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AEPIKABHA CIIYAPBA 3 TIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH Y KMIBCHKIM OBJACTI

mpoB. Ceitmaasol Hanil, 3, M.Kuig, 02099, Ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox CTIPTIOY 37078774

BHCHOBOK
Ipo AKiCTh BRe3eHOT0 B YKPaiHy Jikapcbkoro 3acoly

28.04.2025 Ne 18645/25/10

KAPBOILTATHH "EEEBE"

(HaiiMeHyYBAHHY Iikapchkoro 32000y 3TIOHO 3 PecOTPANIHEIM MOCR TTeHHIM)
KOHICHTPAT 1JI8 PO34IARY I8 indyzii, 10 mr/ma mo 15 ma (150 mr) y paakoni; mo 1 paakony
B Kopoomi

(dopua BHITYCKY, HO3YBAHHA, BH NAKYBAHHA JHKAPCBEOTs 3acefy)
HoMmep peectpanifinoro mocsimaeuna UA/4960/01/01 erpox ail peectpaniiivoro nocsiguenma 01.01.2099
Cepis nikaperkoro zacoby Ne 108376 Kinkxicts BReseHoro nikapenkoro aacoy 1500

Bupobruk DAPEBA YaTepax I'M6X, ABCTpis

{naliMenyBaHAa EApoGHIKA NiKapcskoro 3acoly, kpalHa MoXoKeHHS)

Beeacno B Yipainy TorapucTBO 3 00MekeH0I0 BANOBINANLRICTIO "Cano3 YKpaina”,
inenr. xon: 38419586

(ualiMenysanns Ta kog 33 CPIIOY ropaapsol ocoba abo npissmme, iM'a, o Garsrosi disaamol
oco6H - MAUpHEMIY, 1T MicLie DpOXMBARHA Ta peccTpaniiinali HoMep ofnikoBol KAPTKH IUTATHHKA
nofeTKE 860 cepid T2 HOMEp acIopTa)

Ipotoxen sisyansuore kourpome sig 22.04.2025 N 1191/4.

3a pesymeTaTaMH JepXRABHOTO KOHTPOJIK) BCTAHOBNEHO, Mo Jikapcekmif 3acidé BBeseHo B YxpaiHy 3
AOTPHMAHHAM BEEMOT 3aK0HOJAECTBA MO0 3a0e3neyenns IKOCTI MXaperkux 3aco6is.
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(ininigns Ta npizemac)




OdropmneHo:

DAPEBA YuTepax T'M6X
FAREVA MoHaaseewTpacece 11
e A-4866 YHTepax am ATTepaee
] ABcCTpiA
Bepcia 4 Ten.: +43 7665 8123 - 0

HiueHsia Ha BUpoGHULTBO:

484064

CepTtudikat BignosigHocTi

HazBsa marepiany

KAPBOTNATWH EBB 150MI/15MI 111IBI B1 YA

Toproea Ha3Ba NpoAyKTy

KAPBOINATWUH «EBEBE», KCHLIEHTPAT ANA PO3YYHY ANA
IH®Y3IKA, 10MI/MI1, 15MN (150MI7) ¥ $IAKOHAX Ned

Ne Martepiany 44076173 Ne cepii 108376

Ne Matepiany 3aMoBHMKa 44076173

Cuna gil/akTMBHIiCTL 150 MIM / 15 MN Nikapckka chopma PO3YMH ¥ ®JTAKOHI
TMN yNakoBKM PNAKOH Po3mip ynakoBku 1 WT x 20 mn
Aata BupobHULTBA 15-K0B-2024 TepmiH npygaTHOCTI 15-KBI-2026

Tvn BUNYyCKY Ceprtudikauia Cepiil | [lata BUNYCKY 29-NNNC-2024

/ Bunyck 3 ArkocTi
BunyweHa K-c1b 1500 Y1
KpaiHa-imnoprtep YkpaiHa No PeccrpauiitHoro Moce.  UA/4960/01/01

KomMnoHeHTH

HazBsa marepiany:

KAPBO ACT @1 10MI/MIN AHC

Ne Martepiany: 11038919

Cepia Ne: 107413

BupoGHuK: GAPEBA YHTtepax TmGX

Appeca: MoHpzeewrtpacce 11, 4866 YHTepax, ABcTpin
HazBsa marepiany: KAPBO OCT &1 150MI" 15MN ABD

Ne Martepiany: 11035648

Cepia Ne: 107455

BupobHunk: GAPEBA YHTepax TMGX

Appeca: MoHpzeewTpacce 11, ax, ABCTpIs
HazBsa marepiany: KAPBO OCT &1 1 2N

Ne Matepiany: 11030648 " g NN
Cepia Neo: 107876 JOKYMEHT 1B 3
Bupobuunk: DAPEBA YHT

Appeca: MoHazeelnTp ¢irpis

CropiHka 13 2

Cepin: 108376

*3aBipeHo enekTPOHHUM MiGNWUCOM BignoBigHO AC CTAaHAAPTIR eneKTpoHHUX Nignucie
Marepian: 44076173




OdropmneHo:

DAPEBA YHTepax T'M6X
FAREVA MoHpaaeewTpacce 11
A-4866 YHTepax am ATTepaee
] ABCTpiA
Bepcia 4 Ten.: +43 7665 8123 - 0

Ub-"LE AT

HiueHsia Ha BUpoGHULTBO:
484064

Ceptudvikat BignosigHocrTi

MonoxeHHusa npo cepTudpikayito:

Llum nigTBEpaKyeMO ACCTOBIPHICTE | TOYHICTb BULLEBKa3aHo! iHdopmMauil. daHa cepia npenaparty byna
BWrOTOBMEHA, BKMIOYAIOYM YNAKOBKY/MapKyBaHHA | KOHTPONb SKOCTI, HA BULLEBKA3aHiid BUpoGHWYiiA
AineHuui B noBHIKA BignoeigHocTi 2 BuMoramn GMP MicueBUX aepKaBHUX YNOBHOBAXKEHWX OPraHie KpaiHu
NpUaHavYeHHs, BKaszaHMMK B Yroai 3 HkocTti / Joaatky 0o 3asHa4Y4eHOro npoaykTy, Ta cneuundikauil B
PeectpauiitHomy Jocke KpalHu-iMnopTtepa, Wo nepeabadeHa NOcTa4anEHUKCM.

Haui woao BUroToBNEHHS, YNAKOBKKU Ta aHaniaie cepil 6ynu nepesipeHi i nigTeepxaeHo Tx BignoeigHicTE
ymoeam GMP.

Bci BuABNeHHI BigxuneHHs (2a HasiBHOCTI} 6ynuK oUiHEHI TA HE ManKU HEFraTUEHOIO BNNKWBY Ha AKICTb,
Geaneky Ta edeKTWBHICTL BUpoBneHol cepil.

HinbHuus 2 BupobHKuTBEa: Papepa YHTepax MTMBX
MoHpzeewTpacce 11; 4866 YHTrepax am AtTepaee; ABcTpia

HinbHuuR 2 nakyBaHHa: Capepa YHTepax TmMBX
MoHpzeewTpacce 11; 4866 YHTrepax am AtTepaee; ABcTpia

JineHuun 2 TecTyBaHHA Npy BUnycky: dapesa YHTepax MmMGX
MoHpzeewTpacce 11; 4866 YHTrepax am AtTepaee; ABcTpia

JineHuua 3 Bunycky cepil: ®apesa YHTtepax [M6X
MoHpaeewTpacce 11; 4866 Yurepax am AtTepaee; ABcTpia

KomeHTapi go Ceprtudpikary:
He aacTocoBHO

Bunyck cepii

Bunyck Ceprudrikary BUKOHAHO: Thomas Wimmer YHOBHOBax(eHa ocoba

Bunyck Ceprudrikary flara/Mac: 29-N1C-2024
'P“C H 0 }(} ; \
/

OdropMmneHHs cepTudiikary: Alexander r e
< eneKkTpo ne19.03. % :00:38+01'00" >
Iv

CropiHka 2 3 2 *3aBipeHo enekTPOHHUM MigNMCOM BignoBigHO AC CTAaHAAPTIR eneKTpoHHUX Nignucie
Martepian: 44076173 Cepia: 108376




FAREWVA

b TLHMATE

Bepcia CoA
2

OdropmMneHo:

DAPEBA YHtepax MTM6X

MoHpzeewTpacce 11

A-4866 YHTepax aMm ATTepaee

ABcTpis

Ten.: +43 7665 8123 -0

NiueHsisn Ha BUpoGHULTBO:

484064

Ceptudixar AHaniay

Hazsa marepiany

KAPBOINATWUH EBB 150MI/15MN 111IBI B1 YA

Hazsa npogykry KAPBOMNATWH «EBEBE», KOHLEHTPAT ANSA PO3YMHY ANS IHGY3IW,
10MI/MN, 15MI (150MIN) Y PNAKOHAX Ne1

Ne Martepiany 44076173 Ne cepii 108376

EBupobHuk DdapeBa YHTEepax Ne nocnigxysanoro nory 170000012992

HAata eupoGHuurea 15-K0B-2024 TepmiH npygaTHOCTI 15-KBI-2026

TecT MeToguka TecTyBaHHA Cneumdixanin PeaynbTaTtn
I . Mposopwid, He3bapenuil abo Maiike . .
3oBHILLHIA BUrNAL BiayansHo P Bignoeipae
Bugumi HacTMHKK €ep. ©. 2920 Besz BMOUMKMX 4acTOK Bignoeigae
Heewgumi vactkm 2 10 mkm | ©apm. CLUA 788; €sp. . 2.9.19 | Makc 6000 Yact/®nak 5 Yact/®nak.
Heevpgumi yactkm 2 25 mkm | ©apm. CLUA 788; €sp. ©. 2.9.19 | Makc 600 Yact/®nak 0 Yact/®nak.
Ob'em, WO BUTAracTLCA Gapm. CUWA 1; €8p. . 2.9.17 15,00 mn - 16,00 mn 15,50 mn
Konip poaiuny €pp.®. 222 <Y8 E_ESGaF_,BH““ )
Bignosigae
pH Gapm. CLIA 791; €ep. 9. 2.2.3 50-7,0 6,8
ABconioTHa LWiNkLHICT €ep. 0. 225 1,003 — 1,007 rfcm? 1,005 ricm3
lnpeHTudpikauia TILX TIWX, meTon cipmun Bignoeigae etanoHHomy cTaHgapty | Bignosigae
lneHTudpikauis BEPX BEPX, metog cipmu Bignoeigae etanoHHomy cTaHgapTty | Bignosigae
BmicT BEPX, metog cipmu 95,0% - 105,0 % 99.8 %
Bmict BEPX, metog cipmu 9,5 -10,5 mrimn 10,0 mr/mn
UBOK reren Kap6onnatun | BEPX, metog dhipmu He Ginbwe 1,0 % <01%
Helperridiotan BEPX, meToz chipMm He 6inbwe 0,2 % <0,1%
AOMILLKK, OKpeMi
HeineHTudikoraHi ; s
ROMiLLKM, Cyma BEPX, metog cipmu :I:l@bme 0,50 % <0,10%
CrepMnbHICTL dapm. CUIA 71; Eep. ﬂﬁjj &=k “C'r{éfmuu Bignosinae
BakrepiansHi eHgoTokcuHu | Gapm. CLUA 85; GB{/ tﬁ‘ﬁ/ 6.141 ”_‘I;Ipﬁlﬁ‘a\fu}e\mm 1,2 MO/man < 0,6 MO/mn

TTOKY N
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NMiarBepaxeHNHA:

Cepin Bignosigae MoHorpadil TeCTyBaHHS.
ABTEHTMYHOIO Ta TOYHOIO | WO 3anucK TecTyBa

Bumoram GMP.

CropiHka 13 2

Martepian: 44076173
*3aBipeHo enekTPOHHUM MigNUMCOM BiANOBIOHO OO CTaHAAPTIB eNeKTPoHHUX nignucis

Cepin: 108376




OdiopmneHo:
FAREWVA DAPEBA YHTepax MM6X
Uk "ERALF MonpzeewTpacce 11
A-4866 YHTepax aMm ATTepaee
ABcTpis
Ten.: +43 7665 8123 -0

NiueHsisn Ha BUpoGHULITBO:
484064

CepTuddikat AHaniay

«30BHIWHIKA BUrnag» = Onuc

«lgenTudikauin TILUX» = laenTudikauia kapbonnatuHy (TLLX)
«lgenTudikauia BEPX» = lgenTudikauia kapbonnatuHy (BEPX)

«BmicT» = KinekicHuid BmicT kapGonnatuHy (BEPX)

«UBAK reren KapBonnatuH» = yuknobyTtad -1,1- aukapbokcunoBa kucnoTa

KomeHTapi:
He aacTtocoBHO

Bunyck Cepii:
Bunyck Ceptudikaty BUKOHAHO: Thomas Wimmer, ¥YnosHoeaxeHa ocoba
Bunyck Ceptudikaty Aata™ac: 29-NAC-2024 11:06 BKM
JAara/Mac opopmnernn ceptudikary: 20-NK0T-2025  09:26 BKM
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Cropivka 232 Martepian: 44076173 Cepia: 108376
*3aBipeHo eneKkTPOHHUM NigNUCOM BiANORIOHC A0 CTAHOAPTIR eNeKTPOHHMX Nignucie
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