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JEPXIIKCIIYXXBA YKPATHA
lIEP}KABHA CJHIY/XBA 3 JIIKAPCLKHX 3ACObBIB
- TA KOHTPOJIO 3A HAPKOTAKAMM y m. KHEBI

ByJ'[ BepeSHHchz,Ka 29, KmB 02098, Ten./daxc: (044) 550-20-55, ren. (044) 550~23 -33
—ma11 dls, kylv@dls gov.ua, Kon €JIPIIOY 37079055

_ BUCHOBOK :
npo SIKICTH BBE3€HOTO B Ykpainy .IIlKaIJCBKOI‘O 3ac06y

02.03.2020 g -  Ne11033/20126

~TAMCIH ®OPTE
(Haﬁmeﬂynamm mxapm,kam 3acoly ariaHo 3 peecTpalifHKM NoCBiTIeHEAM)
TabJIeTKN nipoJionresanoi aii mo 0,4 mr; mo 10 Tadaerox y 6mc'rep1, no 3 Giicrepu B
KapToHHil Kopobui
(dopma Bumycxy, Jo3yBaHHA, BH/I NaKyBaHHS JiKAPCEKOTO 3acoby)

Homep peectpaniittoro H:OCBi;E{‘IGH_H}I UA/14197/01/01 crpox nii peectpaniiiroro nocsixaenns 03.03.2020
Cepia nikapcekoro sacoGy Ne 1902989A KinskicTe BBE3€ROTO Nikapekkoro sacoby 40620

Bupo6ruk Cinron Xicnanis, C.JL., Icnanis
(ﬂaﬁmeuyaahun BUPOOHMKa Jlikapeekoro 3acoly, kpaiHa noxomxemu)

Baeseno B Yxpalny ToBapueTBo 3 00MEMKEHOIO BllIIIOB]J_IaJll:HICTIO "Mera JIan(bcaHeHcls"
: iment. xom: 39405050 : :
(waiimenysanns ta kox 3a EPIIOY wpuamdHol ocodu abo rpiasume, iM'a, o 6atskosi dizumnol

0cobu - RiANPHEMUS, T MiCLE TPOXHBAHKA Ta PecCTparifaHH HoMep OOMIKOBO! KAPTKH NIIATHHKA
rogarkis abo cepia Ta HOMEp IacnopTa)

TIpeTOKO BizyaNLHOTO Kom'poﬁm sin 02.03.2020 X 626/3.

3a pesynsTAaTaMM  JIEPKABHOTO - KOHTPONIO RBCTAHOBNEHO, IO Jikapcekmit 3aci6 BBeseHe B VYipainy 3
llOTpPIMaHHHM BHMOT 3aKOHONABCTBA MOAC 3aﬁesne={emm SKOCTi MiKapChLKHX 3ac061B.

/ // Thomvuna CTOPOXKEHKO -

/ggmc)( (ininianA Ta npizBHIIC)
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.'«Ciﬂ‘l"l)l-l_' Xicuanis C.JL» (Synthon Hispania S.L.)

Synthon

Cepradikar sizmosigaocti

J'onai;wa TOProBa Ha3ka: - TAMCIH ©®OPTE

Homeb peecmauiﬁﬂor\'q NOCBIT9EHHS: | UA/14197/01/01

Homep aprukyny «Cim*oﬁﬁ: ' o 339963

Homep cepii: : : 19029894
“ Hosysanus: L 0,4 mr / Tamcynosun

Jlixapceka dopma: .Taﬁnerlm 3 IPOJNIOHTOBAHOIO Ji€l0

Posmip -;;a THII yﬁaxonm; . ITo 10 Tabnerok y Gmictepi, mo 3 6nicTepu xdpToHHiH

Kopobui

Bupobria ginsmimy AQI: TOB “CinTon”
i Bprencka 32/am. 597,
Bnancxko, 67801, Yecuka Pecriy6nixa

Howmep aozeomy BupoGrmaot ;[inbl«mﬁi AQI: sukls 126426/2015 (ML) / sukls 240195/2019 (A®l
_ GMP)

BKpoﬁmma mﬁbﬁnux Hepoaqwacnnanom JiKapceKoro Cinron Xicnanix C.JL
3acofy: ) K./Kacrenno, Nel, TTorJIac Caninac,
Canr Boi e J'Inoﬁpera'r Bapcenona, 08830, IcnaHm

Homep nossony BHPOOHHTOT NiMsHuwi 0438 (ML)/NCF/1931/001/CAT (GMP)

Hepo3(acoBAHOTO TiKapChKOTO 3acoby:
o, JALMEHMIS BANPOSYBAHHSL Heposdracoraroro Cinron Xicnania C.JL
: mxapcsxoro 3ac06y K./Kactemno, Nel, IMomn Jlac Caninac,
Caur Boi ge JIno6perar, Gapcenona, 08830, Icnagnis
Howmep nossony ainsrug BHIPOOYBaHH: 0438 (ML)/ NCF/1931/001/CAT (GMP)

HEPO3(acoBaHOTO JTIKapCEKOro 3acoby:

-l HMI nepRuHEOT Ta B'ropmmo'f VIIAKOBKH: I T PapMacetoTikanc, Jitx,
. TIpomucnora 30na, “Yexkanuiy ITiBpens”,
: Boterrpan, 2140, Bonrapis
Homep supoGuriTea nepenmrof Ta BTODHHHOT NeBG/MIA-0107 / 078/2019/GMP
YIAKOBKH:

Bepcis: MCOC.ESO1 TSL.mrt.MegaLifeSciences.UA.339963.16.doc

| /f"; e | T
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«Cinron Xicnanin C.JI.» (Synthon Hispania S.L.)

Synthon

Cepruoikar pignosigsocti

CTopinka 2/2

amﬁm BHITYCKY cepii: Cisron Xicnasnis C.JI.
; K./Kactemno, Nel, ITon.JTac Caninac,
Canr Boi ze Jinobperar, Bapcenona, 08830, Icnanis

Homep ﬁosmmy ILUTEHAL] Bnnycky cepii: 0438 (ML)/ NCF/1931/001/CAT (GMP) :
Posmip cepii rotoporo nikapcskoro 3acofy: 46,620 '
KinekieTs Bifnosigmmx sinxamens. Bincyrui

M 5 3aceimayio, mo indopmanis, nasesena Bume, € JOCTORIPHOIO TA TOYHOIO.

Pasom 3 BIZNOBIAHUM Cépmqﬁiké"rbia aﬁé.niéy (3sit: 136108 Jlata: 05 motoro 2020p) neit JNOKYMEHT YTBODIOE
Ceprugixar sxocti ana Bumycky cepil ana 3aymagenol Byome cepii npoaykuil. Iledt nokymenT € Hemix'emHOw
HaCcTHHOIO BiimoRinHoro Cepradikara aHamizy.

Mipnwe: /migmic/ P ’ Hara: 07 motorg 2020 p.
Miramn: Kamino Mapeig (Camino Garcia), YuoBHOBakeHa ocofa, «Cinron Xicnawig C.JL»

¥nosuoaskena ocoba, «Cinron Xicnania C.JL»

- Bepcis: MCOC.ESO] -TSL.mrt.MegaLifeSciences.UA.339963.16.doc
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Cropinka 133

Cepradikar anamizy

TAMCIH QOPTE, TabneTsn Hpunonrona

HOl gif o 0,4 mMr

KiybkicTs BUpoGyBanmx oxumiLs
Posummenns: 12 ropun (82)

MiniMym

Maxkcumym

Cepe/He 3naveHns -

Kimpkicts BanpoGysanmix ogmmmp

He mposomunocs

He uporoannocs
He nposomunocs
He nposogunocs
He nposomunocs

Homep maprif 1 1902989A -
Howmep aproxyny : 339963 Hara BupoGuunrea: 12 Bepecas 2019 p-
Tepmig 3aBepIIEH HleIaTHOGTl : Bepecens 2022 p. Howmep ananisy: 1,244,975
_ @cmamxx ; : CFPS.NUS.38374 (1.0)
~ |_Bunpobysanus Pesyastar Crenngikauis
3ormirruik purmay - Bigmogigae Kpyrni, nBosxo BHIIYKJH TableTkd
OLIOrC  KONROPY 3 ° INafleHBKOH
TIOBEPXHEIO, 3 TpaBiroBaHEsM «T9SLy
3 onuiel croporn Ta «0.4» - 3 ixmmoi
MiunicTs Ha posgarmoBanns 174 H =90 H
Minnicts Ha CTHPAHHT . 0,0 % <1,0 %
BwmicT Bogu . 30% <6,0 %
Pozumienns: 4 TOHEM '
Minimym 36 % >27 %
Maxcumym 40 % <47 %
Cepenre sHagenns 37% 27-47 % 3a 4 rommu
Kinekicts Banpobysanux o 6
Pozummenns: 12 ropun
Minimym 67 % >63 %
Maxcramym 78 % <83 %
Cepenne 3sHagenns 71 % 63-83 % 3a 12 roman
Kinbkicts BHMpoGyBanux OMMHHLL 6 S
Posmunenns: 20 TomHH
Minimym 83 % >80 %
Makcamym 99 %
Cepenue 3HAYCHHA 90 % >80 % 3a 20 rogpm
Kinpkicrs erpoﬁyBaHHx o.tmmm;s 6
Posumnenns: 4 rogumn (S2) )
MinimMym He nporomunocs 217 %
MaKcmyM He mposomunocs <S57T%
Cepenne snaveHHs He npoeomunocs 27-47 % 33 4 rogaEm

>53 %
<93 %
63-83 % 3a 12 ronus

3sim: 136108 Jama: 05 momozo 2020/16:17:13 Bia: LW7 Production
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Cropinka 2 3 3

-_Cepradikar aranizy
TAMCIH ®OPTE, Tab/1eTKH NPOIOHT0BaHOY ail no 0,4 mr

Homep naprii: 19029894

| BumpoGysanus Peaynsrtar Cnenudixauia
Pozuunensa: 20 roaun (S2)
Minimym He nposoamnoca =70 %
Makcumym He npoBogunocs
Cepeane 3Ha4eHHS - He nposopwnocs >80 % 3a 20 roaun
Kinexicrs Banpobysannx onnmmn He nposommnocsa
Pozunnenns: 4 rogamm (S3)
Minimym He nposopwiocs 27 %
Maxkcamy™m - He nposommrocs <67 %

Cepenae sHageHHs

- Kinbkicts BunpoGysanux o

Posunmenns: 12 roann (S83)
MiniMym
Makcmmym _
Cepenne snatenHs

He mposommnocs
He nposogrnocs

He mposoaunoca
He nposopunocs
He mpoeowrocs

27-47 % 3a 4 roguER

>43 %
<103 %
63-83 % 3a 12 romun

Kimexicte mmpob'ynanux OOHEHUL - He nposojgunocs
Pozunnenasn: 20 rogun (S3)

MiniMym He nposounocs =60 %
MaxcrMym : He mpoeoymiocs
Cepeane 3uavenns He mpooaunocs >80 % 3a 20 ropun
KuskicTs BUNpoOyBannx ojuHuIG:  He nposogmnocs
Inemndmcamx TAMCYJIO3HHY :
rigpoxnopuny 5
Yac yrprmysarns BEPX : Bianosigae AHaNOr{vHO CTAHAAPTHOMY 3pasky
Yac yrpumysanns TLIX - Bimmosinae AHAIOTITHO CTAHJAPTHOMY 3pasKy
Kimpkicae Bm3nauenns (Tmcynoamfy
riapoxiopum)
BEPX 0,40 mr/Tabnerka 0,38-0,42 Mr/Tabnetka
BEPX (% Bix sansnenoi I(UIBKOCT]) 101,8 % (95,0-105,0 %)
Onmopianicts oxmHANE noaynamm Bianozizae Binnosinae €pp. ®apm. 2,9.40
MleyM ; ; '
(% ein 3asBIICHOT 'KUIbKOCTI) - 96,5 %
MakcHMym ’ )
(% Bix 3asmeHOT mnxoc'n) 105,6 %
Cepe.uﬂe 3HAYEHHA
(%o Bix 3asnaneﬂm KUILKOCTI) 7 1013 %
BCB P S 26%
Hpaﬁma.:mﬂe 3HAYCHHA 6,2 <15,0

Kuuamcu. Bunpoﬁyaarmx OI[HHId].[L 10

3sim: 136108 Jama: 03 momozo 2020/16:17-13 Bio: LW7 Production
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Cropinka 3 3 3
; Cepradikar anamizy
TAMCIH ©OPTE, Tabierks npoJIoRrosanol ail me 0,4 mr Homep maprii: 1902089A
BanpoGypauns - i PesynuraTt Croeundikanis
Homimku (BEPX) : s '
HeseTokcHraMcymosun (Y#043) <0,1 % <0,5%
Merun-ramcynosnn (Y#060) <0,1 % <0,5 %
Habinema Heiaeﬁmtpik(mana JOoMiIIKa <0,1 % <0,2 %
Saransaui BMicT noMimok ' <0,1 % <1,5%
Mixpo6re 3abpynrerns
3araneEe 9HCTO aepOSHUX MiKpoopramismis He mposomunoca <1000 KYO/r
(TAMC) . :
34ramkRe THCTO APIKIKOBHX Ta IUTICHIBX rubis  He nposogmnocs <100 KYO/r -
{TYMC) :
Escherichia coli ' He nmpoeoaunocs Bincytas/r

AinsHAN KORTPOIIO AK0CTE
Hazea dimenuyi: «Ciwron Xicnaminy
‘ K/Kacremno, Nel,ITon. Jlac Canisac
08830 '
- Canr Boi ze JIno6perar (Bapcermona)
Icnanisn
Homep dozsany: 0438 (ML)/ NCF/1931/001/CAT {GMP)

Tamcyrosuny rinpoxnopm 0,4 mr, TabieTks 3i cropinbEReHAM BUBiNBHEHEAM (270 MI), mapTis Ne 19029894,
BiAnOBiNAOTs criemmbikauii CFPS.NUS.38374 (1.0). 5 MIATBEpAKYIO, MO 3MicT ueoroe. ceprudhixara amaiizy e
TPABHTEHHM. :

Bunaso: Monce Apaca ( Montse Arasa) ) Hara Bunawi: 05 motoro 2020 p.
YnoproBakeHa ocoba ' e € enexrpormum njmmicom

3sim: 136108 fama: 035 nomozo 2020/16:17+13 Bio: LW7 Production

Page 6/6



http://www.tcpdf.org

