JAEPKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMH Y KHIBCLKIH OBJACTI

npoB. Ceitmaaoi Hagil, 3, M. Kuie, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
Npo AKIiCTHL BBE3¢HOI0 B YKpainy JikapchbKoro 3acody

28.02.2025 Ne 9262/25/10

I'EMIIUTABIH "EBEBE"

{HallMEHYRAHHA MiKapCLKOTo 3aco0y IriTHO 3 peccTpaniiinM MOCBITIcHAAM)
KOHIIEHTPAT JJIsl po39any 418 ingysid, 40 mr/mu; mo 3 ma (200 mr) y daaxoni; mo 1 puaxony
B KapToHHiH Kopodmi

{tropMa BHITYCKY, IOZYBAHHSA, RHJ IAKYRAHAA MKApCLKOTO 3acoby)

Howmep peectpaniiinoro nocsimacras UA/10475/01/02 crpox aii peccrpaniiinoro mocsiyaerna (41.01.2099
Cepin mikapcekoro 3acoby Ne 108664 KimukicTs BEBe3eHOTO JiKapchkoro zacoby 1250

BupoSHEK (DAPEBA Vatepax I'M6X, ABcTpis

(HailiMeHyBaHHA BHPOOHNKA KAPCEKOTO 3aco0y, KpaiHa ToXOoKeHHA)

Beezeno B Yxpainy ToBapHCTBO 3 00Mexkenolo BinmoBinaasaicTio "Cannos Ykpaina”,
inenr. kox: 38419586

(HailiMeRyBanHA Ta ko[ a €J/IPTIOY opamriaol ocobn abo npizeume, iM'a, mo HaTkkoRi ¢izrmol
ocobu - miampuemna, 1i Miclie MpoXKHBAHMHA Ta peccTpaniifmiii HoMep oOIiKORO] KAPTKY IIITATHHKA
MIOJATKIB a0 cepifi Ta HOMep TACHOPTa)

I potokoen Bizyannaoroe xoaTpoo eix 28.02.2025 N 0597/4.

~

AOTPHMAHHAM BHMOT 3aKOHOAABCTBA IO 32 3neTSHHN KO j’\ i
-LL)H.\'\H'JH{ )

Omera EPBOMEHKO

(ininiamu Ta npizsHme)




FAREVA

UMTERACH

Bepcin 2

Odopmnero:

dapepa YHTepax TMBX
MoHaseewTpacece 11
4866 YHTepax a. ATTepaee

ABcTpif

Ten.: +43 76658123 -0

NiueHsia Ha BUpOOHMLUTBO:

484064

Ceptudikat BignosigHoOCTI

Hazea marepiany

rEMUWTABIH EBB 200MI/5MN 111IBI YKP

Toproaa Ha3Ba NpoayKTY

rEMUWTABIH «EBEBE», KOHLIEHTPAT UTA PO34K1HY ANA IHPY3II,
40 MI/MI, 5 MI (200 MM} ¥ @NAKOHAX Ne1

Ne Marepiany 44051365 Ne cepii 108664
Ne Martepiany 3amoBHuka 44051365
Cuna aiifakTMBHICTL 200 M/ 5 MN Nikapcbka popma PO34YMH ¥ $INAKOHI
Tun ynakoBxu $NAKOH Poamip ynakoBKK 1 WT x 5 Mn ynakoe
HaTta supobHMUTBA 16-3KOB-2024 TepMmiH npuaaTHoCTI 16-KOB-2026
Tun BUNyCKy Ceprudikauia cepil | JaTta BUNycKy 11-I'PY-2024
/ Bunyck 3 AkocTi
BunyweHa K-cto 1250 YT
KpaiHa-imnoptep YkpaiHa Ne PecctpauiiHoro Moce. UA/10475/01/02

KoMnoHeHTH

Hazesa marepiany:
Ne Marepiany:
Cepin Ne:

Ne cepii nocTayanbHMKa:

BupobHuk:
Appeca:

rEMUWTABIH-AWLXIICP CLUWMHO ¢APM

11050689

5401028

71801AA030

CuuHodapm TakeaHb, JlTa.

HaH-Ke 8ma [lopora Homep 1, 74144 lllan-Xya, TaiHaH, TalBaHb

HazBsa marepiany:
Ne Marepiany:
Cepin Ne:

Ne cepii nocTayanbHMKa:

BupobHuk:
Appeca:

rEMLATABIH-AWLXJIOP CLIMHO ¢APM

11050689

5401027

71801AA031 o\
- ‘ nad &N

CuuHo®apm TaksaHb, IlTa. OKYMEH Hl; \»

Han-Ke 8ma [lopora Homep 1 x} Lan-Xy -

Hazsa marepiany:
Ne Marepiany:
Cepin Ne:
BupobHuk:
Appeca:

rEMLI ACT K 40MI/MJT AH
11038118

107684
$PAPEBA YHTtepax TMbBX

MoHasecewTpacce 11, 4866 YHTep

Hazesa marepiany:
Ne Marepiany:
Cepin Ne:
BupobHuk:
Appeca:

MEMLI ACT K 200MI" 5MI1 Ab®

11036118

107739

$PAPEBA YHTtepax 'MbBX

MoHasecwTpacce 11, 4866 YHTepax, ABcTpis

Hazsa marepiany:
Ne Marepiany:
Cepin Ne:
BupobHuk:
Appeca:

MEMLI ACT K 200MI" 5MI1 Ab®

11031118

107915

PAPEBA YHTtepax 'MbBX

MoHasecwTpacce 11, 4866 YHTepax, ABcTpis

CropiHka 13 2

*3aBipeHo eneKkTpoOHHUM NigNMCoM BIONOBIAHO A0 CTAHOAPTIE eNeKkTPOHHUX NigNUciB

Martepian: 44051365 Cepin: 108664




OdopmneHo:
FAREVA ®dapepa YHTepax [M6X
LMTERACH MoHaaeewTpacee 11
4866 YHTepax a. ATTepaee
ABcTpif
Ten.: +43 7665 8123 -0

Bepcin 2

NiueHsia Ha BUPpOOHMLUTBO:
484064

CepTtudikat BignosigHoCTI

MonoxeHHs npo ceptTudikayito:

Lium nigTeEepaXyemMo AOCTOBIPHICTL | TOUHICTL BULLEBKA2aHOT iHdopMauil. daHa cepin npenapaty 6yna
BUrOTOBINEHA, BKIMIOYAIOHM YNAKOBKY/MapKyBaHHSA | KOHTPOMNL AKOCTI, HA BULLEBKa3aHid BUpoBHWYiNA
AinbHUUi B NOBHIK BignoeigHocTI 2 BMMoramy GMP MicueBUX aepXaBHUX YNOBHOBAXEHWX OpraHip KpaiHn
NpU3HAYEHHA, BKazaHMK B Yroal 3 Hrkocti / [logaTky 0o 3aaHa4veHoro npoaykTy, Ta cneuundikauii B
PeccTpauiitHomy [locke KpaiHW-imnopTepa, Wo nepeabadyeHa NocTaqyanbHUKOM.

JaHi oo BUroToBNEHHN, YNAKOBKK Ta aHanizie cepii 6yny nepeBipeHi i niaTeepaXeHo 1X BigNoBigHICTL
ymoBam GMP.

Bci BMABNEHHI BigxuneHHA (2a HaaBHOCTI) ByNK oUiHeHi T8 He ManW HeraTUBHOIO BIUMBY Ha AKICTb,
Oeaneky Ta edeKTUBHICTE BUpoBneHoi cepii.

AinkHuua 2 BupoCGHuyTBa: Papera Yutepax MTME6X
MoHazeewtpacce 11; 4866 YHTepax am AtTepaee; ABCTpin

AinbHuua 2 nakyeanHs: Papesa YHTepax MTMGX
MoHazeewTpacce 11; 4866 YHTepax am AtTepaee; ABCTpin

AinbHUUA 2 TecTyBaHHA Npy BUNycKy: $apeea YHTepax MMBX
MoHazeewrtpacce 11; 4866 YHTepax am AtTepaee; ABCTpin

AinkHuua 2 Bunycky cepii: ®apepa YHTepax T'MbBX
MoHazeewrtpacce 11; 4866 YHTepax am AtTepaee; ABCTpin

KomenTapi no Ceprudikary:

He aacTocoBHO /,——T—:-\_\
4/';r-uﬂw$
o X {2,
_ g NN
TOKY MEHTIB AR\

NN s /%)

\\# \Bunycxk Cepiiz, "/
Bunyck CepTndgikaTy BUKOHAHO! Nhomas Wimmel/YnosHosaxeHa ocoba
Bunyck Ceprudikary Qata™Mac: 11-FRY:2024~ 08:46 BKM
Hara/Mac ocdopmnenHs ceptndikary: 03-NKDT-2025 09:35 BKM

CropiHka 23 2 *3aBipeHo eneKkTpOHHUM NigNUCOM BiONOBIAHO AO CTAHOAPTIE eNeKkTPOHHUX NignuciB
MaTtepian: 44051365 Cepia: 108684




FAREVA

b TLEA T

Bepcia COA
2

OdchopmneHo:

dapeBa YHTepax TMBX
MoHxgaeewTpacce 11
4866 YHTepax am ATTepaee

ABcTpis

Ten.: +43 7665 8123 - 0

HNiueH3in Ha BUpOOGHHULUTBO:

484064

Ceptuchikat AHanisy

HasBa matepiany

FEMUWTABIH EBB 200MI/5MIT 111IBI YKP

Hasea npogyxry rEMUMTABIH «EBEBE», KOHLIEHTPAT AN PO3YMHY ANA IH®Y3II, 40
MI/MA, 5 M (200 MIN) ¥ PNAKOHAX Ne1

Ne Marepiany 44051365 Ne cepii 108664

BupobHuk dapeBa YHTEpax Ne nocnigxysanoro nory 170000013412

Hata eupoBuuyrea 16-KOB-2024 TepMiH NPUOATHOCTI 16-XK0OB-2026

TecT MeToguka TecTyBaHHA Cneundikauin PeaynbtaTtn

Mpozopwia beskonipHWil abo

S30BHILWHIiA BUrNIAg BizyansHo I Me— Bignoeigae
MposzopicTb poaquHy Gapm. CLUA 641; Esp. ©. 2.21 < eTanoHHoI cycneHaii | Bignoeigae
Buaumi 4acTuHKKu €Bp. ©. 2920 be3 BUGMMUX HACTOK Bignoeigae
Hesugumi 4actkm 2 10 mkm | dapm. CLUA 788; €sp. @. 2.9.19 | Makc 6000 Yact/dnak 0 Yact/Pnak.
Hesugumi 4actkm 2 25 mkm | dapm. CLUA 788; €sp. ¢. 2.9.19 | Makc 600 Yact/®nak 0 Yact/dnak.
O6'em, WO BUTArAETLCA dapm. CLIA 1; €sp. 4. 2.9.17 MiH. 5 mn 5mn
Konip poaquHy €Bp. ©. 222 =Y6 E.ESGaPBH““ )
Bignoeigac

pH (Gapm. CWA 791; Eep. . 2.2.3 20-28 22

. . Bignoeinae craHgapTy . .
lpeHmdpikauis TILUX TWX, meTog dipmm fap BRAHHS Bignoeigae

.. . Bignoeinae craHgapTy . .
lgeHmdpikauis BEPX BEPX, meTtog dripmMu O Bignoeigae
BmicT BEPX, metog dripmMu 95,0 % -105,0 % 100,7 %
BmicT BEPX, metog dripmMu 38,0 -42,0 mrimn 40,3 mrfmn
Homiwka A BEPX, meTtop dripmMu He 6inewe 0,10 % < 0,05 %
Homiwka B BEPX, meTtog dripmMu i 10 % < 0,05 %
Oowmilka C BEPX, meTog diipMu 7| #8 Gineie U.50% 0,07 %
KeanidikoBaHa gomiwka 1 BEPX, meTtog dripmMu // \} He §isiiue 0 1\5’4‘7\ < 0,05 %
KeranidikoBaHa gomilka 2 BEPX, meTtog dripmMu 6’ __:_‘.:’ / J1(Ha Giruie 101 5 \%v \ < 0,05 %
KeanidikoBaHa gomilka 3 BEPX, meTtog dripmMu H;( 10 ﬁ{ni“pwﬁﬂ? 4"' | < 0,05 %
HeigeHTndikoraHi BEPX, meTtog dripmMu \‘i” b Giribraé O ‘1 0 /jﬁ <005 %
DOMILLKK, OOWUHWHHI AN a / e -'
HeineHTndikonaHi BEFPX, meTog dipMu k “He. J{;'nm.u,lekg:my < 0,05 %
JOMILLKKM, CyMa T
Oomiwku, cyma (A, B, C & | BEPX, meToz cipmu mﬁo % 0,07 %
HeigeHTUdiKoBaHI)
CrepunbHIicTL Gapm. CLWA 71; €8p. ®. 2.6.1 CTepuneHwii Bignosigae
BakrepiansHi eHgoTokcuHu | ®apm. CLUA 85; €ep. &. 2.6.14 He 6inble, Hix 2,00 MO/mn < 1,20 MO/mn

CropiHka 13 2

Martepian: 44051365 Cepia: 108664
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OdropmneHo:
FAREVA ®apesa YHTepax TM6X
Uk TR AL MoHaseewTpacce 11
4866 YHTepax am ATTepaee
ABcTpis
Ten.: +43 7665 8123 -0

NMiueH3in Ha BUpOBHUUTBO:
484064

CepTtudpikat AHanisy

MNigTeepaKeHHs:

Cepia eignosinae MoHorpadgii TecTyBaHhs. LIMM nigTBepaxyeMo, WO BULWLEeHaBeaeHa indbopMalin €
ABTEHTWYHOIO Ta TOYHCIO i WO 3anucK TecTyBaHHSA Byno nepernsHyTo Ta BCTAHOBNEHA 1X BiAnoBigHIicTb
Bumoram GMP.

«laentudpikadina TILX» = lgenTudikauin MemumTabiny (TLLX)

«laentudpikanin BEPX» = laentudikauia Nemuyutabiny (BEPX)

«Bwmict» = KinbkicHuid BmicT Femuutabiny (BEPX)

«Jomiwka A» = gomiwka A, 4-amuHonnpumuauH-2{1H)-oH (4uTO3KH, EBp. D.)

«Jomiwka B» = nomiwka B, 4-amuno-1-(2-peokcuK-2,2-audtop-a-D-aputpo-neHTodypaHoznn) NMpUMUOUH-
2{1H)}-oH (remuutabin a-aHoMep, €8p. D.)

«JJomiwka C» = goMiweka C, 2',2'-audTop-2’-neokcuyprnanH (He dapMakoneiHa AoMiILLKaE)
«KBanidgikosaHa gomiwka 1» = pomiwka 1, 65-rmgpokcur-5,6-gumppo-2'-neokcn-2',2'-gupTopyprann
«KBanidgikosaHa gomiwka 2» = pomiwka 2, 6R-rugpokcn-5,6- aumapo-2'- geokcun-2',2'- AMTOPYPUANH
«KBanidikoBaHa gomiwka 3» = gomiwka 3, O6,5'-unkno-5,6- aurnapo-2'- neokcn-2',2'- AMbTOPYPUAMH
«Homiwkn, cyma (A, B, C & HeigeHTWiKOBaHI)» = cyMa BCiX JOMILLOK

KomeHTtapi:
He zacTocoBHO

Bunyck Cepir:
Bunyck Ceprudiikaty BUKOHAHO: Thomas Wimmer, YnoeHoBaxeHa ocoba
Bunyck Ceprudnikaty Jara™ac: 11-IPY-2024 08:46 BKM
Hara/Mac ocdopmMneHHs ceptndikary: 03-NMKDT-2025 09:35 BKM
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