JIEPKABHA CJIY)KBA 3 JIIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMMH y m. KHEBI

npoe. Haai Csitanunot, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €APTIOY 37079055

BUCHOBOK
Npo sAIKiCTb BBE3¢HOro B YKpainy Jikapcbkoro 3aco0y

16.05.2024 Ne 25727/24/2611

EJbLTPOMBOIIAT-BICTA
(HailMeHyBAHNA JIKAPCLROro Jacoly 3rinno 3 pecerpaitifiins nocsinvecnnss
TabaeTky, BKpuTi naiBKkoB oo obononkoio, 1o 50 mr, no 7 rabacrow y Gaierepi; 1o 2
fuicTepn B KapToHHill KopoOui
(thopyma BUNIYCRY. J03YBAHIIR, BILL NaKyBaHus Aikapchkoro sacofy)

Homep peectpauiittoro nocsinuenus UA/19832/01/02 ctpok ait peecrpauifivoro nocsiauenns 29.12.2027

Cepis nikapcokoro 3acoGy Ne 2302502A KinskicTb BBE3CHOrO MiKapchkoro sacoly 2567
Bipodink Cinron Xicnauisi, C. JI, Icnanis
(uaiimenysanus supobuixa nikapenkoro 3acoBy, Kpafla MOXQUKEHNIA)
Boeseno B Ykpaihy Tosapuerso 3 o6mexenoio Bianosinaasuicrio "BYCT GAPMA™,
inenv. kox: 44107410
(Hafisenysanug Ta koa 3a CAPTIOY opiasunei ocodis ado npinaumie, isi's. 10 SarbRoui

(ianol ocadin - nianpuesmus, I Micue npokusaius Ta peecTpadifnuil Homep obaikosol
KOPTRIS IAATHHKA nodaTkis a0o cepis Ta HoMep nacnopra)

MpoToxoa Bisyaasnoro kontposo ein 16.05.2024 N 1690/6.

3a  pesynsTaraMH  OEPKABHOCO KOWTPOJIKO  BCTAHOBAEHO, WO nikapeekuii  3acil  nweteno  w o Yipaiuy
JNOTPHMAHHSIM BiMOr 1aK01H0AABCTEA OO 3a6e3NEUEHHA AKOCTI Nikapcbkix 3acobis.

T
RN <
g o, ;\ Mukona XOJIOIEHKO

(m i <) tinftiame ra npiseiuie)




JAEPKABHA CJYKBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KHEBI

npog. Hanii Ceitnuunot, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €EAPIIOY 37079055

BUCHOBOK
Npo AKiCTL BBE3eHOro B YKpainy JikapebKoro 3acoby

12.02.2024 Ne 6172/24/2611

EJBTPOMBOIIAT-BICTA
(HaiMcenypasHs nikapeLkoro 3acoBy 3riaio 3 peceTpauifiiuM nocBisCHsnM)
TabJIeTKH, BKPHTI IJIIBKOB010 000J10HK010, 110 50 Mr, o 7 Tabaerok y G6aierepi; rmo 2
faicTepu B kKapTOHNiil Kopobui
(¢hopma BHIYCKY, O3y BaIIs, BHL NAKYBaHHA NiKapChbKoro 3acoly)

Homep peectpauiittioro nocsinuenns UA/19832/01/02 crpok aif peectpauitinoro nocsiauenns 29.12.2027
Cepis nikapcekoro sacoby Ne 2302502A KinbkicTb BBe3eHoro nikapcbkoro sacoby 1000

Bupobuuk Cinron Xicnauig, C. J1., Icnauis
(1aitaenynaing BUpoGIHKA JIIKAPCLKOro 3acoly, KpaTHa NOXOMKEHHA)

Baeseno B Ykpalty TosapHcTRO 3 06Mexenolo BignosizanasnicTio "BYCT ®APMA",

inenT. won: 44107410
(ualimenysanus Ta xog 3a CAPIIOY 1opumnatiol ocobk abo npissuie, iM's, no Garhkoni
diznuuot ocobu - miutprenit, 1F Mictie npoxuBanua Ta pecerpauiitinni nomep obnikosot
KAPTKH IlaTiKa nofatkin abo cepis Ta HOMEp HacnopTa)

Mporoxon sisyansuoro kontpomo in 12.02.2024 Ne 465/5.

3a pesynsTatamil  ACPKEBHOIO  KOHTPOJIO  BCTAHOBJICHO,
JOTPHMAHHSIM BUMOT 3aKOHOI2BCTBA WOAO 3abe3neteHH

nikapchkuit  3aci6  BpeseHo B Ykpainy 3
xocTi Nikapebkux 3acobis.

Isan 3AJIBOPHHUX

(ninnue)

(iniuiany Ta npissuuie)




JEPXKABHA CJIVKBA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Hanii Ceitnuyxot, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €APIIOVY 37079055

B CHOBOK
Npo SIKiCTH BBE3€HOro B YKpainy Jiikapcbkoro 3acody

07.12.2023 Ne 62913/23/2611

EJIbTPOMBOIIAT'-BICTA

(MakiMeny BaitHs NiKapChKOro 3aco8y 3rilHO 3 PeceTPauifiHiM MoCBLAYCHHSM)
TabaeTKH, BKPUTI niiBKoBoI0 060a0HK0I0, 10 50 Mr, no 7 TaGaeTok y GaicTepi; mo 2
Gaicrepu B KapTolHiii kopobui

(thopma BHnycky, 103y 8aHHS, BUA NaKyBaHHs nikapcbkoro 3acoly)
HoMep peectpauiiinoro nocsizuenns UA/19832/01/02 crpok nii peectpauiitnoro nocsinuenns 29.12.2027
Cepin nixapcwkoro 3acoby Ne 2302502 A KinbkicTs BBE3€HOr0 Nikapcukoro 3acoby 600

Bupo6umk CintoH Xicnanis, C. JI., Icnanis

(naliMcHyBaHHs BUPOSHHKA NiKapceKoro 3acoby, KpaltHa noOXOMKCHHS)

BaeseHo B Ykpainy TonapucTso 3 ofmexenolo sianosinanenicTio "BYCT ®APMA",
inenT. koa: 44107410

(nafiMenynanus Ta ko 3a CAPTIOY opunnyiioi ocobu abo npissHuie, iM's, no 6aTbkosi
diznunof 0cobu - nianpucMus, it Micue npoxuBaHHS Ta pecctpauitinit nomep o6aikosol
KapTKH raThuka noaatkis aGo cepis Ta Homep nacnopTa)

MpoTokon BisyansHore kouTpoo sig 07.12.2023 Ne 9707/1.

3a pesynbTaTaMM [CPXKABHOTO KOWTPONIO BCTAHOBAEGHO, WO Nikapchkuit 3aciG BBeseHo B VkpaiHy 3
"B A ux 3acobis.

£y Mutkona XOJIOJEHKO
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AEPAKABHA CJIYKBA 3 IIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMH y m. KHEBI

\ npos, Haail Ceitnuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €EAPTIOY 37079055

BUCHOBOK
NpPo AKICThL BBE3EHOro B Y Kpainy JikapchbKoro 3acoby

19.10.2023 Ne 52948/23/2611

EJBTPOMBOIIAT-BICTA

(ualiMcnyBanus nikapeskoro 3acoBy 3riHo 3 peectpanifHum nocniueHUsM)
TabJaeTKH, BKPUTI NJiBKoB010 0600HK0I0, 10 50 Mr, o 7 Tabserox y b.ricrepi; mo 2
OJaicrep B KapTOHHI KOpoOH

((hopma BHMYCKY, 103yBatHS, BUI NAKYBaIHS NiKapCHKOro 3acoby)
Homep peecrpauiitnoro nocsinuenns UA/19832/01/02 ctpok nii peecrpauiinoro nocsinuenns 29.12.2027
]
Cepis nixapcokoro 3aco6y Ne 2302502A Kinukicts Besenoro nikapeskoro 3acofy 500

Bupobuuk Cinton Xicnanis, C. J1., Icnanis
(naiiMenysaiiis sHpoGiiKa NiKapeLKOro 3acoBy, Kpaila NOXOMKCHHSA)

BaeseHo B YkpaiHy TOBAPHUCTBO 3 OEMEXEHOIO BIIITOBITJANBHICTIO
g "BYCT ®APMA", igenr. xon: 44107410

(natiMenysasns Ta xon 32 €PMIOY topuamnanoi ocobu a6o npissuwe, im's, 10 6arbKoBi
isnunio} 0co6u - nianpueMiL, T Micue upoxubaius Ta peceTpanifitui Homep obnikosol
KapTKH raTHUKA noxaTkis abo cepis Ta nomep nacnopta)

[IpoToxon Bisyanbnofo konrpomo ein 19.10.2023 Ne 3286/7.

“3a  pesyibTartamu JEPXKaBHOTO KOHTPONIO BCTAHOBNEHO, L nikapcekuit 3aci6 BeeseHo B YkpaiHy 3

JAOTPHMAHHAM BUMOL 3AKOHOIABCTBA WOAO 3a6e3MeUCHHA/AK cri nikapebkhx 3acobis.

Ian 3AJIBOPHUX

(nianuc) (iniuianu Ta npissuiue)

{nocanona ogp




IEPYABHA CJIYKBA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMU y m. KHEBI

npos. HaaiT Ceithnunoi, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €APIIOY 37079055

BUCHOBOK
Npo AKICTb BBE3eHOro B ¥ Kpainy Jikapcbkoro 3acofy

12.09.2023 Ne 46265/23/26

EJIbTPOMBOIIAT'-BICTA

(HafiMcHyBaHHS NikapcLKOTO 3acoBy 3rifto 3 peccrpauifiiuM nocsisuenHanm)
Ta0JIeTKH, BKPHTI IL1IBKOBOIO 060J1011K010, N0 50 mr, no 7 rabaerox y 6aicrepi; no 2
faicTepH B KapTOHHIH Kopo6ui

(hopMma BHIYCKY, 103YBaHHS, BHIL NAKyBAHHS Nikapckkoro 3acoly)
Howmep peectpauiiinoro nocsiguenns UA/19832/01/02 ctpok nit peectpauitinoro nocsinsenus 29.12.2027
Cepia snikapcbkoro 3acoby Ne 2302502A KinbkicTs BBE3eHOTO Nikapebxoro 3acoby 400

Bupobuuk Cinron Xicnauis, C. J1, Icnanis
(naftiMenyBanns supobHuka fikapeskoro 3acoby, kpaiHa NOXOAKEHHA)

Bpeseno B Ykpainy Topapucrso 3 o6mexenolo sianosinansuicrio "BYCT OAPMA',
inent, xon: 44107410

(Hatimerysanns Ta koa 3a €APMOY wopnaunusoi ocobu abo npissuue, iM'a, no Gatskoni
hi3nuiol 0cobu - nianpuemus, ii Micue NPOXKBAHHS Ta peccTpauifiKA HoMep oBnikosol
KApTKHY NAATHHUKA M04aTKiB 860 Cepis Ta HOMEP NacnopTa)

TpoTokon BisyaasHoro kourpoaio sin 12.09.2023 Ne 2781/2.

3a pesynsTaTaMu BHOTO KOWTPONIO BCTAHOBAEHO, IO Nikapchkuii 3aci® Beeseno B VYkpainy 3

0/1aBCTBA WOAO 3abe3neteHHa AKoCTi NIKBPcbKNX 3acobis.

g~

Muxona XOJIOJAEHKO

(nianuc) (iniuianu Ta npissuwe)




Cinron Xicnanisi C.JI.

Ceprugikar BiAIOBIIHOCTI

Crop.1/2
Micuena Toprosa Hassa: EJLTPOMBOIIAI-BICTA
Homep mapxeTunrosoi peectpariii: UA/19832/01/02
Howmep supoby Cinron: 401076
Howmep cepit: 2302502A
Kosnuerrrpanisi: 50 mr / EnsrpomGortar
Jlikapcbka hopma: TabNICTKY, BKPUTI TIITIBKOBOIO 0OOIOHKOIO

7 TabIeToK, BKPUTHX [UIIBKOBOIO 0600HKOI0 Y 6aicTepi; 2

Po3mip i TUIT yIaKoBKH: : X
Giicrepu y KopoOi

MCH Jla6oparopies Ipusar Jlimirex

Orusigosi nomepu 317, 320, 321, 322, 323, 604 & 605,
Pynpapam (cenuue), Hatanxepy (Manaan), Pakion
Canrapeyui, ITinkox-502 329, Tenarnrana Inuis

Bupobunua ginsauus ADI:

Homep nirnensii na BuUpoOHULITEO

BpOGHHHIOY Jiumitiit ADT: 10/MD/AP/2004/B/CC (ML) / 91515/T8/2022 (GMP)

. o Cinron Xicramis C.JL
Bupobuuua iusumus "in bulk": By K/Kacreio, Nel, Canr Boi ne JioGperar
Bapcenora, 08830, Icnauis

IMoroynnit pificiuit nomep B Ykpaini:
Homep ninensii na upoGuuuTso Bupoburka | 0438 (ML) / NCF / 2225/001/CAT (GMP)
BijoBiansnoro 3a supobuuurso "in bulk": | IloTounuit nificuuit nomep B €C:

0438 (ML) / NCF / 2344/001/CAT (GMP)

Cipron Xicrranis C.JIL
lepBrHEE Ta BTOPHHHE NaKyBaAHHS: Byt K/Kacreiuro, Nel, Carrr Boi ne JInobperar
Bapcenona, 08830, Ienanis

Iorounnit piffcuuit nomep B Yipaini:
Howmep Jiinensii Ha sBupoONUUTBO Micus 0438 (ML) / NCF / 2225/001/CAT (GMP)
IIepBUHHOT NaKyBanHs: TMorounwii paiicnuii nomep B €C:

0438 (ML) / NCF / 2344/001/CAT (GMP)

) ) . Cirrront Xicranist CJL
BigrosiansHui 3a BUITYCK cepii: By K/Kacreio, Nel, Carrr boi yie Jinobperar
Bapceiona, 08830, Icnanis

IMorounmit gificnui#t nomep B Yipaiui:
Homep ninensii na supoSuunrso Bupobuuka | 0438 (ML) / NCT /2225/001/CAT (GMP)
BIIOBINAILIOrO 38 BUITYCK cepil: Iorounuit giticiuit somep 8 €C:

0438 (ML) / NCF / 2344/001/CAT (GMP)

Poawmip cepii: 5267 ym.
KiIpKICTS BIAITOBUINNX BIIXUIICHE: /
Pemapxku / xomenrapi: NA

Bepcia; MCOC. ESOl. ETG.tab50. Mistral Capital Management. UA.401076.01.doc




Cinron Xicnanist C.JIL.

CepTtudixaT BIAIOBITHOCTI
Crop. 2/2

LIHM 3aCBiﬂ,‘Ile, 10 HaBcJcHa BULIIC i]'l(l)OpManﬂ € AyTCHTHYHOIO Ta llOCTOBipllOIO.

st cepist npomyxuii Oyna BUroTOBNIEHA, BKIIIOYAIOYH NTAKYBAHHS (SKULO [IE MOYKHA 3aCTOCYBATH 110 JIAHOIO BUMAAKY)
Ta MPOBEICHUS KOUTPOIIO SKOCTi Ha BuIesranaromy Micii (Micipx) Bizosijio jo sumor EU GMP micuesoro
peryIsTopHOro opray Ta Bianosigwo xo creuudixauiil, sasnayeHnx y PeectpauifiHoMy noceiguerHi nikapckkoro
3acoby kpainu-iMroprepa, i 0 GYIb-sIKHX ZOAATKOBHX BHMOT, Y3TOMKCHHX B YIOXi IPO AKICTh.

Jlixapcexa cyOcranuis Ensrpomboriar BHpoOIsEThCs BioBiO0 1o BuMor ynanoro GMP.

ByIio niepesipenio Ta BCTANoBIIeNo, 1o JIOKYMENTH 3 06po0KH, aKyBaliis Ta anajuizy cepii BiImoBiiaoTsL BUMOraM
EU GMP.
IMpoayKT BIAIIOBINAE YUHHUM OCHOBHMM IpHiuiaM BSE/TSE.

Bynp-sike sixxuienis Gyno npoanaiizoBano i 3ajokyMenrosaio. Jjist 6yih-5Koro BIIXUACHHS, K& MOXKE BIUIHBATH
Ha sikicTh Ta/abo na Geznexy npoaykty (3Hadyie Bigxuienns), rogactnes 3sit 1o Ceprudpikarta BiINOBiAHOCTI.

Pasom 3 sianosinuum Ceprudixatom ananisy el IOKyMEHT € N03BINLHUM cepTH(diKaToM aKocTi Ha BUITyCK napTii
cepil BUIIIC3a3HAYCIIOTO JJOKIIAIIO0 POITMCANOrO IIPOLYKTY JUISL IPOJAXKY.

1ls mapris signoninac CFPS.NUS. 100596 (0.1) i sunyckaersest just Mistral Capital Management, UK, Ta juus
repuropii Yipainu.

[rami

[Tijrmuc: Ann6a Pyiz Hara: 18 ceprmst 2023 p.
YiopHopaxkena ocofa

Yuosnopaxena ocoda Cinron Xicuanis C.JL

Bepceis: MCOC. ESOL. ETG.tab50. Mistral Capital Management. UA.401076.01.doc




Synthon Iispania, SL

¢/ Castelid, 1

08830 Sant Boi de Llobregat
Barcelona - Spain

Tel, +34 936 401 516

Fax. +34 936 401 146
www.synthon.com

Ceprudikar anajuizy

EJLTPOMBOUIAT-BICTA 50 mr Tatucrku, BKpwri INIBKOBOIO 000J1011K010

Homep cepii 2302502A

Honep BupoOy . 1401076 “
: - . Harta BupoGnuursa : 23 vpasns 2023 p.

Tepmin npuparnoceri : Tpagens 2025

Bupobuuua minnumust : Cinron Xieunanist C.JI.

Jocaiprenus . PesynnTarn | Kpurepii npuitmanns

S0oBHIIIIIH BUIIsLL i Binnosinae ¢ Kpyrud,  nsoomyxii,  BKpuIi  IIIBKOBOIO

! | 060JIONKOI0 TabNEeTKH, POXKEBOIC KONILOPY, 3
i rucnenusM «I1I» 3 ojioro 6oxy Ta jiamMerpom
upubimsmno 10 Mm

Inerrrndixaris

YBEPX, yac yrpumanis Bijgoninae | Bimoninac CTANJIaPTHOMY PO3YHHY
Y@ criexrp Biuosinae Bionijac cranuapriioMy po3qauiny
BMICl
M1/1a6ncu<y 25,12 mr/ 1‘a6JIe;1“'I£y [ 47,5-52,5 Mr/ 1a6ncu<y
% 3asBIIEIOrO BM]CI‘y o 101% L95- 105%
}[omnmm - a
Mfuccham,na nccncum])momnl Jnommma S O,] % <0,2%
cyma 1[0M111101§ - o 1 < O,‘l % ‘ S 0,7%
Posqucmm
Vit ! 6 [
‘MHKCI/IM'UILIIC S e e
Ccpcuuc e . T T S75% (G 30 S
Kimkicrs leOLCClOBaIIIIX o;mnmm 12 - I
BHCHOBOK - anom,uac, S2
OuropigsicTs JO30BANHX OMMNHLE - Bumomuac " Binnosizae sumoram Gup‘. (I)apM 2.9.40
Minimaimimit (% Bix 3'\;1131101101‘0) o 97,6% - ‘
Maxcnmaisimit (% Bix 3asBJICHOTO) | k102,0% '
Cepeuniit (% Bix éa;mnenbro) B ‘99,9%
}.Iosa 110B’s[3a1a 3 pmmcoM ‘ k ‘E 1,5%
TToxasmuK npummmocn - ‘3,6 ;315,0 '
Kinpxicrs 1POTCCTOBAIMX Bnpo6m 10 '
115 cepis sinnosinae cnenudixanii CFPS NUS.100596 (1.0).
Buyano: Mapist Xoce Pobrec Maprines Jlara supnaui: 17 ceprnus 2023
CriettiauticT Biytiity 3 xonrpoio sikocri (PEJII3) 1le enexTpoHHMit iIKC.

36im: 218711 [ama: 17 cepnnn 2023./14:54:21 Bio. % 1§’l‘oca’uc_170.\7;~




Synthon Hispania S.L.

Certificate of Conformance

Local trade name:

ELTROMBOPAG-VISTA

Marketing Authorization number: UA/19832/01/02
Synthon item number: 401076
Batch number: 2302502A

Strength:

50 mg / Eltrombopag

Dosage form:

film-coated tablets

Packaging size and type:

7 fct per blister, 2 blisters per box

Manufacturing site API:

MSN Laboratories Private Limited
Sy.N0.317,320,321,322.323,604&605

Rudraram (Village), Patancheru (Mandal) Sangareddy
District, Pincode-502 329 Telangana India

Authorization number of Manufacturing
site AP

10/MD/AP/2004/B/CC (ML) / 91515/18/2022 (GMP)

Manufacturing site Bulk Drug Product:

Synthon Hispania, S.1.
C/Castello, n° 1, Sant Boi de Llobregat,
Barcelona, 08830, Spain

Authorization number of Manufacturing
site Bulk Drug Product:

Current valid number in UA:

0438 (ML) / NCF/2225/001/CAT (GMP)

Current valid number in EU, pending approval in UA:
0438 (ML) / NCF/2344/001/CAT (GMP)

Primary and Sccondary packaging site:

Synthon Hispania, S.L.
C/Castello, n° 1, Sant Boi de Llobregat,
Barcelona, 08830. Spain

Manufacturing  Authorization number of
primary and secondary packaging site:

Current valid number in UA:

0438 (ML) / NCIF/2225/001/CAT (GMP)

Current valid number in EU, pending approval in UA:
0438 (ML) / NCF/2344/001/CAT (GMP)

Responsible for batch release

documentation and address:

Synthon Hispania. S.L.
C/Castello, n® 1. Sant Boi de Llobregat,
Barcelona. 08830, Spain

Authorization number of site responsibie
for batch release documentation:

Current valid number in UA:

0438 (ML) / NCF/2225/001/CAT (GMP)

Current valid number in EU, pending approval in UA:
0438 (ML) / NCF/2344/001/CAT (GMP)

Batch size finished product:

35,267 Pack

Number of relevant deviations:

~

Remarks / comments:

NA




Synthon Hispania S.L.

Certificate of Conformance

page 2/2

I hereby certify that the above information is authentic and accurate.

This batch of product has been manufactured including packaging (if applicable) and quality contro] at the
above mentioned site(s) in full compliance with EU GMP requirements of the local Regulatory Authority
and with the specifications in the Marketing Authorization of the hmporting country, and any additional
requircments as agreed upon in a Quality Agreement.

The drug substance Eltrombopag is produced according to current GMP.

The batch processing, packaging/labeling and analysis records were reviewed and found to be in compliance

with EU GMP.
The Product complies with the current BSE/TSE guidelines.

Any deviation has been assessed and documented. For any deviation that might have an influence on the
quality and/or safety of the product (relevant deviation), a deviation report is added to the CoC.

In combination with the corresponding Certificate of Analysis the document forms the quality batch release
certification for sales for the above detailed product batch.

The batch complies with CFPS.NUS. 100596 (1.0) and is released for Mistral Capital Management Limited.
UK, and for territory: Ukraine.

SN 18 AUG 2023

Signature: Date:

Alba Ruiz
Qualified Person

Qualified Person Synthon Hispania S.L.

Version: MCOC.ESOL1ETG.tab30 Mistral Capital Management.UA 401076.(

Synthon Hispania S.L. | GIF ES-G172396458

G/ Gasteld 1] PL Las Satnas 108830 Sant Bor de Ulebregat | Barcelorn ) Soain | Ted 234 936 4071 516 1 Fax +34 936 401 146

weeow synthare.com | Insorda en ¢ Registro Moercardid de Barcelons onda hola ndmere B-184.023. folia 43, tomo 30.987, inscripeion




Synthon Hispenis, SL

o/ Castells, 1

08830 Sant Bol de Llobregat
Barcelona - Spain

Tel, +34 936 401 516

Fox, +34 936 401 146
www.synthon.com

Certificate of Analysis

Page 1 of 1

Eltrombopag-Vista 50mg film-coated tablet

Lot Number 1 2302502A

Item Number . 401076 Date of Manufacture . 23-May-2023
Expiry Date . May-2025

Manufacturing Site : Synthon Hispania S.L.

Tests '  Results Acceptance Criteria
Appearance N Complies Pink, round, biconvex filmcoated
tablets with "IIT" debossed on

one side and with a diameter of
approximately 10 mm’

Identification
UHPLC retention time Complies The same as standard prep.
UV spectrum Complies The same as standard prep.
Assay
mg/tablet 49.8 mg/tablet 47.5 - 52,5 mg/tablet
% of label claim 100 % 95-105%
Impurities
Largest Unspecified Impurity <£01% <02%
Total Impurities <0.1% ' <07%
Dissolution
Minimum 76 %
Maximum 86 %
Average 80 % >75 % (Q) in 30 minutes
Number of Units Tested 12
Conclusion Complies, S2
Uniformity of dosage units Complies Complies with Ph, Bur, 2.9.40
Minimum (% of label ¢laim) 97.6 %
Maximum (% of label clainz) 102.0 %
Average (% of label! claim) 99.9 %
RSD 1.5%
Acceptance Value 3.6 <15.0
Number of Units Tested 10

This batch complies with the specification set in CFPS.NUS.100596 (1.0).

Issued by : Marfa José Robles Martinez
QA SHIS Specialist (RELEASE)




