JNEPKABHA CIVYIKBA 3 JIKAPCLKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH y m. KMEBI

npos. Hanii Ceitnuunof, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JIPTIOY 37079055

BUCHOBOK
npo SKicTh BBE3€HOr0 B Y KpaiHy JiKapcbKoro 3ac00y
13.11.2024 Ne 60322/24/26
ETOPA

(nalinenynain Aikapckkoro 3aco0y sriano 3 peceTpaiifinuM MoCBiACHHM)
TabaeTkH, BRPHTI MJIIBKOBOIO 000J1011K010, 110 90 mr, no 7 Tabnerok y Gaicrepi, 0o 1
gaicrepy B KapTOHHii KopoOui

(dopma BUNYCKY, RO3YBAHHS, BUIL [12KYBAHHA nikapcbKoro 3aco0y)
Homep peectpauiiinoro mocsizaentis UA/] 8682/01/02 crpox aii peecTpaniiiHoro noceiayeHs 13.04.2026
Cepis mikapchkoro 3acoby Ne P241 0052 KibKicTh BBC3CHOrO Nlikapehikoro 3acoby 27465

POHTIC XEJIUIAC MEJIKAJ EHJ] ®APMACBIOTIKAJIC

Bupobuux 5 .
: [IPOINAKTC C.A., [peiist
(1safiMeHyBaHHs BHPOGHMKA IKAPCLKOTO 3ac00By, KpaiHa MOXOKENIIN)
BeeseHo B Ykpainy TosapucTBO 3 06MCEKEHOIO sinnosinansiicrio "MTOJIbOAPMA

10A", inent. woux: 42781598
(naiimery Banus Ta KO 3a CAPNOY wpranuiiol ocobu abo npispuiic. iM'st, o GaTLroBi
{iznyoT 0cobH - nANPHCMLE, 1T MICLLE IPOIKMBAHEA T PCECTPALLidIi HoMEp 0BaiKOBOT
KapTky MarTiuka nosarkis ago cepis Ta HOMEP nacnopTa)

TpoTOKOI Bi3yaTbIOI0 KOHTPOIO Bl 13.11.2024 N 3942/3.

3a  pesyibTATAMH  [ICPKABHOTO  KOHTPOIIO BCTAHOBIEHO, WO NiKAPChKHH jacié mpezeHo B YKpaiHy 3

IlOTpHMaHHﬂM BUMOF 3aKOHOAABCTBA LWOAO 3abe3neyeHHs akocTi nikapebkHx 3acobis.
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Mpomucnosa aoHa Jlapiceun
Alc 3012-41004
Napicea, Fpeyjs
(Industrial Area of Larissa
. . ) P.0. BOX 3012-41004
7 ’ Larissa, Greece)
@n s Ten.:+30 2410 641 489
. . . dake: +30 2410 541 490
Driven by innovation infohellas@rontis.com
hitp:/iwww.rontis.com

CEPTUDIKAT BIANOBIAHOCTI

NpoaykT: ETOPA (ETOPUKOKCIB) NMONBDAPMA, TaBneTku, BKpVTI MniBkosok 0BoroHKoK, No 90 Mr,
BTX7

KinbkicTb, 27 465 ynakosok, 192 255 Tabnetox
Ne cepii: P24100562
Ne cepii HepoathacosaHOro NPOAYKTY: TC2407057

AD| (BupoBHuk / Ne cepii). «Aypope dapmacetoTikanc lpavieer flimiten» (Aurore Pharmaceuticals
Private Limited) / ETXF230036,ETXF230037

Tikapcska qopma: ETopukokcud, Tabnetiu, BKPUTI NNIBKOBOIO 0BOMNOHKOH, 1o 90 MF
[lata BuroToBneHHs (Micsaup/pik): 06/2024
[lata nakyBaHHs: (aers/Micaup/pik): 09.10.2024 poky
TepMin npuaarHocTi (Micaup/pik): 05/2028
Poamip/Tvn yriakosku: 7 Tabnevok x 1 Gnicrep
BupoBHuua ainbruus: «PonTic Xennac C.A.» (Rontis Hellas S.A)
MaxysansHa AinbHuLs: «PorTic Xennac C.A.»
[liAbH1UA 3 BUNPOBYBaHL B PaMKax KOHTPOSHO AKOCT: «Ponric Xennac C.A.»
Homep no3sony Ha BUPOSHALTEO! 0000010664/23/1
Homep peecrpaLiiitioro nocsiguerHs: UA/18682/01/02 Kpaina-imnopTep: Ykpaita
BupoBnero ans: «Monbtapma C.A.» (Polpharma S.A)
PeayneTaTit ananiay: avs. goaaruin Ceprudikat ananisy

LIuM nigTREPMKYETHLES, WO HaBSAeHa BULLe iHthopmaLlist € [OCTOBIPHO Ta TO4HOK. Lito cepito NPoAyKTY
Gyno BWUrOTOBMEHO, YNakoeaHo Ta surpobysaHo Ha  BulliedasHaueHin(1x) AinpHULI(AX) Yy NOBHINA
BignoBigHOCTI 40 BUMOr HanexHo! NpakTvikm BupoBrnLTea (GMP) €C ans 3aBearieveHHs BianoBigHOCTI
PeecTpaliiiHOMY NOCBIRUEHHIO KPaIH-IMIOPTEPa Ta 5K BUSHAYEHO y BiANOBIgHIHA Yrogi Npo TEXHIMHY AKICTb.

Jokymenralgis wogo obpobiy, nakysaHHs, aHaniy Ta aunpoBysatib cepii Bynu nepernaxyTi Ta BUaHaRI
TakuMy, Wo signoeiaatote GMP.

BigxvnerHsi, WO MOXYTs HEraTUBHO BrNMBATY Ha AKICTE NPOAYKTY: N Hi
o Tak, AnB, KoMeHTapi
Cepito BUNYLLEHO Ha PUHOK. -
Komerrapifmpumitin: H/3.
Jara; 16.10.2024 poky
IM'afrigrmce:
(nidnuc)
(YnosHosaxeHa ocoba)
BoBona Esarenis (Bobola Evagelia)
(YnosHopaxera ocoba 3rigHO 3 [IMpexTusoio 2001/83/EC)

HaujoHansbHa opaaHizayis 3 nikapCbKux 3acobie, Homep cepmucbikama: 93103/7-9-2023, Homep 003607Y:
0000010664/23/1, s8idnosidxo do cmammi 40 Lupekmusy 2001/83/EC, 2apMOHI308aHOI 3 HAUIOHATLAUM
sakonodascmeom AY3 (/.11 32221/29-4-2013 cm.57
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Industrial Area of Larissa

’ P.0. BOX 3012
k Larissa, 41500, Greece
: ﬁn QS Phone:+30 2410 541 489
Duven by mnovition Fax: +30 2410 541 490

infohellas@rontis.com
hitp://mwww.rontis.com

CERTIFICATE OF COMPLIANCE
Product: ETORA (ETORICOXIB) POLPHARMA UA FCT 90 MG BTX7 Quantity: 27.465 boxes, 192.255 tabs

Batch no: P2410052

Bulk Product Batch No: TC2407057

APt (Manufacturer/Batch No): Aurore Pharmaceuticals Private Limited / ETXF230036, ETXF230037
Dosage form: Etoricoxib 90mg film coated tablets

Manufacturing date (month/year): 06/2024

Packaging date: (day/month/year): 09/10/2024

Expiry date (month/year): 05/2028

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: 0000010864/23/1
Marketing Authorization Number: UA/18682/01/02 importing Country: Ukraine

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

I 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: Vv no

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

Comments/Remarks: N/A

Date: 16/10/2024

Name / Signature:
(Name, QP)

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

Natianal 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 legisiation AY3 (a)/l".11. 32221/29-4-2013 Art.57

SOP-02-002, EXHIBIT 1b, EDITION 10




Mpomucnosa soHa Napicen
Alc 3012-41004

Napicea, Mpeuia

(Industrial Area of Larissa

Oriven by innovation

P.0. BOX 3012-41004
Latissa, Greece)
Ten.:+30 2410 541 489
dakc: +30 2410 541 490

infohellas@rontis.com

CEPTU®DIKAT AHANIZY http:/iwww.rontis.com
ETOPVKOKCWKB, TABNETKY, BKPUTI NAIBKOBOIO OBOJIOHKOID, NO 80 MI
AIA HI3 Ko TCA1ET
HOMEP CEPIfRONTIS  irc2407057 PO3MIP CEPIl |1 000 000 Tabretok
AATA BUPOBHULITBA g6 2024 TEPMIH MPUBATHOCGTI [Qus. Ceprudikar BiANOBIAHOCTI

KomeHrtapi: H/3

BUMNMPOBYBAHHA CELINDIKALYT PE3YIILTATU
Onne Bini a6nykonogi6Hi gsoonykni Tabnetky, BKPUTI NNIBKOBOIO BIANOBIJAS
(BHYTDILIHI MeTOA KoMNaHil)  |0BONOHKOIO, 3 TUCHEHHAM "gQ" 3 ogHoro GoKy Ta rnagki 3 iHuworo Goky. BAMOIAM
IneHTUdixauis eTopukokcuby A. Yac yrpumysaHHa signosigae cranaapty (sunpobysarita & glﬁﬂgra AJSAAG
A. BEPX KifbKiCHOTO BMICTY). 8. BIANOBIIAS
B.Y® B. CnexTp BignOBIAAE CTaHAapTy. " BUMOIAM
(BHYTPILUHIV METOS, koMNaHii)
Poamipn (Wupura X AOBXUHA) 81x83Mm27.5% 8.11 x 8.30 mm
(BHYTPILWHIA METOA KOMNAHIT) (7.50 - 8.70) x (7.69 - 8.92) mm
OpHOpIgHICTL Macy He Binbwe Hix 2 oguHay > AW £ 5.0 % BIANOBIAAC
(Esponeiichka hapmarkones 2.9.5) WoaHa ogunuus > AW £10.0% BUMOTAM*
Bmict BOAW
(Kapn ®iwep) He BinbLue Hix 3 % 2%
(Esponeticbia dapmarones
2.5.12)
KinobKicHui BMmicT
(BEPX) 95.0-105.0% 98.6 %
(BHYTPILUHIH METOZ KOMNAHIT)
PosunHeHHs 9
(BEPX) (Q) = 80 % npotsrom 30 XB. 100%
(BHYTPILLIHI/A METOA KOMMNaHil) (BrigHo 3 EaponeiickKolo apmakonee 2.9.3) _{\Al_lj(s ?1))8 %
o Ons nepwinx 10 oavHnLe: AV < 15.0 % (L1)

CaopigHicTe OA”H””]" AO3YBaHHA abo ans 30 ogummue: AV < 156.0 % (L1) Ta e
(BunpoBysarns amikn Macu) WOAEH OKpEMUt BMICT OANHML A03YBAHHA HE MeHLWiA HiX (1 - 1.2 X AV = 2-41 %o
(€sponeiicbra papmakones 0.01) M a6o He Ginbwuh Hix (1 + L2 x 0.01) M Pigenp: L1

2.9.40) (ae L1=15.0,al2 = 25.0)
(3rigHo 3 €BpONENCchKOI0 hapmakoneeto 2.9.40)
CnopigHeHri pe4osuHn Domiwka F: < 0.2 % HMB
BEPX) MakcumaniHa okpeMa nesigoma gomiwka: < 0.2 % 0.04 %
(BHYTPiLWHiH METOA KoMNaHii) 3aranbHa KinbKicTe gomimox: < 0.5 % 0.10 %
I,u,enmq?i«agvm ArONCHY TATEHY YTEOPIOETLCA 3aBGapBreHHs JKOBTYBaTO-TIOMapaH1esoro KOMbOPY. BIAMOBIOAE
(BHYTPILLHI MeTOA KoMAaHi)
BAMCIAM
Mikpobionoriyda yucroTa 3aranbHa KiNbKicTs aepobhux Mikpooprauismis (TAMC): 10°
(Esponeiicuka thapmarones 2.6.12 KYOIr (MakcumanbHa gonycruma KinbkicTe = 2000)
- 2.,6.13) (BUKOHYETBCA Ha KOXHIY | 3aransya KinbKiCTEL Apbmxosux Ta nnicenesux rpnbis (TYMC): H/3
10-i1 cepii aBo npuHaAMHi Ha 0aHIR 102 KYO/r IMakcumaribHa AonycTuma kisibkicTe = 200)
cepii Ha PiK 3anexHo Big TOro, Wo Escherichia coli: BigcyTHicTs/r
yacriwe) (BrigHo 3 €8PONenchKO0 hapmMakoneeto 5.1.4-1)
BUNYCK/BIAXUNEHHRA BUNYLWEHO: nanne OATA
Jimitpa Mkauiy (Dimitra  Gkatziou) (nignuc) 22.08.2024 poxy
BUIMYCK MeHeaep 3 KOHTPOMO AKOCTI —

ynosHoBaxeHa ocoba

OPUMITKN

HaeegeHi sniue BUNpoGysaHHA oNnCaHi 8 MOH

3 KOHTPOSIO AKOCT! 3 inenTudbikauiiium HoMEpOMm NPOAYKTY! TCO3ET i TCH1ET.

IOTPADI BUNPOBYBAHL FOTOBOIO NPOAYKTY TA AHARNITUUHOMY 3BITI

KomeHrTapi: HMB: Hukue mexi BURBNeHHSA. *PesynbTaTi TEXHOMOMYHOIO KOHTROSTO

®opma sepcii 4a, 30.07.2024 poky

Crop. 131

SOP-02-002, JOOATOK 4, BEPCIA 9




Industrial Area of Larissn
.0 BOX 3012
Larissa, 41500, Graecs

?3("‘: T30 28 )K; g i
Faw +30 2410 541 4
£ OQF AMALYSIS infohelias@rontis.com
Nt rontis.

Driven by innovation

CERTIFICAT

**‘”mmz};s:% 90 MG ¥~»§H¥§ m’?ﬁm wﬁm’m

JEYEA

COnE TOHET

| TC2a0T05T BATCH ¢  SizE ;’fww {00 table

; . ;
082024 . EXPIRY DATE | Refic Col
: NIA
E“?ﬂ“%“?k; : SPECIFICATIONS
Cpescription White, apple - shaped, biconvax film contad tablots CONFORM
) i Hebossed with '90° on one side and plain on the other, Lo
ldentification of Btoricoxih ! !
4, b e i AL Retention fime corresponds to that of the Standard {Assay tast A CORNFORMS
BUv B, The spectrum eorrespands to that of the Standard. B. COMFORMS
#

| Oimoensions 1283 mud ? %

(Widih « Lenath) i - L 811 x 830 mm
o - (f ‘}Gs 37§}A{ B8 . 853?‘;:;& v o
Uniiformily of mass NMT 2 units > AW % 5.0 % CONEORMS™
{Ear. Ph, 2.9.5] ‘ No unit > AW £ 10.0 % : '
or content o N
iby Kari Fischer) NT 3 % 2%
(Bur, Pr 2.6,12) ) i
Assay R g ) N
fhy HFLC) B0 -850 % ] 984
Pissolution {6 = 80 % in 30 min e
{by HPL.G) L iviin: 98 46
) (Aecording to Sur, Fh, £.8.3) (513
For the first 10 units: AV S 188% (Ly) )
P . : or For 30 units: AV % 15.0 % {L4) and f
it :{:‘W of Josage ! units Mo individuat content of the dosage unitis Less than (1 - Lax Q.01 W AV = 2.1 %
o gy ﬁf%‘f’f;fﬁ st) or More than (1 + L x 0.61) M : Loval: 12
3 ‘ {where Lals 15.0 & Lais 25.0)
: i [ OTRPHES With By, Ph. 2.8,40) o :
bpurity Frs 0.2 % :
folated substances : “MM 2% ; . e : ) — )
(oy HPLE) ; Max ndividual Unknown impurity: 0.2 % : 0.04 %
(0 Total impurities: 5 0.5 % 0.10%
dentification Q?{;}:in}ﬁfiﬁﬁ dloxide Yf:xiim“s fie - orange ST i | pmdmed NECRMS
k‘ SHIT . N 2. MR R WRRRRES B SRR, S TR i e = R—
mcw%&m&gzccé exarnination : :{é@ﬁc fi"ﬂ qu/r} (Mm{ éaar‘c*pmhée f*mmt = 2813{%}
{Ear. Ph. 26,92 ""0‘”) ; YNE: 10% efulg (Max Acceptable count = 200) : -~
{Purfermud on gvory 108 bateh ¢ : A
ar o keast one bateh per yoar : mﬁ“‘m’j calic Abs sent/y s |
whichover i et fraquenay} (Cpmp!frs Mr?t Cu; P, § i :
‘ DATE

) I REJECTED RELEASED BY

ad

e e é&@‘??f S i
CThe above tests are deserlbed In the FIMISHED PRODUCT MG”‘SOGW\?H FS GUAL ;
Product 1D No: TGUSET & TCHIEY.

1 '!f}i'}%m NO Mot D@tgcted !“3’“ F{{“su!t‘a

 CONTROL ANALYTICAL REPORT with
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JEPYKABHA CJIYKBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMM y m. KHEB!
npos. Haaii Cairnnunoi, 3, 02099, e, (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Koa CJIPTIOY 37079055

BUCHOBOK

Npo SIKICTH BBEE3EHOT0 B Y KpaiHy JiKapehKoro 3ac00y

09.09.2024 Ne 45897/24/26

ETOPA
(Hadtmery Banis AIKAPCLROIY 3acoBy o 3 peeeTpaitiinnyg HOCBEUCHIRM)
rabeTKH, BRKPUTI NUHBKOBOI0 060/I0HK0I0, 110 90 mr, no 7 Tabierox y Haicrepi, no 1 Garicrepy
B kaprouniii kopobui
(opma BHITYCKY, JO3YBAHHS. BHILIRIKYBAHNA NiKapeLROro 3acody)

Homep peecrpattifioro nocsinuenns UA/18682/01/02 erpok i peccpauifinoro nocsigueHis 13.04.2026

Cepis nixapcskoro 3acofy Ne P2407201 Kinskicts soesenoro aikapenkoro sacaby 26655

S POHTIC XEJUIAC MEJITKAJT EHJY GAPMACBIOTIKAJIC
F TIPOJIAKTC C.A., U'penis

(HailMenyRanig BupoBinka Alkapenkoro sacolby. KPATIEL SOXQIERCININ)

Bneseno 8 Yipainy ToBapHerBo 3 00MEKCHOW siurosinibiictio "TTOJThOAPMA
FOA", ineut. won: 42781598
(aitmeny s T ko 3a CfIPTIOY JoprAMIIOT neodin abo IpissMIIe. is's. 110 Sarnkoni Gizsanot
ocaGH - rignpreaty, T MicHe HPoAIBAIIR Ta pecerpatdiinmii nosep O0AIKOBOT KAPTRI PIRTHHEY
HoaTKIB a60 cepis Ta JIoMep TacnopTa)

TPoTOKON BISYARENOID KOWTPOMO BIL 09.09.2024 Ne 3039/2.

3a pesyAnTATAMA  NCPKABHOTO  KOHTPOO seTatomeno, Lo nikapehknii  3aci®  sseseHo B Yrpainy 3

um‘puma HHHAM BUMOr 33KOHOAABCTA Hoa0 sadesneuctns sikOCT] 5liI\“clpCbK/l,i'X/’JZlC()()iB.

4 /
Ve
- Miukosna XOJIOE
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(pomucnosa aoxa Jlapicey
Ac 3012
flapicca, 41500, Mpeuin
(Industrial Area of Larissa
L P.0. BOX 3012
: Larissa, 41500, Greece)
on I s Ten.:+30 2410 541 489
R R R daic: +30 2410 541 480
Driven by innovation infohelias@rontis.com
htlp:/iwww.rontis.com

CEPTU®IKAT BIANMOBIAHOCTI

Mpoaykr: ETOPA (ETOPUKOKCUB) NONbOAPMA, Tabnetky, BRpUTI NNIBKOBOIO oBostonkoto, no 90 mr,
BTX7

Kinexicte: 26 655 ynakosok, 186 585 tabnerox
Ne cepii. P2407201
Ne cepil Hepoatacosaroro npoaykry: TC2404162

A®I (supoBruk / Ne capii): «Aypope ®apmacsiotikanc Tpaiset flimivea» (Aurore Pharmaceuticals
Private Limited) / ETXF230028

flikapcbka chopma: ETopukokeuB, TabneTku, BxpuTi nniskooio 06onoHkor, no 80 mr
[Nara BuroTosneHHs (Micaub/pik): 04/2024
Hara nakysaHHs: (feHb/micaup/pik): 15.07.2024 poky
Tepmin npuaarHocTi (Micsup/pik): 03/2028
Poamip/run ynakosku: 7 TabneTok X 1 Gnicrep
BupobBHuua ginsbhulst «Pontic Xennac C.A.» (Rontis Hellas S.A.)
MaxysanbHa AinkHUUs: «PoHTic Xennac C.A.»
JineHuys 3 sunpoByeaHs B pamkax koHTporito skocTi: «Poric Xennac C.A.»
Homep nossony Ha supoBHuuyTso: 0000010664/23/1
Homep peecrtpauiiiHoro noceinueHHs: UA/18682/01/02
Kpaina-imnopTep: Yepaina

BupobneHo ans: «[Monsthapma C.A.» (Polpharma S.A.)

PeayneTaTy ananiay: avie. gofanni Ceprudikar aHanisy

LivM niaTeepmKyeTscs, WO HaBeneHa BULLe iH(opMaUs € AOCTOBIPHOK Ta TOuHOH. Lilo cepito npogykTy
Byrio BWrOTOBMIGHO, YNAakosaHo Ta sunpobysaHo Ha BuULeaasHaueHi(ux) AinbHuli(sx) y roeHin
signoBigHocTi A0 BuMor Hanexwol npaktiki BupoSHuursa (GMP) €C ans sabeaneuentHs signosigHocTi
PeecTpaliiiHOMy NOCRIAMEHHIO KpaTHU-IMMNOPTEPa T8 Fik BUAHAYEHO Y BINOBIAHIR YFOAI NPO TEXHIUHY AKICT.
JlokymeHTalgis Wwoao oBpobky, nakysaHHs, aHanisy Ta sunpoBysark cepii Byni nepernsHyTi Ta BUaHaH
Takumy, Wo signosigatots GMP.

BiaXunenHs, WO MOXYTh HEraTnsHO BINWBATY Ha AKICTb NPOAYKTY: v Hi
o Tak, ave. KOMeHTapi
Cepitd BUNYLLEHO Ha PUHOK.
Komerrapi/npumirim: H/3.
Jlata; 26.07.2024 poky
IM'sfmigric:
(ridnuc)
(YnoeHosaxeHa ocoba)
BoBona Esarenis (Bobola Evagelia)
(YnosHosaxeHa ocoba arigHo 3 upektvaoio 2001/83/EC)

HauioHansHa opaaHizayis 3 nikapcbkux 3acobie, Homep cepmucbikama: 93103/7-9-2023, Homep Ooseony:
0000010664/23/1, sidnosidno do cmammi 40 upexkmusu 2001/83/EC, 2apMOHI3088HOI 3 HAUIOHBITbHUM
3akoHodascmseom AY3 (a)/I.1. 32221/29-4-2013 em.57
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CEPTUDIKAT AHANI3Y

Mpomucnosa soHa Napiccu

Ale 3012

Napicca, 41800, Mpeyin

Rontis

Driven by innovation

(Industrial Area of Larissa
P.0.BOX 3012

Larissa, 41500, Greece)
Ten.:+30 2410 541 489
daxe: +30 2410 541 490
infohellas@rontis.com
http:/iwww rontls.com

ETOPUKOKCUB, TABJETKW, BKPUTI MIHIBKOBOIO OEONOHKOIO, MO 90 MI-

AA HI3

Kof TCH1ET

HOMEP CEPI{ RONTIS  (tc404162

PO3MIP CEPI

333 333 TabGnerok

BATA BUPOBHULITBA o4 2904

TEPMIH MPUAATHOCTI {lus. Cepruchikar signoriaHocti

Komewrapi: H/3

BUMNPOBYBAHHA CMNEUMDIKALIT PE3YALTATU
Onuc Bini s6nykonoaibHi gsoonykni Tabnetku, BkpuTi nniskosoo BIAMOBIJAE
{BHYTDIWHIN meToA Komnakii)  [oBonorkoto, 3 TucHeHHsM "90" 3 oaHoro Boky Ta rnapki 3 iHworo Goky. BUMOIAM
laeHTvdbirawis eTopukokcuby A, Yac yrpumysaHHs Bignosigae cTanaapTy (sunpoSysanisa . g{f’&]&? ;{\LAAC
A. BEPX KIfbKICHOTO BMiCTY). 8. BIAMOBIIAE
B. Yo 8. Cniextp signosigae craugapry. : BUMOTAM
(BHYTPILUIHIA METOA KOMRaHIT)
Poamipu (luvpuHa X JoBxuHa) 81x83mMm+t7.5% 8.11 % 8.32 MM
(BHYTPIWHIA MeTOoa KOMNaHIT) (7.50 - 8.70) x (7.69 - 8.92) mm
OaHopiaHicTs macy He Binblue Hix 2 oguHni > AW £ 5.0 % BlﬂnOBI,qA*G
(Esponeifchia hapmakonesn 2.9.5) YKoaHa oanHnus > AW £10.0% BUMOTAM
Bwmicr Bogu
(Kapr ®iwep) He Ginbwe Hix 3 % 2%
(€sponeitcoka hapmarones
2.5.12)
Kinbkickui amict
(BEPX) 95.0-105.0% 100.7 %
(BHYTPILUKI METOZ KOMNAHIT)
PosunHenHs o
(BEPX) (Q) = 80 % npotsrom 30 xs. i o7 QA’S ,
(BHYTRILIHIA MeTOg KoMRaHiT) (BrigHo 3 EBponeiicbkoio dapmakoneeto 2.9.3) ——H("S1) %
. Ons nepuinx 10 opuunub: AV < 15.0 % (L1)

OaropiaHicTb opuHMLL A03YBaHHA abo ans 30 opunmue: AV < 15.0 % (L1) Ta P
{(8unpobysarin suikn Mack) | yogen oxpemyti BMICT GAUHHLI AOSYBAHHS HE MEHLLIT Hixc (1-L2x AV =86.7 %
(Gaponedicuka papuakones 0.01) M a60 e GinbLumit Hix (1+ L2 x 0.01) M Flsery: L1

219:49) (ae L1=15.0,2L2 = 250)
(3rigHo 3 Esponeficbkoo thapmaroneeko 2.9.40)
CnopigHeHi peyosuHu Domiwka F: < 0.2 % HMB
BEPX) Makcymansba oxpema Hesigoma gomitka: < 0.2 % 0.04 %
(BHYTPILHi MeTO4 KoMnaHii) 3aransHa kinbkicTs AoMmimok: < 0.5 % 0.04 %
laeHTuchikavis giokengy Turany N
(BHYTPILHI METOZ KOMNAHIT) YTBOPIOETLCA 3a6aPBEHHA XKOBTYBATO-NOMAPAHIEBOro Konbopy. BIANOBILAE
BMMOIAM
MikpoBGionoriyHa yucrora 3aranbua KinLKicTL aepoBunx MikpoopraHismis {TAMCY): 103
(E€sponeiicbia chapmakonen 2.6.12 KYOJr (MakewmanbHa gonycruma KinbkicTs = 2000)
- 2.6.13) (Bukoryetses Ha KoXHii | 3aranbHa kinbkicTs APbKIKOBMX Ta nniceHesux roubia (TYMC): HI3
10-# cepii aGo npuHaiMHi Ha ogHil 102 KYO/r /MakcumasibHa AonycTuma KifbKicTb = 200)
cepil Ha pik 3anexHo sig Toro, wo Escherichia coli: Bigcytaicrsir
yacriwe) (3riano 3 Esponelicokolo dapmakoneeto 5.1.4-1)
BUMYCK/BIGXUNEHHS BUNYWEHO: mannc OATA
fimitpa Mkayjy (Dimitra  Gkatziou) (nignuc) 30.07.2024 poxy
BUMYCK MeHegxep 3 KOHTPOMIO AKOCT) —
yrnosHosaxeHa ocoba

APUMITKU

Hasepeni auwe punpoByaatiHa onucani 8 MOHOT PAGI BUTIPOBYBAHB FrOTOBOTO NPOAYKTY TA AHATITUMHOMY 3BIT]
3 KOHTPOSO AKOCTI 3 ineHTudikayiiitmm Homepom npoaykty: TCO3ET i TCHET.

Bunycry: 04/06/2024

Komentapl: HA: He susBnewo, * *Pe3

yneTatn IPC. 3siT nepesnaaHo y 38'aky 3 ApyKApCLKO nomunkoro.llovatkosa pary

$opma sepcii 4a, 30.07.2024 poky

Crop. 131
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Industrial Area of Larissa
P.0. BOX 3012

Larissa, 41500, Greece
on l s Phone:+30 2410 541 489
Driven by innovation Fax: +30 2410 541 490
infohellas@rontis.com

http:/fiwww.rontis.com

CERTIFICATE OF COMPLIANCE
Product: ETORA (ETORICOXIB) POLPHARMA UA FCT 80 MG BTX7 Quantity: 26.655 boxes, 186.585 tabs

Batch no: P2407201

Bulk Product Batch No: TC2404162

AP (Manufacturer/Batch No): Aurore Pharmaceuticals Private Limited / ETXF230029
Dosage form: Etoricoxib 90mg film coated tablets

Manufacturing date (month/year): 04/2024

Packaging date: (day/month/year): 15/07/2024

Expiry date (month/year): 03/2028

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: 06000010664/23/1
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: 26/07/2024

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)/T.I1. 32221/29-4-2013 Art.57

SOP-02-002, EXHIBIT 1b, EDITION 9
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ANADGOPA ANOAEZIMEYZHY MAPTIAAL Hulvia ‘EkSoons:  17/01/2022
TEAIKOY LYEKEYAZMENOY NPOIONTOX D23-078-01 Ap.‘EgGocqg g | (issue Date)
(FINISHED PACKED PRODUCT BATCH RELEASE (Edition No} Hyufvia loxuoc: 26/01/2022
REPORT) (Effective Date) |

ANADOPA AMOAEIMEYZHE MAPTIAAZ TEAIKOY ZYIKEYAIMENOY

MPOIONTOZ
(FINISHED PACKED PRODUCT BATCH RELEASE REPORT)

MPOION:  C1rota (Elokioxo] LIHALMA | APIOMOL NAPTIAAL

(PRODUCT) UA T 90w By - (BATCH NUMBER) F 2 Upa 20|
HMEPOMHNIA MAPAFQrHE: - | HMEPOMHNIA AHZHE: 65 (101 |
(MANUFACTURING DATE) oyl o1 (EXP. DATE)
APIOMOE MAPATQIHs: Vicheudt b MEFEOOY MAPTIAAEL: ZEETSTore
(MANUFACTURING NUMBER) Phirsolwy 0 72414) (BATCH SizE) £ S0 59,4005,
7 ‘ T
NETA EAEFCXOY EITPAOON
MAPTIAAE EYEKEYAZMENOY MPOIONTOSE B AN Ao
(PACKED PRODUCT BATCH RECORD DOCUMENTATION CHECK LIST)
ik AEATIA / ENTYNA TMHMA NAPAFQrHz | TVHVA EAETXOY
(FORMS/DOCUMENTS) (PRODUCTION DPT) (QUALITY CONTROL DPT)
p EFTPA®A NAPATQrHE NAPTIAAZ MPOIONTOS e N
(MANUFACTURING BATCH RECORDS) - ‘ o e N
2 ErTPA®A EYEKEYAZIAZ NAPTIAAE NPOIONTOZ =N W W’
(PACKAGING BATCH RECORDS) .
ENTYNO EAEFXQN KATA TH AIAPKEIA THE
3 NAPATQIHE
(IN PROCESS CONTROL DOCUMENT DURING MANUFACTURING) .
ENTYMO EAEFXQN KATA TH AIAPKEIA THE 5
4 | IYEKEYAZIAZ iy ,
(IN PROCESS CONTROL DOCUMENT DURING PACKAGING) 7
g ANAOGOPA ANAAYZEQN EAEIXOY NOIOTHTAE

(QUALITY CONTROL ANALYTICAL REPORT) v \ﬁ/ /7%/

THPHEH AIAAIKAZION EYEZTHMATOZ MOIOTHTAE (OUALITYA$SURMCE DPT)

TMHMA AIAZQAAIEHE MOIOTHTAE

(COMPIANCE WITH QUALITY SYSTEM'S PROCEDURES) W"

A

I\
EAErXO!/ ENAAHOEYZEIZ NMOY NPATMATOMNOIOYNTAIANO TO EIAIKEYMENO nPorQno
(REVIEWS / VERIFICATIONS BY THE QUALIFIED PERSON)

Ze MEPITTTWOT CEIPIaKAG TapTIdag, TpayUaToTrolETal empealwaon Tou TARBOUG TWV GEIPIaKLIV apiBpwy
HeTagy auty TTou epgavidovral otnvy TRACELINK kal Twy KOUTIlY Tou GUOKEUATLEVOU TTPCIOVTIOG TTOU
TapAxdnoav clupwva LE To apxeio TTapTidac ammd To Eidixeupévo MNpoowtro
n case of a serialized batch, a confirmation of the serial numbers quantily between the one presented in TRACELINK and the boxes of
packed producl as per balch record is performed by the Qualified Person

N

Ta apxeia g Traptidag eAéyxOnkav, agioAoyiBnkav Kai OUHQWVOUV LIE TiG TTPOBIAY PAPES TOU TTPOIBVTOC
Baoe 16 10X 00UCAG GBEIAE KUKAOPORINS. The batch records was reviewed, checked and conform with the marketing
authorization license specifications

e

Tpayparorroieitar emaAiBeuon Tng diadikaaiag ahhayrig kaTGoTaONG TOU TTPOIOVTOS (ATTd TrPOi6Y Kapavrivag
Ot aTTEASUBEPWHEVO TTPOTOV) dTTWC ekTeAEiTal ad To ERP olornpa améd 1o Eidikeupévo MNpoowro)
verification of the product change status procedure (from quarantined to released product) executed through ERP system is performed
by the Qualified Person

{/

EIAIKEYMENO NPOZQIMO A TH RONTIS HELLAS SA Ynor:ggng z*;ﬂ“’éiggg““"\
(QUALIFIED PERSON OF RONTIS HELLAS SA) (SIGNATURE / RELEASE DATE)

) 0o
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Industrial Area of Larissa

Rontis

Driven by innovation

CERTIFICATE OF ANALYSIS

ETORICOXIB 90 MG FILM COATED TABLETS

P.0O. BOX 3012

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

Quality Contro )

AIA- N/A CODE TCIET
RONTIS BATCH B ATCH SIZE
NUMBER TC2404162 333.333 tablets
MANUFACTURING | g4 5024 EXPIRY DATE | Refto CoC
DATE : 3
Comments: N/A
TESTS SPECIFICATIONS RESULTS
Description White, apple - shaped, biconvex film coated tablets CONFORMS
(iH) debossed with *30° 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
8. UV B. The spectrum corresponds to that of the Standard. B. CONFORMS
()
Dimensions
8.1x83mmx7.5%
Width x Length 8.11x8.31 mm
( s ) (7.50 - 8.70) x (7.69 - 8.92) mm
Uniformity of mass NMT 2 units > AW £5.0 % .
(Eur. Ph. 29.5) No unit > AW £ 10.0 % CONFORNIS
Water content
(by Karl Fischer) NMT 3 % 2%
{Eur. Ph. 25.12)
Assay
(by HPLC) 95.0 - 105.0 % 100.7 %
AH)
Dissolution (Q) = 80 % in 30 min Mi97;§3 %
{by (sz;w) (According to Eur. Ph. 2.9.3) —"ﬂ(s 1
For the first 10 units: AV $15.0 % (L)
or For 30 units: AV S 15.0 % (L1) and
Uniformity of dosage units No individual content of the dosage unit is Less than (1 -L2x 0.01) M AV =6.7%
(Mas: \r/a’filla:ig:\otesﬁ or More than (1 + L2 x 0.01) M Level: L1
(BEPl 2 %40) (where Ls Is 15.0 & Lz is 25.0)
(Complies with Eur. Ph. 2.9.40)
Related substances Impurity F: 5 0.2 % ND
(by HPLC) Max Individual Unknown impurity: $0.2 % 0.04 %
(i) Total impurities: 0.5 % 0.04 %
Identification °L;}‘a"'“m dioxlde Yellowish - orange colour is produced. CONFORMS
Microbiological examination TAMC: 103 cful/g (Max Acceptable count = 2000)
" r('E"’ : o’; h. 2.6.12 - ::";:Z o TYMC: 102 cfulg (Max Acceptable count = 200) N/A
'erform on eve ate
or at least one ba:{h per year Escherichia coli: Absent/g
whichever has the highest frequency) (Complies with Eur. Ph. 5. 1.4-1) / }
RELEASED / REJECTED ISSUED BY SIGN RE DATE
; “katziou
Simitra Gkatzl
e ot anager - OF 30 JUL 22

NOTES /

Product ID No: TCO3ET & TC11ET.

The above tests are described In the FINISHED PRODUCT MON

OGRAPH & QUALITY CONTROL ANALYTICAL REPORT with

Comments: ND: Not Detected, *IPC Resuilts. CoA reissued due to typing error. Initial Release Date: 04/06/2024.

VERSION 4a, 30/07/2024

Page 1of 1
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