JEPKABHA CJYIKBEA 3 TIKAPCHKHUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMMH y m. KUEBI

npos. Hanii Ceitanunol, 3, 02099, ren. (044) 295-26-85
E-mail: dls kyiv@dls.gov.ua. Kon CJIPHOY 37079055

BUCHOBOK
Npo AKICTH BBE3CHOI0 B YKpainy JIKAPCLKOro 3acody
14.06.2024 Ne 30719/24/26
ETOPA

(HalMeHy BaRHs AIKapehkoro 3acoly 3Irian 3 po Crpaiinm NOCRLAMEHIIsM)
TabJETKH, BKPUTI NJIiBKOBOIO 000JI0HKOI0 1O 90 mr; o 7 radacrox y Guicrepi, no 1
GJicTepy B KapTOHHIH KO podui

((popma BUTYCKY, A0BYBalIHs, BHIL HAKY RAHHA ATRAPCHLKO1'0 3uc00y)

Homep peectpaniiiioro nocsinuenns UA/] 8682/01/02 cipok ail pecerpauiiioro HoCBiaiCHs 13.04.2026

Cepia nikapebkoro 3acoby Ne P2405010 Kinskicts ssesetioro aikapeskoro sacoby 29143
BHDoGHMK POHTIC XEJUIAC MEJLKAJL L GAPMACBIOTIKAJIC
P TTPOJIAKTC C.A., [peuis
(HaiiMeHyBalilg BAPOOHHKA IHKAPCLKOTO ey, Kpaila nOXOMKCHHS)
Beeseno B Ykpaity Topapucreo 3 06MEXREH0I0 pinnosinaasuicrio "MTOJLMAPMA

IOA", inent. xon: 42781598

(HalimMeryBaHHs T8 KOJL 3a CAPIIOY woprantnof ocobu abo API3BRULE, iM'S, 110 GaTbKOBI
Qizuunoi 0cobM - nyuIpHemiLs. 1 MICHL HPOICHBALILA Ta PECCTpaiiitti Homep 0BtiKOBOT
KAPTIH TIATHEKA D0/TKIB alo cepis Ta HoMCp nacnopTa)

TIPOTOKON Bi3yasbLHOI0 KOHTPOJIIO BiR 14.06.2024 Ne 2014/2.

34 pesyabTaramMi  [epRaBHOrO  KOHTPOMO BCTAHOBACHO, 110 Jlikapchiuit  3acif  BBE3CHO B YxpaiHy 3
JIOTpﬂMaHHHM BUMOT 3AKOHOIABCTRA 1100 3abeancucis AKOCTI JIiI\'i-l(;gl}’Kl/le jacofis.
S

Mukona XOJIOAEHKO
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Mpomucnosa 3ota flapicecu

Alc 3012-41004

Napicca, Mpeuis

(Industrial Area of Larissa

P.0. BOX 3012-41004

Larissa, Greece)

Ten.:+30 2410 541 489

. . j ®akc: +30 2410 541 490

Driven by innovation infohellas@rontis.com
http://www rontis.com

CEPTUDIKAT BIANOBIAHOCTI

Mpoaykt: ETOPA (ETOPUKOKCWB) MONb®APMA, Tabnetk, BkpuTi Niskosoto 060noHkoto, no 90 mr.,
BTX7

Kinekicts: 29 143 ynakosok, 204 001 tabneTtok
Ne cepii: P2405010
Ne Cepi'l' HepoadhacosaHoro npogdykry: TC2401089

A®| (BupoBHUK / Ne cepii): «Aypope ®apmacstoTikanc [lNpaiiset Jlimitea» (Aurore Pharmaceuticals
Private Limited) / ETXF230021,ETXF230019

Nikapcobka hopma: ETopuKokenb, TabneTku, BKpUTI NAiBkoBoo o6onoxkow, no 80 mr
Hata BuroToBNeHHs (Micaue/pik): 01/2024
[laTa nakysaHHs: (AeHb/MicAUb/pik): 08.05.2024 poky
TepMiH NpuaaTHOCTI (Mic;lub/pik): 1212027
Poamip/Tun ynakosku: 7 Tabretok x 1 6ricrep
Bupobhuuda ginbHuust «PoHTic Xennac C.A.» (Rontis Hellas S.A.)
MaxysaneHa AinbHuys: «PoHTic Xennac C.A»
JinsHuus 3 sunpobysaHb B paMKax KOHTPOI SKocTi: «PoHTiC Xennac C.A.»
Homep gossony Ha supobHUUTBO: 0000010664/23/1
Homep peecTtpauiiiHoro noceig-enHs: UA/18682/01/02
KpaiHa-imnopTep: YkpaiHa
BupobneHo ana: «Monbdapma C.A.» (Polpharma S.A.) ,
PeaynbTaTy aHanisy: AuB. goaaHuit CepTudikat aHaniay

Lium niaTeepmxyeThes, IO HaBeaeHa BULLe iHdopMaLis € AoCToBIPHOK Ta TouHoK. Liio cepito NpoaykTy
Byno BUrOTOBMEHO, ynakoeaHo Ta BUNPOBYBAHO Ha BuUlie3a3HaAYEHIR(MX) AINLHULI(AX) Y NOBHIW
signosigHocTi Ao BuMor HanexHoi npakTuku BupobHuuTea (GMP) €C ana 3abesneqeHHs BIANOBIAHOCTI
PeecTpatiiiiHOMy NocBiaueHHI0 KpaiHu-iMnopTepa Ta sk BU3HaueHo Y BIANOBIAHIN YToAl Npo TeXHI4HY SKICTb.
[lokyMeHTaLis woao obpobku, NakysaHHs, aHanisy Ta sBunpobysaHb cepii Bynn nepernanyTi Ta Bu3HaH
Takumu, Lo Bigrosigatots GMP.

BioxvineHHs, W0 MOXYTb HEraTUBHO BNIMBATU Ha AKICTL NPOOYKTY: v Hi
o Tak, AUB. KOMEeHTapi
Cepito BUNYLLEEHO Ha PUHOK.
KomeHTapi/npumitkun: H/3.
lara: 17.05.2024 poky
Im'a/nignuc:
(midnuc)
(YnosHoBaxeHa occba)
BoBona Esarenis (Bobola Evagelia)
(YnoeHosaxeHa ocoba arigHo 3 [iupexTusoro 2001/83/EC)

HaujonansHa opeaHizauis 3 nikapcbkux 3acobis, Homep cepmucbikama: 93103/7-9-2023, Homep 9038011y:
0000010664/23/1, @idnosidHo do cmammi 40 Jupexmugu 2001/83/EC, 2apMOHI308aHOI 3 HaUioHansHUM
3akoHoO0agcmeom AY3 (a)/.11. 32221/29-4-2013 cm.57
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Industrial Area of Larissa

P.0. BOX 3012

Larissa, 41500, Greece
ontls Phone:+30 2410 541 489
Fax: +30 2410 541 490
infohellas@rontis.com

http.//www.rontis.com

{riven by inngvation

CERTIFICATE OF COMPLIANCE
Product: ETORA (ETORICOXIB) POLPHARMA UA FCT 90 MG BTX7 Quantity: 29.143 boxes, 204.001 tabs

Batch no: P2405010

Bulk Product Batch No: TC2401089

API (Manufacturer/Batch No): Aurore Pharmaceuticals Private Limited / ETXF230021, ETXF230019
Dosage form: Etoricoxib 90mg film coated tablets

Manufacturing date (month/year): 01/2024

Packaging date: (day/month/year). 08/05/2024

Expiry date (month/year). 12/2027

Package size / Type: 7 tabs x 1 blister

Manufacturing Site: Rontis Hellas S.A.
Packaging site: Rontis Hellas S.A.
Quality Control testing site: Rontis Hellas S.A.

Number of Manufacturing Authorization: 0000010664/23/1
Marketing Authorization Number: UA/18682/01/02 Importing Country: Ukraine

Manufactured For: Polpharma S.A. Results of Analysis: See attached CoA

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
packaged and tested at the above mentioned site (s) in full compliance with the EU GMP requirements for assuring
compliance with the Marketing Authorization of the importing country and as defined in the relevant Technical
Quality Agreement. The batch processing, packaging and analysis testing records were reviewed and found to be
in compliance with GMP.

Deviations which could have an adverse effect on the quality of the product: v no

o yes, see comments
This batch is released to market.

Comments/Remarks: N/A

Date: 17/06/2024

Name / Signature:
(Name, QP)

Bobola Evagelia »
(Qualified Person as designated in Directive 2001/83/EC)

National Organization for Medicines, Certificate number: 93103/7-9-2023, Authorization No: 0000010664/23/1, in accordance
with Art.40 of Directive 2001/83/EC transposed in the national legislation AY3 (a)/l".[1. 32221/29-4-2013 Art. 57

SOP-02-002, EXHIBIT 1b, EDITION 9
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ANA®OPA AMOAEEMEYEHE NAPTIAAL Hulvia EXBOONS: 1710110002
TEAIKOY ZYEKEYAEMENOY MPOIONTOS  poy.07g.01 | AD.ExBOONG o | (issue Date) 1017202
(FINISHED PACKED PRODUCT BATCH RELEASE {Edition No) Hulvia layuog: 26/01/2022
REPORT) (Effective Dale) )

ANAOOPA ATMOAEZMEYIHZ MAPTIAAZ TEAIKOY ZYZKEYAIMENOY

_ MPOIONTOX
(FINISHED PACKED PRODUCT BATCH RELEASE REPORT)
MPOION: Crot A (Trotconip) FoCllts A | APIOMOL NMAPTIAAL oA
(PRODUCT) A €1 @0 ®\y 3 (BATCH NUMBER) FQ Upsc(u
HMEPOMHNIA MAPArQrHz: | HMEPOMHNIA AHZHE:
ooy s{72007F
(MANUFACTURING DATE) , (EXP. DATE) f
APIOMOX NMAPATQIHE: fUSATH P13 T MEFE@OL NAPTIAAE: B RCEREIY
(MANUFACTURING NUMBER) 0 & 1784l 14| (BATCH SIZE) 4 (Ocafreh.
y CALE
AIZTA EAETXOY EFTPAOQN
MAPTIAAS EYSKEYAEMENOY NPOIONTOX Ry e
(PACKED PRODUCT BATCH RECORD DOCUMENTATION CHECK LIST) ” .
AIA AEATIA / ENTYNA TMHMA NAPArQrHE | TMINA EAETXOY
(FORMS/DOCUMENTS) (PRODUCTION DPT) (QUALITY CONTROL DPT)
ErTPA®A MAPATQIHE MAPTIAAL MPOIONTOX Eyn T
(MANUFACTURING BATCH RECORDS) ) S 2 N l&/
2 EFTPAQA EYIKEYAZIAL NAPTIAAE NPOIONTOX \ ,
(PACKAGING BATCH RECORDS) ] Ny

ENTYNO EAEMXQN KATA TH AIAPKEIA THE
3 NAPAIMQrHz
(IN PROCESS CONTROL DOCUMENT DURING MANUEACTURING)

ENTYTMO EAEMXQON KATA TH AIAPKEIA THE

4 LYLKEYALIAZ

(IN PROCESS CONTROL DOCUMENT DURING PACKAGING) )

| 5 ANAOOPA ANAAYZIEQN EAEMXOY MOIOTHTAZ '
(QUALITY CONTROL ANALYTICAL REPORT) {\S \/)«
/
TMHMA AIAZOAAIZHE NOIOTHTAL

THPHZIH AIAAIKAZION IYETHMATOZ NOIOTHTAEL (QUALITY ASSURANGE DPT)

(COMPIANCE WITH QUALITY SYSTEM'S PROCEDURES) [ Q 7 , 75 /

~/
EAErXOI/ ENAAHGEYZEIE NOY NMPAFMATOMOIOYNTAS AMNO TO EIAIKEYMEN@ NPOEQNO
(REVIEWS / VERIFICATIONS BY THE QUALIFIED PERSON)

Ze mepiTTWoN oeipiakng TapTidag, TpaypartoTroiEiTal emBeRaiwaon Tou TTARBOUS TWV CEIRIAKWY apIBuwV
HETagy auty Trou epgavifovtal otnv TRACELINK kai Twy KOUTIV TOU CUGKEUQOHEVOU TTPGIOVTIOE TTOU
Trapix8noav cipEwva Pe 1o apxeio TapTidag amd 10 Eidikeupévo Npdowto N \/ﬂ
¥

. In case of a serialized balch, a confirmation of the serial numbers quantity between the one presented in TRACELINK and the boxes of
] packed product as per baltch record is performed by the Qualified Person

Ta apxeia g Tapridag eAeyxBnkav, agloAoynBnkav Kai GUPQWYOUV PE TIC TTPOBIAYPAPES TOU TTPOIBVTOC
Baoer g 10XUoUoAg AdIag KUKAOPOPITE. The batch records was reviewed. checked and conform with the marketing
authorization license specifications

N

MNpaypartomroieital emaindeuan 11g diadikasiag aAAayRg KATGoTaong ToU TTPOIGVTOG (A0 TTPOIOV KAPAVTIVAC
oc¢ ameAEUBEPLILEVO TTPOTGY) OTTWE exTEAEITa ard 1o ERP ouartnua até 1o Eidikeupévo Mpoowtro)
A verification of the product change status procedure (from quarantined to released product) executed through ERP sysfem is performed
by the Qualified Person

EIAIKEYMENO MPOZQIMO MA TH RONTIS HELLAS SA Ynor:ﬁ%&ﬂﬁ;ﬁ?mm
{QUALIFIED PERSON OF RONTIS HELLAS SA) (SIGNATURE / RELEASE DATE) ’ 5
/'(Jll‘J!bd LV.JF LR |

Batch Release Supervzsor -

/o] Lo/
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