OdcropMneHo:

F A R E V A dapeBa YHTepax TME6X
UNTERALH MongzeewTpacce 11
< 4866 YHTepax a. AtTepaee
Bepcina 2

ABcTpis
Ten.: +43 7665 8123 -0

HNiueH3in Ha BUpOOGHHULUTBO:
484064

Ceptudikat BignosigHoOCTI

HasBa matepiany

FEMUWTABIH EBB 1I/25MIT 111IBI YKP

Toproea Ha3Ba NpoAYyKTY

FEMUWTABIH «EBEBE», KOHUEHTPAT ANA PO34YXHY ANS IH®Y3I,
40 MI/MA, 25 MI1 (1000 MIN) ¥ GJTAKOHAX Ne1

Ne Marepiany 44051366 Ne cepii 108886
Ne Marepiany 3amMoBHUKa 44051366
Cuna gii/akTMBHICTL 17725 M0 Nixapcbka opma PO34MH ¥ $JIAKOHI
TUN yNakoBKH PNAKOH Poamip ynakoBku 1 WT x 50 mn ynakos
Hata eupobHuuyTBa 26-NMNC-2024 TepMiH NPUOATHOCTI 26-NINC-2026
Tun BUNYCKY CepTtudikauis cepii | Jara sunycky 20-CI4-2025
{ Bunyck 3 HrocTi
BunyweHa K-cTb 2251 YN
KpaiHa-imnoptep YKpaiHa Ne PeccTpadiiHoro Moce. UA/10475/01/02

KoMnoHeHTH

Hazpa matepiany:
Ne MaTepiany:
Cepina Ne:

Ne cepil nocTayanbHUKa:

FrEMUWTABIH-ALIXNTOP CLUAHO ®APM
11050689

5401092

71801AAD34

BupotHmk: CunHo®apm TakeaHb, Il1a.

Appeca: Han-Ke 8ma Hopora Homep 1, 74144 Wan-Xya, TaiHaH, TaliBaHb
Hazpa matepiany: F’EMUWTABIH-ALLXNOP CLUIMHO ®APM

Ne MaTepiany: 11050689

Cepina Ne: 5401027

Ne cepil nocTayanbHUKa:

BupotHmk:

Appeca: 7 :

Hasea maTepiany: ; ( rEMLEACT 'K ﬁjﬂ /MN AHC

Ne Matepiany: = we Y =

Cepina Neo: ci Egigm i ;J ::, ]

BupobHuk: \ a . $PAPEBA YI‘-ITej;.lé MEX

Appeca: = :Mgﬁg:ip?mjpég £ 11, 4866 YHTepax, ABCTpif
Ha3Ba matepiany: %HE}WOOOMF 25MIN ABD

Ne MaTepiany: 9

Cepina Neo: 108451

BupotHmk: GAPEBA YHTepax TmGX

Appeca: MoHpzeewTpacce 11, 4866 YHTepax, ABcTpia
Hazpa matepiany: FEEMUl ACT K 1000MI™ 25MIN1 AbD

Ne MaTtepiany: 11031119

Cepin Neo: 108608

BupotHmk: GAPEBA YHTepax TmGX

Appeca: MoHpzeewTpacce 11, 4866 YHTepax, ABcTpia

CropiHka 13 2

*3aBipeHo enekTPOHHUM MiONUCOM BignoBigHO AC cTAHAAPTIB eneKTpoHHWUX Nignucie

Marepian: 44051366 Cepia: 108888




FAREVA

LUNTERACH

Bepcin 2

OdcropMneHo:

dapesa YHTepax (MBX
MoHngaeewTpacce 11

4866 YHTepax a. AtTepaee

ABCTpin
Ten.: +43 7665 8123 -0

HNiueH3in Ha BUpOGHHULUTBO:
484064

Ceptudikat BignosigHocCTI

MonoxeHHs npo cepTudikayilo:

Lium nigTeEpaXYEMO AOCTOBIPHICTE | TOUHICTE BULLEBKA3aHoT iHdopmMauii. faHa cepin npenapaty byna
BWIOTOBMNEHA, BKMIOYAIOYM YNAKOBKY/MAPKYBAHHSA | KOHTPONMb AIKOCTI, Ha BULLEBKa3aHii BUpoBHYINA
AinbHUUI B NoBHIK BignoeigHocTi 3 BMMoramy GMP MicueBUX aepKaBHUX YNOBHOBAXEHWX OPraHiB KpaiHu
NpU3Ha4YeHHs, BKasaHUMK B Yroai 3 AkocTi / JoaaTky o 3asHaveHOro npoaykry, Ta cneuundikadil B
PeecTtpauiinomy Hocke KpalHW-iMnopTepa, Wo nepeabadeHa nocTadvanbHUKOM.

HaHi woao BUroToBNEHHA, YNAKoBKK Ta aHanizie cepii 6yny nepeeipeHi i ninTBepaeHo 1x BigNoBigHICTL
ymoBam GMP . x

Bci BMSBNEHHI BigxuneHHs (2a HaaBHOCTI) ByNK oUiHeHi Ta He Manu HEraTUBHOIO BNNUBY Ha AKICTb,
Geaneky Ta edeKTUBHICTL BUpoBneHoi cepil.

HinbHuua 2 BupoGHuuTBa: Papepa YHTepax ITM6X
MoHpzeewTtpacce 11; 4866 YHTepax aMm ATTepaee; ABcTpid

HinbHuua 2 nakyBanHa: dapepa YHTepax ITmM6X
MoHpzeewrtpacce 11; 4866 YHTepax aMm ATTepaee; ABCTpid

HinbHWUuR 2 TecTyBaHHA Npy BUNycky: dapesa YHtepax MmBX
MoHpzeewTtpacce 11; 4866 YHTepax aMm ATTepaee; ABCTpis

HinbHuun 2 BuNycky cepii: ®apesa YHTepax TMBX
MoHaseewTpacce 11; 4866 YHTepax am ATtepaee; ABCTpIs

Bunyck Cepii:

Bunyck Ceprudiikaty BUKOHAHO: Thomas Wimmer, YnosHoBaxeHa ocoba

Bunyck Ceprudpikary Jara™ac: 20-CIM-2025 07:37 BKM

Hara/Mac ocdopmnenHs ceptndikary: 03-NK0T-2025 09:52 BKM
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*3aBipeHo enekTPOHHUM MiONMMCOM BignoBigHO AC cTAaHAApPTIB eneKTpoHHUX Nignucie
CropiHka 2 3 2
Marepian: 44051366 Cepia: 108888




FAREWVA

b TEHMATE

Bepcia COA
2

OdopmneHo:

dapepa YHTepax [MBX
MoHaseewTpacce 11
4866 YHTepax am ATTepaee

ABcTpia

Ten.: +43 76658123 -0

NiueHnsia Ha BUpoOHMLUTBO:

484064

CepTtudikat AHanisy

Haasa maTtepiany

rEMUNTABIH EBB 1r725MnN 11IBI YKP

Hassa npoaykry

MI/MIT, 25 MIT (1000 MIN) Y ®AAKOHAX No1

FEMUWTABIH «EBEBE», KOHLEEHTPAT ANA PO3YMHY OANA IH®Y3II, 40

Ne MaTepiany 44051366 Ne cepii 108886

BupoOGHMK dapepa YHTepax Ne nocnipxyBaHoro nory 170000013792

HAara BupoGunyrea 26-NAC-2024 TepMmiH npugaTHOCTI 26-NNC-2026

TecT MeToaMKa TecTyBaHHSA Cneundixauin PeaynbTatH

30BHILUHIA BUrNAA BiayansHo I'Ipfoaopuﬁ 6e'_3|<onip|-mﬁ ase Bignoeinae
6nigo-KOBTUA po34YMH

MpozopicTb posynHy Oapm. CLIA 641; Erp. ©. 2.2.1 < eTanoHHoi cycneHsii | Bignoeigae

Bugumi 4acTuHKu Eep. ®. 29.20 Besz BuOUMKMX 4acToK Bianosinae

HeBugwmi yactkm = 10 mkm | @apm. CLUA 788; €sp. . 2.9.19 | Makc 8000 Yact/®nak 1 Yact/dnak.
HeBugwmi yactkm = 25 mkm | dapm. CLUA 788; €sp. . 2.9.19 | Makc 600 Yact/dnak 1 Yact/dnak.
O6'em, Wo suTaraeTbes dapm. CLIA 1; €ap. $. 2.9.17 MiH. 25 Mn 26 mn
Konip poa4uHy Eep.®. 222 <Y6 E.e3|<or.||p|-|um )
Bignorigae
pH ®apm. CLIA 791; €rp. ©.223 | 20-28 2,2
L . Bignoeigae craHaapTy . .
laeHTudpikania TLUX TWX, meTog dhipmu nopiEHsHHA Bignoeigae
L . Bignoeigae craHaapTy . i
laeHTudpikayia BEPX BEPX, metog cipmun o —— Bignoeigae
Bmict BEPX, metog, chipmu 95,0 % - 105,0 % 100,3 %
Bmict BEPX, metog, chipmun 38,0 — 42,0 mrimn 40,1 mrimn
Homiwka A BEPX, metog cipmun He 6inewe 0,10 % < 0,05 %
Homiwka B BEPX, metog chipmun __— |-He 6inbwe 0,10 % < 0,05 %
Oowmituka C BEPX, MeTog hipMn 7 e % CH () /ple; Bifniwe 0,60 % 0,06 %
Keanicikosana powiwia 1| BEPX, metoa dipmy/ 5~ /| He Biffeuia 0,15 % <0,05%
Keanicpikosana nomiuka 2 | BEPX, meton oo/ 1 v i HE G, 15 % <0,05%
KeanidrikosaHa gomiwka 3 BEPX, metog d)lp#lf/ +He ﬁilsLﬂ{E‘f}hS % < 0,05 %
HeigeHTudikoBaHi BEPX, metog ciphkne- b a l!.'ql‘aﬁnbu.fé: 10 % < 0,05 %
OOMILLKK, OOUHHUHHI \ 1 - f“ !;,
HeigeHnTudikoBaHi BEPX, metog dcipm X \ He &nbu’.‘ie ,50 % < 0,05 %
LOMILLKK, cyMa PRI /\\/
Lomiwkn, cyma (A, B, C & | BEPX, MeToz chipmm W‘_ ‘He Girfowe 1,50 % 0,06 %
HeigeH™MikoBaHi)
CrepunbHicT Oapm. CWIA 71; Esp. ®. 2.6.1 CrepunbHUiA Bignoeigae
BakrepianeHi eHgoTokcuHyn | Gapm. CLUA 85; Eep. ¢. 2.6.14 He binblwe, Hixk 2,00 MO/mn < 1,20 MO/mn

CropiHka 1 3 2

Martepian: 44051366 Cepin: 108886

*3aBipeHo enekTPOHHUM MigNMCoM BiANORIOHC 00 CTaHAApPTIB eNeKTPOHHUX nignucis



OdchopmneHo:
FAREVA dapesa YHTepax MM6X
Uk "ERALZE MoHngaeewTpacce 11
4866 YHTepax am ATTepaee
ABCTpin
Ten.: +43 7665 8123 -0

HNiueH3in Ha BUpoOGHHULUTBO:
484064

Ceptuchikat AHanisy

MNiaTeepmKeHHA:

Cepin Bignoeinae moHorpadii TectyBaHHA. LIMM nigTBEpaKyEMO, WO BULLSHABEAeHA iHhopMaUin €
ABTEHTWYHOIC Ta TOYHOIO | WO 3anucK TecTyBaHHA Oyno nepernaHyTo Ta BCTAHOBMNEHa iX BianoBigHicTb
sumoram GMP.

«lgenTudikayin TIUX» = laenTudikauia MFeMunTabiny (TLLX)

«lpenTudikauyin BEPX» = lpeHTudikauia MemuuTabiny (BEPX)

«BwicT» = Kinekichwia BMicT MemuunTabiny (BEFPX)

«[lomiwka A» = poMiwka A, 4-amiHonnpuMiguH-2{1H}oH (unTosmH, Sep. D)

«[lomiwka B» = gomiwka B, 4-amiHo-1-(2-neokcn-2,2-gudrop-a-D-epuTpo-nenTodypaHoznn) NipuMigun-
2(1H)-oH {remunTabin a-anomep, €ep. P.)

«Jomiwka C» = goMiweka C, 2’ 2’-audpTop-2’-AcokcHypuanH (He dbapMakoneiHa aomMilka)
«Kpanidikosana gomiwka 1» = gomiweka 1, 6S-riapokcn-5,6-aurigpe-2'-geoken-2',2'-gupTopypuomH
«Kpanidikoeana gomiwka 2» = goMiwka 2, 6R-rigpokcn-5,6- gurinpo-2'- peoken-2',2'- anpTopypuavH
«Kpanidikosana gomiwka 3» = gomiwka 3, 06,5'-unkno-5,6- gurinpo-2'- neoken-2',2'- oudTopypuanH
«omiwkk, cyma (A, B, C & HeigeHTUdbikoBaHi)» = cyMma BCiX AOMILLIOK

KomeHTapi:
He sactocoBHO

Bunyck Cepir:
Bunyck CepTudikaty BUKOHAHO: Thomas Wimmer, ¥YnoBHoBaxeHa ocoba
Bunyck Ceprudikary Jata/™ac: 20-CIM-2025 07:37 BKM
OaraMac ocdbopmneHHs cepTudikaTty: 03-NKDT-2025 09:52 BK

CropiHka 2 3 2 Marepian: 44051366 Cepia: 108886
*3agipeHo eneKTPoOHHUM NIgNKMCOM BiANOBIAHO A0 CTAHAAPTIE eNeKTPOHHUX NiONUCIB
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