AEPIKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIFO 3A
HAPKOTHKAMMU Y KNIBCBKII OBJIACTI

npos, CeiTauyxol Hanil, 3, m.Kuie, 02099, ren/taxe: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €IPIIOY 37078774

BACHOBOK
HpO AKIiCTh BBE3EHOI0 B YKpaiHy JikapchbKoro 3acody

04.04.2025 Ne 15354/25/10

APKOKCIA®

(ralivenysanng AlkapCyROra 3acofy 3rinog 3 peccTPaiiiiis HOCRITUSHIIM)
TadaeTKM, BKPHTI 11iBK0BOIO 000a0HK0I0, 10 60 MK, no 7 Tadserok y Gaicrepi; no 1 Gaicrepy
Y KapToHHii Kopodii

(hopsa punyeky; 303yBaHlsa, BT NAKYBAHAA AIKapCLEOrD 3acody)

Hoatep peectpauiiiroro nocsizuenns UA/10704/01/02 crpox ail peecrpanifinore nocsizuenus 01.01.2099

Cepis sikapcexora 3acody No Y015260 KinuxicTs BaeseHoro mikapessoro sacedy 3600
Bupobnux Mepx 1Hapn 1 Hoym B.B., Higepnanau
{nafiMeHyBannd sHPOGHHEKD BiKapebkOro SucoBy, Kpuliia moXoaAeHHT)
Baezeno B Yipaiuy Criasne yxpalHebKo-ecTOHCBKe Dignpuemcrso y gopmi Tosapucrea
3 o0Mexenore BiAnoBixaabuicTo "Onrima-Papy, JITX", ineur, woa:
21642228

{Hafimesyranug T ko 3a CIPITOY jopiuangiol ocobi afio npisenme, in's, no SaTseori diame]
ool - nianpuaenud, Ti Micle TpoxHBAHIA T2 peecTpauilinnil HoMep 0BaiKOBGT KAPTKY NASTHIINS
nosaTkie 300 cepix 1a HoMep nacnopral

Hpotoxen pisyaasHoro koxrpoato sin 04.04.2025 Ne 0967/2.

32 pesynBTAaTAMH  ASPKABHOIC KOHTPOMIO BCTAHOBNCHO, W0 nikapcekufl zaciB peesero 8 Yxpainy 3

AOTPHMAHHAM BRMOT 31K0HOAABCTBA HIGHO 3a0e3IIeUeH s AKOCT] AIKAPCHKAHX 2acobis.

mog "‘f
\gmﬁmﬁ Py
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{nianuc) {ininjans: Ta npissmme)




A= ORGANON

CEPTH®IKAT BIAMIOBIAHOCTI I KOHTPOJIIO AAKOCTI
Hassa/Jlo3yBanusn APKOKCISI®, TaGieTku, BKPUTI TITiBKOBOK) 0GOJIOHKO, T10 60 Mr/
Eropukokcuby 60 mr

®opma pumycky/Tun i posmip TaGNeTKy, BKPUTI TiBKOBOIO 060sonKo10/ 1o 7 Tabnetok B Giictepi, 1o 1

YIHAKOBKH 6nicrepy B KapTOHHIH KopoOui

KinpkicTh 45 210 ynakoBox

Cepist Y015260

Honep NepBHHHOIO TaKyBaHHS Y015260

Cepisn in-bulk 3041140

Homep npopykTy 3880 - 1006391

Jara supoGunurea® 04.06.2024

Jara sakinyenns tepminy 06.2027

HPUAATHOCTI®

BupoGiuic in bulk Posi ®apwma TknacTpian Ce'pBiccc, C.A.
Anxanes ne Enapec, Icnanis

Hinsuuus recrysauns TOI : He 3acTocoByeThes

Bupotuuk Bignosiganbnuii 3a Mepx Ulapn i lloym b.B.,

nakyBaunsi/MapKyBanus Baapaepser 39, 2031 bH Xaapnem, Hinepnanun

Jarta nakypanus* 16.09.2024

Yac 6e3 oxostomenns** He 3acTOCOBYETbCS

Jlinenznst Ne 108958 F

Bupo6uuk Bixnosinanennii 3a Pogi ®apma Inpactpian Cepgicec, C.A,,

TecTyBaHHs Anxanbs ne Enapec, Ienanis

Bupo6uuk signosinanbuuii 3a Mepxk Wlapn i Joym B.B.,

BHIIYCK cepil Baapaepser 39, 2031 BH Xaapnewm, Higepnanan

Kpaina npusnayenns Yxpaina

Peccrpaniifine nocsiguenns UA/10704/01/02

Ceprugixar signosignocti GMP Ne NL/H 21/2035427A

*e06XiIHO BUKOPUCTOBYBATH HACTYTIHHIA (JOPMAT JaTH 3ajII YHUKHEHHS HETIOPO3YMiHb; **DD:HH:MM

KonTtpoJb 3miH:
CR (3anut na 3Miny) Homepy / Haspa: {CM-2024-01331

Komenrapi / OOMexCHHS: CM-2024-01331: sincyTni obmexenHs anst nauoi cepii

Hepessik BHPOSHMMEX BIIXHICHL/10CTIKeHHD BiIXWiIenb Bi cnenndikauii (He 3acTocoBycThes, SKINO
HeMa€ J0CTiDKCHB):
[Binxmirenus # |He sacrocosyctbes

PesyibTaTi aHaJiITHYHUX BHNIPOGYBaHKL Gy Mepesipeni BiiIOM 30BHILINLOT AKOCTI:
Awnanitaunuit cragnapt (AS) Hara xii: 20240524

dapmaxkoneiini Monorpadii - Bkaxkite Mororpadii (3 Bepcismu): He sacrocosyerbes

Yrogja npo Akicts  Jlara maGpanna uunnocTi: He 3acTocoByeThes

lume  Bkaxits fokymenT: He 3aCTOCOBYETBCS

/i))\() Lee F//(fjb/

24
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Pe3yanTaTi NPOBEACHHS KOUTPOJIIO AKOCTI:

He 3actocoByeThes (Moas Tabayii MoXKIIa 3aIUILUTH TOPOXHiMK, Ko BrOpano He 3aCTOCOBYETLCA)

. PesyabTaTn
ToxasHHKH SIKOCTi Bumoru :
aHaJ3y
Onne Jroonywi TabneTky 16ayKonofiGHol GopMH, BKPHTI MIIIBKOBOIO Biarosigae

0BONOHKOI0, TEMHO-3€JIEHOTO KONbOPY, 3 Tpasipysannam 200 3 oanoro
Goxy Ta ARCOXIA 60 3 inmoro

Kinbkicne sBuznaucnus 95,0-105,0% Bin 3asBi1e10l KIILKOCTI 99.6%
3asBleHa KinbKIicTh = 60 MT

TpoayxTn po3anxy Byns-sKoro iHAWBIAYaNLHOrO MPOAYKTY pO3Nay: MaKCHMYM 0,1% NR%

Cywma nipoaykTis posnafy: Makcumym 0,3% NR%
Inenrudicanus: ETopuixokcno Uac yrpuMyBaHHS MKy cTOPHKOKCHEY Ha XpomaTorpami BUNpoSysakoro Bignosigac
(BEPX) PO3HMILY MA€ BiANOBIZATH 4acCy YTPUMYBaHILs iKY eTOpUKOKCHOY Ha

XPOMATOTpaMi CTaHAAPTHOTO PO3UnHY (B Mexkax £ 2,5%)
InenTudikauusn: Eropukoxent (BIU5TH criexrp 3pasky MOBHHEH BUTPUMYBATH KpuTepii BiKknageni B apxisuili |Binnosijac
CHEKTP) JoxymenTanii 3 Baninauii

L. Binnosigac sumoram Papm.CIIA/ Esp.dapwm Biamnosigae
OnuopinuicTs 1030BaAHKX OXHHHUD:

OJTHOPIIHICTH K03y BAHHS

Pozunnenus 1 MiniMym 85% posuntsteThes uepes |5 XBHInH 102%

NR% - peaynbTat He dikeyerhes (<0,1)
1 Q=280%

MKSI PIT Ne UA/10704/01/02: Pesynbrati IpoBCISHES KOHTPONIO AKOCT] JiKapchKoro 3acofy oTpUMaHi
Bizrosixso 1o Jliuensii Ta BiamoBinaoTs crenudikauii, 3apeccTposanit B kpaiHi IIPH3HAUCHHS,

JlonatkoBa inopmaltis (3a orpebu): Cepis nepesipena 3 piero AS 20230519, He prumusac, OCKiJILKH BCI BUMOTH
TSt Kpainu, mepeniveni B motogHoMy AS 20240524, BHKOHANO.

Jara sumycky cepii: 23.09.2024

LM 31 3aCBIAYIO, 10 BHINEBKa3ana iH(OpMALa € AoCTOBIpHOIO i TouHor0. Jlana cepis mponyKTy Oyna BpoOIEHa, BKIIIOUAIOUH
YNaKoBKY / MApKYRaHHs Ta KOHTPONb AKOCT Ha BHILE3rafanii BUpoGHuHii NiNBHULI (-UAX) B MOBHIH BiANMOBIAHOCTI 3 BAMOTAMH
GMP, BCTAHOBNEHHMH MICLIEBHM PErYJIATOPHIM OPraHoM, a TAKoK 3rigno cnenmikauii, wo MICTHTBCS B peecTpaliiiHoMY JI0ChE.
TIpoToKkoH BUPOSHHULITBA, YIAKOBKH Ta KOHTPOMIO SKOCTI HEperyiaHyTo i BcTaHOBNEHO TX BifrnosiaHicTs BUMoramM GMP.

O6MesxeHHs Ha BUNYcK (Ko 3acTcoByeThest): He 3actocosyerbes

Meuemxep 3 sxocti npouykuii /IzaGems Toncanec-ITinro Jenexrponnuii nigrmc/ 20.09.2024
13:49:18+02'00"

VrioBHOBaXKeHa 0coba 3 skocTi: Mapko ArHemti
Konerr IxeHHinrce

3arBepkeno YIIoBHOBaXEHOIO 0c00010: Mapko Arueinti Jenextpounuii nigrmic/ 23.09.2024
15:57:03-+02'00"
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Certificate of Compliance/Conformance & Analysis

Product Name/Strength:

Arcoxia®, Film Coated Tablets, 60 mg / Etoricoxib 60 mg

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

Quantity: 45,210 EA

Batch/Lot Number: Y015260

Primary Pack Number: Y015260

Bulk Batch Number: 3041140

Item Code #: 3880 - 1006391

Date of Manufacture*: 04-JUN-2024

Expiry or Use Before Date*: 06-2027

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*: 16-SEP-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/10704/01/02

Additional information 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)
Page1of3
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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 Dark green, apple shaped Conforms
biconvex film-coated tablets, one
side engraved with 200, the other
side with ARCOXIA 60.

Assay _95.0 - 105.0 % Label Claim 99.6%
Claim = 60 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 15 102%
minutes
*NR: Not reportable with the meaning of <0.1%
* 1 Q=80%

MQC Reg. Cert. number UA/10704/01/02: 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: 23-SEP-2024

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

"l 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 Regulatory 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

External Quality Assurance Release

Isabel Gonzalez-Pinto Product Quality
Manager

Qualified Person - QP (if applicable)

Marco Agnelli Approved by
Colette Jennings Qualified Person

Signature/Date

Isabel

Digitally signed by
Isabel Gonzélez-Pinto

GonZéleZ‘PintO Date: 2024.09.20

Marco
Agnelli

13:49:18 +02'00'

Digitally signed by
Marco Agnelli
Date: 2024.09.23
15:57:03 +02'00'

PR-00544-DOC (Rev 8)
Page3of 3



AEPXXABHA CJIYKBA 3 JUKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHiBCBLKIN OBJACTI

npos. Coitmranoi Haxil, 3, M.Knis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BHUCHOBOK
PO AKICTh BBE3eHOT0 B YKpaliHy NikapchKoro 3acody

04.03.2025 Ne 8684/25/10

APKOKCIA®

{maiiMerrynanus jtikapeexoro 3ac0fy 3riAN0 3 peccTpaLilings Tock TIcHAM)
TaGJICTRH, BKPHTI NAIBKOBO10 060101K010, Hio 60 Mr no 7 Tabaeror y Guictepi; no 1 6aicrepy
Y KapToHHii KopoGuj

(opMa BIITYCKY, AOTYBaHHA, BIL NAKYBAHNY Nikapeskoro 3acoby)

Hontep peectpauiitaoro nocsizwenns UA/10704/01/02 crpox aii peectpauiiinoro nocsinzenns 01.01.2099

Cepia mikapcsxoro sacoby Mo Y (11466 Kinexicts Beesetoro sikapesxoro sacofy 2000
BrpaGrik Mepxk llapn i Hoym b.B., Hizepnanau
(trafimenysarnd BupoBHika nikapcEkoro 3acoBy; xpaiva MOXoReHHA)
Baeseno B Ypainy CniibHe YKpaiHChKO-eCTOHCEKE HANPHEMCTEO Y Qopai ToBapucTBa
3 oOMesxenolo sinnoBigaanuictio "OnriMa-®apm, ATH", igenr. xon:
21642228

(nalimenysauna 1a xog 32 EAPTIOV wpimiusol ocobi afo npiase, iM's, no Satekosi BismHOT
ocoBt - niaupenus, W Micue npaxnsaud Ta peecTpauiiinit Hosep oBniKoBOT KAPTKIL MNATIENKS
nogarkie abo cepiz @ HoMEp nacmopTa)

Ipororen Bi3yaisHore xourpomo sin 26.02.2025 Ne 0556/2.

32 pesyabTaTaMi RepKABHOTO KOHTPOZI0 BCTAHOBIEHO, MO JIKAPCEKMEE 3acil  Beeseo 3 Vipainy 3
AOTPDHMAHHSIDM BIMOT 32K01(013BCTEA IIOH0 326C3NECHHA SKOCTI TIKAPCEKUX 3ac0BiB.

Onpra: € PBOMEHKO-

THinnie) Cisdtdanm rw iipishrine}
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CEPTH®IKAT BIANOBIIAHOCTI 1 KOHTPOJIIO AAIKOCTI

Hassa/llosysanus APKOKCIS®, Tabnerku, BKPUTI THBKOBOIO 000J0HKOI0, 110 60 Mr/
Eropukoxcuby 60 mr

Mopma sunyeky/Tun i posmip TabaeTiu, BKpUTI 1iBkosoio oGononkoo/ 1o 7 tabnerox B 6aicrepi, no |

YNAKOBKH Gnicrepy B KapToHHiit kopobui

Kinskicrs 15 660 ynakosok

Cepist YO011466

Homep nepBiinnoro nakysatst YO011466

Cepist in-bulk 3037075

Homep npoayxry 3880 - 1006391

Jlara supobunursa® 13.02.2024

Harta zaxinuenns repminy 02.2027

npuaaTHocTi®

Posi ®apma Iunacrpian Cepsicec, C.A.,

OIS e bulle Anxanss ne Enapec, Icnanis

Hinuunns reerysamns TOI ¢ He 3acrocoByerbes

BupoOnuk sianosizanshmii 3a Mepx Llapm i Joym B.B.,
naKyBainisg/MapKyBaHHst Baapaepser 39, 2031 BH Xaapnewm, Hinepnanau
Marta nakysanusn® 04.07.2024

Yac Ge3 oxonomkenusg** He 3acrocoByernest

Jlineusns Ne 108958 F

BirpoGnuk sianosinansuuii 3a Poni dapma lunacrpian Cepsicec, C. A,
TeCTyBaNIs Anxanbs ge Enapec, lcnanis

BupoOunx sianosinansmmii 3a Mepx [Hapn i Jloym B.B.,

BHIYCK cepif Baapaepser 39, 2031 BH Xaapnewm, Hixepnanun
Kpaina npusnauennsn Yipaiua

Pecerpaniiiue nocsigucnns UA/10704/01/02

Ceprudirar sinnosignocri GMP Na NL/H 21/2035427A

*Heo6Xi N0 BHKOPHCTOBYBATH HACTYMIMIT (hopmaT aary 3aulst yHukHeH s Henoposymine: **DD:HH:MM

Konrpons 3min:
CR (3anuT na sminy) Homepu / Hassa: | He 3acrocosyerbes

Komenrapi / Obmexenns: He 3acrocosyerscest

Ilepeaix BupoGiaux BiaAXmACHB/ROCHKEHNDL BiaXIaenb Big eneundiranii (He 3acrocosyernes, stkuio
HEMAC JOCHIIKCHD ):
[Binxunenns # [He sactocosyernes

PesyanTaTi anaaitiuunnx sunpobysans 6yan nepesipeni Biaaiaom 30Bnimnboi akoeti:
AnaniTnunuit cranpapr (AS) dara aii: 20240524

Gapmakorneiini mororpaii  Braxirs monorpadii (3 Bepciamu): He sacrocosyerses

Vroaa npo sikier,  Jlara nabpanus unnnocTi: He 3actocoByernest

lmme  Braxits nokyment: He 3acTocoByeThes



l)Cf}y.ﬂl)T'dTH NPOBCACHH KOHTPOMIO SIKOCTI:

He 3acrocoyerbes (nosts mabiuit MoxHa 3aTMLLIATA HOPOKHIMA, stkilo BuGpano He sacTocosyerbes)

1 . B PesyabraTn
Hokazunkn sikoceTi HMOTH atiaizy
Onue Jsoonyxni TaBnerky s61yKononioHol hopmu, BKpUTI nniBkoBoio Bignosinae
060I0HKO10, TEMHO-3C/ICHOr0 KOJH0pY, 3 rpasipysanusm 200 3 oauoro
Goky Ta ARCOXIA 60 3 inoro
Kinbricne susiaucuus 95,0-105,0% Bia 3asBaeHol KijlbKOCTI 98,7%
3asiBnena Kinbkicrs = 60 mr
ITpoaywkrn posnany Byns-skoro ingusigyansnoro npoaykty posnagy: makcumym 0,1% NR%
Cyma nponykTis po3nagy: makcumym 0,3% NR%
Lnewrudicanusi: Eropiicokent Yac yrpumysauus 11iky eropuxokcufy ta xpomarorpami suripodysanoro  |Bianosigae
(BEPX) PO3UKMHY Mae BIAMOBIATH UaACy YTPUMYBaHHs iKY eTopuKoxcuOy na
Xpomarorpami CTaH/apTHOro po3unty (B Mexax = 2,5%)
Inenrudicauns: Evopuiorent (BIU4BIU cnexrp 3pasky NoBUHEH BUTPUMYBATH kpuTepii Buknafeni B apxisuili |Binnosinae
CHEKTD) NOKyMeHTauil 3 Baniaii
) Bianosinae sumoram Papm.CILA/ Esp.Papm Biarnosinae
Oanopiaticrs A030BAHNX OAMHHUL!
OANOPIAHICTD J03YBAMHSI
Posunneunnst | Minimym 85% posunusierses uepes 15 xsunun 100%

NR% - pesynvrar ue dixcyerses (<0,1%)

T Q=80%

MKt PIT Ne UA/10704/01/02: Pesynuraru npoBeieHHs KOHTPOIIO SIKOCTI JIiKapekKoro 3acofy orpumMani
siznosiano o Jlinensii ta sianosigators cneuudikaitii, 3apeectpoBatii B kpaini npusHauenns,

Jlonarrosa inopmauist (3a norpedu): Cepist nepenipena 3 ukopucranusm AS 20230519. He mac srumgy,
OCKISILKH BCI BUMOTH JUlst Kpailin, nepediveni B norounomy AS 20240524, suxonano.

Jara sunycky cepii: 16.07.2024

LM 5 3acsiauyto, 1o BUIIEBKasana indopMalis € 10CToBipHoIo i TouHo10. [lana cepist npoiykry 0yia BUpoOicHa, BKAIOUAIOHH
YHAKOBKY / MapKyBaHHst Ta KOHTPOSL SKOCTI Ha BUliesrajaHill rupobuuyiil ainbuuLi (-UsX) B MOBHIH BiAnoBinHoCT 3 BUMOramu
GMP, BCTAHOBICHUMH MICLEBHM PErYJISTOPHUM OPraHoM, & Takoxk 3riaHo creuudikallii, 110 MICTUTLCS B PEECTpauiiiHoMy 10CLE.
[Tporokonn sUpOBHUITBAE, YITAKOBKK Ta KOHTPOJIO SIKOCTI NEPErnsHyTo i BCTAHOBNEHO iX BinnosiadicTs sumoram GMP.

Metiepxep 3 SsKOCTI MPOLyKILii:

13a6ensb [oncanec-Ilinro /enexrpounuit ninnne/ 10.12.2024

YnosuoBaxkeHa ocoda 3 SIKOCTI:
Mapxo Aruesni
Konerr Jlkenninre

12:07:19+01'00'

Sarpepmxeno: Mapko Ardenni /enexrponnuii nignuc/ 10.12.2024

12:23:18+01'00'
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Certificate of Compliance/Conformance & Analysis

Product Name/Strength:

Arcoxia®, Film Coated Tablets, 60 mg / Etoricoxib 60 mg

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

Quantity: 15,660 EA

Batch/Lot Number: Y011466

Primary Pack Number: Y011466

Bulk Batch Number: 3037075

ltem Code #: 3880 - 1006391

Date of Manufacture*: 13-FEB-2024

Expiry or Use Before Date*: 02-2027

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™: 04-07-2024

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/10704/01/02

Additional information 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 N/A
[Title:
Comments / Restrictions: N/A

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




i N s g
e 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 Dark green, apple shaped Conforms
biconvex film-coated tablets, one
side engraved with 200, the other
side with ARCOXIA 60.

Assay __950 b 1050 0/0 Label Clalm 98’70/0
Claim = 60 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 15 100%
minutes
*NR: Not reportable with the meaning of <0.1%
t Q= 80%

MQC Reg. Cert. number UA/10704/01/02: 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 fulfifled.
-Release date: 16-JUL-2024
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Certificate of Compliance/Conformance & Analysis

" 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 Regulatory 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 Product Quality lsabel Digitally signed by
Manager . Isabel Gonzélez-Pinto
Gonzalez- Date: 2024.12.10
Pinto 12:07:19 +01'00'

Qualified Person - QP (if applicable)
Marco Agnelli Approved by

o Digitally signed by
Colette Jennings Qualified Person Ma F'co Marco Agnelli
H Date: 2024.12.10
Agnenl 12:23:18 +01'00'
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