Cinron Xicnanisa C. JL.
CepTudikar BiANOBIAHOCTI

| Homep PeecTpainitHoro

SR UA/16475/01/01
INNOCBILIYCHHAM.

Homep Bupo0y komnaHii «CiHTOH » | 378120 i

| JlosyBaHHsI: 4mMr/Smun / 3os1€eApOHOBA KHCJIOTA

Jlikapcbka popma: KoHuieHTpaT A1 pO3uHHY A iHPy3iH
S My ¢paakoHni; 1 cKIssHHHA (PJ1aKOH Y KapTOHHIH
KopoOL

Po3Mip i TMII YIIAKOBKH:

BpoGmiia Al AGE Citrron <.
- | BpHeHncbka 32/ui. 597

| Buiancko, 67801, Yecbka Pecrry0OJtika

Homep Tinensii ua Bpfpoﬁmlm | 132091/2021(API GMP)
BﬂpQﬁHH‘lOl AUILHAL AD]: _ _
COTEMA
| BII Nel,

Boyckopa 20180, Mapokko

Bupoommua aiasHuus 'in bulk'':

Homep JineH3ii HA BUPOOHMIITBO
BHPOoOHMYOT ALIbHULU "'in bulk™:

22En DMP/23 (ML) /162/22 SSIP/ DMP / 18 (GMP)

BupoOHuK, BIANOBIAAJILHHHA 32 COTEMA
NnepBHHHE NAKyBAHHA: BII Nel,
Boyckopa 20180, Mapokko

|

Homep J1ilieH3ii HA BUPOOHMLITBO
OLUILHMII BIANMOBIIAJIBLHOI 34
NepBHHHE TAa BTOPUHHE IAKy BAHHA:

22En DMP/23 (ML) /162/22 SSIP/ DMP / 18 (GMP)

Cinron Xicnania C.J1. Icnanis

By.J. K/ Kacresuio, 1,

Canr boi ae Jlnobperar

bapceaona, 08830, Icnanis -
IMorounuii QisicHHII HOMep B YKpaiHi:
0438 (ML) / NCF /1931/001/CAT (GMP)
IToTounmii ailichuit Homep B €C:

0438 (ML) / NCF /2317/001/CAT

BupoOHuK, BIANOBLIAILHHUH 32
BHITYCK Cepil:

Homep JiilieH31i HAa BUPOOHHMIITBO
BHPOOHHYOI ALILHHIII
BiINOBIIAJILHOIO 32 BHITYCK CEpIi:

Bepcis: MCOC.ESO1.ZLE.inj4. Mictpan Kenitan Menekment.UA.378120.18.doc




inToH Xicnanis C. JL.

CepTudikaT BIAMOBIIHOCTI

CTOpiHKa 59

7997 yn.

- HoMep BiANoOBiAHUX BIXXWIEHb: INA
Pemapku/komeHTapi INA

L{1M 51 3aCBigUYyIO TOUHICTD | JOCTOBIPHICTh BULLEHABEAECHOI 1HGOPMALIIl.

- Po3Mip cepii roToBOro NpoaykKry:

LIro cepito npoaykuii OyJio BUpOOJAEHO, BKIIOYAIOYH MaKyBaHHS (SKWO Ue nepeadaiyeHo) Ta KOHTPOJb AKOCTI, Ha
BULLE3a3HAYEHIM(HHUX) AUIsiHLI(Kax) Yy MOBHIA BiANOBIAHOCTI 10 BUMoOr HanexHol BUpoOHHYO! nMpakTHkH €C Ta
BHMOT MICLIEBOrO PeryisiTopHoro opraHy, a Takox 10 crieumikauii, BUKIaaeHHX y PeectpaliftHOMy NOCBIIYEHHI
KpaiHH-iMIIopTepa, Ta OyIb-SIKHX JOAATKOBHX BHMOT, MOTODKEHHX Yy J1oroBopi mpo sAKICTb.

BHpOOHHMLITBO JiKApPChKOI PEYOBHHHM 30JIEAPOHOBA KHCJIOTA 3MAIHCHIOETHCS BIAMOBIAHO [0 Aitodoi HanexHoi
BUPOOHHUYOI IMPAKTHKH.

JIOKyMEHTALli 3 BUPOOHHMLITBA CEPii, MAKyBaHHS Ta TECTYBaHHs MEpEBipeHa, Ta BCTAHOBJIEHI 1T BiAMOBIAHICTH
BuMmoram EU GMP.

[Ipenapar Bianosiaae airounm kepisBium BSE/TSE.

Ta/abo Oe3neky npoaykuii (BianosinHe BiaxwieHHs), 0 CeprudikaTta BIANOBIAHOCTI NOMAETHCA 3BIT MMPO
B1JIXWICHHSI.

Pa3oMm 3 BIANOBIIHHM
BHITYCK Cepii U1 BHILE3a3HA4YEHOI Cepll npenapary.

Cepis Bimnoinae Cneumdikauii CFPS.NUS.22890(2.0) Ta BumyckaeTbes uis Mictpan Kenitan Menemkmenr, HOK,
Ta U1 TEPUTOPIT YKpPAIHH

Wramn: / Kamino I'apcia
Vnosnosaxcena ocoba LlTamn:
[Mianuc: _/nionuc/ Ilata: /11 TpaBHs 2023p./

YnosuoBaxena ocoda «CinTon Xicnania C. Jl.»




Synthon Hispania, SL
¢/Castelid, 1

08830 Sant Boi de Llobregat
Barcelona - Spain

Tel. +34 936 401 516

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

Homep cepii - 2300129A

Homep BupoOy : 378120

| TepMIH MPHAATHOCTI . CiyeHb 2026

| BupoGhmua mimbnuus _ : COTEMA
BunpoOyBaHHA

30BHILIHIA BUNAO

MexaH14H1 BKJIIOUeHHsA: HeBUaAUMI 4acTKH
[ > 10MKM
> 25MKM
| pH
| O6’eM wo BUTArA€ThCS
| IneHTH}ikaLia 301eapOHOBOT KHCAOTH
BEPX yac yrpuMaHH4

IX uac yTpUMaHHs

| KibkicHE BU3HA4Y€HHS 30/1€ APOHOBOI
KHCJIOTH

BEPX

BEPX (3aaBneHuii %)

| BMICT ajltOMIHIIO

| Homiwku (YEPX)

Iminazon (AC.046)

3onenak kucaora (H/1602)

Hai6inbia HeineHTHIKOBaAHA AOMILLIKA

_ CyMma 10oMILIOK
CTepuNbHICTD
BakTepiajibHi EHAOTOKCHHH

| s cepis sianosiaae Cneundikaiii CFPS.NUS.22890 (2.0).

BunaHo: Anapea Jlones I6anes
CINELUaTiCT 3 AKOCTI

CeprTudikaTt ananizy
| BostenapoBicra 0 8MI/MJ1 KOHLIEHTPAT [JISl PO3YHHY 1A iH]Y3i

JlaTa BUIrOTOBJIEHHS

PelvabTaTn
BianoBinae

110
,
Bianosinae

Bianosinae

102%

<0,1%
<0,1%
<0,1%
<0,1%
Binnosinae
<1,3 OE/mr

JlaTa Bunaui: 24/ kBiTHst / 2023 poKy

(95-105%)
< SMKr/dnakoH

<0,5%
<0,5%
< 0,4%
<2,0%
CtepuibHU#H

<62,5 OE/Mr 30.nenp0H0301 KHUCIOTH
(<50,0 OE/Ma po3uuny 30JTCIIPOH0501

= |

: 30 ciuns 2023 poky

Kpurepii npuiHATHOCTI

- Ilpo3opuii 6e30apBHUI PO3UUH Y

npo30poMy 0€30apBHOMY CKJISAHOMY

¢J1aKOH1 3 MPOOKOIO 3 AKOMIHIEBOIO

KPUIIKOKO | IUCKOM KOHTPOJIIO MEepLIioro |

< 6000 po3mipom 10MkM abo OinbLue
< 600 po3mipoM 25mMkm abo Oinbuie
16,0-6,6

> M

Takuii xe K Wis CTaHI[apTHOI‘O
PO34HUHY
Taxku# xe aK ang po3uuHy s

NepeBipKHU NPUAATHOCTI CHCTEMH

3,8-4,2mr/5mn

KHCJIOTH )

Lle enekTpOHHHUHA NIANKC.

361m 210947 ama: 24 keimHst 2023p /’15 29:31 Bio. LW 7 Producnon

_“_ ; “
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Cepis nikapcbkoro 3acoby Ne 2300129A

Bupobunk ‘l lC! iaH 5

TbYCT WAPIVIY , iIcHT. Koa: 441U /411 ) I
(uatmcmudmm ra ko 1a C/1P1 10y mpw,m 0T 0COBH 100 llpl SHILC, PN, 110 BaT hKOBI cimwnmu'

oco0OM - nizIPHEMILN, it wicne npamummna 1a pccupmummh HOMED OGLHKOBOT KUPTKH TLIITHHKD
D HACTHIOPT)

nikapchkuilt  3acid  Bseleno 8 Ykpaimy 3
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