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CEPTHOIKAT IKOCTI
CERTIFICATE OF QUALITY

AR XN 12168 P2300083¢
JlaraiDate 25,11.2023

rabaeticon, BRpUTL ilEresoi 60oaakoio, no 120 wr, no 7 Tabierok y Saicrepi; no 4 Saricrepy ¥

rapronniit vnaresui

Medicins product: Forsaneo
Hiroua peysBrBd;

Active ingredient:
Peecrpanifisne nocsytie s
Registration Certificite:
Jlineusin ga sppoGuuurso Nov
Ceprudiicar GMP Nu:
Bupobinik:

AApecd HpoBnuKal

film coated tablets 120 mg, 7 tablets-in a blister; 4 blisters are in a carton package
Eropurowrcud 12¢-mr
Etoricoxib 120 mg

Ne UA/I8G626/61/03 1 16.03.2021, Tepmin kil pecerpaniiinore nocsinvenun 1o 16.03.2026

_N- UA8626/81/63 nig 16.03.2021, Registration Certificate validity till 16.03.2026
25/61/2018

040/2019/GMP
Kyeym Xeatxrep Dot Jira; Dugis

‘Manufaetured by
Address of manufactarer:

Coptit: Ne 1002567

Pasmip cepilt 6250 yn,

TIner Ne M-3, Tugap Crnemen Tronomin 3oy, @ein-f 1 Mivamnyp, Jier. Hxap, Majixes Tipagew,

THin 454774, Ianiw
usum Healthegye Pyt Lid

Plot Wo. M-3, Tatdere Speeinl Kconemic Zaone, Phase-il, Pitha myr, Distt. Dhar, Madhva Pradesti;

P 454774, India
Aarva snr: 10/2023

Hittensit po: 0972025

Batch: Bateh Size: DM: LExpiry date;.
No Hoxasuur akocri Bisory PeaynsnraTd anasisis
. Tests . Requirements _ Resulis
1 Orse Kpyrsi tagersy, seputi naiskorory oflonopxoio 3 Agoonvksoio | Bimmorizac
RURCPNHCIO, BLL 0inoro Mo Maiixe QMoro koaGcopy, 3 pheuon
| BOBEPXHEK 3 000X DUKIR..
1 Treseription | Complies
White {0 off white color vound shape biconvex fifm cﬂ'm,d tablct plain
_ 4o hmh sides. o
2 | laenrudixauis ac. FIPUMYBAHS OCNOBLOIO (KY RA XpOMATOrpaMi AGCHiKyBanoTo | Bianosinac i
PO3IYHNY  BIABOBIAAE Wacy YIPUMMYBAnD® JIKY ©a XPOMarorpami
CTAHAAPTHOID  POIMBAY, OTPHMANOra B yMOBax  XIILRICHOTO
- BMIHAYCUHN.
Tdentification -
The retention time of the major peak in the chivomatogrant of sample Complics
solution corresponds to that of the major peak in the chromatogram of
i+ slandard solution as obtained Under agsay,
3 1 Inenrudirannis rirany Toysa KOPHUNEB80-4ePROMOTO salapanans Bixnosifac T
L HioKeHZ
dentification sf titanium Ajmpearance of brownish red color Complics.
. dioxide . )
4 | Cepeaus Maca 12 M4 2 % {4038 v —420.2 ur) AF1 nrr
“Average Weight 412 mg22 % (403.8 mg- 420.2 mg) tHimg

LICHPASAZO00048/A000011-000 .
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CIN No.; U65929DL,1997PTC085780

ARCNT2ZHIFP2Z 000830

*iecT nmmu} CThes IIH m,purm. 5 cepiif, noTiy 1s xowuol 1U cepii abo oain pa3 na pix .

5 Ouuopinniers aoionannx AVELL, pe L1150 Bianoeeigae
GAHIRHL
_Unifm‘mity'cfdusﬂgu wnits AV S wherd LI=15.0 B Complies. _
6 | PowngaguiR He Ginnone 30 xmvi G1 xn 21 cex
i- 1 Disintegration Notmorg than 30 minutes 1 0@ min. 27 se
T 1 PO3dKHCRAR He sewne 80,0 % (Q) 3a 15 xppaun 08% - 99%
Pissalution Notlessthan 80 % (Q) in 15 minutes G8%. - 99%
8 | Kinnbgicwe pisiaueans 114,0 - 126,0 ar/rabaerky 120.6 Mofrabnery
95,0 %% « 103.0 % sin sasnnenoro avicry 100.3 %
Assay. 114.0 v - 126.6) my/mblet 120.6 mg/inklet
e o 95,0 9% -.103.0 % ]abt.l claimy 130.3 %
% Cynpoeiaui roatimin Eropukoxcen crnopizrena clnonyra {)'?' (H-FTC}’{C‘GE} ne Hinkite 0,2 | He nusuneno
Vo:
HaliGinpma weizentudikosana soMitika: se Oiasue 0.7 %: Hname semd niseaucyns
Cywva gomilox: He Glarare §.0% 1 Hysue Mexi Bingnen s
Related sulstances |
Eforicoxib relafed compound 02.(H-ETCRCO2Y: NMT 0.2 % wiw 1 Not Detected
1 Highest unknown impurity: NMT 0.2 % wiw " Below disregard limit
L R TTTTTTT T Total impurities: NMT Y0% w4 Below disregard limit:
H | MikpeGionoeriana yucerora® JaraabHn KEBRICTR AcpnOHUX MIKpoOpranisis. ]N\fi() He Giasie
102 KY Ofr. . He snkonverses
1 Jaranpaa. Kizpkicrs Apbrocosnk 1 majcenenux. rpudin (TYMC): we |
Binnme 102 KV O,
Bineyruicrs Escherickia coli 8 11 npenapaty.
Microbiological purity™
Tatal acrobic microbial count (TAMC) - NMT 10° €17 U/g. qr e e
Total Yeast & Mould Count (TYMC) - NMT 102 CFUfo. Mot Applicable
s Escherichio coli should.be absent per'] g

* Microbial purity will be performed on first 3 commercial batehes thereafier at every 10" Bereh or once in a FEUL.

BUCHGBOK:
CONCLUS

AHAJI3 BUKOHAR J /1
{ANALYSED BY) ‘”*u

KHP/QADOOAS/ALG0011-000

SJION:

Cepig- N 100‘1’36?

8 ﬂ{{:l : '*‘

gomplies with

BLAFIOBIZAC BrMoram MESTPIT Ne UASS626/01/03

the requirements of MOQC RC . Ne UA/T8626/01:03
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AR NET210FP23000830

KoMeHTapi: fiemac
Comments: 1o

3asma. 11po ceprrdiKaniior «AIHeHin s 3acsifuyio, o nageiena RHiNe IEGOPIMATn € BOCTORIPHOI 1 Touno. Iy
cepist ipoAyKuiY Oyina BuroToRAeH (BIAIOYAIONH YHAKORKY / MAPKYBANHS) | NPOREACHO KONTPOAS T AKOCTH HA
BHUREITAAROMY NigupHescTni 8 nopniii signosianocri 3. suMorasy, 3asuavendmMy 8 yuHgiil nacrawoni GMP,
sarpeprxeniit MinieTepersos oxopond siopos'ss Yipaluw, 1 3 BHMOrams peecTpauifiHoro A0chLe xpaiuu

npisHaycnnst. [lporokosy supofrMnTBA, YRakesKkH Ta auaaids Gyam nepernsmyri i BCYauonicHo Tx
BignopignicTe BuMorary GMPy,

Certification. statement: «On this 1 certify; that the above wentioned information is troe and sccurate. This
product batch was produced (including packaging / labeling) and conducted for its gualily control at the shove

:-mcnfmned manufacturer according to specified in the current GMP guidelines, approved by the Ministry of
Heatth of Ukraine, and with the requirements of the registration dossier of the destination counfry. Records of

manufacturing, packaging and analysis were reviewed and determined for their compliance with the GMP
Tequiremoentsy,

KepisHuK Py KOHTPOAK KOCT] Ynovuoramena -ocoba, w0 auificase
Quality contrel group manager cepTndikauiio cepii

Qualified Person 'ceﬁify_ing the batch

Tit'A Ta npizsdine Is'st ra npissre

(Name) {Narne)

Thynuc Tlinsuc

{Signature) {Signature)

Jlara nianyucagss Hata migmicasus ,ﬂ
(Date of signature) (Dite of signature) Q/ L
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