Cinron Xicnanis C. JI.

Ceprudikar BiarmoBigHocTI

Micuesa roprosa nassa:

I6anaponoBa kueaora-Bicra

Howmep Peecrpauiittoro nocsijuenns: | UA/16004/01/01
Homep BupoOy komnanii «Cierromy 376106
Howmep cepit: 2002245G

Jlosysanus:

50 mr/ IBanapoHoRa Kucnora

Jlikapcska hopma:

Tablerkn, BKPUTI [1IBKOBOIO 0000HKOI0

Posmip i Tun ynakosku:

10 rabnerok y Gnicrepi, 3 Gnicrep B kaprouuiit kopobiui

Bupobnuk AQI:

Cinron c.p.o.
bpuencrka 32/un. 597,
biaucko, 678 01,
Yecnka Pecny6ika,

Howmep sritensii supoGumka ADI:

sukls240195/2019 (AP1 GMP)

BupoGnuua juasuuis "in bulk™:

Cinron Xicnanis C.J1.
K/Kacresuio, Nel, Cant Boi ne JInobperar,
bapcenona, 08830 Ienaris

Homep nitiensii Ha supobumirrso
BUPOOITHKa BIINOBIIANLHOTO 32
BupoOHMireo "in bulk”:

0438 (ML) /NCF / 1931/001/CAT (GMP)

Bupobuuk sijinosijannuuii 3a
recTyraHHs "in bulk":

Cinron Xicrania C.JI.
K/Kacremno, Nel, Canr Boi ne JioGperar,

i bapcenona, 08830 lenanis

Homep iiiensit supobinka
BIAMNOBIAANBHOTO 3a TeCTYRAHHS "in
bulk":

0438 (ML) / NCF / 1931/001/CAT (GMP)

J,Iinm-nca HEPBUHHONO Ta BTOPUHNHOTO
NAKYBAHSL

Cinron Xicranis C.JI1,
K/Kacrenno, Nel, Canr Boi sie JIno6perar,
bapcenona, 08830 [cnanis

Homep nineusii na supobnmirrso
JUBSIHKK TEPBUIHOIO T4 BTOPHHHOIO
[1aKyBaHHS

0438 (ML) / NCF / 1931/001/CAT (GMP)

Bianosinansuuii 3a JlokymenTauiio Ha
BUILYCK Cepil:

Cinron Xicnanis C.JI.
K/Kacreino, Nel, Canr Boi e Jino6perar,
bapcenona, 08830 lenanis

Homep stitensii jissiikm,
BULHOBLIAILHOT 34 JIOKYMCIHTAID Ha
BHITYCK CCpil:

Bepeis: MCOC ESOLIBL tab50. Mictpan Keniran Mene;tiement UA 376106 10 doc
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Cinron Xicnanin C. JI.
CeptudikaTt BiAIOBIHOCTI

Cropinka 2/2

Poamip cepil kinuesoro npoaykry: | 860 l
Kinbkiers BINOBLIHMX BIAXHUACHS: / I

[um 5t 3acBinuyto ToMHICTS | TOCTORIPHICTE BUIICHARE EHOT iHdopmar,

Lo cepiro npoaykuil 6yne supobineio, BKnoua0un rMaKyBaHi (AKI1O0 Le nependatieno) Ta KOHTPOUIL AKCCTI, 1a
BULIC3asHaueBiH(HKMX) Aimsinui{kax) y nosuiil signosinnoeti go sumor Hanesxciiol Bupobinuoi npaxruku €C ta
BAMOr micuesoro PerynstopHoro opramy, a Takox 1o cneundikaniii, sukmasenux y PeecTpaniinomy
noceiaMCHIl Kpainu-iMIIoprepa, Ta Gy Ab-1KUX JOMATKORHX BUMOT, IOTOMKEHHX y Horesopi npo sikicTs.

Bupobiuirso nikapebkoi pevosuim [BalipoHoBa kueaoTa 3ificHioeTses BiANORIAHO s10 miouoi Hanexmnol
BUPODHUYOT IPAKTHEM,

3imiicts woy0 0Opobku, nakyrawna Ta BMNPOGYBAHHS cepii Byna nepernsiyTa i BM3NIAHA TAKOW, IO
Bianoniflae Bumoram Haiesknol supoGuuuot npaxruk €C. Tpenapar pixnosinac 10Ky KEPIBIAM TIPHHLHNAM
mouo ryGuacroi ennedanomnarii senuxol poraroi xynobu / rpanemicurnol cniourichopmiiol chiedaronarii.

Yei pigxuiemis ollinero Ta 3anokyMentopano. CTOCORHO GYIh-KOTO BIAXHIEINHSA, SKC MOWKE BIUTHHYTH Ha
sKicTh Ta/abo Gesnexy nponykuii (sixnosinme Binxunenus) no Ceprudriara pianosinuocti oaa€Thea 3BIT Npo
BIIXHIICHHS.

Pazom 3 simosiumy Ceprudicarom ananizy uci nokymesr ¢ ceprrikatliclo skoeTi UM najsanis 1o3soNny 1a
BHITyCK cepil juid BHUIC3a3HaueHoT cepil npenapary.

Hana cepis minnosinae CFPSNUS. 19030 i sunyckaerbes quis xommanii Mistral Capital Management L.td,
Yxpaina.

Ulramn: /Viosuosasicena ocoba Ulrammn:
[Tiymc: [nidnuc/ Hara: 06 xosrha 2020 p.

HKozen Ansmec / (Josep Altes)
Yuoeunosaxceua ocoba «Cinron Xicoania C. JIL»

Bepcia: MCOC.ESO1.IBE.tab50. Micrpan Kenirtan Menesxment UA.376106.10.doc
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Crop. 132
Ceprudikar anamizy

I6anaponoBa kucnora-Bicra 50 mr tabnerku BKPHTI ILTIBKOBOIO 060JI0HKOIO

Homep cepii :2002245G Hara suroTosnenns  : 04 ueprus 2020 poKy
Homep supoby : 376106 Homep anasizy 1 1,308,754

Tepmin npuparnocti :depienk 2023 poxy

Cranpapr : CFPS.NUS.19030 (1.0)

Bunpotysanns Pesyastaru | Kpuarepil npuiinsitnocri
30BHIIUHIH BUrs] Binmosinae bini abo maibie Gini geoonyki,

BKpUTI 0B6oNo1KOI0 TAONeTKH,
A0BracTol opmu, 3 MEPKYBaHHIM 3
oJjioro Boky «l9BLEw», a 3 inmoro —

«50».
Yac nosuoro posnajy
MiniManbuui >3 xB =1 xBuo<15xn
MakcumansHWi <6 XB Z1lxnno<15xa
Lnenrudikaitis 16annpouary
BEPX vac yrpumanns (ionna) Bixnosinae Takuil camuid, six i Jutst crangaprioro
pPO3UHHY
BEPX wac yrpumatiis (3soporho- Binnosinae Taknit camuid, sik i juia cranjgaprioro
thazua) po3quy
BwmicT octosioi pevosunn [Gauniponary
BEPX 49,8 mr/tabnerka 47.5-52.5 mr/rabnertka
OnnopianicTs j1o30BaHMX OAUHHL[L Bianosinac Bixnosijae cr. 2.9.40 €BponeHcrekor
hapmakonei
MiHiMansHUH 97.0%
Maxkcumaliblinii 102,6%
Cepeuniit 99.6%
Jloza, nor’a3ana 3 pusnkom 1.8%
Hokazuuk npuiinsriocti 4.3 <15,0
Kisnbkicts nporecrosanux snpo6is 10
Homimrkun (BEPX)
Qocdar <0,10% <0,6%
HaiiGiinima necnenundixonana <0,10% <0,2%
Jlomillka
Cyma Jomiuox <0,10% <0,9%
Mikpobiosoriuna uuerora
3aranbua Kinbkicrs aepobHux He Bukonysanoce < 1000 KYO/r
Mikpoopranizmin
3aranbua KiULKiCTh ApixpKoBoro Ta He Bukonysanocs <100 KYO/r
IUHCHABOrO rpulixa
Kuiukoea nanuuka He Burotyganocs Bincyrus/r
[nenrndikauis nanosmosasis
JBookuc trrany He Bukenysanocs Bijrogijac

. ; <M\, . S/04P5 g ,j
3gim: 151548 Jama: 02 sicosmus 2020 p./13:13: GRio: L ’rodu/oéq




Crop. 232
Ceprugikar anamaizy

I6anaponosa kucnora-Bicra 50 mr Taduerku BrpuTi

; Howmep cepil: 2002245G
MJIIBKOBOIO 000JIOHKOI0

JiIsiHKa KOHTpoJio AKOCTI (BHITYCK cepil)

Hazea dinanku:  «Cinron Xicnamis
K/Kacreno, [Ton. Jlec-Caninee 1
08830
Canr boi ne JInoGperar (Bapcenona)
ES

Hovep aiyensit: 0438

Hoxep cepmuhicanmy GMP: NCEF/1931/001 CAT

I6ataponat (Mokorijpar natpito), TabueTku 110 50 MI BKPUTI 1IIBKOBOIO 060JI0HKOIO Homep cepil:
2002245G sinnosinae Crenmdixanii CFPS.NUS. 19030 (1.0). 51 nizreepaxyio sipicts 3MICTY LLOTO
Ceprudixara ananisy.

Bujano: Pakens Jlominrec, ]Icua BU/AYI: 02 OB rHH»2OZQ poxy
crenianicr 3 stkocri N

3sim: 151548 Jlama: 02 acosmus 2020 p‘) 3
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JAEPAUIIKCITYKBA
AEPKABHA CJIVAKBA 3 IIKAPCBKHUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHUKAMH y m. KHEBI

Byn. bepesnskisceka, 29, Kuis, 02098, ten./dakc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls.kyiv@adls.gov.ua,https://www.dls.zov.ua. Ko CJIPIIOY 37079055

BHUCHOBOK
Npo SIKICTHL BBE3eHOT0 B Y Kpainy JiKapebKoro 3acoby

29.01.2021 Ne 3489/21/26

IBAHIPOHOBA KHCJIOTA-BICTA

(nafiMeHynanHa nikapcskoro 3acofy arigHo 3 peecTpaLiHHNM TTOCBIAYCITHAM)
Ta0/IeTKH, BKPHTI IL1iBKOBOI0 obosronko10, no 50 mr; mo 10 taémerok y Gaicrepi; mo 3
GaicTepn B KopoOmi

(Gopma Bunycky, I03yBaHA, BHA MAKYBaHHA MKAPCEKOT0 3acofy)
Homep peectpauitinoro nocsimenns UA/16004/01/01 crpox aif peectpaniiinoro nocsizsenns 19.05.2022
Cepis nikapcbkoro sacoby Ne 2002245G Kinekicts BBesenoro nikapeskoro sacoby 860

Brpobimk Ciuror Xicmanis, C.J1., Icnanis
{Hafmenybands BUPOSHIKA NiKAPCEKOTO 3400y, Kpaiia MOXOMKEHHS)

BeeacHo B Vipainy Tosapuerso 3 oGmerkenoro BigmoBigaLHICTIO
"®APMANEBTHYHA KOMITAHISI BICTA", ixen. kox: 37642513

(nafimenysanna Ta ko 3a EJIPIIOY HOpUAHYHOT ocobu aGo npizsnute, iM'g, Mo GaTekoBi biznunoi
0cobu ~ nianpuemus, 1T micue MpoxkuBasas Ta PeeECTpauiHHMi HoMep 0BJ1iKoBOT KAPTKH NAATHIKE
nonarkis abo cepis Ta Homep rnacrnopra)

poToxon sisyansuoro korTpomo sin 29.01.2021 N 4394/1.

33 pesyneTaTAMH  [IEpPWKABHOTO KOHTPONIO  BCTAHOBNEHO, MO Jikapcekui 3acif BeeseHo B Ykpainy 3
AOTPHMAHHSAM BUMOT 3aKOHOIABCTEA OO 3a0e3MeeH s TKOCTI JliKapChKUX 3ac06iB,
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JEPXJTIKCITYKBA
JEP)KABHA CJIYKBA 3 JIKAPCHKHMX 3ACOBIB
TA KOHTPO.IIO 3A HAPKOTUKAMM y m. KHEBI

ByJl. BepesuskiBebka, 29, Kuis, 02098, ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPTIOY 37079055

BHCHOBOK
npo fIKicTh BBE3EHOro B YKpaiHy Jikapebroro 3acoby

31.08.2021 Ne 49304/21/26

IBAHIAPOHOBA KHCJHOTA-BICTA
(naitmenypannsg nikapebkoro 3acofy 3riaHo 3 pecerpauiiung nocsinucHNsM)
Tabaerku, BKpUTi iBKOBOIO 000101K010, 10 50 Mr; o 10 Tabuerox y 6Jicrepi; mo 3
GJuticTepu B xopobii
{opma prITycKy, 1O3yBaHHS, BH MAKYBaHH JKaPCLKOro 3acoby)

Homep peecrpauiiinoro nocsinuenns UA/16004/01/01 crpox ail peecrpauiiinoro nocsinuenns 19.05.2022
Cepis nikapcskoro 3aco6y Ne 21015938 Kinekicts BBE3EHOrO Jikapehkoro 3acofy 535

BupoGHHK Cinron Xicnanig, C.JL., Icnaunis

(nalimMeHy BaHHS ImpOG}IMKﬂ nikapceKoro 3acody, kpaina noxozu(emm)

Baeaeno B Yipainy Tosapucrso 3 oOMexenolo BinnosixansuicTio "Easaiic-
Menxouncaiar", inenr. vox: 34613689

(naltmenynanns Ta kon 3a CAPIIOY opuananoi ocobu abo npisnutie, iM's, no Garbkosi
(isnunol ocobu - nianpremus, il Micue npoxuBanHs Ta peectpauifinuit Homep o6rikonoi
KapTKH MIATHHKA NONATKIB a60 cepis Ta HOMeEp nacnopra)

TIporoxon Bisyansuoro konrposmo sin 31.08.2021 Ne 2951/3.

3a pesyabTaraMy  AEpPRABHOIO KOMTPOMIO BCTAHOBACHO, N0 mikapcekuit 3aci6 meeseno B Ykpainy 3
JOTPHMAHHAM BUMOI 3aKOHONABCTBA u;ogp 3a6€3MeHeHHA AKOCTI /nmpcmm\ 3a¢06is.
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Cinton Xicnanisa C. JI.

Ceptudikar BiJ{IIOBITHOCTI

Miclesa TOpropa Ha3Ba:

I6anaponoBa kucaorTa-Bicra

Homep PeecTpaniiftHOro nocBiueHHs: UA/16004/01/01
Homep Bupoby kommanii «CIHTOH» 376106
Homep cepii: 2101593B

JlozyBaHHs:

50 mr / I6anpoHOBa KHCJIOTa

Jlikapebka Gopma:

TaGneTKH, BKPUTI M1iBKOBOIO 060IOHKOIO

Po3mip i THIT YIIAKOBKH!

10 Tabaerox y Gmictepi, 3 GicTep B KAPTOHHIH KopoOILi

Bupo6uux ADL:

CinroH c¢.p.o.
Bpuencbka 32/un. 597,
Brnancko, 678 01,
Uecnka PecriyOiika,

Howmep ninensii upoburnka ADIL:

suk1s240195/2019 (AP1 GMP)

Bupobuuua ainpiums "in bulk™:

Cinron Xicnanis C.JL
K/Kacrenno, Nel, Cant boi e JlnoGperar,
Bapcesnona, 08830 Icnanis

Howmep sinensii Ha BUPOOHULITBO
BIpOGHUKA BIMOBIIAIBHOTO 32
BHPOOHULITBO "in bulk™:

0438 (ML) / NCF / 1931/001/CAT (GMP)

BupofHUK BiANOBIAATBHAN 33
tectysaris "in bulk":

Ciuron Xicnanis CJL
K/Kactemno, Nel, Caur boi ne JinoGperar,
Bapcenona, 08830 Ienatin

Homep nirensii BupoOHuKa
BLITOBLIAIBHOTO 3a TeCTyBaHHA "in
bulk":

0438 (ML) / NCF / 1931/001/CAT (GMP)

HiJISIIIKﬂ TMEPBUHHOTO Ta BTOPUITHOI'O
naKyBaHnd:

Cinron Xicnanist C.JL
K/Kacrenno, Nel, Canr Boi ae J LnoGperar,
Bapcesiora, 08830 Ieranis

Homep ninensil Ha BUPOOHHUUTBO
JIUISTHKH HGpBI/IHHOI‘O Ta BTOpI’IHHOFO
TTAKYBAHHS

0438 (ML) /NCF / 1931/001/CAT (GMP)

Binnosizabinii 38 A0KyMEHTALIO Ha
BUITYCK Cepil:

Cinron Xicuanis C.JL
K/Kactemio, Nel, Caur Boi jie Jinobperar,
Bapcesona, 08830 lenianis

| Homep sinensii QinsHKA,
BIITIOBLAATBHOT 33 OKYMCHTAIIIIO HA

0438 (ML) /NCF / 1931/001/CAT (GMP)

s
/ﬂ «pat

Bepeis: MCOC.ESO1 1BE.tab50. Mictpan Kenitan Menemrmens UA.376H08 ,{73:- /

«Cunror Xicnawis C.J1y» (Synthon Hispania 8.L.) | CIF: ES-61739645
Appeca B lcnanii: Kappep Kactenno 1| M.\ Nec Canixec | 08830 Cant-boi-ne-
P.I. Las Salinas | 08830 Sant Boi de LLobregd
www.synthon,com | 3apeecTposana y TosapHoMy peectpi Bapcenonv 3a HOMEPO
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Cinton Xicnanis C. JL
CeprudikaT BiIIOBiqHOCTI

Cropinka 2/2

Poswmip cepii kinuesoro mponykry: | 2200 yi.

KinbkicTb BIAIIOBIXHMX BiIXUJICHB! /

Appeca B lcnawii: Kappep Kactenno 1| .1 Nlec Caniriec | 08830 Canr-Boit-pe-Nibobperat | B8

www.synthon.com | 3apeecTposana y TosapHoMy peecTpi Bapcenony 3a HOMEPOM B-184.023, CYypMKd 4379

LM s 3aCBIAYYIO TOUHICTE | 10CTOBIPHICTL BULIEHABEICHOT indopmait.

Llio cepito npoaykuii 6yno BupobiieHo, BKIIOUAIOUH NaKyBaHHS (1Ko 1e nependadeHo) Ta KOHTPOJIbL SKOCTI, Ha
pHiesasnaueniit(anx) Ainsuui(kax) y nosuiit sianosisnocti 1o sumor Hanexrol supo6uuyol npaktukn CC Ta
BUMOF  MiclLeBoro PeryisTopHoro opramy, a Takox 10 cneuwdikauiil, BHKIAEHAX Yy Peccrpauiitnomy
nocsintenHi kpaiHu-iMnoprepa, Ta 6y ab-AKHX JIOAATKOBUX BUMOT, NOTOIKEHUX ¥ Jlorosopi npo sKicTs,

Bupo6uuurso stikapchkoi peuosunu [6anaporor 3pificHIOETbCS BIANOBIAKO A0 Aitouoi Hanexwol BHPOOHHUOT
TIPaKTHIH.

3BiTHICTS WOXO OOPOOKH, MaKkyBaHHA Ta BUNPOOYBAHHS cepiit Oyna mepernsHyTa i BH3HAHA TAKOIO, IO
ignosinac pumoram Hanexnol supoGuusol npaxtik €C. Tpenapar BiAMOBIAAE MIIOUHUM KEPIBHUM MPHHLMAAM
oo ry6uacrol eHuedanonarii eukoi poratol xyno6u / TpatcmicunHoi crionripopmHot enuedanonarii.

Vei BiAXMNCHHS OLIHEHO Ta 3al0KyMeHTOBaHO, CTOCOBHO GyAb-AKOrO BiAXUMNEHHSA, AKE MOMKE BIUIMHYTH Ha
aKicTh Ta/abo Gesneky npoayKuii (BiAnoBiane BIAXUICHHS) 10 Ceprudikara BianoBiaHOCTI NOMAETLES 3BIT MPO
BIAXHICHHS.

Pazom 3 signosinHum CeprudikaTom anaiisy ueH HOKYMEHT € cepTudikalieio SKOCTI JUIsl HalaHHs 103BOJY Ha
BUITYCK Cepii Ul BUILE3a3HAEHOT cepil npenapary.

Jlana cepis Binnosinae CFPS.NUS. 19030(1,0) i Bunyckaethes ana komnauii Mistral Capital Management Ltd,
Ykpaiua.

Wramr: /Yrosuosasicena ocoba [LIramr:
[Tianwc: _Inionuc/ Jlara: 28 tpasns 2021 p.

JKoszen Anvimec
Viosrosaxkena ocoba «Cinron Xicnanist C. JL»
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CepTudikart anasizy

Crop. 132

[6annponosa kuesiora-Bicta S0 mr TabseTku BRPUTI IIIBKOBOIO 000JI0HKOI0

Homep cepil
Homep Bupoby 1376106

TepmiH npUaaTHOCTI

:2101593B

JlaTa BUroTOBIEHHS
Homep ananizy

: TpaseHb 2024 poky

. 11 Tpasus 2021 poky
11,374,921

Cranpapt : CFPS.NUS.19030 (1.0)
BunpoGysanus PesyabnraTi Kpurepii npuiinstnocti
SopHiwHIl BUITSL Biarosinae bini a6o maike Gini gBoornyki,
BKpHTI 000JOHKOIO TabJIETKH,
- nosractoi Gpopmu, 3 MAPKYBAHHSIM 3
onnoro 6oxy «19BEy, a 3 inoro ~
«50».
Yac MoRHOro posnamy
MinimManbHuH >4 xB >1x8p0<15x%8
MakcumaibHUH <6 xB >1xBao=<15x8
[nentudikauis [6annponary
BEPX uac yrpumanHs (ionna) Bianosinac Taxuit caMmHii, sk i AN CTAHAAPTHOTO
PO3UHHY
BEPX uac yrpumaHHst (3BOPOTHO- Binnosinae Taxult caMuid, siK i A7 CTAHAAPTHOTO

(azna)
BwmicT ocHoBHOT peuoBrHM [6anaponarty
BEPX |
OUHOPIAHICTb A030BAHNX OAMHULD

MiniMansHui
MaxkcumanbH1H
CepepnHiit
Jlo3a, 11oB’g3aHa 3 pUBHKOM
[TokaszHuk NpUIHATHOCTI
KinbKicTh MPOTECTORAHUX BUPOGIB
Jlomitkn (BEPX)
dochar
Hai6inbiua necnienugikobana
AOMILIKA
Cyma JOMILIOK
MikpoGioJioriuHa HueToTa
3aranbHa KibKicTb aepoOHuX
MIKpOOpraHismis
3arajbHa KUIBKICTb APDIKOBOro Ta
MCHSBOTO rprbKa
KuIIKoBa nanuuka
[renThikaLis HAMOBHIOBAYIB
JIBOOKHC TUTAHY

51,0 mr/Tabnerka
Binnosinae
97,9%
105,8%
102,0%
2,5%

6,6
10

<0,10%
<0,10%

<0,10%
< 100 KYO/r
< 100 KYO/r
Bianosinae

Binnosigae

pO3UKHY

 47,5-52,3 mr/Tabnerka

Binnosinae cr. 2.9.40 €pponeicbioi
dapmakonel

<15,0

<0,6%
<0,2%
<0,9%

<1000 KYO/r

<100 KYO/r
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Crop.232
Ceprudikart ananizy

I6anaponosa kucsora-Bicra 50 mr Tabaerkn BRpuTi

. Homep cepii: 2101593B
MNJIBKOBOIO 000JIOHKOI0

JlinsiHka KOHTPOJIIO skocTi (BUMycK cepil)

Haszea dinanxu;  «Cinrton Xicnanism»
K/Kactenno, Ion. Jlec-Caninec 1
08830
Canr Boi ne Jlnobperar (bapcenona)
ES

Homep niyensii: 0438

Homep cepmucpivamy GMP:  NCF/1931/001 CAT

[Ganaposat (MOHOTIApaT HaTPit0), TabneTin no SO Mr BKPHTI MTIBKOBOIO obononkoro Homep cepil:
21015938 signorinae Creundikauii CFPS.NUS.19030 (1.0). I nixrsepaxyto sipHicrs 3MICTY LbOTO
Cepruikara aHanisy.
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Bujano: Mapina Toppec, Jlata Buadi: 28\paau.aM

crieljalict 3 SKocTi QIHUI TiKC.




Synthon Hispania S.L.

Certificate of Conformance

Synthon

i Local trade name:

Ibandronic acid-Vista

Marketing Authorization number: UA/16004/01/01
Synthon item number: 376106
Batch number: 21015938

Strength:

S0mg / Ibandronic acid

Dosage forn:

Film-coated tablet

Packaging size and type:

10 tablets per blister; 3 blisters per carton box

Manufacturing sitc APL:

Synthon s.r.0.,
Broenska 32/cp. 597,
Blansko, 67801,
Czech Republic

Authorization number of Manufacturing site
APL:

sukls 240195/2019 (APT GMP)

Manufacturing site Bulk Drug Product:

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

Authorization number of Manufacturing site
Bulk Drug Product:

0438 (ML) NCF/1931/001/CAT (GMP)

Testing site Bulk Drug Product:

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

Authorization number of Testing site Bulk
Drug Product:

0438 (ML) NCF/1931/001/CAT (GMP)

Primary and secondary packaging site:

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

.| Manufacturing  Authorization
E primary packaging site:

number  of

0438 (ML) NCF/1931/001/CAT (GMP)

Responsible for bateh release documentation
and address:

Synthon Hispania, S.1.,
C/Castello, n°1, Samt Boi de Llobregat,

Authorization number of site responsible for
batch release documentation:

0438 (MLY NCF/1931 ’QQU

/ M

Barcelona, 08830, Spain
Q
K x;y.panm *

Version: \1( ()C GS01L. lm mbﬁ() Mls!ml & .\pllul M.mngnmml UA. 37()1()(

Synthon Hispania §.L. | CIF: £6-61739648

¢/ Castelic 11 R Lag Salioas | (
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Synthon Hispania S.L.

Synthon

Certificate of Conformance

page 2/2

Batch size finished product: 2.200 units §

Number of relevant deviations: // ?
|
{

| Thereby certify that the above information is authentic and accurate.

| This batch of product has been manufactured including packaging (if applicable) and quality control 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 Importing country, and any additional
requirements as agreed upon in a Quality Agreement.

| The drug substance Ibandronate is produced according to current GMP. The batch processing, packaging
! 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.19030 (1.0) and is released for Mistral Capital Management Ltd., UA.

MAY 2 82001

Signaturc: o7 Date:

Tosep-Adtds~

Qualified Person
Qualified Person Synthon Hispania S.L.

o

l;xamv.r',’{mamw»m
wop w¢ 31 3689

Blgan DN
VTR

Version: MCOC. ESO1,IBE.1abs0. Mistral Capital Management. UA.376106
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Certificate of Analysis

Page 1 of 2

Ibandronic acid-Vista 50mg Film-coated tablet

Lot Number 1 2101593B

Item Number 1 376106 Date of Manufacture v 11-May-2021
Expiry Date . May-2024 Analysis Namber © 1,374,921
Reference © CFPS.NUS.19030 (1.0)

Tests Results Acceptance Criteria
Appearance Complies White to off-white in colour,

oblong, biconvex coated tablets
debossed with "I9BE" on one
side and on the other side with

ns g
Disintegration time
Minimum >4 min > 1 min to < 15 minutes
Maximum <6 min > | minto £ 15 minutes
Identification ibandronate
HPLC retention time (ionic) Complies The same as standard prep.
HPLC retention time (reverse phase) Complics The same as standard prep.
Assay ibandronate
HPLC 51.0 mg/tablet 47.5 - 52.5 mg/tablet
Uniformity of dosage units Complies Complies with Ph, Eur, 2.9.40
Minimum (% label claim) 97.9 %
Maximum (% label claim) 105.8 %
Average (% label claim) 102.0 %
RSD 2.5%
Acceptance Value 6.6 <15.0
Number of Units Tested 10
Impurities HPLC
Phosphate <0.10% 0.6 %
Largest unspecified impurity 20.10% <02%
Total impurities <0.10% <09 %
Microbial contamination
Total acrobic microbial count (TAMC) <100 CFU/g <1000 CFU/g
Total combined yeasts/moulds count (TYMC) <100 CFU/g <100 CFU/g
Escherichia coli Complies Not present/g -
Identification of excipients —— A /@gm
Titanium dioxide Complies ’0/ 4 Bempi ‘ ,
G N v
22, Noe | AT
?V ((;, : ’ \‘:3, \mrm}f.’\‘f\kjal.\mﬂzm
et /i BN\ kop Tt 113689 5
Zz< < “e Ne? A,
O R S

W agrad Ty, ) i
o, 1 Remorts 166729 he: 20 My 10210085230 T, LW Producion

C T v




Certificate of Analysis

Page 2 of 2

Ibandronic acid-Vista 50mg Film-coated tablet

Lot Number: 2101593B

Quality Control Sites

Site Name: Synthon Hispania S.L.

C/ Castells, n® 1, Pol. Las Salinas
08830

Sant Boi de Llobregat (Barcelona)
ES

Authorisation Number: 0438

GMP Certificate Number: NCF/1931/001/CAT

Ibandronate (as sodium monohydrate) 50mg film-coated tablets Lot No; 2101593B complies with the Specification

CFPS.NUS.19030 (1.0).

1 confirm that the content of this CoA is correct,

g auiarmi
W WDIKE
mx(r)o;; © 313689

Issued by : Marina Torres
QA SHIS Specialist

This is an electronic signature

Report: 166772 Date: 28 May 2021/08:52:50 From: LW? Production
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