lsbeling) and conducted for its quality control at the above wmentioned
manutaciurer according fo specilied in {he cwrrent GMP guidelines, approved by the Ministry of Health of
Ukraine, and with the requirements of the registration dossior of the destination country. Reecords of
mannfacturing, packaging wnd analysis were reviewed and determined for thelr complianee with the GMP
requivemeniss,

KOepiREHE MPYTUE KORTPOAIC K0T . Yaosnopakena  ocolbd,  mo  aaiiicnoe
S - .
Qualily control group manager cepridiraning copii

Qualitied Person certifying the batch

Tsi's ra apiseiune AV I’ ra npiasine
Name) (Name) \/Q
RIRHIH Figine ’
(Signature) {(Signature)
Jlerta nijginemng 4 : Harvaosincanms By
{Date of signature) (Date of signature)
RITPOA QGO A00GET 00 Paae 3 of 3
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