Synthon

Cinron Xicunanist C.JI.
(Synthon Hispania S.L.)

Ceprugikar innosiznocri

crop. 2/2

Howmep inensii Ha BUPOOHHITTBO
BHPOOIHKA BIIIOBIIANLHOTO 33 BUITYCK
cepii:

Hortounnit aiticauit HoMep B YkpaiHi:

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

[Torounuii piticnuit nomep B €C, odikye cxpayienis B YKpaini:
0438 (ML) /NCF / 2317/001/CAT

Po3mip maprii roroBOro NpoxyKkTy: | 725 ymakoBox
Ne pianosijuux BliaxXuiIeHb: /
Pemapku / komenrapi NA

[lum 3acBijMyI0, 10 Hase ena BUIIE indopMartis ¢ ayreH 91010 T4 JIOCTOBIPHOIO.

Lst cepist 1pojyKIli GyJia BUIOTOBRICHA, BKINOYAIOYH 1AKYBAHNS (SKIIO i€ MOXKIIA 33CTOCYBATH JIO JIAHOI'O BUIIAJKY)
Ta UPOBE/ICHIST KOITPOIIO SKOCTI HA BHILE3Taianomy Micui (Micrsx) sixmosijno jyo sumor EU GMP micueroro
PEryJIATOpLOIO OpIaly T2 BIAOBLIIO 0 creunbikaniil, 3a3natenux y PeectpanifiioMy 110cBi4eHH] JIiKapCLKOTo
3acofy kpaiiu-iMuoprepa, i 10 GYIb-SKHX J0JA@TKOBHX BHMOTL, Y3TO/DKEHIHX B YTO/(i 1O AKICTE.

Jlixapenka cyGcraniia Anarpesin supobiserses BiosiiHo jo sumor yumHoro GMP.
ByIio nepesipeno Ta BCTaHOBIEHO, IO, JIOKYMEHTH 3 06pobKy, MaKyBaHHs Ta aHANI3Y IapTil BiANOBINaOTE BAMOraM
EU GMP. [pojyxt BijIoBijiac MMUAAM ocHOBIMM prHimuam BSE/TSL.

Byw-sixe Bxuicims 6yIi0 1(poananizosano y 3ajokyMerosaio. ULt 6y/p-AKoro BLIXMICHS, IKC MOXKC BILMBATH
ua sKicTh Ta/abo Ha Gestcky TpojyKTy (3avyIe sixxumics), onacrses 38it o Ceprudixara BiMIOBIMHOCTIL

Pazom 3 siymosizurm CepruidikatoM anaitisy uel goxyment cxianae cepradikar sxocTi AJs IO3BOIY Ha BHITYCK
cepii juis nponaxcy cepii BUNIE3a3Ha4CHOro AOKNA10 PO3LHCaAlioro NPOAYKTY.

Jlana cepis sinnoninac CFPS.NUS.89911 (2,0) i Bunyckaersca juia Mistral Capital Management, UK Ta juis

Teputopii Ykpailu

Lhinnuuc: /Hionuc/
HKaoszcu Adpree

Jara: 04 rpasus 2023 p.

Yiosnopaxeta ocoba komnanii Synthon Hispania S.1..

«CinTon Xicnanis C.M.» (Synthon Hispania §.L.) | CIF: ES-61739645
Anpeca & lcnawii: Kappep Kactenno 1| 1. Jiec Canitec | 08830 Canr-Boi-ne-Mbobperat | bapcenona | Icnanis | Tem.: +34 936 401 516
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Synthon

Cinton Xicuanist C.JL
(Synthon Hispania S.L.)

Ceprudikar Bignosignocri

Miciesa komepigiiina Hazsa: AHATI'PEJIII-BICTA

Homep Peecrpanifinoro mocBindeHus | (y4/18972/01/01
JIKapChKOro sacody

Homep nosuuii B komnanii Synthon: | 394310

Homep naprtii: 2300809A

Josysanssi: 0,5 mr/ Anarpej'xm

Jlixapchka opma: Kancynu teepai

Posmip 1 TvIn IaKyBaHHS: 100 xancyn mismind, | msinka y xapToHHii kopobii

Citrron c.p.o.
Bpuenceka 32 /. 597
M. Buancko, 67801, Yecska Pecrybnika

Bupobnunya jpinsuang APL:

Homep iiuensii Ha BUpoGHUITRO

supobingoi ninpnmi ADI: Sukls 132091/2021 (GMP)

Ciwrron Xicnanis, C.J1.

BupoGimvya jiisimng "in bulk™ Byu. K/Kacremio, n°1, Cawrt Boi sie Jiobperar,
bapceiona, 08830 Icmanis

Howmep nincnsii na spOGHUITEO IloTounmit jiificunit nomep B Ykpaili:

BupoOuMyoi JisInI "in bulk™: 0438 (MI.) / NCF / 1931/001/CAT (GMP)

IloTounuit jificiuii nomep B CC, ouixye cxpajciis B YKpaini:
0438 (ML) /NCIF / 2317/001/CAT

Cirron Xicranis, C.JIL
IlepBuiine Ta BTOpPAIYE [IAKYBaHHSL | By K/Kacresuio, n°l1, Cant Boi ne JIno6perar,
bapcesiona, 08830 Icnanis

Homep utinensii 11a BAPOGHMIITBO MICIA | [{orouniuii iikicimii Homep B Ykpaini:

MIEPBMHHOTO Ta BTOPMHIIOrO NAKyBaHH | 0438 (ML) /NCF / 1931/001/CAT (GMP)

Horouuui Jificunii nomep B €C, ouikye cxsanenus B Yxpaini:
0438 (ML) /NCF / 2317/001/CAT

Cirrrou Xiciuanis, CJIL
BijuosinansHuii 3a BUITYCK cepii: Byii. K/Kacremo, n°1, Cant boi e JInobperar,
Bapceuona, 08830 Icnanis

Bepcis: MCOC.ES01.AGL.xane.0,5. Mistral Capital Management.UA.394310.03 doc
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% Synthon

Cepradikar anasizy

Crop. 132

AHATPEJILI-BICTA 0,5 mr xancyJiu repii

Howmep cepii : 2300809A

Homep Bupoby: 394310

_ Tepmin upuparnocri: nornit 2026 p.

Hara supoénnirrea: 01 siororo 2023 p.

BupoGuuya jinsnmvust : Cinron Xienanis, C.JI.

Kinskicue susnavenns (BEPX)

MikpobGionoriyna wacrora
3arainna KiibKicTh aepodimx
mikpooprauizmis (TAMC)
3araisia KibKIiCTh JPKIPKOBUX Ta
ricenreux rpudis (TYMC) S

He nposoaunocs

He uposojuirocs

Cepis synorire Cucrmdikargi CFPSNUS.89911 (2.0)

Hocaipkerns Pesyssraru Kpnrepil npuiimanus
Oroie Birosizae Kancysia 3 Henpo3opum GLIMM KOpITycoM
Ta xpumedxoro. Bmicr kancynm —
nopouox 6inoro abo maitxe 6inoro
KOJIbOPY
| Posunnenns - e B
Minimym 99 %
Maxcumym ) 105 % » ) 7
Cepenuie 3na4cHus 103 % >80 % (Q) 3a 15 xBmuun
KinskicTs BM1IpoOyBanux oJHHHIDL 6
Bucnorox Bijurosijae, S1
Outopiicrs JI030BAHMX OMMHHUI Bijurosyrae Bijurosijiac Capoueitesxiit dapmaxonrei 2.9.40
Miimym (% iy sassrenol KUIEKOCTL) 98,5 %
MaxcumyM (% Biz 3astBicHO] KinbKoCTi) 103,9%
Cepeyuice 3naucnns (% sy 3assnenoi kimskoeri) 101,1 %
Jlosa, 1108’ s13a11a 3 PHIUKOM 1,9 % 7
llokasnux npuitnsraocTi 4,6 <15,0
KinskicTs BUUpoOYBalMX OJIMIHIL 10
Lietrrudyikanis
BEPX wuac yirpumauis Bijurosinac Bimnosijiae craniaprHoMy po3UnILy
BEPX-Y® - Bintosinae ~Bijnogiziae craniapTioMy po3unHy

195-105 %

MI/KarncyJty o ) 0,51 mr/kancyny
% B1j1 32sBICHOT KUILKOCTI - 102 %

Cyuposit jominmey BEPX .
P#1501 (cynyrist nominixa B) <0,1%
P#1505 - 0,2%
Makcumaiibiia necticindikonsana jomiiika <0,1%
Cyma jloMinox 0.2%

Iischerichia coli : He nposojiIocs

0,47-0,53 mr/kancyy

<0.5 %
<0,5%
<0,2%
<1,0%

<1000 KYO/r

<100 KYO/r
Bijcyrus/r
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JEPXABHA CJIY)XBA 3 JIIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KHEBI

npos, Hanii Ceitauuuofi, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Koa €IPTIOY 37079055

BUCHOBOK
Npo sIKiCTh BBE3eHOro B YKpaiHy JIKapcbKoro 3acody
07.08.2023 Ne 39871/23/2611
AHATPEJNIA-BICTA

(naimenypanns ikapcsxoro 3acoly 3riano 3 peecTpauifinusM nocsinyenam)
kancyau Teepai no 0,5 mr, no 100 kancya y nasimii, no 1 nasiuuui y kapToHHii nayui

(hopma Bunmycky, RO3YBAHIA, BHJL NAKYBAHHSA AiKapCLKOro 3acoby)

Homep peectpauitinoro nocsinyenns UA/18972/01/01 crpox aii peectpauiitnoro nocsinuenns 01.10.2026

Cepis nikapcwbkoro 3aco6y Ne 2300809A KinbkicTs BBE3EHOrO NiKapcbkoro 3acoby 425
Bupo6Hu« Cinton Xicnanis, C.J1., Icnanis

(vaimenynanis supoGinka AikapcLkoro 3acoby, kpatHa NOXOKCHHS)
Boeseno B Vkpainy TOBAPUCTBO 3 OBMEXEHOIO BIAMOBIJAJIbBHICTIO

"BYCT OAPMA", inent. won: 44107410

(HaimenyBanua Ta koa 3a CAPIIOY 10pHasunol ocobu abo tpissuuie, iM's. 110 6aTukosi disnunol
0CO06H « [ANPUEMLA. iT MICILC NPOXHUBAHHA Ta peecTpaliAnni nomep 061ikoBOT KapTkH NAaTHMKE
noaarkis abo cepist Ta oMep nacnopTa)

Mpotokon Bisyansnoro koutposio sin 07.08.2023 Ne 2266/1.

3a pe3ynbTaTaMy  AEPXKABHOIO KOHTPOJIO BCTAHOBJICHO, WO JAikapcbkuii  3acid sBezeno B VYkpalhy 3

@cma wono 3a6e3neueHHs AKOCTI Nikapcskux 3acobis.
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