JEPIXKABHA CIIYKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM
Y JHINPONETPOBCHKIN OBJIACTI

Huinpo, mn.Co6Gopua,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kog €APIIOY 37070665

BHCHOBOK
Npo AIKICTH BB€3eHOro B YKpaiHy Jikapcebkoro 3acoby
17.07.2024 Ne 36003/24/0411
APKOKCIA®

(HaliMeryBaHHa TikapchKkoro 3acoBy 3TiAHO 3 peecTpauifHuM HOCBiAYEHHAM)
Ta0/1eTKH, BKPHTI ILIIBKOE0I0 060.10HK010, 0 120 mr mo 7 TabJreTok y Oaicrepi; mo 1
Oaicrepy y kapTonHiil kopobui

(dopMa BumyCKy, N03YBAHHS, BM/A NAKYBAHHA TIKAPCHKOTD 3acoly)

Howmep peectpauitinoro nocsizaenss UA/10704/01/04 crpox aii peectpauiitoro mocsiguenns 01.01.2099

Cepis nixapcokoro 3acoby Ne Y002501 KinskicTh BBE3€HOrO Nikapcrkoro 3acoby 4660
BupoGHuk Mepx Illapn i oym b.B., Hinepnanmu
(Haiimesrypanna BUpoGHHUKa Aikapcskoro 3acoby, kpaika MOXOMKEHHS)
Beeseso B Vipainy ToBapucTpo 3 06MexkeHoIO BiTNoBidaIbHiCTIO "balIM", izent. koa:
31816235

(HaitMenyBanus Ta kog 3a €APTIOY jopuauyHol ocodu abo OPi3BHILE, iM'A, 10 OaTLKOBI
drisnunoi ocobu - mignpuemua, i Micue npoxusanHs Ta peccTpaLiitnuit HoMep 0BAikoBOT
KapTKy 1IaTHHKE MORATKiB abo cepif Ta HoMep nacnopTa)

Mporokon sisyansHoro koutponso sin 16.07.2024 Ne 07-01/1794/1.

3a pesynbTaTaMM JEpKABHOTO KOHTPOMO BCTAHOBAEHO, IO nikapcekuit 3aci6 BBezeHo B YkpaiHy 3
AOTPHMAHHAM BHMOT 3aKOHOAABCTBA WIONO 3a6e3NecHNA AKOCTI NIKAPCHKUX 3aC00iB,

B. 0. nauanbHuKa JlepxaBHoi cayx6u 3
JMKapCHKHX 3ac00iB Ta KOHTPOIIIO 33
HapKOTHKAaMH y J{HinponeTpoBehKii
obnacti .

Mapis BPE3IILKA

Hikirivepa Okcana +38(066)345-41-71



Opranon IC - Xaapnem

Baapnepaer 39,
J 2031 BH Xaapnem,
-5 ORGANON Hizcomarm:

+31 23-5153153
Dakc +31 23-5148000

CEPTH®IKAT IKOCTI CEPII JIIKAPCHLKOI'O 3ACOBY

Hazgea APKOKCIA®, TabneTkH, BKPHTI IUHBKOBOK 060/10HKO00, 10 120 Mr
Dopma BRAYCKY Ta6NeTKH, BKPHUTI IUTIBKOBOK OGONIOHKOI0

Jo3yBauus Eropuxokcu6y 120 Mr

YnakoBka no 7 tabnerok B 6nictepi, no 1 Gnictepy B KapTonuiii Kopobii
Cepin Y002501

Cepisa in-bulk 3032904

Homep npoaykry 3882

Marepian 1006430

Onmuc Apkokcia 120 Mr 7Tab ykp

Poamip cepii 33 556 ynakoBok

JlaTa BUpoGHMUTBA 18.09.2023

Jata 3akinvenns repminy 09.2026

NpHAATHOCTI

Kpaina Brpo6uuka in bulk Icnianis

Kpaina sapo6unka Hinepnanan

Ha3ssa BHpoGHHKa, BixnOBiZANLHOTO

I i B.B.,
38 Bumycs cepll Mepxk Illapn i oym Hizepaauan

Aapeca Baapnepser 39, 2031 BH Xaapnewm, Hinepnauau
Kpaina npuznavenns Ykpaina

Peecrpaniiine nocsinuenns UA/10704/01/04

Jlinensns Ne 108958 F

Ceprudixar Binnosignocri GMP Ne NL/H 21/2035427A

PesybTaTi nposenens KOHTpoIo sikocTi Aikapenkoro 3acoby Bianosizuo 1o MKSI PIT Ne UA/10704/01/04

IMoka3nuky sxocti Bumorn Pe:z:;;;;m
Onuc Apoonykti Tabnerkn 16:1yK0NORIGHOI GOPMH, BKPHTI ILTIBKOBOIO Binnosinae
o6onorKor0, 611in0-3eNneHOro KoBOPY, 3 rpaBipyBaHHAM 204 3 OHOrO Goxy
Ta ARCOXIA 120 3 inuroro
InewTndikauns: ETopuxoxcnt Yac yTpuMyBanHs MKy etopukokcuby Ha Xxpomarorpami Bunpobysanoro  |Bignosinae
(BEPX) PO3UMHY Mae BilIOBINATH Yacy YTPHMyBaHHA MKy €TOPHKOKCHGY Ha
XPOMATOrpaMi CTAHAAPTHOrO PO3YHHY (B Mexax + 2,5%)
BIY criekTp 3pa3ky NOBHHEH BUTPHMYBATH KPUTepii BAKIIaAEHi B apXiBHiit
Inenrudikauus: Eropukoxcu6 (BIY-| noxymenrauii 3 sanigauii Bianosigae
cnexTp)
Kinbkicne BU3HAYeHHS 95,0-105,0% Bix 3asBieHoi KinbkocTi 99,6%
3asBsieHa KUTbKicTs = 120 Mr
PozanHenns + Minimym 85% pozuunneThes yepes 15 xBuauu 99%
IIpoaykTu posuaxy Bynb-axoro inuBsixyansHoro npogykTy posnany: Makcumym 0,1% NR%
Cyma nponykTis posnaay: makcumym 0,3% 0,1%
Bianosizae Bumoram dapm.CLIA/ Esp.dapm Bianosinae
OauopianicTs 1030BAHHX ONHHHUD:
OHOPIAHICTL J03yBaAHHA

T Q=280%

L{am 1 3acsiagyro, mwo BumeBKasana iHGOPMALIK € OCTOBIPHOIO i TOYHOI. Hana cepis npoaykty 6yna eupobneHa, BKAOYAI0YH
YUIaKOBKY / MapkyBaHHS Ta KOHTPOIIb AKOCTi Ha BHILE3TaNaHil BUPOGHMYift ALTBHHLI (-usx) B IOBH(i BiAMOBIAHOCTI 3 BUMOraMu
GMP, BCTRHOBIIEHHMH MiCLIEBHM PEryIATOPHAM OPraHOM, a TAKOX 3FigHO cneuudixauii, o MICTHTLCA B peecTpauiiiHOMy FoCke.
MpoToxonH BUPOGHULTBA, YIAKOBKH Ta KOHTPOIO AKOCTI TIEperyIAHYTO | BCTAHOB/IEHO iX BiAnoBigHicTh BuMoram GMP.

YnosroBaxkena oco6a: Mapko Arneni
IMixmuc: /mianuc/

Mara sumycky cepii/ 09.02.2024
aianucy

Buxonano: Maiixn MopToH /enexrponnuit miamuc, gata 09.02.2024 11:48:37
[lepesipeno: Maitkn Mopron /enexTponnmit niamuc, xara 09.02.2024 11:48:37
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JEPXABHA CIYAKEBA 3 JHKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHKIN OBJIACTI

nipos. Ceitinvunoi Hanii, 3, M. Kuis, 02099, tei/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €PTIOY 37078774

_ _ BHCHOBOK
NPOo AKICTH BBE3EHOI0 B YKPaiHy JiKapchbKoro 3acody

16.12.2024 Ne 64794/24/10

APKOKCEI®

(HaliMeHyBaHHs HKapCLKOro 3aco0y 3riHO 3 pecCTpaliifHiuM OCBIIUEHHAM)
Ta6JIeTKH, BKPUTI NIIBKOBOIO 000,10HK0%0, 110 120 Mr no 7 Tabnerok y Oaicrepi; mo 1 Gricrepy
B KaDTOHHIH KopoOui

((llopma Bpmycrcy, ,uo3yBamm BUR ﬂaKyBaHH}l mKapcm(oro 3ac06y)

HOMep peectpaniitroro woceigveras UA/L 0704/0] /04 crpox il peectpauiftuoro nocsigenns 01.01. 2099

Cepis nikaperkoro 3acoby Ne Y015191 KinskicTs BBe3eHOT0 Tikapcbkoro 3acoby 6000
Bupo6unk Mepk [Hapn i Joym B.B., Hinepianau
(naiiMenyBauHs BHPpOGHUKa JTiKapCEKOTo 3acoby, KpaiHa MoX0KeHHS)
Bsesero B Ykpainy CninbHe yKpailchKo-eCTOHCLKE MiANpueMeTBo y ¢opMi ToBapucTa
3 o0MexeHo0I0 BiamosinanabHicTio "OnTiMa-Bapm, JITII" inent. Kox:
21642228

(uatiMenysanus ta kop 3a CIIPTIOY topuauynoi ocobu aGo npiseuile, imM's, no 6aTbkosi Qisnynoi
ocobH - nimpremuy, ii Miclle NPOXUBAHHS Ta PCECTPALiiHUK HoMep 00NIKOBOT KAPTKM [IATHHKA
~ moparkis abo cepist Ta HOMep TacTiopra)

IpoToKos Bi3yanblOro KOHTPOIIIO BiX 09.12.2024 Ne 3887/1.

3a pesynbTATAMH JEPXABHOLO KOHIPONIO BCTAHOBNEHO, IO JKapchkui 3aci6 BBeseHo B YkpaiHy 3

JOTPUMAHHSM BUMOT 3aKOHO/ABCTBA LIONO 3a6¢3MeYeHIIs IKOCT JIKapChKHX 3aC00iB.

TA ﬁ(??
'gr‘?\;m R rﬁ@a

erxa - Onsra EPBOMEHKO

(inrmac) (isfinianm ta i pi3hmue)




W ORGANON

CEPTHOIKAT BIINMOBILAHOCTI I KOHTPOJIO SIKOCTI

Hassa/llozyBanssn

dopma sunycky/Tun i po3mip
YIAKOBKH

Kinbkiern

Cepisn

Homep nepsinnoro nakysanns
Cepist in-bulk

Homep npoaykry

Jlata pupoGuuursa*

Jlata 3akinuenust repminy
npuaaTHoCTi*

Bupo6Guni in bulk

Jlinnuuas recrysauns TOI :
BupoOuuk sianosinannunii 3a
BAKYBAH HsH/MAPICY Ball Hst
JlaTa nakyBanus*

Yac Ge3 oxonookennn™*
Jinensun

BupoOnuk sianosizajibunii 3a
TECTYBANHS

BupoGunw sianosigans i 3a
BHIYCK cepil

Kpaina npmsnavcnns
Pecerpauiiine nocsienns
Hogarkosa indopmanin npn
ueobxianocri: Ceprudikar
sianosianocti GMP

APKOKCIA®, tadaerku, Bkputi naiskonroio odoonkoio, no {20 ar/
Eropukokendy 120 mr

TaBneTkH, BRKPUTI MIiBKOBOIO 0Goa0NIKOI0/110 7 TabneTok y Gaicrepi; no |
onicrepy B kapronuii kopobui

81 517 ynakosok

YO15191

YO15191

3038357

3882-1006430

22.03.2024

03.2027

Poni dapma Iugacrpian Cepsicee, C.A.,
Asikanba e Enapec, Ienanis

He 3acrocoByeThes

Mepk Uapn i [loym .3,

Baapaepser 39, 2031 BH Xaapaes, FHinepranan
12.09.2024

He 3acTocoBVETHES

108958 F

Posi (bapma Iupacrpian Cepsicee, C.A.,
Ankanbs ie Enapec, lcnanis

Mepx Lapu 1 loym 5B,

Baapnepser 39, 2031 BH Xaapaem, Hinepnarn
Yrpaina

UA/10704/01/04

No NL/H 2172035427A

*HEOOXIAHO BUKOPUCTOBYBATH HACTYNHIH (JOPMAT AaTH 3a/UI8 YHHKHEHHS HEROPO3yMiHb: **¥DD:HH:MM

Kowrpoas 3min:

CR (3anuT na sminy) Homepu / Hazga:

CM-2024-01331

Komenrapi / Odmenenns:

CM-2024-01331: 6e3 odOmesrennh juist 1aHoi cepii

[epenik sHpoGHIMIK BIAXIICHL/ROCHTUKENL BiAXIICNL BiA cneundikanii (He 3acroconycrnes, sikio nemac

JLOCHIKEH):

Binxunenus #

] He 3actocosyctbes ]

Pesyanrarti anaaiTuannx sunpodysans dyan nepesipeni sini,

OM 30BHIBRLOT ACOCTI:

Aunanitunnil crangapr (AS) ara aii: 20240524
dapmakoneitni MoHorpadi  Braxite Monorpafii (3 sepeiamu): He 3actocoBycThes

Yroja npo sKicTh

Jara nabpanis winocti: He 3actocoByeThes

IHie  BraxiTh RokyMeHT: He 3aCTocoBYeThES

PC")’JII,‘I'H'I‘H NPOBCACHHA KOHTPOIIO siKoCTi:

He 3acrocoByetses (1n0aa TabauIL MONCHA 3AMNUHTH TIOPOAHIMH, K110 BHOpano He sactocoBycrnen)

Petyan
[lokazniwkn sxocTi Bumorn : )
AHWIY
Omne Asoonyki TabneTkn s0aykonomibHOT Gopami, BKPHTI NJIBKOBOIO Bianosinac
0BONOHKOK), OA0-3EAEHORO KOSILOPY, 3 Fpasipysatiiam 204 3 ojuioro oky
Ta ARCOXIA 120 3 inutoro
Kiabkicne Bu3naucnns 95,0-105,0% Bij 3a9BACHOT KINBKOCT 99.5%
3assnena KinbKicTs = 120 mr/rabaericy
Hpoayxrn posnany ByAb=AKOro iHAHBIAYANBHOrO MPOLYKTY po3naiy: Makcnmym 0,1% NR%
Cyma npoayxris posrany: Makchmym 0,3% NR%




Inentudikaima: Etopukorent Yac yTpumyBaHiis MKy eTOPHKOKCHOY Ha xpomarorpasmi BunpoOysatoro Bignosinae
(BEPX) PO3UHHY MAC BIAIOBIAATH HaCy YTPHMYBAHHS iKY cTOPHKOKCHTY Ha
NPOMATOrPAM] CTARAAPTIONO Po3uny (5 Merax & 2,5%)

Inewtudianns: Eropucokend (BIU-BIU cioery 3pasky n0BHIEH BUTPHMYBATH KPHTEPIE pHKAALen B apxisuiii | Bianosinac
CHRKTH) JIOKYMeHTANT 3 Baninauii

L Bianosisac sumoras Gaps. CLLIA/ Esp.bapm Binnosizac
OAHOPIRICTL 1030BANNY 0N

(l}ll|()|)i/ll|ik"l'h NO3YBANHY

Poswminienns ¥ Mintinyst 85% posuntacThes uepes FS Nsuiun 99%

NR® - penviwrat ne gikeverises <0, 1%
P RO

MICSE P N DA TOTO40 17047 Pty marss 11PpoBeACIgs KOITPOMO $KOCTT JHRAPCHLROTO $acody oTpusari
BHLIOBLUO 10 JHensii ra BUHOBLIOT cnetsikatu, sapecerposaniii 8 Kpait npu3nayucHing.

Jlosarkosa wdopyattis (sa norpedu): Cepis nepesipena 3 gicio AS 20230519, He piisac, 0ckiibki Bei BHMOIH
U kpaivs, nepestiveni snorounomy AS 20240524, sukonato.
Jlata surnyeky cepii: 20.09.2024

LM 5 3aCRIAUYIO, 1110 BHILEBKA3AHA IHOPMAtlis ¢ J0CTOBIPHOKO | Tounolo. Jlata cepis 1poaykTy Oyna sHpobacHa, BRIHOHRIOMH
YUAKOBKY / MAPKyBaH!s Ta KOHTPOlb AKOCTI Ha BHCIrafaniil BupoOunuii xinbuui (-1ax) B NOBHIH BIANOBIANOCT 3 BUMOFAMH
(IMP, BCTAHOBACHIMI MICLCBHM PELYIISTOPHHM OPLAHOM, A TAKOK M0 Cleitnikaltii, 1o MICTHTLEH B PECCTPALIHHOMY 10CHC.
Hpororoan s poSIni s, VIAKGBKU KOO0 SIKOCTEICPCIIINTO i seraoracHo ix nijmosinicrs sinsoran GMP

Mene e 3 AKOCT NPOAYKILI

Isadesin Toncaace-l Lo

Cuerdanicr s nakysanns 1adgenns oncance-THinro/eckeporii nime/ 19.11.2024
16:52:21+01°00"

Viosioske i ocodil 3ot Mapko Arnean

Kazerr Jlaennine

Sarnepaukeno: Mapko At /enextponmuii nignme/ 19.11.2024
16°56:58+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 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)
Page 1 0of 3




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 16 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 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 Packaging . ,
Lo Digitally signed by
specialist Isabel Isabel Gonzalez-Pinto
Gonzélez-Pinto Date: 2024.11.19
16:52:21 +01'00
Qualified Person - QP (if applicable)
Marco Agnelli Approved by Digi ;
o gitally signed by
Colette Jennings Qualified Person Ma Frco Marco Agnelli
) Date: 2024.11.19
Ag ne' h 16:56:58 +01'00'

PR-00544-DOC (Rev 8)
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