L

JAEPKABHA CJIYIKDBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJHIO 3A
HAPKOTHKAMH Y KHIBCLKIH OBJACTI

mpos. Ceitmaaaoi Hagil, 3, M. Kuie, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €EAPIIOY 37078774

BHCHOBOK
Npo AKIiCTHL BBE3¢HOI0 B YKpaiHy JikapchbKoro 3acody

07.06.2024 Ne 27335/24/10

EINNPYBHIHH "EBEBE"

{HaHMeHYRAHHA MiKapchkoro 3acoby 3riTHO 3 peccTpaniiHHM IOCBIAICHAAM)
KOHIEHTPAT A8 po3TaHy st indy3ii, 2 mr/ma mo 25 ma (50 mr) y guiaxoni; no 1 ¢puaxony B
Kopoodmi

(topMa BHITyCKY, I03YBAHHA, RH]] HAKYBAHHA JKAPCEKOTO 33coly)
Howmep peectpaniiinoro nocgimacras UA/4356/01/01 cipok nii peectpaniitnore noceimaenss 01.01.2099
Cepin nikapcekoro 3acoby Ne 103893 KimnkicTs BBe3eHOTO JiKapehkoro 3acoby 1000

BrpoGHEK OAPEBA Yatepax I'M6X, ABcTpis

(HaliMeHyBaHHA BHPOGHAKA KAPCEKOTO 3aco0y, KpaiHa TOXOKeHHA)

Brezeno B Yxpainy ToBaprcTBO 3 00Mexkenolo BinmoBinaasaicTio "Canmnos Ykpaina”,
inenr. kox: 38419586

(BaiiMeRyBaHHA Ta KoX 33 €JTPIIOY opaaHIHOL 0cobH abo OpisBHmMe, iM'A, Ho SaThkoBi disHIHOI
ocobH - miampHemn, 1i Miclie TPOXKHBANHA Ta peccTpanifinyi HoMep oONiKORO1 KAPTKH IIIATHHKA
IOJATKIE aff0 cepid Ta HOMEp TacmopTa)

I potokoen Bizsyannaoroe xeaTpomo Bix 30.05.2024 Na 1549/2.

3a Ppe3VIBTATAMHA ACPXAaBHOTO KOHTPOIK BCTAaHOBICHO, ING JHKAapchKAH 3aci6 BBc3cHO B YKpaiAy 3

JOTPHMAHHAM BHMOT 3aKOHOJABCTSE MG/A-3a0C3ICICHAA AKOCT] MKApChKHEX 3acobiB.

A
/é . @;’/ Bikrop CTE®KIBChKHI

(nmnucl!“ {iriuiany Ta npiyanuie)}




OdropmneHo:

dbapesa YHTepax T'MGX
FARFRFEVA MonaseewTpacce 11
sitrae 4866 YHTepax am ATTepaec
) ApcTpis
Bepcis 1 Tern.: +43 7665 8123 - 0

NiueHzin Ha BUpOBHUUTBO:
484064

CepTtudpikat BignosigHoCTI

HasBsa matepiany

EMPYBILIAH EBB 50MI/25MN 1RIBI YKP

Toproea Ha3Ba NpoAYyKTY

EMIPYBILHAH «<EBEBE»,
MI/MIT, 25 MIN (50 MM} ¥ @JIAKOHAX Ne1

Ne Martepiany 44027013 Ne cepii 103893
Ne Marepiany 3amoBHuka 44027013
Cuna pili/akTMBHICTL 50 MIC/ 25 MN Nikapcbka popma PO34YH1H Y DNAKOHI
TUn yNakoBKH $NAKOH Poamip ynakoBKK 1 WUT x 50 mn
Hata eupobHuuyTBa 08-CI4-2024 TepmiH npugatHoceTi 08-CIM-2026
Tun BUNYCKY Ceprudikauia cepil / HAata sMnycky 14-bEP-2024
Bunyck 3 HAkocTi
BunyweHa K-cTb 1000 YN
KpaiHa-imnoptep YkpaiHa Ne Pecctp. MNocB. UA/4356/01/01

KoMnoHeHTH

HasBea matepiany:

ENPYBILIMH XKJITH TEMITB L €Y

Ne Marepiany: 40007252 AktueHuin Papm. IHrpegieHT

Cepis Ne: B686658

Cepis BupobHuka: ER 140622

BupobHuK: Memini Papmtem Maureiim MubX

Anpeca: Canpxochep WTp. 96, 68305 MaHreiim, HimeqdunHa
HasBea matepiany: ENIPYBIUMH XKN HEMITB U €Y

Ne Marepiany: 40007252 AktneHuin Papm. IHrpegieHT

Cepis Ne: B681488

Cepis BupobHuKa: ER 020522

BupobHuk: Memini Papmtem Maureiim M6X

Appeca: Canpxochep WTp. 96, 68305 MaHreiim, HimeqydnHa
HasBea matepiany: ENI ACT 2MI/MIn AHC

Ne Marepiany: 11038988

Cepis Ne: 102982

Bupo6GHUK: PAPEBA YHTepax

Appeca: MoHazeewTpac

HasBea matepiany: ENI OACT 50MI" 244 r

Ne Marepiany: 11035569

Cepis Ne: 103012

BupobHuk: GAPEBA YHTepax

Appeca: MongasecwTpacce 11\.43856

Ha3Ba matepiany: ENI ACT 50MI™ 25MI n?:k‘l:’_.,

Ne Marepiany: 11030569

Cepis Ne: 103093

BupobHuk: PAPEBA YHtepax TME6X

Appeca: MoHaseewTpacce 11, 4866 YHTepax, ABCTpis

CropiHka 132
Matepian

*3aBipeHo enekTPoOHHUM MigNMCoM y BiONOBIAHOCTI Ao CTaHOAPTIE enekTPOHHUX NigNUCIB
: 44027013 Cepin: 103893

KOHUEHTPAT OnA PO3YMHY ANA IH®Y3II, 2




OdchopmneHo:

dapeBa YHTepax TMBX
FAREVA Mongaeewwtpacce 11
4866 YHTepax am ATTepaee
) ABCTpin
Bepcis 1 Ten.: +43 7665 8123 -0

Ub-"LE AT

HNiueH3in Ha BUpOGHHULUTBO:
484064

Ceptudikat BignosigHoCTI

MonoxeHHs npo cepTudikayilo:

Lium nigTeEepaxyemMo AOCTOBIPHICTE | TOUHICTE BULLEBKa3aHoT iHdopmMauil. aHa cepin npenapaty byna
BWIOTCOBMNEHA, BKMIOYAIOYM YNAKOBKY/MAPKYBAHHSA | KOHTPONb AIKOCTI, Ha BULLEBKa3aHii BUpoBHYINA
AinbHUUI B NnoBHIK BignoeigHocTi 3 BMMoramy GMP MicueBUX aepXaBHUX YNOBHOBAXEHWX OPraHiB KpaiHu
NpU3HaqeHHs, BkasaHUMK B Yroai 3 AkocTi / Jopatky 0o aasHaveHOro npoaykry, Ta cneuundikadii B
PeecTtpauiinomy Jocke KpalHW-iMnopTepa, Wo nepeabadeHa nocTaqvanbHUKOM.

HaHi woao BUroToBNEHHSA, YNAKOBKKW Ta aHanizie cepii 6yny nepegipeHi i nigTeepxXaeHo 1X BigNoBigHicTL
ymoBam GMP.

Bci BMsSBNEHHI BigxuneHHs (2a HaaBHOCTI) ByNK oUiHeHi Ta He Manu HeraTUBHOIO BNNUBY Ha AKICTb,
Geaneky Ta edeKTUBHICTL BUpoBneHHoT cepil.

HinbHuua 2 BupeGHuuTBa: Papepa YHTepax ITMEX
MoHpzeewTpacce 11; 4866 YHTepax aMm ATTepaee; ABCTpis

HinbHuun 2 nakyBaHHa: ®apeBa YHTepax TM6X
MoHpzeewrtpacce 11; 4866 YHTepax aMm ATTepaee; ABCTpis

HinbHWUUR 2 TecTyBaHHA Npy BUNycky: dapesa YHTepax MmEX
MoHpzeewTtpacce 11; 4866 YHTepax aMm ATTepaee; ABCTpis

HinbHuun 2 BUNycky cepii: ®apesa YHTepax TMBX
MoHaseewTpacce 11; 4866 YHTepax am ATttepaee; ABCTpis

Komentapi no Ceprudpikary:
He 3acTocoBHO

Bunyck Cepii:
Bunyck Ceprndpikaty BUKOHAHO: Thomas Wimmer, YnoBHosaxeHa ocoba
Bunyck Ceprudpikaty flata/Mac: 14_-BEP-2024 08:19 BKM
Hata/Mac ocdopmneHHn cepTudpikary: ,@WMQMMQ BKY
o J

™

CropiHka 2 3 2 *3aBipeHo enekTPOHHUM MigNMCcoM y BiONOBiAHOCTI A0 CTaHOAPTIE enekTPOHHUX NigNUcIB
Matepian: 44027013 Cepina: 103833




OdchopmneHo:
dapeBa YHTepax TMBX
MoHngaeewTpacce 11

FAREWVA

SRS 4866 YHTepax am ATTepaee
Bepcia COA ABcCTpis
1 Ten.: +43 7665 8123 -0

HNiueH3in Ha BUpOOGHHULUTBO:
484064

Ceptuchikat AHanisy

Hasea maTepiany ENIPYBILIMH EBB 50MT/25MN 1NIBI YKP

HasBa npoaykry ENIPYBIUWMH «<EBEBE», KOHLUEHTPAT OJ1A PO34AHY ONA IH®Y3II, 2 MI/MI,
25 MI1 (50 MIN) Y ©NAKOHAX Net
Ne Marepiany 44027013 Ne cepii 103893
BupobHuk dapeBa YHTEpax Ne nocnigxysanoro nory 170000006360
Hata eupobuuyrea 08-CIM-2024 TepMiH NPUOATHOCTI 08-CI4-2026
TecT MeToguka TecTyBaHHA Cneundikauin PeaynbTatH
30BHILLHIA BUrNAN BizyanbHo Flpozopuit po?'-mu H.e PEOHOro Bignosinae
KONBOPY, AIKWA HE MICTUTE 4ACTOK
Heengumi yactkm = 10 mkm | dapm. CLUA 788; €8p. . 2.9.19 Makc 6000 Yact/®nak 31 Mact/®nak.
Heengumi yactkm = 25 mkm | $apm. CLUA 788; €8p. . 2.9.19 Makc 600 Yact/®nak 3 Yact/®nak.
Ob'em, WO BUTArAETLCA ®apm. CLLIA 1; €8p. . 29.17 250-27.5mn 26,0 mn
pH dapm. CIWA 791; Eep. $. 2.2.3 25-40 3.3
ABcomoTHa WiNkHICTL €ap. 0. 225 1,002 — 1,008 ricm? 1,005 r/em®
laeHTudpikayis TLUX TIWX, meTon dipMu :I::)aaes:yl,qnoalnam CTaHAApTHOMY Bianoeinae
laeHTudpikayis BEPX BEPX, metop dripmu Qr':r;aaes:yl,qnoalnam ETaHAARTHOMY Bignoeigae
BmicT BEPX, metop cipmun 95.0%-105,0% 100,7 %
BmicT BEPX, metog cipmu 1,90 — 2,10 mr/mn 2,01 mrimn
HokcopybiuuHoH BEPX, metop dripmu He 6inbwe 1,0 % <01%
HokcopybiuuH [E] BEPX, metop dripmu He 6inb|.ue 1,0 % 0,1%
. . . f
HeigeHTudpikoeaHi . e WCHO = .
Sowiluk, oKpewt BEPX, metop chipmu ﬁeﬁn&meﬁ 5, <0,1%
. . . 1 l Ii
Helpetmicpliosarl BEPX, meToq hipmu / / [ (b6 Bivlidle B! é}‘}“ \ <0,1%
JAOMILLKW, cyma ;:_ .
CrepunbHicTb ®apm. CWA 71; €8p. @. 2. GH ﬁeﬂlﬁm ﬁ E':.l Bignoeigae
BaktepiansHi engotokcuin | dapm. CLUA 85; €ep. . 2.6.“4:-\ He 6I.I1bLIJe HI)K—’ﬂ f&* fmn < 1,2 MO/mn

YA WY
NiaTBepmXeHHN: D318 \__\‘,\\qt}.-“
Cepia signoeinae moHorpadpii TectysaHHA. Llum nigTeep, i, 10 BéfiehaBeneHa iHchopMalis €
aBTEHTMYHOIO Ta TOYHOIO i LLIO 3anucK TeCTYBaHHA Byno neperfsiHyTo Ta BCTAHOBMNEeHa iX BianoBiaHICTb
simoram GMP.

«lpenTudikauin TILUX» = laenTudikauia EnipyGiunHy (TLLX)
«lpenTudikauin BEPX» = lpeHTudikauia Enipybiuvny (BEPX)
«BmicT» = KinekicHWil BMicT Enipy6iuvny (BEPX)
«fokcopybiumHoH» = [okcopyBiLuH-arnikoH

CropiHka 132 Martepian: 44027013 Cepia: 103893

*3aBipeHo enekTpOHHUM NigNKUcoM Y BiANOBRIOHOCTI A0 CTAHAAPTIB eneKTpoHHUX NigNUCiB




FAREVA

Uk "ERALE

OdropmneHo:

®dapeea YHTepax MMBX
MoHgseewTpacce 11

4866 YHTepax am ATTepaee
ABcTpin

Ten.: +43 7665 8123 -0

HNiueH3in Ha BUpOOHKULUTBO:
484064

Ceptuchikat AHanisy

KomeHTapi:
He aactocoBHO

Bunyck Cepir:

Bunyck Ceptudikaty BUKOHAHO:

Thomas Wimmer, YnoBHoBaxeHa ocoba

Bunyck Ceptudikaty Jata™ac:

14-BEP-2024 08:19 BKY

HOara™ac ocgopmneHns ceprudikary:

14-BEP-2024 08:19 BKY
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CropiHka 2 3 2 Marepian: 44027013 Cepia: 103893
*3aBipeHo enexTPoHHKMM NiANKMCOM ¥ BiANOBIOHOCTI AC CTAHAAPTIE eNeKTPoHHWX NiANUCia
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