AEPKABHA CJIVIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM ¥ KHIBCHKIA OBAACTI

npos, Ceitaianol Hagil, 3, m.Kuis, 02099, ten/Garc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €IPITOY 37078774

BHCHOBOK
Npo AKiCTH BBE3EHOro B YKpaiHy aikapeskoroe 3acody

27.01.2025 Ne 1866/25/10

APKOKCUI®

{naifvenypadua Aikapcexore ancofy 3riano 3 peecTpauiiingyM nochiadensa)
TabAeTkH, BKPUTI NAiBKOBOIO 06005K010, 10 90 Mr, N0 7 TabaeTok y Gaicrepi; no 4 Gaicrepu
¥y KapToHHiii kopoOui

(hopma pIycKy, AVIYBAHAL, BILI NAKYBAHHA LIKAPCLKOTD J0c06y)

Howep peectpautiinoro nocsinueanas UA/10704/01/03 crpok ail peecrpauiitnoro nocsiadenns 01,01.2099

Cepis nixapeskoro sacoby Ne Y014545 Kinskicrs saeseroro nikapeskoro 3acofy 1080
Bupofuux Mepx Hlapn i Hoys B.B., Higeprauau
(raitmexynarsis nipoGIMKa AiKapCeEROrD 33c00Y, KPRTH NOXOIKEHNE)
Breseno s Vipainy Coinsue ykpaiHcbKo-eCTOHCHKE MIANPHEMCTBO Y hopami ToBapucTBa
3 oGmesxenolo gianosinaaraicTio "Onrisa-Dapm, JITA", inenr. koa:
21642228

(nalisenysanns 12 xog 33 CAPIIOY ropuainol ocolt afo npissmne, ix', no Garskoui dizuno!
eeobit - nizmpremig, { Micle npoxupasig T peecTpauiiinnit noMep nGnikosol XAPTRI AAATHIKA
negaTkis a60 cepid 1a 1oMep macnopra)

Hyporoxoa pizyansrore konrpomo six 21.01.2025 3 0112/3.

3a pesynsTATAMH JIEDWARKOTO KOHTPOIIO BCTRHOBNEHO, mo nixapcsinil  3acid  Bpeseno B Ypainy 2
AOTPHMAHHAM symor zakoHofgasctsa oo 3ade3neyeHsa Rocti Jikapeskux 3acofia,

BAON, Onsra €PLOMEHKO

o iosTpomo) {mimuuc) (imiuiamt Ta npizemne)
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CEPTU®DIKAT BIINOBIIHOCTI I KOHTPOJIIO AKOCTI

Hassa/llo3yBaHusl APKOKCISI®, TabneTky, BKPHTi TiBKOBOIO 06010HKOI0, 110 90 Mr/
Eropukokcuy 90 mr

M®opma sunycky/Tun i posmip TaBneTky, BKPHTI MNIBKOBOIO 060710HKOI0/ 110 7 TabNeToK B Gnicrepi, no 4
YNAKOBKH Griictepa B KapTOHHIN KopoOuUi

KinbkicTn 37 730 yrnaxoBox

Cepist Y014545

Homep nNepBUIHOIO NaKyBaHNs Y014545

Cepis in-bulk 3038366

Homep npoayxry 3881 - 1006408

Jlata BupobuuTRa* 04.04.2024

Jara sakinvuenns tepminy 04.2027

npuAaTHOCTI®

Posi ®apma Ingactpian Cepsicee, C.A,,

Bupo6uuk in bulk :
p Anxanbs ae Enapec, Ienanis

Hinouuust rectysanus TOI : He 3acTocoByeTLCS

Bupofruk Bignosigansnuii 3a Mepxk Wlapn i loym B.B.,
NaKyBanua/MapKyBanns Baapacpaer 39, 2031 GH Xaapnem, Hinepnanau
JlaTa makysanust® 02.09.2024

Yac 6e3 0XoJI0KeHns* * He 3actocoByeThCH

Jliuensia Ne 108958 F

Bupo0uuk Bignosigansuuii 3a Posi ®apma Inpacrpian Cepgicec, C.A.,
TeCTyBAHHS Anxanbs ne Enapec, Icnanis

Bupo6nuk Bignosinansnuii sa Mepk Wapn i Joym B.B.,

BUNYCK cepii Baapaepser 39, 2031 BH Xaapnewm, Higepnanau
Kpaina nprusnauenust Yxpaina

Pecctpauiiine nocBixuenus UA/10704/01/03

Ceprudikar sianosignocti GMP Ne NL/H 21/2035427A

*HeoOXiIHO BUKOPHCTORYBATH HACTYNHHMI (JOPMAT AATH 3a/Uls YHUKHEHHS HENOPO3YMIiHb; **DD:HH:MM

Kourposs 3min:
CR (3anuT na aminy) Homepn / Hassa: |[CM-2024-01331

Komenrapi / O6MeKEHH: CM-2024-01331: ne cTBOPIOE OOMENKEHD Ha 110 Cepiio.

Tepenix BUpoSHUUNX BiAXHIeHb/T0CHiTKeNNE Bixxwrens Bin cneundixauii (He sacTocosyeThes, siio
HEMac A0 CTiKenb):

IBilIXlrUTCHHS{ # [He 3aCTOCOBYETHCA

PesysisTaTh ananiTHanuX Bunpodysans 6ynu nepesipeni vijinom sosninmsof sikocTi:
Ananitnunuit cranpapt (AS) Hara aii: 20240524

dapmaroneiini Mmonorpadii  Braxits Monorpadii (3 epciamu): He 3acrocosyeThes

Yrona nipo sxicte  Jara naGpanus yunnocTi: He 3acTocoByeThes

Inme  BxaxiTs nokyMmeHT: He 3acTocoBYyETLCS

é/{t REE ~ £, d) é‘w
g% 5O ES /g%g//



PCByJ’leﬂTH npoBeJAeHHA KOHTPOJII0 AKOCTI:

He 3actocoByerbes (monst Tabnuui MoXHa 3a0HILMTH NOPOXHIMH, sikio BubGpano He 3actocoByersest)

Pesynbratn

TMokasznuku aKocTi Bumoru .
aHAJIi3y
Onuc JBoonykni Tabnerku sOnyxorogibnoi GopMu, BKPUTI NAIiBKOBOIO Binrnosinac
0bononKoto, BiNoro Konbopy, 3 rpasipyBannsM 202 3 ofHoro 6oky Ta
ARCOXIA 90 3 inmoro
Kinbkicne Busnavenust 95,0-105,0% Bij 3astBiieHOT KinbKOCT 100,4%
3asiBneHa kinbkicTs = 90 Mr
MpoaykTi po3nany Byab-sikoro inaMBinyansHoro nponaykTy posnany: Mmakcumym 0,1% NR%
Cyma ripoaykTis posnaty: makcumym 0,3% 0,1%
Lnenrudicauus: Etopukoxcud Yac yrpumysaits niky eropikokcnfy Ha xpomarorpami BuripoBysaroro  |Bignosinae
(BEPX) PO3UUHY Mae BIAMOBIAATH HACy YTPUMYBAHHSA MKy eTOPUKOKCHOY Ha
XpoMaTorpami cTaHiapTHOro po3unHy (B Mexax = 2,5%)
Inentudicauna: ETopuroxend (BIY4BIY criektp 3pasky MOBHHCH BUTPUMYBATK KpUTepil BUKkiIafeHi B apXiBHiit  |Bixrnosinac
CIIEKTP) IOoKyMeHTanii 3 Banigauii
Bianosinae sumoram ®apm.CLIA/ Epp.Dapm Bimnosinae
OnHOpIiAHICTb 1030BAHHX OAMHHUb:
OIHOPIAHICTHL 103yBANHS
Posuunenns t MiniMyM 85% po3umHseThLCs ucpe3 15 XBHITHH 101%

NR% - pesynerat He dikcyerses (<0,1%)

+Q=80%

MK PIT Ne UA/10704/01/03: Pe3ynbraTi NpoBeJieHHs KOHTPOIO SKOCTI 1IKApChKOro 3acody oTpuMani
BignosinHo ao Jlinensit Ta BignosigatoTs crienudikauii, 3apeectTposaHiil B kpalHi MpU3HAUEHHS.

Jonarkosa indopmais (3a notpebn): Cepis NPOKOHTPONLOBaHA 3 BUKOpHCTaHHAM AS 20230519. He mae Bnusy,
OCKIJILKH BCi BUMOTH A1 KpaiHu, nepeniveni B notounomy AS 20240524, sukonano.

Ilata Bunycky cepii: 12.09.2024

TInmM 5t 3acBigtyto, ulo BUIIEBKa3aHa iH(opMaLis € JocToBipHOW | TouHoo. [lana cepis npomyxTty Gyia BUpoOieHa, BKIIOHA0UH
YIaKOBKY / MApKyBaHHs Ta KOHTPOJIb SKOCTI Ha BHie3rafanii Bupobuudiit ginsuuui (-uax) B nosuiit BinnosixuocTi 3 BUMoramu
GMP, BCTAHOBJICHHMH MICUEBHM PETYIATOPHUM OPTAHOM, & TAKOX 3TiAIHO crieun(pikauii, 1o MICTHTLCS B PEECTPAIIHHOMY JOChE.
TIporokonu BUPOOGHULTRA, YTIAKOBKH Ta KOHTPONHO IKOCTI NMEPErISHYTO | BCTAHOBJICHO 1X BiAMOBiAHicTs BUMoram GMP,
O6mMexeHHs 1040 BHITYCKY (SKULO HafBHI): HE 3aCTOCOBYETLCS.

Menexep 3 skocti npoaykitii
I3a6enb [oncanes-TTinto

Crneuianict 3 nakysauusa I3a6ens Ioncanes-Tlinto /enextpounnii nignuc/ 11.09.2024

VYriosHoBaxeHa ocoba 3 IKOCTI:
Mapko Aruenni
Konerr Ixeuninre

16:00:44+02'00"

3areepreno: Mapko Arnenni /enexrponnuit nignuce/ 12.09.2024

15:24:54+02'00'
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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, 4 blisters in
carton

Quantity: 37,730 EA

Batch/Lot Number: Y014545

Primary Pack Number: Y014545

Bulk Batch Number: 3038366

Item Code #: 3881 - 1006408

Date of Manufacture*: 04-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*: 02-09-2024

Time Qut 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
[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




[Organon] Proprietary

¥ o 2R e
i 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
|dentity: 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%
T 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: 12-SEP-2024

PR-00544-DOC (Rev 8)
Page 2 0of 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 Paclfagmg Digitally signed by
specialist Isabel Isabel Gonzélez-Pinto

16:00:44 +02'00'

‘Qualified Person - QP (if applicable)

Marco Agnelli Approved by Digitally signed by
Colette Jennings Qualified Person Ma rco Marco Agnelli

Date: 2024.09.12

Ag ne”' 15:24:54 +02'00'

PR-00544-DOC (Rev 8)
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