il

JAEPIKABHA CJIYXBA 3 JIIKAPCBKUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npoB. Hanii Ceitnuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €JIPIIOY 37079055

BUCHOBOK
Npo sIKiCTL BBE3€HOro B Y Kpainy JiikapchbKoro 3aco0y
11.06.2024 Ne 29842/24/26
KOKOKCHB

(naliMeHyBaHHS JliKapCLKOro 3acoBy 2riaHo 3 peectpauiliHuM NOCBiAueHHAM)
TabJIeTKH, BKPHTI IVIIBKOBOIO 000.,10HK010, 10 90 mr; mo 7 Tadaerok y Oaicrepi; mo 1
faicTepy B KAPTOHHIHA KOpoOui

(dbopma BUNyCKy. A03YBaNIS. BUL MAKYBAHIS J1iKApCLKOro 3acody)

Homep peecrpauiiinoro nocsimuenns UA/19968/01/03 crpok aii peectpauiiitoro nocsinuenns 03.04.2028

Cepisa nikapcskoro 3aco6y Ne P2404277 KinbkicTs BBe3eHoro nikapeskoro 3acoby 5000
DG POHTIC XEJIJIAC MEJIKAJI EHI @PAPMACBIOTIKAJIC
> [MPOJAKTC C.A., I'peunis
(naiimenysaiiig BupobHuka JikapenLkoro 3acoby. kpalHa NOXoLKEHH:)
BeeseHo B Ykpaity TOBAPHUCTBO 3 OBMEKEHOIO BIAINMOBIJAJIBHICTIO

"BYCT ®APMA", igenr. con: 44107410

(naiimenyBanns ra koj 3a €PTIOY opwmmunoi ocoGu abo npissuie, im's, no 6arbkosi
(isuunoi ocobu - nijuipuemus, ii Miclic nposkuBaHiis Ta peecrpauiduui Homep obnikosoi
KapTKM IJIATHHKA NOAATKiB 200 cepis Ta HoMEp Nacnopra)

TMporokosn Bisyaaskoro kourpomo sin 11.06.2024 N 2060/4.

3a pesyasTaTamMu JAEPKABHOTO KOHTPOMIO BCTAHOBJIEHO, UIO Jikapchkuit 3aci6 BBeseHo B VYkpaiHy 3
JOTPHMAHHAM BHMOI 3aKOHOJABCTBA LIOJ0 3abe3neueHHA AKOCTI JIK KHX 3acobiB.

7>

Muxkona XOJIOJEHKO

(nianue) (iniwianu Ta npizsuuie)




Napica IHgacTtpian Epia
M.0. BOKC 3012
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®akc: +30 2410 541 490

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

CEPTU®IKAT BIANOBIAHOCTI

Mpoaykt: KOKOKCWB, TabneTkn, BKpUTI nniekoBor obonoHkow, no 90 mr; Ne 7
(ETOPMKOKCWB KOKOKCHWB MICTPAIJT YKP T®IVO 90mr BJI1. X 7) Kinbkictb: 14 000 ynak, 98 000 tabn.

Homep cepii: P2404277

Homep cepii Bulk npoaykty: TC2312046

API (BupobHuk/Homep cepii): Aurore Life Science Private Limited / ETXF230020

Jikapceka dopma: ETopukokenb tabnetiu, BkpuTi obonoHkow, no 90 mr

[ata BurotoBneHHs (Micauk/pik): 12/2023

[ata ynakoeku: (aeHb/Micaub/pik): 25/04/2024

Tepmin npuaaTHocTi (Micaub/pik): 11/2027

Twun Ta poaMip ynakosku: 7 Tabnetok X 1 6Gnictep

Micue BupobHuyTea: POHTIC XEJITTAC MEAIKAIT EHO PAPMACBIOTIKANC NPOOAKTC C.A.

Cawnr ynakosku: POHTIC XEJTTAC ME[OIKAIT EHO ®APMACBKOTIKAJIC MPOOAKTC C.A
CainT nepesipku koHTpono akocTi: POHTIC XENJAC MEOIKAIT EHO PAPMACDBIOTIKAJC MNMPOOQAKTC C.A

Homep niueHsii Ha sBupobHuuTEO: 0000010664/23/1
Homep peectpauiiHoro noceigyeHHsa: UA/19968/01/03 KpaiHa-imnopTtep: YkpaiHa
BurotoeneHo ans: Mistral Capital Management Limited. PeaynbTatn aHaniay: aMe. cepTudikaT aHaniay

Uum 8 3aceigyytlo, wWo HasegeHa Buwe iHbopmalis € AocTosipHOK Ta TodHot. Lo naptito npoaykty 6yno
BMIOTOB/IEHO, YNAKOBAaHO Ta NMPOKOHTPO/ILOBAHO Ha BMLLE3a3Ha4yeHoMy Micui (-ax) y nosHii BignosigHocTi Ao
Bumor EC GMP ana 3abe3nedeHHAa BigNOBIAHOCTI MapKeTUHIOBOMY A0PYYEHHIO KpaiHM-imnopTepa. 3anvcu npo
cepiiHy 06pobKy, NakyBaHHA Ta aHa/i3 aHanisy 6yan nepernaHyTi Ta BMU3HaHI TakMmy, WO Bignosigatots GMP.

BigxmuneHHs, AKi MOXKYTb MaTK HeraTMBHUIA BNMB Ha AKICTb NPOAYKTY: v Hemae
La napTia sunyLleHa Ha pUHOK. [1 Tak, gMB. KOMeHTapi
KomeHTapi/3ayBakeHHs: N/A

Jara: 21.05.2024
Im'a / Nignuc:
(Im'a, YO) /nionuc/
Bobona Esarenis
(YnoeHoBaxeHa ocoba, uo 3a3HaveHa B

[upexkrmsi 2001/83/EC)

HauioHanbHa opraHisauia 3 /sikapcbkux 3acobis, Homep cepTudikaTta: 93103/7-9-2023, Homep A[03BOAY:
0000010664/23/1, 3rinpHo 3i crtatreto 40 [dupektusm 2001/83/EC, WO TpaHCIOETbCA B HaliOHa/NbHe
3akoHogascTeo AY3(a)/T. M. 32221/29-4-2013 C1.57
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Rontis

CropiHka 232

BMMNYCK CEPIT TOTOBOT YNAKOBAHOI

- D23-078-01
NPOAYKLUII 3BIT

BuaaHHa Ne 9

[ara Bupaui:
[ata HabpaHHA YMHHOCTI:

17.01.2022
26.01.2022

3BIT NMPO BUMYCK NAPTII rTOTOBOI YITAKOBAHOI MPOAYKLLIT

NPOAYKT: ETOPUKOKCUE KOKOCUE MICTPA/1 YKP T®[1/0 90m2 b/1.X 7

CEPIA HOMEP: P2404277

OATA BUTOTOBJIEHHA: 12/2023

TEPMIH NPUOATHOCTI: 11/2027

BUPOBHWYMN HOMEP: PH3921/23, PH3993/23, DP1329/24

PO3MIP CEPII : 14000 ynak. +30

3pa3kis
KOHTPO/IbHUMA CMTUCOK JOKYMEHTALLIT 3AMUCY YIAKOBAHOI
NPOAYKLLT NEPEMNAHYTO
Ne BUPOBHULTBO KOHTPO/Ib
/i ®OPMWU/OOKYMEHTHU BT AROETI T
1 3ANMUCK BUPOBHULTBA CEPIM /nidnuc/ H/3
2 3ANMCK NMAKYBAHHSA CEPIN /nidnuc/ H/3
3 | JOKYMEHT KOHTPO/ItO MPOLECY NiA YAC BUPOEHULITBA /nionuc/ /nidnuc/
4 | JOKYMEHT KOHTPOJ1tO NMPOLLECY Mig YAC MAKYBAHHA /nidnuc/ /nidnuc/
5 | AHAZIITUMHWUM 3BIT 3 KOHTPOO AKOCTI H/3 /nidnuc/
BIANOBIAHICTL 3 NPOUEAYPAMW CUCTEMWM AKOCTI RARANT BROETLE DAY
A A HEL /nionuc/

NEPEMNAAW/NEPEBIPKU YNOBHOBAXEHOI OCOBM

Y pasi cepipianizauii napTii, NigTBepAKeHHs Ki/JIbKOCTI CepilMHMX HOMEpiB MiX TUM, WO

npeactasneHo 8 TRACELINK, i kopobkamu ynakoBaHoro npogykTy BignosigHo o 3anucy H/3
napTii BUKOHYETLCA YNOBHOBaXeHot ocoboto

3anucu npo cepi 6ynn nepernadyTi, nepesipeHi Ta BignosigatTb cneyudikayiam ‘/
peecTpauiiHoOro Aocbe

MepeBipka npoueaypy 3MiHM CTaTycy NPOAYKTY (3 KapaHTUHY Ha BUNYLWEHUA NPOAYKT), WO ‘/

BMKOHYETbCA Yepes cuctemy ERP, BUKOHYETbCA YNOBHOBaXKeHO0 ocoboto

YINMOBHOBAXEHA OCOBA POHTIC XENNTAC MELIKAN
EH ®APMACBHOTIKANC NPOOAKTC C.A LIBELEIAG. /AT A BRI
bobona Esarenis /nidnuc/ 21.05.2024
BunycK cepii




Rontis

Driven by innovation

D02-002-02 BupaHHa Ne 5 [llata sunycky 19/09/2022

[Nata HabyTTA YMHHOCTI 23/09/2022

OTpuMaiTe IHCTPYKLIO 3 NaKyBaHHA BupaHHA Ne 1

[ata Bunycky 22/04/2024

IHCTPYKLIA 3 YITAKOBKA

IHiuiaTop Kaddeabrp E.

CropiHka 334
Kog Onmc ETOPMKOKCWUB Cepia e CepiiiHnii Ne [ara no4atky
NpPoAYKTY PEP-O01320 npogyKty | KOKOKCUB MICTPAN YKP T®MN/O S0mr 6aicT. X7 | Homep bed0azsy |Kinsdiem | 14000 YNaKOBKKU Pp132344 NaKyBaHHA a0
CnucoK maTepianis NepBUHHOI YNaKOBKKW
HeobxinHa| 3aranbHa
Kog X L . . OTpumaHa Bukopucrana MosepHeHa| .
Rk Onuc maTepiany KinbKkicte/ | HeobxigHa | Cepisa Homep R T R BigxwneHo| % sTpat
maTepiany S KiNbKicTb KiNbKicTb KiNbKiCTb
ynak KiNbKiCTb
1
TCO3ET ETOPMKOKCHB 90M;Ta6nemu BKPUTI - Afeas H/3
LBEQS0. =
. TC2312046 | 115690 Tabn. 12000
Terygr | ETOPHBGHCGRONT REAEHH SR | 70006, | 980007380, - 103960 4 5610 5,4%
nniekogoto obosoHKoto (A) /
44300223 19020 r / H/3
AntomiHiesa donbra ETOPMKOKCHEB
0334701/25 MICTPAN YKP 90mr 7c 25 161 m 0,97 13580r 14220 4800/r 592 /
——
00528’ & VENUS antomiHiesa bE3 MPMHTYBAHHA 757281/06 120000 r ~
60/50/25 W157 mm 319 44660 - 46000 74000r 1181
035342y | VENUS anominicsa BE3 MIPVIHTYBAHHA ’ -
60/50/25 W157 mm — ~
JloctaBneHo nepcoHanom cknaay: /nidnuc/ [Oara: 10.05.24 Higpaxneako 1o pospaxceaio.  Jara: 100524
onepaTopom:
OTpUMaHO onepaTopom: /nidnuc/ [aTa: 10.05.24 MpWAHATO NepcoHanom cknagy: [Hata: 10.05.24
BianosifanbHuiA 3a ynakoBKy: /nidnuc/ [ara: 10.05.24 BinnosinanbHwii 3a ynakosky:  [laTa: 10.05.24
1 3anoBHITL OAMH i3 ABOX KOAIB, AKI OyayTb BUKOPUCTaHI

2 ; z
MosHaute v Kog matepiany, Akui Byae BUKOpHCcTaHo

25/04/24
Lramn «Konia

BianosiganbHuii 3a ynakosky: /nidnuc/

OopuriHany»




Ront?s D02-002-02 BupaHHa Ne 5 [llata sunycky 19/09/2022 [Nata HabyTTA YMHHOCTI 23/09/2022
it B iV OTpumMaliTe iHCTPYKLIO 3 NaKyBaHHA BupanHa Ne 1 [ata sunycky 22/04/2024
IHCTPYKLIA 3 YITAKOBKI | IHiuiaTop Kaddeabrp E. CtopiHka 434
Kog Onmc ETOPMKOKCWUB Cepin o CepiiiHnii Ne [ara no4atky
NpPoAYKTY PEP-O01320 NPOAYKTY KOKOKCKE MICTPAST YKP TOMN/O 90mr 6aict. X7 | Homep p2a04277: | Hinswders) 14000 YNaKOBKKU Pp132344 NaKyBaHHA a0
Cnucok maTepianis nepBUHHOT YNaKkoBKKW
Kog . Heobxiaxa 3aran_bHa . OTtpumana |BuxkopuctaHa| [losepHeHa "
R Onwc matepiany Lo HeobxigHa Cepia Homep o - L BigxuneHo | % BTpat
MaTepiany KinbKkicTo/ ynak| . KiNbKiCTb KiNbKicTb KinbKicTb
KiNnbKicTb
&b ETOPUKOKCUB A-023-14297 | 14400 tem. 90 Tem. H/3
0335301 MICTPA/T YKP S0mr 1,00 TEM 14000 Tem. 19310 _— 260
TABJ1. ¥ BNICT. x 28 (155x80x40MMm) / /
A-023-14300 | 14250 Tem. 190 Tem.
PIL ETOPUKOKCHUB
0335701 MICTPAN YKP (270x595mm) 1,00 TEM 14000 Tem. — 19060 // 10
KAPTOHHA NAYKA C1736412 3 tem.
0084401 485x390x316MM 0,005556 TEM| 77,78 tem. C1736412 99 Tem. 83 19 Tem. 5 /
. . . MippaxoBaHo Ta po3paxoBaHo .
JocTaBneHo nepcoHasnom cknagy: [nignnc/ Oara: 10.05.24 AEEEAGHORE Oarta: 10.05.24
OTpvMmaHo onepaTtopom: [nignnc/ Oara: 10.05.24 EIKT:E&TTO nepcauaom Oara: 10.05.24
BionosifanbHMiA 3a ynakoeKy: [nianuc/ [ara: 10.05.24 | BignosiganbHWiA 3a YNaKoBKY: Darta: 10.05.24
1 : 7 2 - i i 7 % 0
3anoBHiTb 0AWH i3 ABOX KOAIB, AKI 6y ayTb BUKOpUCTaHI BianosiganbHuii 3a ynakoeky: /nidnuc/
2 . 5
MosHauTe v Koa maTepiany, AKWiA Gyae BUKOPHUCTaHO
25/04/24

Lramn «Konis opurinany»
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Napica IHgacTpian Epia

M.0. BOKC 3012

INapica, 41004, I'peuin
TeoedboH: +30 2410 541 489
dakc: +30 2410 541 490
infohellas@rontis.com

http://www rontis.com

CEPTU®IKAT AHANI3Y
ETOPUKOKCWB, TabneTku BKpuUTi nniBkoBoto 060noHko, no 90 mr
AfA N/A KOA4 TC11ET
HOMEP CEPII POHTIC | TC2312046 PO3MIP CEPIT 333 333 rabneTok
OATA BUPOBHULTBA 12.2023 TEPMIH NPUOATHOCTI MocunaHHa Ha Cep-T BiANOBIAHOCTI
KomeHrtapi : N/A
TECTH CMNELUUDIKALIA PE3Y/IbTATU
Onuc [Oeoonykni TabneTku abnykonoaibHoi dopmu, Bkputi obonoHKoto,
: - TR 1 BIOMOBIOAE
(BM) 6inoro konbopy, 3 TMCHeHHAM «90» 3 OAHiEl CTOPOHM Ta rNaAKi 3 IHLWOI
laenTndikayia eTopuKkokenby
A.BEPX A. Yac yTpumysaHHs signosigae craHaapty (KinbkicHe Bu3HaueHHs). A. BIANOBIOAE
B. Y®-cnektp B. CnekTp Bignoeigae craHaapry. B. BIANOBIOAE
(BM)
Poamipu (wumpuHa x 4oB*MHA) 8,1X83mm+75%
(BM) (7,50 - 8,70) X (7,69 - 8,92) mm 8124825

i NMT 2 oguHuub > AW + 7.5 % &
OpHopigHictb macu (Eur. Ph. 2.9.5) WonHor oA > AW £15,0 % BIANOBIOAE
Bmict soam (3a Kapnom diwepom) (Eur. .
Ph. 2.5.12) He 6inbwe 3 % 1%
KinbkicHe Bu3HayeHHA
(BEPX) (BM) 95,0-105,0 % 101,3 %
PosuunHeHHA (Q) =80% 3a 15 x8 97%
(BEPX) (BM) (3rigHo 3 Eur. Ph. 2.9.3) Min .: 93% (S1)
Onsa nepwux 10 oguumus : AV £ 15,0 % (L1i)
5 On ANHWUD: <15, i
OpHopigHICTL 4030BaHUX OAUHULD .360 A 30,? o ﬁ\:‘ 13,0 % s AV=37%
(Bapiauis macw) (Eur. Ph. 2.9.40) OZEH BMICT y OKpemili A030BaHIi OAMHWL] HE € MEHLLUM 33 Pisern - L1
o (1-12x0,01)M i He € inbwwmm 3a (1 + 12 x0,01)M ’
(e L1=15,0,al2 =25,0) (Bignosigae Eur. Ph. 2.9.40)
s g : Odomiwka F: £0,2% ND
Cvnp(g??;; (péol\;u)lmkm Makc. Haitbinbwa iHamsigyanoHa HeigeHTUdikosaHa gomiwka: £ 0,2% 0,03 %
Cyma gomiwok: £0,5 % 0,03 %
laeHTudikauia TuTany giokenay (BM) YTBOPIOETLCA KOBTYBATO-OpaHKese 3abapsrieHHs. BIANOBIOAE
Mikpobionoriuna uucrora TAMC: 10° KYO/r (MakcumanbHo gonycTuma Kinbkicts = 2000) <100 KYO/r
(Eur. Ph. 2.6.12-2.6.13) 2 L 100 KYO
o TYMC: 10" KYO/r (MakcumanbHo gonycTuma Kinbkicts = 200) = /r
(BMKOHYeTbCA Ha KomHil 10-i naprTii abo O il Bi Ha/r
nNpuHaiMHI Ha oAHil NapTil Ha piK, 3ane)Ho Big, Escherichia coli: BiacyTHa/r AcyT
TOro, WO Ma€e HalBULLY YacToTy) (Bip,I'IOBi,D,aE Eur. Ph. 5,1.4—1}
BUNYLLEHO/BIAXWUNEHO BUNYCK nanuc OATA
AimiTpa lkauiy 14 6epesHa 2024
BUMYLWEHO MeHempKep 3 KOHTpPOMH AKOCTI - YO /mannc/ P

NMPMMITEH

BuL,esasHaueHi Tectn onucani B MOHOTPA®IT FOTOBOMO MPOAYKTY TA AHA/IITUMHOMY 3BITI 3 KOHTPO/IO AKOCTI ana

NpoAykKTie 3 igeHTUdiKauinHumm Homepamm: TCO3ET & TC11ET.

KomenTtapi: ND: He susasneHo, *Pesynbratu IPC.
BM — BHyTpiwHin MeTog,

BEPCIA 2b, 16/10/2020

Cmopinka 13 1
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Industrial Area of Larissa

P.0. BOX 3012
Larissa, 41004, Greece
Ront I s Phone:+30 2410 541 489
Driven by innovation Fax: +30 2410 541 490

infohellas@rontis.com
http://www.rontis.com

CERTIFICATE OF COMPLIANCE

Product: COCOXIB, film-coated tablets, 90mg, No7 Quantity: 14.000 boxes, 98.000 tabs
(ETORICOXIB COCOXIB MISTRAL UA FCT 90MG BTX7)

Batch no: P2404277

Bulk Product Batch No: TC2312046

API (Manufacturer/Batch No): Aurore Life Science Private Limited / ETXF230020
Dosage form: Etoricoxib 90mg film coated tablets

Manufacturing date (month/year): 12/2023

Packaging date: (day/month/year): 25/04/2024

Expiry date (month/year): 11/2027

Package size / Type: 7 tabs x 1 blister

Manufacturing Site: RONTIS HELLAS MEDICAL AND PHARMACEUTICAL PRODUCTS S.A.
Packaging site: RONTIS HELLAS MEDICAL AND PHARMACEUTICAL PRODUCTS S.A.
Quality Control testing site: RONTIS HELLAS MEDICAL AND PHARMACEUTICAL PRODUCTS S.A.

Number of Manufacturing Authorization: 0000010664/23/1
Marketing Authorization Number: UA/19968/01/03 Importing Country: Ukraine

Manufactured For: Mistral Capital Management Limited 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. 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: 21/05/2024

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".I1. 32221/29-4-2013 Art.57

SOP-02-002, EXHIBIT 1b, EDITION 9



Z 2eAida 2 amd 2
R.ont's (Page) (of)
ANA@OPA AI'IOAEZMEYZHZ I'IAPT!MZ Hp!viq 'Exﬁogqg; 17/01/2022
TEAIKOY EYEKEYAIMENOY MPOIONTOE  pp3.078.01 | AP.EkB0ONG o | (issue Date)
(FINISHED PACKED PRODUCT BATCH RELEASE (Edition No) Hulvia loxiog: 000 00)
REPORT) (Effective Date)
ANAO®OPA AMNOAEZMEYZHZ MNAPTIAAZ TEAIKOY XYZKEYAZIMENOY
MPOIONTOZ
(FINISHED PACKED PRODUCT BATCH RELEASE REPORT)
MPOION: E7ok((oxis  (O(oyd M TELC | APIOMOE NAPTIAAZ
(PRODUCT) O F1 Y0w H1x 3 (BATCH NUMBER) {2 Woyr 3%
HMEPOMHNIA MAPAIQIrHx: ) HMEPOMHNIA AH=HZX:
(MANUFACTURING DATE) , 19 (107> (EXP. DATE) /[102F
APIOMOZL NAPAIQIrH: T4 2 H LS , IH 3993175 | MEFEOOEL NAPTIAAZ: Y 0e& boxr)
(MANUFACTURING NUMBER) 0 (1318 v | (BATCH SiZE) t 50 soupL>5
i {
ANEITA EAEMXOY EMTPADPQON
NAPTIAAE EYEKEYAZMENOY MPOIONTOE e D
PACKED PRODUCT BATCH RECORD DOCUMENTATION CHECK LIST)
XA AEATIA / ENTYMNA TMHMA NAPAFQrHE T”Hg%ﬁ?;’z‘o"
(FORMS/DOCUMENTS) (PRODUCTION DPT) (QUALITY CONTROL DPT)
] EFTPA®A NMAPAT QI HE MAPTIAAE NPOIONTOE | — — vl
(MANUFACTURING BATCH RECORDS) — .
EFTPA®A IYIKEYAZIAE NAPTIAAL NMPOIONTOX =" -~
2 (PACKAGING BATCH RECORDS) ~ 4 0 W J
ENTYNO EAEMXQN KATA TH AIAPKEIA THZ o =
3 NAPArQrHE *czééé,-
(IN PROCESS CONTROL DOCUMENT DURING MANUFACTURING) /7
ENTYMO EAEMXQN KATA TH AIAPKEIA THE Y
4 EYEKEYAZIAL —— Y/
(IN PROCESS CONTROL DOCUMENT DURING PACKAGING) 4 .
5 ANADOPA ANAAYZIEQN EAErX0Y NOIOTHTAL [} :
(QUALITY CONTROL ANALYTICAL REPORT) f‘f \LD(
/
TMHMA AIAZQANAIZHE MOIOTHTAE
THPHEIH AIAAIKAZION LYETHMATOZ NOIOTHTAEL (QUALITY ASSURANCE DPT)
(COMPIANCE WITH QUALITY SYSTEM'S PROCEDURES)

AN

EAEMXOI/ EMAAHGEYZEIZ NOY NPATMATOIMOIOYNTAI AMO TO EIAIKEYMENO NPOZQMNO
(REVIEWS / VERIFICATIONS BY THE QUALIFIED PERSON)

packed product as per batch record is performed by th

Ye mepitrrwon oeiplakfig aptidag, mpayparorroieitan emBeRaiwan Tou TTARBOUG TWV CEIPIaKWY apiBuwyv
peragu autwy TTou epgavifovral oty TRACELINK Kai Twv KOUTILWV TOU GUOKEUAGHEVOU TTPOIOVTOG TTOU

Taprxénoav cup@wva Je 10 apxeio Trapridag amd 1o Eidikeupévo MNpoéowtro
In case of a serialized balch, a confirmation of the serial numbers quantity between the one presented in TRACELINK and the boxes of

e Qualified Person

Baoer TG 10xUoUCAg ABEIAG KUKAOQYOPIAG. The batch records was revie
authorization license specifications

Ta apxeia g raptidag eAtyxBnkav, aglohoynBnkav kai cupguvolv Pe Tig TTpodiaypapeg Tou TTPoioVTog

wed, checked and conform with the marketing

Mpaypatotroiital eTTaAnBevan Tng diadikagiag aAAayng katdoTaong

by the Qualified Person

o€ ameAEUBEPWHEVO TTPOIOV) OTTWG exTEAEiTal aTTd TOo ERP glatnua ammd 1o Eidikeupévo Mpdowrro)
A verification of the product change status procedure (from quarantined to released product) executed through ERP system is performed

TOU TTPOIoVTOG (aTTd TTPOoidV KapavTivag

EIAIKEYMENO NMPOZQMO INA TH RONTIS HELLAS SA
(QUALIFIED PERSON OF RONTIS HELLAS SA)

ANOAEZIMEYZIHI

YI'IOI'PA:E! I HMEPOMHNIA
(o)
(SIGNATURE / RELEASE DATE)

3cboia Evagelia

91forl 201/

BoiCh Release SUpPervIsns - wp

/
N




s D02-002-02 Ap. Exdoong 5 Hplvia Exdoang 19/09/2022 Hu/via loxoog 23/09/2022
Ro ntl s’ (Edition No) Issue Date) (Effective Date)
Odnyia Zuokevaaiag MpoidvTog Ap. ‘Exdoang 1 Hy/via 'Exboang 22/04/2024
Driven by innovation (Product’s Packaging Work Instruction) (Edition No) (Issue Date)
OAHIMA ZYIKEYAZLIAXZ Eioriynon améd: Kaggeadkn E. Zehida: 3 amé 11
(PACKAGING INSTRUCTION) (Initiated by) (Page:) __(of)
Neprypagn Ap1Budg 5 N Hulvia "Evapéng
Kwdikdg e, ETORICOXIB MoooérnTa A/A Euokevagiog
Npoiéviog | PFP-001420 | MPOT6VTOS | cocoxis MISTRAL |TAPTIBAS oo\ o | (Quantit) | 4q.000 | (Serial Nr. of D4 DUOKRUCIONC. | o My
(Product Code) {Eroduct UA FCT 90mg BT x 7 | (Bateh Packaging) p 132913y | (Date of Packaging
Description) Number) Initiation}
Aiora YAIkwv Mpwroyevolg ZuoKevaoiag
(Material List of Primary Packaging)
ATaIToUpEVD Zuvolikd
Kwdikog j . TTocétTa / ATTQITOUHEVD ApiBuog MNooétnta MNogdtnra Mooérnra % dupa
YAikoU Tﬁg}:&?g’;@;ﬁiﬁf KouTi ToaéTNTA TapTidag mapahapric xpriang EMOTPOPHG Al;g;g,x\eg}\a (% Loss)
(Material code) (Required (Total Required (Baich No) (Received quantity) | (Used quantity) | (Retumed quantity)
quantity/ box) quantity)
!
ETORICOXIB 90 mg
TCO3ET! Mm—_ 7,00 tabs L
TR
2312046 | 115,960 +abd 1Yoc0 4
ETORICOXIB 90 mg film- . mes : i _ /
TC14ET! el 7.00tabs | 98 00U fobs & 1039 éD—L r $h )(,;74 S Yy
/._-——'—'7':- - = - K
ALU FOIL ETORICOXIB 4430079% mnﬂna) r %8(‘0%(
0334701/25 MISTRAL UA 90mg 7s 097g 13, 580 , 3 ,‘Lf z &:; . <
2601 161m (34 as . e SY 2/, N/A
VENUS ALU UN- 15728006 | 1200008 v Ta o0O0r
ooses? [ | PRINTED 60/50/25 ) . S
W157mm S LeCOO {16/
VENUS ALU UN- L) 4 660 g 3 ~ -/,/3’ i
035342 O PRINTED 60/50/25 /
W157mm 2
Napdadoan amé Amobnkapio:__Eaf . L. Huhia_/p § Q Mérpnon kai YTroAoylopoi amé xeipioT: 1L Huhvia: {059 Yyl
(Delivered by warehouse personnel:) (Date:) (Counted and Calculated by operator:) (Date:)
Mapahafn ammo XepIoTr: Huivia:_dols/24 NapaAaBr amd Amobnkdpio: f Huhvia: /7 3‘1
(Received by operator:) (Date:) (Received by warehouse personnel:) (Date:) P
YmeuBuvog ZuoKevaoiag: Huivia:_{©-S - 2.4 | YmeuBuvog Zuokevaaiag: Huvia:/0/§ /fq
(Packaging Responsible:) (Date:) .’Packagr‘ng Responsib.'e:) (Dﬂs:)

TZUPTTARPWOE Evav oo Toug Buo kwdikoug TTou Ba xpnatpoTTonBei.
(Fill one of the two codes to be used)

25 nueiwoe pe ¥ Tov KWwdIKG UAIKOU TTou Ba XpnaipoTroinBei.
(Mark with \ the material code to be used)

YTeuBuvog ZuoKeuaoiag:
(Packaging Responsibie)

[=3




Ty D02-002-02 Ap. Exboong 5 Hp/via ‘ExkBoong 19/09/2022 Hup/ivia loyoog 23/09/2022
Ron tl s‘ (Edition No) Issue Date) (Effective Date)
Odnyia Zuokeuaaiag Mpoidvrog Ap. Ekdoong 1 Hu/via ‘Exdoang 22/04/2024
Driven by innovation (Product’s Packaging Work instruction) (Edition No) (Issue Date)
OAHTIA ZYIKEYAZIAXZ Eioriynon améd: Kageeodkn E. ZeNida: 4 amé 11
(PACKAGING INSTRUCTION) (Initiated by) (Page:) __(of)
< Nepiypapn Ap1Bpog 5 s Hpivia ‘Evapéng
Kwdikdg gt ETORICOXIB 7 MNoodétnTa AJA Zuokevaaiag)
s Mpoidvrog TTapTidag p : - Tuokeuaoiag i
:’L‘:;Ilg;'gfdej PFP-001420 (Prodct ngg})_(g&:)ws;?m} (Batch PacicugT T (Quantity) 14 CCO gacr;e: I;;'ln )of DP43 2%[p., (Date of Packaging 28 Iut] 2en
Description) Mg BT X7 | Number) ging. Initiation)
AioTta YAikwv Aeutepoyevolg ZuoKevaoiag
(Material List of Secondary Packaging)
ATTaITOUEVN Zuvohikd Mooéra
b Sl
KWBIKOS | e nr ukios | TOOSTATA/ | ATAITOUNEVD | o6y 6c mrapriBac mopaAaBiic Mogémra Moo6tra AxardMna | % @upa
YhikoU (Material description) kouti Too6TTA (Batch No) (Raceived xpriong. ETTOTPOPIG (Rejected) (% Losz)
(Material code) (Required quantity/| (Total Required quantity) (Used quantity) (Returned quantity)
box) gusnrﬂy)
FB ETORICOXIB A-093-1u424% LHacog 1 9017em
0335301 MISTRAL UA 90mg 1,00 TEM | 44.0CO0 = ] (&) 9,
BTX7 (155x80x25mm) - "1 /7.3 s | 10, NA
i &
PIL ETORICOXIB A-093-ikz00 U4950Ten ey ﬁmﬁ"? 10
0335701 MISTRAL UA 1,00 TEM 44000 1Y 06l 1.4
(270x595mm) T & L — oy, N Y
17 v
CiE3eu2 3 Tem 7 —
CARTON B pe? L.
0084401 ssosoostomm | 0008586 TEM | 1 =y . | TVeBemI2 Afem 67 11764 3 4,
Napddoon amd AmoBnkdpio__le. ;1 €y Huivia:_in § /7 Y MErpnon kol YTToAOYIOHOI 0T XEIPIOTA: ﬁﬁ Huhvia:_/o/o /24
(Delivered by warehouse personnel:) (Date:) (Counted and Calculated by operator.) (Date:)
Mapahafn amd xeipioTy: c.8 Huivia:_Lo oS 124 | NapaiaBn amé Amobnkdpio: é Hufvia: fg i~ Z<f
(Received by operator:) (Date:) (Received by warehouse personnel.) ¥ (Date:) g
YTeUBuvog ZuoKeuaaoiag: é Hptviae_1©-$ -2 A4 | YmeuBuvog Zuokeuaoiag: & Huvia: /p/ ¢/ ;q
(Packaging Responsible:) (Date:) (Packaging Responsible:) (Date:)




Industrial Area of Larissa

Rontis

Driven by innovation

CERTIFICATE OF ANALYSIS

P.0. BOX 3012

Larissa, 41004, Greece
Phone:+30 2410 541 489
Fax: +30 2410 541 490
infohellas@rontis.com

htip://www.rontis.com
ETORICOXIB 90 MG FILM COATED TABLETS
A/A N/A CODE TC11ET
RONTIS BATCH BATCH SIZE
NUMBER TC2312046 333.333 tablets
MANURACTURING ™| 45 923 EXPIRY DATE | Ref to CoC
DATE
Comments: N/A
TESTS SPECIFICATIONS RESULTS
Description White, apple -shaped, biconvex film coated tablets CONFORMS
(IH) debossed with "90°' on one side and plain on the other.
Identification of Etoricoxib
A. HPLC A. Retention time corresponds to that of the Standard (Assay test). A. CONFORMS
B. UV B. The spectrum corresponds to that of the Standard. B. CONFORMS
(iH)
Dimensions
81x83mmzz75%
(Wkith » Lengeh) (7.50 - 8.70) x (7.69 - 8.92) mm A2 mm
U“lfmny of mass NMT 2units> AW 75 % *
(Eur. Ph. 2.9.5) No unit > AW + 15.0 % CONFORMS
Water content
(by Karl Fischer) NMT 3 % 1%
(Eur. Ph. 2.5.12)
Assay
(by HPLC) 95.0 -105.0 % 1013 %
__(IH)
Dissolution (Q) = 80 % in 15 min i
tby {’,:;"c’ (According to Eur. Ph. 2.9.3) &'{1533 %
For the first 10 units: AV < 15.0 % (L1)
. or For 30 units: AV < 15.0 % (L1) and
Uniformity of dosage units No individual content of the dosage unit is Less than (1 - L2 x 0.01) M AV=37%
(Mas(;urir:azﬁ::lo}test) or More than (1 + L2x 0.01) M Level: L1
e (where L1 is 15.0 & L:zis 25.0)
(Complies with Eur. Ph. 2.9.40)
Related substances Impurity F: £ 0.2 % ND
(by HPLC) Max Individual Unknown impurity: < 0.2 % 0.03%
Ll Total impurities: s 0.5 % 0.03%
Identification oL;I;)itanium dioxide Yellowish - orange colour is produced. CONFORMS
Microbiological examination TAMC: 103 cfu/g (Max Acceptable count = 200 <100 cfu/g
’ {Eur. Ph. 2.6.12 - i:;f o TYMC: 102 cfu/g (Max Acceptable count = <100 cfu/g
'Performed on a
or st aast one batch per year richia coli: Absent/g - Absent/g
whichever has the highest frequency) (Complies with Eur. Ph, 5.1.4-1) i . —
RELEASED /| REJECTED RELEASED BY Sl URE DATE
) Dimitra Gkatziou 14 MAR 2024
= ai Quality Control Manager - QP
NOTES /

The above tests are described in the FINISHED PRODUCT MONOGRAPH & QUALI

Product ID No: TCO3ET & TC11ET.

Y CONTROL ANALYTICAL REPORT with

Comments: ND: Not Detected, *IPC Results.

VERSION 2b, 16/10/2020
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