AEPJKABHA CJOYIKBA 3 IIKAPCBKHAX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM ¥ KUIBCHKIN OBJIACTI

upos. Ceitnuryuoi Hanil, 3, m.Kuis, 02099, ten/(akc: (044) 363-06-50
E-mail: dls.ko@dls:gov.ua, Kog €APIIOY 37078774

BUCHOBOK
HPO AKICTh BBE3€HOI0 B YKpainy JixapcbKoro 3acody

18.11.2024 Ne 58578/24/10

APKOKCISA®

(HaiimeryBanHA Nikapeaxoro 3acody aringo 1 peecTpauiiiium nocsifUeREAN)
TabaeTKy, BKPUTI nBROBOIO 0605108K0I0, 10 90 M1, mo 7 TabneTok v Gaicrepi; no 1
GaicTepyn y kaprouuiii kopeéui.

(hopan snmycky, DOIVBAHHS, BHI HAKYRNINHA JKAPCLEOro JaC0GY)

Homep peeerpanifinoro nocsiagenns UA/10704/01/03 erpox ait peecrpaniiinore nocaiggenns 01.01,2099

Cepin nixapcrroro saco8y Ne Y011551 Kinskicrs saesenoro. ikapesroro zacody 6660
BurpoGritk Mepx lapm i Joym B.B., Hinepnanau
{naiimenyranis BupofHnka nixapenxoro 3acoby, kpalka MOXOUKEHHS)
Beeacro B Yipainy Crhinbre ykpailichKo-ecTOHChKE NIXTPHEMCTEO Y (opni TOBApHUCTBA
3 o0mexenoio pignopinaapnictro " Onrima-®apwm, AT, izenr. wox:
21642228

{Haiisenypanus ta-kea 3a EAPIIOY wopsurwol ocobn afo upissie, in'a, no Garskosi Gizuysol
ocabit - mianpueMua, Ti mictie npoxneanas Ta peectpaniiinmii noMep o6aironel xapTrI NAITHIKA
neAaTkiB 200 cepis Ta HOMep nacnopra)

Ilpotoxon eizyansnoro kenrpoato six 12.11.2024 Ne 3501/4.

3a  pesynbTAaTaMM [EP/KABHOTO KOHIPOMIC BCTAHOBAEHO, INO- JIKAPCHKEIT 3aci  BRe3eHO B Yrpainy 3
AOTPHMAHHAM BHMOr 34KOHONABCTEA IUOA0 3a0C3NEUCHAEA AKOCTI NIKAPCHLKIX 3COGIB.

Oupra E.‘,PI-;»O}_\;_I_E_HKQ

Katrrpoain) ' {niine) Ciedizianie i npideage)




-5 ORGANON

CEPTH®IKAT BIAITOBIAHOCTI I KOHTPOJIIO SIKOCTI

Haszsa//losysauus

APKOKCIA®, tabnerku, BKPUTI TU1iBKOBOIO 060JI0HKOIO, 110 90 M1/
Eropukokcudy 90 Mr

Gopma sunyexy/Tun i posmip

tabnertiu, BKpUTI niBkoBoto 06onoHkoio/ no 7 Tabnerok B Giicrepi, no |

NPHAATHOCTI®

YHAKOBKH 6nicrepy B kapToHHii Kopo6ui
Kinbkicrs 36240 ynakoBok

Cepin YO11551

Homep nepunnoro naxkysanus YO11551

Cepin in-bulk 3038364

Homep npoaykry 3881 - 1006407

Jara supobunursa* 03.04.2024

Hara 3axinuenus repminy 04.2027

Bupo6uik in bulk

Posi dapma Inpacrpian Cepsicec, C.A.,
Anxanbs e Enapec, lenanis

Jliasnunst recrysannsn TOI :

He 3acrocoByeThest

Bipofunk sinnosinannuuii 3a
NAKYBARUSA/MAPKYBARIIS

Mepx Lllapn i loym B.B.,
Baapaepser 39, 2031 BH Xaapaem, Higepnanan

Jara nakysanus* 08.07.2024
Yac 6e3 oxonomxenna™* He 3acrocoByerhes
Jlinensin No 108958 F

Bupofnnk signosinaanuuii 3a
TECTYBANS

Posi ®apma Inpacrpian Cepsicec, C.A.,
Anxanest ne Enapec, lenanis

Bupofnnk sianosizanpinii 3a
BHITYCK cepil

Mepx Lapn i Joym B.B.,
Baapaepser 39, 2031 bH Xaapnem, Hinepnauan

Kpaina npnzuasienns

Ykpaina

Pecerpaniiine nocsinuenns

UA/10704/01/03

Ceprugixar sinnosianocti GMP

No NL/H 21/2035427A

*HCOOXINHO BHKOPHCTOBYBATH HAacTyNHUM QOPMAT JaTH 3817151 YHHKHEHHS HenoposyMink; **DD:HH:MM

Konrtpoan 3min:

CR (3anuT na 3miny) Homepu / Hassa:

He 3acrocoByeTbes

Komenrapi / O6MemeHs!;

He 3acrocoByerbes

Ilepeaii supoGunynx siaxmiens/rocnimkennn siaxuicns sin cnenndirauii (He 3acrocoBycrnes, sikino

HEMAC 0CHIGKEND):

Bijxunens # ]

He 3acrocoByerhes

PesyanTaTi ananiruunnx sunpodysa
Ananiruanuit crannapt (AS) Mara aii:

ub Oynu nepesipeni sigaisnom 3oBuimnLoOT siKocri:
20240524

Dapmaxoneini monorpadii  Bkaxits monorpadii (3 Bepcismu): He 3acrocoByerses

Yroaa npo sxicrs  Jlara nabpauus uu
Ine  Bxaxith qokymenr: He 3acroco

nHocri: He 3acrocoByerbes
BYETHCS




PesyanraTin npoBeaeits KOWFPOJIIo scocTi:

He 3acroconyernes (11013 TaBanLi MOAKHA JATHLIMTI TOPOXKHIMK, k1o Brbpato He sactocosyerhes)

Il . B Pesyabrartu
OKAZHUKN SAKOCTI HMOTH .
a3 anajisy
Onuce Tpoonyki Tadnerku 16,1yKonoAiGHOT (JopMU, BKPUTI MIIBKOBOIO Bignosinae
060OHKOIO, BLJI0r0 KONBOPY, 3 rpasipysantsamM 202 3 oanoro 6oky Ta
ARCOXIA 90 3 innoro
Kinbkicie pusnaucuus 95,0-105,0% Bia 3assneHol Kinbkocri 100,0%
3anpaena kiibkicrs = 90 Mr
[poaykri po3uany Byap-1koro iHauBifyansHOrO NPOLYKTY PO3MaLy: MaKCHMyM 0,1% NR%
Cyma apoaykris posnaiy: Makchmym 0,3% 0,1%
Lnenrudicanms: Eropnkoxend Uac yTpuUMyBaHHS MKy eTOPHKOKCHBY Ha XPOMATOrpaMi BUNPOOYBaHOTo Bianosinae
(BEPX) pO3UMHY Ma€ BLNOBIAATH Hacy YTPHMYBaHH niky eTopuKoKculy Ha
XPOMATOrPaMi CTAHAAPTHOrO PO3UHHY (B Mexax + 2,5%)
Lnenrudircams: Eropnkoient (BIU4BIY criekrp 3pasiy nOBUHEH BUTPUMYBATH kpurepii Bukaaseni B apxisniii - [Bianosinae
CHeKTp) JoKymenTauii 3 Basigauii
o Bixnosinae sumoram dapm.CLUA/ Epp.Papm Bignosinac
OnnopiicTs 1030BaMBX OAHHKUB:
OANOPIAICTD 103y BAHIIS
Posmmennn § Mitimym 85% posuunHseTbes uepes 15 Xxpunmu 100%

NR% - pesyssrar ne (hikeyernest (<0,1)
TQ=280%

MICST PIT Ne UA/10704/01/03: PesynbTaTi npoBEIeH s KOHTPOJIO AKOCTI Aikapebkoro 3acofy oTpHUMaHi
sinnosiano mo Jinensii ta sianosinaors cneuudikauii, 3apeectpoBaHiit B kpaiti NPU3HAUCHHS.

Jlonarkosa indopmattis (3a norpeGu): Cepis nepepipena 3 nicio AS 20230519. He Bnamsace, OCKifIbKK BCi BUMOTH
Just kpaiuy, riepeniveni B norounomy AS 20240524, sukonaso.

Jlara surycky cepii: 19.07.2024

1IN 5 3CBIYI0. 110 BHILEBKA3aHA iMdopMALa € JoCTOBIpHOIO | Touno0. lana cepis npoaykry 6yna BUPOGICHA, BKJIOUAIONH
YIIAKORBKY / MAPKYBaHHs T2 KOHTPOAL SIKOCT] HA pUUIE3rafanii Bupo6uuuiit ainsuuui (~uix) B nOBHIH BiANOBIAHOCTI 3 BUMOTaMK
GMP, BCTatoBAeHHMHU MICIIEBUM PETYJSTOPHAM OPraHoOM, a TAKOX 3rifHO creuu(ikauii, Wo MICTHTHCS B PEECTPALiHHOMY AOCLE.
TpoToKosin BUPOGHUIITBA, YTIAKOBKH TA KOHTPOINO AKOCTI NEPErTIAHYTO i BCTAHOBIEHO iX pianosizuicts Bumoram GMP.

Meunemkep 3 SKoCTi NPOAYKLIT:
Xas'ep Maprines

Creuianicr 3 nakysanns  Xas'ep MapTines /enexrponnuit ninmuac/ 17.10.2024

Ynosropaxkena 0coba 3 sKocTi:
Mapko Aruensi / Koserr Jhkenuninre

11:07:14-+02'00'

Jarrepaeno: Mapko Arnesni fesexrpounuii nianue/ 18.10.2024

12:32:02+02'00"




45 ORGANON

Certificate of Compliance/Conformance & Analysis

Product Name/Strength:

Arcoxia®, Film Coated Tablets, 90 mg / Etoricoxib 90 mg

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

Quantity: 36,240 EA

Batch/Lot Number: Y011551

Primary Pack Number: Y011551

Bulk Batch Number: 3038364

item Code #: 3881 - 1006407

Date of Manufacture*: 03-APR-2024

Expiry or Use Before Date*: 04-2027

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*: 08-JUL-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/10704/01/03

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):

N/A

Deviation #

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

Quality Agreement [_] Effective date: NJ/A

PR-00544-DOC (Rev 8)
Page 1 0f3




% 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 White, apple biconvex shaped CONFORMS
tablet,coated, one side engraved
with 202, the other side with

ARCOXIA 90.

Claim = 90 mg/tablet
Degradates: Any Maximum 0.1 % NR%
Individual
Degradate
Degradates: Total | Maximum 0.3 % 0.1%
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% in 15 minutes 100%
*NR: Not reportable with the meaning of <0.1%
1t Q=80%

MQC Reg. Cert. number UA/10704/01/03: 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: 19 July 2024

PR-00544-DOC (Rev 8)
Page 2 of 3



[Organon] Proprietary

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  Signature/Date

External Quality Assurance Re‘l‘eas’e_ - e r

Javier Martinez Packaging JAVIER ety e ecky ISR

specialist Date: .10.17 11:07:

MART'NEZ +0;.0§.02410 11:07:14

Qualified Person - QP (if applicable)

Marco Agnelli / Approved by Digitally signed by Marco

Colette Jennings Qualified Person Ma rco Ag nEI “ gg::lgoz/;']()‘]g 12:32:02

+02'00'

“Organon Qualified person registered under the MSD Haarlem license (Merck Sharp & Dohme
B.V., Waarderweg 39, 2031 BN, Haarlem): Mfg. Auth. Num. 108958 F, GMP Certificate
No.NL/H 21/2035427A".

PR-00544-DOC (Rev 8)
Page 3 of 3






HEPKABHA CIYXKBA 3 JIKAPCHKNX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCLKIH OBJIACTI

npoe. Ceitnnynoi Hazii, 3, m.Kuis, 02099, ten/daxe: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €IPTIOY 37078774

BHCHOBOK
IIPO ARICTH BBE3EHOro B YKpaiHy JiKapchKOro 3acoGy

13.03.2025 Ne 10938/25/10

APKOKCIH®

(trafiseryBanns Jikapcbkoro 3acofy 3rifHO 3 PECCTPALEIMNA HocBieHHsM)
TalNeTKH, BRPUTI BAIBKOBOIO 000101K010, o 90 M, no 7 TaGueTox y Gaicrepi; no 1 Guicrepy
¥ KapToHHii Kopobui

{hopa BUNYCKY, A03YBAIHA, BIJ TAKYBIHIN TIKPCLEOrD 3ac0fy)

‘Homep peecrpauifinoro nocsigvenns UA/10704/01/03 crpox afi peecrpaytitnoro noceinuenns 01.01.2099

Cepin mixapcbkoro sacofy Ne Y015190 Kinskicte eesexoro itikapekkoro sacoby 1960
Bupobuux Mepx Hlapm i Joym B.B., Hizepnauau
{HafiMCHYBAHHA BIPOOHIIKA AIKAPCEKOTO 3acody, KpalHa HOXOLKEHHE)
Baeseno B Yxpainy CniabHe yrpatHeLbK0-eCTOHCLKE NIANPHEMCTBO ¥ Gopmi TOBApHCTEA
3 o0Meskeniolo Bianosixaaesnictio "Onrisma-Papm, JITA", iacur, wox:
21642228

{nafivenyBanns Ta kog 3a €JIPTIOY opimnunol ocoby abe nipissume, in', na GaTerasi HizmTHOT
ocoln - nianpsiemis, T Mictie npoacisann Ts peeeTpauifinl HoMep ofnikusol KapTRI HNATHIKE
nogatkie afo cepis T4 HoMep nacopTa)

IIporokoen sizyaneuore kontpemo six 07.03.2025 Ne 0698/4.

32 pesynbTATAMM JIEPKABHOIO KOHTPOAK BCTAHOBACHO, DD IiKapehisiii  3acif  eseeseno B ¥kpainy 3
AOTPHMAMKHAM pivor 3akonoaascTsa moeAo salesneyennn Akocti tikapepkix sacobis.

Qnera €EPLOMEHKO

‘Hicourpomo) (oianuc) (Initiam Ta RpizeAILE)




- ORGANON

CEPTU®IKAT BIATIOBIIHOCTI I KOHTPOJIIO SAKOCTI

Hassa/Jo3ysanus APKOKCISI®, TabneTky, BKpUTi T1iBKOBOIO 0GONOHIKOIO, N0 90 mr/
Eropuxokcndy 90 Mr

Mopma sunycky/Tun i po3mip TaBNeTKH, BKPHUTI TUTIBKOBOIO 0GonoHKoI0/ TIo 7 TabneTok B GricTepi, 110 1

yHAKOBKH Gaicrepy B KapTOHHiH KOpOOUi

Kigbkierh 90 900 ynaxkoBok

Cepin Y015190

Homep NnepBHHHOIO NAKYBAHHA Y015190

Cepis in-bulk 3039255

Homep npoaykry 3881 - 1006407

Jlata BupofHUUTBA® 24.04.2024

JlaTa 3aKiHueHHS TepMiHY 04.2027

npujgaruocti*

Posi ®apma Ingacrpian Cepsicec, C.A.,

BupoGuuk in bulk - :
Anxanes ne Enapec, Icnanis

Hinbuuns Tecrysanns TOI : He 3acTOCORYETHLCS

BupofHuK BiINOBiAAIbHKI 32 Mepk [ilapn i Joym B.B.,
naKyBanHs/MapKyBaHus Baapaepser 39, 2031 B Xaapnem, Hinepnauan
JlaTa nakyBaHHs* 11.09.2024

Yac Ge3 0X0JI0AKeHHsT** He 3aCTOCOBYETHCS

Jlinenzun No 108958 F

BupoGHuK BiANOBInAALHUI 32 Poni ®apma Iugacrpian Cepsicec, C.A.,
TECTYBAN M Ankanss ne Enapec, Ienanis

Bupo6Huk BianosinaabHuii 3a Mepxk Wlapn i [loym B.B,,

Bunyck cepii Baapaeprer 39, 203 | BH Xaapiiem, Hinepitanau
Kpaina npu3HaueHHs Yipaina

PeccTpauiiiHe nocBiguenHs UA/10704/01/03

Ceprudikar sianosignocti GMP No NL/I1 21/2035427A

*HEOGXIAHO BUKOPUCTOBYBATH HACTYMHHHA (opMaT AaTH 3ast yHHKHENHS Henoposymink; **DD:HH:MM

KoHTpOJIb 3MiH:
CR (3anut na 3miny) Homepu / Hassa: CM-2024-01331

Komenrapi / OOMEREHHS! CM-2024-0133 1 1e 3aCTOCORYEThCHS LIS AANOT cepii

TMepesik BUpoGHUUNX BiAXHJEHB/I0CTIIKEHHD BiXWIEHE Bijl cneundixauii (He 3acTocoBYETHLCA, AKILO
HeMAaE A0CIIIKEHb):

[Binxwnenns # [He sacrocoByeThes |

Pesy/ibTaTh aHATITHYHUX BUNIPOOYBAHE Gyau nepesipeni sinaiiom 30BHIHBOT AKOCTI:
AnantiTuunnit cranzapt (AS) Hara mii: 20240524

dapmaxoneiiii monorpadii  Braxirs monorpadii (3 Bepciamu): He 3acTocoByeThEs

Yrona npo skicrs  Jlata HaGpanHs yyHHOCTI: He 3acTOCOBYETLCS

Inie  Buaxith n0kymeHT: He 3aCTOCOBYETHCS



PesyantaTi npoBeaenHst KOHTPOUTO SKOCTi:

He sacrocosyerses (mos raGaniti MoxHa 3anuinmTi MOPOMHIMU, SIKUIO Bubpano He 3aCTOCOBYETRCS )

: Pesysibratn
IMokazuukn aKocTi Bumornu .
anajnisy
Ounnc HAsoonyini Tabnerku s6nykonomiGHot (hopMH, BKPUTI 1T BKOBOIO Bianosinae

06071011K010, 61100 KONLOPY, 3 rpaBipysaniaM 202 3 0IHOTO Ooxy Ta
ARCOXIA 90 3 inmoro

Kinbkicne Busnauens 95,0-105,0% Bin 3as5BAEHOT KiNbKOCT 100,0%
3asienena Kistbkicth = 90 Mr/raGaetky

IMponyxTy posnany Byaw-sxoro inausigyansnoro npoayxty posnany: makcumym 0,1% NR%
Cyma npoayxris posnany: Makcumym 0,3% NR%
IaenTtudicauus: Etopukorcut Hac yrpumynaius niky eTopukokcuty Ha Xpomarorpami BunpoGysanoro  |Bianosinac
(BEPX) pO3HMHYy Ma€e BIANOBIAATH uacy yTpUMyBaHHS 1Ky €TOPUKOKCUOY Ha
XPOMATOrpaMi CTaHAAPTHOTO PO3UMHY (B Mewkax =+ 2,5%)
laenTudicauns: Etopuxorcut BIY cnextp 3pasky nosunen suTpuMyBari KpuTepii BuKknazneHi B apxisniii {Bignosinac
(BIY-cnextp) JIOKYMCHTALIT 3 BaUTi gawtii
Binnoninae sumoram ®apm.CII1A/ Esp.dapm Bixnosigae

OauopinHicTs 1030BaHNX OAMHHIG:
OHOPIAHICTL A03YBAHHSA

Po3uunenns 7t Minimym 85% posunnsietses 3a 15 xBuiuu 101%

NR% - pesynbrar we pikcyernest < 0, 1%

T Q=80%

MIKST PTT Ne UA/10704/01/03: Pesymiraru MPORCICHHS KOHTPOIMO SKOCTI N1iKaPCKKOro 3ac06y oTpuMarni
BiANORiAHO 10 Jlinensii Ta BianorinaoTy cneuwdixauii, sapeectponaniii B kpaini npusHauens,

Honarkora indopmatiis (3a notpesn): Cepist neperipena 3 nicio AS 20230519, He BIUIMBACE, OCKINLKY BCI BUMOTH
s kpaitu, iepeniveni B norournomy AS 20240524, sukonano.
Hara sunycky cepii: 20.09.2024

Ilum 5 3acBinuyio, wo suLIeBKazana indopmattist € HocToBipHOIO i TouHOI0. Jana Cepist NpoAyKTy 6yna BUpoOIeHa, BKIIOHAIONH
YNAKOBKY / MapKyBaHHs Ta KOHTPOJIh SIKOCTI Ha BUILE3rafanii BUPOGHHUIH JihHULI (-LiAX) B OBHIH BIAMORIAHOCTI 3 BUMOTAMHU
GMP, seranosaeHuMu Mictienum PErYNSTOPHUM OPraHoM, a TAKOX 3riIHO crieundikauil, o MicTuTees B peecTpauifHoOMy f0Che.
IMpoToKony BUPOGHHUITBEA, YIIAKOBKK Ta KOHTPOJIIO AKOCTI [IEPErNSHYTO | BCTAHOBNEHO iX BiANOBi AiCTS BrMoram GMP.
Obmenenns BUNyCKy (SIKLIO 3aCTOCOBHO): HE 3aCTOCOBYETHCS

Mewnemxep 3 sxocti npoayxuit

[3a6enk Noncanec-TTinTo

Creuianicr 3 nakyranns  I3a6ens T"oncanec-TlinTo/enexrponnuii nianuc/19.09.2024
18:56:26+02'00'

YnoBHOBaXEeHa 0C06a 3 SKOCTI: Mapko Aruenni
Konerr IIxenuinre

3aTRepmkeH0 Y TORHOBAKEHOIO 0COBOIO: Mapro Aruenni /enextponnuii miamuce/20.09.2024
12:08:46+02'00"



{Organon] Proprietary

4 ORGANON

Certificate of Compliance/Conformance & Analysis

Product Name/Strength:  Arcoxia®, Film Coated Tablets, 90 mg / Etoricoxib 90 mg

Dosage Form/Package size and type: Film | Quantity: 90,900 EA
coated tablets / 7 tablets in blister, 1 blister in

carton

Batch/Lot Number:  Y015190 Primary Pack Number: Y015190
Bulk Batch Number: 3039255 ltem Code #: 3881 - 1006407

Date of Manufacture*: 24-APR-2024 Expiry or Use Before Date™ 04-2027
Bulk /Material Manufacturing site: ROVI TOI Testing site: N/A

PHARMA INDUSTRIAL SERVICES, S.A,,
ALCALA DE HENARES, SPAIN

Packaging/ Labeling Site: ~ Merck Sharp & Date of Packaging*: 11-09-2024
Dohme B.V. Waarderweg 39, 2031 BN
Haarlem, The Netherlands

Time Out of Refrigeration™: N/A Manuf. Auth. Number/Cert EUD Number:
108958 F

Testing Site: ROVI PHARMA INDUSTRIAL Release Site:  Merck Sharp & Dohme

SERVICES, S.A., ALCALA DE HENARES, B.V. Waarderweg 39, 2031 BN Haarlem, The

SPAIN Netherlands

Target Country (Destination/importing country): UKRAINE

Marketing Authorization Number: UA/10704/01/03

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 CM-2024-01331

[Title:

Comments / Restrictions: CM-2024-01331: does not generate a restriction to this
batch

Manufacturing List of Deviations / 00S 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)
Page10f3




[QOrganon] Proprietary

] - )
i ORGANON
Certificate of Compliance/Conformance & Analysis

Other [_] Specify document: N/A

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

Test Specifications / Limits Results
Appearance White, apple biconvex shaped CONFORMS
tablet,coated, one side engraved
with 202, the other side with
ARCOXIA 90.
Assay 95.0 - 105.0 % Label Claim 100.0 %
Claim = 90 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 15 101%
minutes

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

TQ=80%

MQC Reg. Cert. number UA/10704/01/03: 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
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[QOrganon] Proprietary

45 ORGANON

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 Qu‘ality Assurance Release :

Isabel Gonzalez-Pinto Packaging
specialist Isabel Digalysigned b
Gonzdlez Gy ™
P| nto 18:56:26 +02'00
Qualified Person - QP (if applicable) ; :
Marco Agnelli Approved by Digitally signed by
Colette Jennings Qualified Person Ma rco Marco Agnelli

- Date: 2024.09.20
Ag ne l | l 12:08:46 +02'00'
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