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CEPTH®IKAT BLINTOBILAHOCTI I KOHTPOJIO SIKOCTI

Hassa/llozyBanus

dopma sunycky/Tuw i posmip
YHAKOBKH

Kiankiers

Cepisn

Homep nepsiunoro nakysanns
Cepist in-bulk

Homep npoaykry

Jlata supoGuuursa*

Jlara zakinuenust repminy
npaaTHoCT*

Bupo6Guik in bulk

Jlinsuuas recrysapns TOI:
BupoOuuk signosinannunii 3a
HAKYBARHSI/MAPKYBANI NS
Jlata nakysanun*

Yac Ge3 oxoaokenna™*
Jlinensun Ne

BupoOnuk sianosiganbnmii 3a
TECTYBANHS

BupoGunk sianosigansnuii 3a
BHIYCK cepil

Kpaina npusnascnus
Pecerpaniline nocsinuenus
Honarkosa inhopmanis npn
ucobxianocri: Ceprudikar
sianosianocri GMP

APKOKCIA®, Tabnerki, Bkputi naiskoroio odosomnkoio, no 120 mr/
Eropukoxcudy 120 mr

TaBNETRU, BRKPUTI ANIBKOBOIO 0D0J01KOW0/110 7 TabneTok y daicrepi: no |
Onictepy 8 kapronniil kopotui

81 517 ynakosok

Y015191

Y015191

3038357

3882-1006430

22.03.2024

03.2027

Powi dapma Iupacrpian Cepsicee, C A,
Adstkanba e Enapee, lenanis

IHe 3acrocoByeThes

Mepk Lapn § [loym B.B.,

Baapaepser 39, 2031 BH Xaapaes, Hinepranan
12.09.2024

He 3acTocoBveThes

108958 F

Posi (apma Inpacrpian Cepsicee, C.A.,
Anxanbs ae Enapec, lenanis

Mepx LHapn i Jovm BB,

Baapnepser 39, 2031 BH Xaapaewm, Hinepnarn
Yrpaiua

UA/10704/01/04

No NL/H 2172035427 A

*HEoOXIAHO BUKOPHCTOBYBATH HACTYNHMI (HOPMAT JIATH 3A/U1A YHHKHEHHS HEROPO3yMiL: *¥DD:HH:MM

Kowrpoas 3min:

CR (3anuT na sminy) Homepu / Hasga;

CM-2024-01331

Komenrapi / Qdmexeris:

CM-2024-01331: 6e3 obMeaetth Juist 1anot cepii

[epenik supoGuIuNX BiaXwICHBL/AOCHLKENL BiAXWICNs Bia cnenndikanit (He 3acrocosycrses, siio nemac

JIOCHIJDKEH):

Binxunenus #

]He 3ACTOCOBYCTHCS

Pesybrath anagiTaanux sunpodysans 6yan nepesipeni BUUGAOM 30BHIHINGOT IROCTE:
Axasitiunnli crannapr (AS) Hara ait: 20240524

dapmakoneiini Monorpafii
Yrojaa npo aKicTh
Ime

Braxite Monorpaii (3 sepeismu); He 3acrocorycThes
Jara nabpauus usnnocri: He 3actocoByerhes
Braxith RokyMenT: He aacrocoyerses

PC?.\’JII,‘I'H'I‘H NPOBEACHHA KOHTPOTIO SIKOCTE:

He 3acroconyerbes (nons TabaHILE MONCHA 3RAILHTH NOPOACtHMK, K110 BuOpano He 3actocosyernes)

PesyabraTn
[oxkaunkn sikocTi Bumorn —
AHAJBY
Oune soonyiuti Tadnerkn s0aYKONOIGHOT oML, BIKPITI NIHBKOBOIO Bianosinac
0B0A0HKOKY, BAC-3ENEHOrD KOSILOPY, 3 Fpasipysatiiam 204 3 ojtiioro Boky
ta ARCOXIA 120 3 inuioro
KinbkicHe BH3HAUCHHS 95,0-105,0% 8i/1 3a9B1CHOT KiINbKOCT 99,5%
3assnena Kibkicrs = 120 mr/rabneriy
Mpoayxrn posnany Byab-AK0Oro inanBiayanshoro npoaykTy posnaty: Makchmym 0,1% NR%
Cyma mpoayKTiB posnajy: Makchmym 0,3% NR%
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Inenrndicamns: Eropukoxci® Yac yrpumyBanis miky eTopikokckOy Ha xpomarorpas i Bunpofysatoro
(BEPX) PO3UIHY MAC BLANOBIAATH HaCy YTPHMYBAHHS iKY CTOPHKOKCHOY HA

NPOMATOTPAM CTANAANTUOTO POFUHIY (3 Merax 4 2,5%)

Bijnosinae

Inemtagikamns: Eropurorend (BIU-{BIU coekry 3pasky HOBHICH BITPHMYBATH KPHTCPIT sHKRadeni B apxisuiii | Bianosinac
CHEKTR) JIOKYMCHTALLT 3 Bastinawii

o Bignosiac susoras daps. CLIA/ Esp.dapm Binnosigac
OUHOPIAHICTL L030BATTNX OANLHHIL:
aadopinnicTs ao3ysanns
Posuinnenns Mininys 83% postuHscries uepes ES Nsusui 99%

NR™ - pesvaibrar e guxevernes <0, 1%
PO S0

MICST T No VA TOT0420 17047 PeavanTarss 11PpoBCACHIs KOITPORK #KOCTT IHKAPChKOro sacody oTpusati
BEUIOBLAO 0 JHeni 1a BANOBLAAI0TL Cnewndikaiti, sapecerpopaniii 8 Kpaid npuanatetis.

Jlostrrkosa sopmartis (v notpedn): Cepin nepesipena 3 ticio AS 20230519, He miuisac, 0ckinbkn sei BUMOrH
U kpaiin. nepeaiteni s uorotomy AS 20240524, sukounano.
Jlara suryeky cepiic 20.09.2024

|{HM 3 3aCRIAUYIO, 1O BHILEBKA3AHA IHPOPMAtLis € L0CTOBIPHOIO T Tounolo. Jlana cepis 1posykTy Oyna srpobacHa, BKIHOHAIOH
YUAKOBKY / MApKyBaNII T8 KOHTPOsb AKOCT] Ha suulesraganiii supoluii JNbH (-1AX) B NOBHIH BIAMOBIMHOCT] 3 BUMOraMy

(IMP. BCTAHOBACHIMI MICIEBHM PELYIISTOPHMM OPLAHOM, & TAKOH M0 CHetnPikatii, o MICTHTLEH B PECCTPAIITHOMY J0CHC.

FIPOTOROIN BHPOBTIIIL KA, VIEIROBRIL F) KQHEPOIIO AKOCTEHCPCIM VIO | BCHloBICHo iN nizmoninicrs siuyoram GMP

MeneIERep 3 SKOCT ITPOAYKIL

Isadesin oncanee-1 o

Cuetdanicr 3 nakysans  Fadenn oncance-THinro/eaekrporssdi nianae/ 19.11.2024
16:52:21+0100"

N IORHOBAKRE BA ocodil 3 IROCTI Milpl\'(? Arneiin

Kazerr Jlaennmie

Sarnepaikeno: Mapso Arneui /enextponmnii niaone/ 19.11.2024
16°56:38+0 100"




Certificate of Compliance/Conformance & Analysis

Product Name/Strength:

Arcoxia®, Film Coated Tablets, 120 mg / Etoricoxib 120 mg

Dosage Form/Package size and type:  Film
coated tablets / 7 tablets in blister, 1 blister in
carton

Quantity: 81,517 EA

Batch/Lot Number; Y015191

Primary Pack Number: Y015191

Bulk Batch Number; 3038357

ltem Code #: 3882 - 1006430

Date of Manufacture*: 22-MAR-2024

Expiry or Use Before Date*: 03-2027

Bulk /Material Manufacturing site: ROVI
PHARMA INDUSTRIAL SERVICES, S.A,,
ALCALA DE HENARES, SPAIN

TOI Testing site: N/A

Packaging/ Labeling Site:  Merck Sharp &
Dohme B.V.,Waarderweg 39, 2031 BN
Haarlem, The Netherlands

Date of Packaging®: 12-09-2024

Time Out of Refrigeration**: N/A

Manuf. Auth. Number/Cert EUD Number:
108958 F

Testing Site: ROVI PHARMA INDUSTRIAL
SERVICES, S.A., ALCALA DE HENARES,
SPAIN

Release Site:  Merck Sharp & Dohme
B.V..Waarderweg 39, 2031 BN Haarlem, The
Netherlands

Target Country (Destination/importing country):

UKRAINE

Marketing Authorization Number:

UA/10704/01/04

Additional informaticn as needed:

GMP certificate number: NL/H 21/2035427A

*use appropriate date format to avoid misunderstanding; **DD:HH:MM

Change Controls:

CR (Change Request) Numbers
[Title:

CM-2024-01331

Comments / Restrictions:
batch

CM-2024-01331: does not generate a restriction to this

Manufacturing List of Deviations / OOS Investigations (N/A if no investigations):

Deviation # | N/A

The analytical test results were reviewed by External Quality against:
Analytical Standard (AS) [X] Validity date: 20240524
Pharmacopeia Monographs [ ] Specify Monographs (with versions): N/A

Quality Agreement [ ] Effective date: N/A

PR-00544-DOC (Rev 8}
Page 1 of 3




H ORGANON
Certificate of Compliance/Conformance & Analysis

Other ] Specify document:  N/A

Test Results:
Not applicable (table fields can be left blank if N/A is selected) ]

Test Specifications / Limits Results
Appearance Pale green, apple shaped CONFORMS
biconvex film-coated tablets, one
side engraved with 204, the other
side with ARCOXIA 120
Assay 95.0 - 105.0 % Label Claim 99.5 %
Claim = 120 mg/tablet
Degradates: Any Maximum 0.1 % NR%
Individual
Degradate
Degradates: Total | Maximum 0.3 % NR%
Degradates
Identity: Etoricoxib | The retention time of Etoricoxib CONFORMS
(HPLC) peak in sample and standard
chromatograms are essentially the
same (within +/- 2.5%).
Identity (NIR) The sample spectrum must pass CONFORMS
the criterion set forth in the library
validation.
Uniformity of Conforms to USP / EP CONFORMS
Dosage Units:
Content Uniformity
Dissolution t Minimum 85% dissolved in 15 99%
minutes

*NR: Not reportable with the meaning of <0.1%

Tt Q=80%

MQC Reg. Cert. number UA/10704/01/04: Test results were generated in compliance to MAA
and comply with specification registered in the country of destination

Additional Information (as needed): Batch tested with AS validity 20230519. No impact as all
requirements for the country listed in current AS 20240524 are fulfilled.

-Release date: 20-SEP-2024

PR-00544-DOC (Rev 8)
Page 2 of 3
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Certificate of Compliance/Conformance & Analysis

"I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labelling and quality control at the above-mentioned
site(s) in full compliance with the GMP requirements of the EU and of local Reguiatory Authority
and with the specifications in the Marketing Authorization of the importing country or product
specification file for Investigational Medicinal Products. The batch processing, packaging and
analysis records were reviewed and found to be in compliance with GMP”.

Release restriction (if applicable): N/A

Name Position/Function  Signature/Date
External Quality Assurance Release

Isabel Gonzalez-Pinto Packaging . .
Lo Digitally signed by
specialist Isabel Isabel Gonzalez-Pinto
Gonzalez-Pinto Pate: 2024.11.19
16:52:21 +01'00"
Qualified Person - QP (if applicable)
Marco Agnelli Approved by Diqi ‘
et gitally signed by
Colette Jennings Qualified Person Ma Fco Marco Agnelli
. Date: 2024.11.19
Agnelh 16:56:58 +01'00'
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