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OdvopmMneHo:
FA R E VA QapeBa Yhrepax M6X
L greracer MoHazeewTpacee 11
. ‘ 4866 YHTepax a. ATTepaee
Bepcin 2

ABCTpis

Ten.: +43 7665 8123 - 0

Niyensisa Ha BUPOGHKUUTEO:

484064

CepTtudikar BignosigHocTi

Haszea marepiany

FEMUWTABIH EBB 200MI/5MIN 111BI YKP

Toproea HazBa npogykTy

FEMUWTABIH «EBEBE», KOHLUEHTPAT ANA PO3UMHY AN IHoY3ll,

40 MM, 5 M (200 MM Y OITAKOHAX Na1

Ne Marepiany

44051365 Ne¢ cepii

105794

Ne Martepiany 3amoBHMKa 44051365
Cuna piifakTMBHICTL 200 Ml /5 MN NMikapckka chopma PO34YMH ¥ ONAKOHI
Tun ynakosku GITAKOH Po3mip ynakoeku 1T x 5 mn ynakor
Hata eMpoBHUUTRA 23-TPA-2024 Tepwin npugaTHocTi 23-TPA-2026
Tun Bunycky CepTudbikalis cepii | Qara BUNYCKY 01-Nr1-2024
{ Bunyck 3 Hkocri
Bunywena K-cTh 20000 vN
Kpaika-imnopTep Ykpaiva Ne PeectpauiiiHoro Moce. UA/10475/01/02

KomnoHeHTn

Haszga marepiany:
Ne Marepiany:
Cepin Ne;
BupobHuk:

Agpeca:

FEMUI ACT K 40MI/MIT AHC
11038118

105353
GAPEBA YHTepax TM6EX

Mongaeewtpacce 11, 4866 YHTepax, Ascrpin

Hassa maTepiany:
Ne Marepiany:
Cepisa Ne:
BupoGHUK:
Appeca:

FEMUI ACT K 200MI 5MJT ABD

11036118

105364

DAPEBA YHTepax MueX

MoHazeelwTpacce 11, 4866 YHTepax, AscTpis

Hazga maTepiany:
Ne MaTepiany:
Cepia Ne;
BupobHuk:
Appeca:

FEMUI OCT K 200Mr 5MN AG®D

11031118

105500

®APEBA Yhtepax Tm6X

MoHaseewTpacee 11, 4866 YuTepax, ABCTpis

Cropinka 13 2
MaTepian:

44051365 Cepin: 105794

*3aBipeHo enekTPOHHUM NiaNMcom Yy BignesigHocTi fo cTavgaptis @NEKTPOHHMX Mignucie
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OdhopmrnieHo:
F A RE v A PapeBa YHTepax MMOX
BRI e MoHna3eewTpacce 11
o 4866 YHTepax a. ATTepaee
ABCTpiA
Ten.: +43 7665 8123 -0

Bepcis 2

NiueHzin Ha BMpobHULTBO:
484064

Ceptudpikar BignosigHocTi

MonoxeHHs npo cepTudikauito:

Lium ninTeepmkyemo AOCTOBIPHICTE | TOYHICTL BULLEBKa3aHOT iHbopmaulii. LlaHa cepist npenapaty 6yna
BUIGTOBNEHE, BKIOYAOHN YNAKOBKY/MAPKYBaHHS | KOHTPOMb SIKOCTI, HA BULLEBKA3aHIN BUPOGHMuIt
HinsHAUI B NORHIR BiANOBIAHOCTI 3 BUMoramMu GMP micuesmx AEPKABHVX YNOBHOBEXKEHUX OPraHiB kpaiHu
NpU3HaYeHHs, BKasaHUMKU B Yroai a AkocTi / Jogatky A0 3asHauveHoro npoaykrty, 1a cneuwvdpikadii
PeectpauinHomy flocke kpainm-iMnoprepa, 1io nepenbaveHa nocTadyanbHUKOM.

HaHi Woo BUroTOBNEHHS, YNakoBKW Ta aHaniais cepii 6ynu nepesipeHi i nigTeEpXAEHO X BigNoBIAHICTL
ymoBam GMP.

Bcl BusiBnenHi Binxunenns (3a HassHocTi) Gynu ouiHeHi Ta He Manu HEeraTUEHOIO BIUTUBY HA SKICTh,
Besneky Ta edexkTUBHICTE BUpoOBGNEHHOT cepil.

Jinedunus 3 eupobHULTRA; Papesa YHtepax Mm6X
Monpaseewrrpacce 11; 4866 YHTepax am ATTepaee; ABcTpis

AinsHuua 3 nakysakus: dapesa Yhtepax Mm6X
MoHpaaeewTpacce 11; 4866 YHTepax am ATTep3see; ABcTpis

Ainbhuus 3 TecTysanHst npu Burycky: dapesa YHTepax TmbX
MeraseewTpacee 11; 4866 YHTepax am ATTepses; ABcTpin

finbHuus 3 Bunycky cepii: dapesa YHtepax MM6X
MonaseewTpacee 11; 4866 YHTepax am ATtTepaee; ABcTpis

KomeHTapi no Ceprudikary:
He sactocosHo

KA nigTBepaxeHHs aHaniTUUHMX Thomas Wimmer / ¥noeHosaxeHa ocofa
pesynbTaTiB B CAlN KepieHuKoMm 01-TMN-2024 08:06 BKY
KA abo 3acTynHuKoM:

OdiopMneHHs cepTudikaTy: Michaela Peter Thomas Wimmer
Enexmponnuli nidnuc: Enexmponrud nidnuc:
2024.07.08 12:31:08 +02°00° | 2024.07.08 12:39:08 +02°00°

CTopidka 2 3 2 *3asipeHo enekTPOHHUM MigNMcomM ¥ BIANOBIAHOCTI o cTaHaapTie E€NeKTPOHHUX Nifnvcie
MaTtepian: 44051365 Cepin: 105794




FAREVA

Bepcia COA
1

OdopmneHo:

dapera YHrepax MmBX
MorgseewTpacce 11

4866 YHrepax am ATTtep3ee
ABcTpin

Ten.: +43 7665 8123 -0

JlineHzia Ha BUPOBHULITBO:

484064

CepruddikaT AHanisy

Hazsa maTepiany

FEMUMTABIH EBB 200MI/5MN 171IB1 YKP

Hassa npopykrty

MI/MIT, 5 MIT (200 M) Y ®NAKOHAX Ne

FEMUMTABIH «EBEBE», KOHLEHTPAT [ijis PO3UMRY ONs IHeY3(T 40

Ne MaTepiany 44051365 Ne cepii 105794
BupobHuk ®apesa YHTepax Ne focnimpkyBaHore noty 170000009203
Harta BupoBHuyTRa 23-TPA-2024 TepMid npuaarHocTi 23-TPA-2026
Tecr MeTonuka TectyBaHHs Crneumndpikauin PesynsTarn
- T .
308HilWHIA BUrNAA BisyaneHo ﬂp.oaopmm e‘SKOJ'leHMId abo Bignosinae
Enifo-KOBTUH PO3YMH
MpozopicTb poaumhy Gapm. CLIA 641; Egp. ®, 2.2.1 < eTanoHHol cycneHsif | Binneceigae
Buaumi yactuHkm €ap. ©.2.9.20 Bes euanmMux yactok Bignosigae
HeBuaumi Hactkm 2 10 mkm | bapm. CILIA 788: €sp. P. 2.9.19 | Makc 6000 Yact/dnax 0 Yact/dnax.
Hesugumi yacTkn = 25 mkm | dapm. CLIA 788 €sp. . 2.9.19 | Makc 600 Yacr/dnak 0 Yact/dnak.
O6'em, LU0 BUTATAETBCS dapm. CLUA 1; Eep. ®. 2.9.17 MiH. 5 mn 5 mn
Konip posunny €ep. $, 222 =Y6 E.esﬁapBHMM i
BigMoBigae
pH Papm. CLUA 791; €sp. @, 2.2.3 2,0-2.8 2,3
L . BiAnoeinae cTaHgapTy . .
laedTndikauia TIIX THWX, meTon dipmu NopisHAHHS Bignceinae
N . Bigncsinae crangapTy \ .
laeHTUdbikauin BEPX BEPX, meTog tipmun NOPIBHSHHS Bignoeigae
BwmicT BEPX, metop chipmu 95,0 % - 105,0 % 100,8 %
BmicT BEPX, MeToq dipmn 38,0 — 42,0 mr/mn 40,3 mrimn
Homilka A BEPX, meTog thipmu He Binbwe 0,10 % < 0,05 %
HNomiucika B BEPX, meTon thipmu He &inklwe 0,10 % < 0,05 %
Howmiwka C BEPX, metog thipmn He GinbLe 0,60 % 0,10 %
KeanithikosaHa nomiwka 1 BEPX, metop chipmu He Binbwe €,15 % < 0,00 %
KeanidikosaHa gomilka 2 BEPX, MeTog dipmu He 6Ginewe 0,15 % <005%
Keanicpikorara gomiluka 3 BEPX, mMeTtog dhipmu He 6inbwe 0,15 % < 0,05 %
HeiperTudikosani BEPX, meton chipmm He 6inbwe 0,10 % < 0,05 %
ACMILLKA, OANHWHHI
HeigenTtudikosani BEPX, meTon chipmu He Binbwe 0,50 % < 0,05 %
AOMIWKK, cymMa
Homiwkm, cyma (A, B, C & BEPX, mMeTog dvipmn He Ginewe 1,50 % 0,1C %
HeineHTUdhIKoBaHI)
CrepuneHicTs Papm. CUIA 71; €sp. ¢. 2.6.1 CrepunkHui Bianoeinae
bakTepianbhi eHAcTOkCUHM | Dapm. CLUA 85; Sap. ¢. 2.6.14 He Ginbwe, Hix 2,00 MO/Mn < 1,20 MO/Mn

CropiHka 132

Marepian: 44051365 Cepin: 105794

*3aBipeHo eneKTPOHHUM Nianucom Yy BIANOBIQHOCTI 10 CTaHZAPTIB ENeKTPOHHMX Mignucie




Ochopmneno:
F A R E V A Papensa YHTepax [mbX
e MoHaaeewuTpacce 11
’ 4866 YHTepax am ATTepace
AscTpis
Ten.: +43 7665 8123 -0

Niuenais Ha BUpOGHNUTEO:
484064

CepTtudchikar Anranisy

MinTBepOKeHHs:

Cepin Bignosinae MoHorpadii TecTysaHAs. Ljum NIATBEPMKYEMO, WO BULIEHAREEHA iHdopMaLlis e
ABTEHTUHHOK Ta TOYHOH | L0 3aNMCK TeCTyBaHHR GYNo NepernsHyTo Ta BCTaHOBNEHA iX BiANOBIAHICT.
BUMoram GMP.

«loeHTndpikauia TWX» = lgeHTudikauis MemumTabiny (TLUX)

«lpeHTndixauia BEPX» = |gentudikauis TeMmuMTabiHy (BEPX)

«BmicT» = KinbkicHui BmicT MeMumTasiny (BEPX)

«[Jomiwka A» = goMmiwka A, 4-aMUHONMPUMUANH-2(TH)-0H (LiuTo3mMH, Eap. D)

«[Jomiwka B» = pomiwka B, 4-aMMHo-1~(2—;:|e0|<cm-2,2-,qmcpTop—a—D-aprpo-neHTocbypaHoswn) NUPUMNOMH-
2(1H}-oH (remumTabin a-aHomep, Eap. ©.)

«[omMiwka C» = pomika C, 2, 2'-pudprop-2'-neokcrypuiiuH (He dapMakoneiiHa Homiwka)
«KBanidhikoBaHa Aomiulka 1» = pomiwka 1, 6S-mapoken-5,6-aurnape-2'-aeokeu-2', 2'-aud TopypUaH
«KBanidikopaHa foMiluka 2» = goMilLKa 2, BR-runpoken-5,6- aurnapo-2'- geokcu-2',2'- aubTopypuavH
«KsanicikosaHa aoMillka 3» = gomilrka 3, 0O86,5"-1nkno-5,6- purnaopo-2'- neokcu-2',2'- AudbTopypranH
«flomiliku, cyma (A, B, C & HeigenTudikosaHi» = CyMa BeixX AOMILLIOK

KomeHnrapi:
He 3acTocoBHO

Bunyck Cepil:
Bunyck Ceptudiikaty BUKkoHaHO: Thomas Wimmer, YnosnosaxeHa ocoba
Bunyck Ceprudpikaty Qata/Mac: 01-NN-2024 08:06 BKY
Hata/Mac opopmnenHa ceptudikary: 01-ITKIN-2024 08:06 BKY
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