Ceptudirar axocri

NOARAIEP MEHIOPERYYPHHT SENLTIA H.B,
{rakom NOANIEP MEHIDOERSYPUHT BE/BLIIA)
PEAKCBET 12, 2870 NYYPC-CIKT-AMAHAC

(paniwe NYYPC BENSIIA)
TEA. +32 (0)3 850.52.11

MEPEKNAL

AENO-NIPOBEPA® cycn. gas in exuiit, 150 mr/mn no 3,3 mn, y dpaaroni Nel

Cepin No:
Ko npoaykty:

1C9133
FOO0099820

[Oara supobHuuTea: 01-2024

(axkTMBHa pevopuHa: megpokcunporecTepoHy auerar)

fara ppyky ceptuoiraty: 04-2024

Tepmin npuaatHoct: 01-2029 Cneundikauta:  PO730001003EU

NoKasHUKK AKOCTI MeTtop PeaynbTtat CpuHnui Aonyctumi memi

CasopigHicTs Bianosinae Bianosinae sumaoram

A,030BaHMX 0AMHWLb €apon. Qapm, BUMOFam TECTY €ap.dapm.
Bignosaigae Cycnensia 6inoro konbopy:

Onuc BUMOTam TeCTY Bignosifae Bumoram Tecty

BakrepiansHi BignoBigae

EHAOTOKCHHU €spon. ®apm. BUMOram TecTy He Ginbwe 0,7 EQ/mr
Bianoeigae BiANOBIAAE BUMOram

O6'em, Wo BUTATAETLECA |Espon. dapm, BUMOram TeCTY Esp.dapm.

loeHTHdiKauia

MELPOKCMNPOTeCTepcH

y aueraty 14 &, CLUA NoautreHo Mo3nTMBHMKIA

laeHTdikauia

MEAPCKCUNPOTECTEPOH

Y auetaTty BEPX TM8548A Mo3utusHo MO3MTUBHWIA

Halbinoinia npoaykT  [TME548A 0.2 % Big 3aa8A. |He Ginbwe 0.2%

posnagy, Kpim K-CTi

MeApoKcHnporecTe-

poRry

Megpokcunporectepod [TM8548A 0.1 % Big, 3a8B/.[He Ginbwe 0.7%

{(npoayxT poanagy) H-CTi

DOKYMEHT BOIFAAABETLCR A BAACHICTL Ta Bys cTBOREHNH Ans enepayii Biavecy ta ana nepernpgy poBITHHKAMK Ta NPEACTARHUKA MK PETYARTORHAX OpraHis.

PosnoeciokeHHA Ta nepeaaua TpeTiv croponam Gy3 Aozseay 3a60poH eni.

A{l’ ar SLID/
15 L B




Ceprudinar akocri

N®AAIER MEHKOGEKYYPUHT BEALITA H.B,
(rakos MPAAIEP MEHICGERYYPHHT BEABIIA)
PEMKCBET 12, 2870 NYYPC-CIHT-AMAHAC
(pawniwe NYYPCBEABLIA)
TEA, +32 (0}3 890.92.11

MEPEKNALL

AENO-NPOBEPA® cycn. gas in'exuii, 150 mrfmn no 3,3 ma, y dnaroni Nel

Cepia Ne:
Koa npoaykty:

LC9133
FOD0099820

flata supobhuuTea: 01-2024

(axTvBHa pevosuHa: MegpoxcunporecTepory auerar)

fata ppyky ceprudikaty: 04-2024

Tepmid npuaaTHocti: 01-2029 Cneuudikauia:  PO730001003EU

KinbRicHKiA BMmicT 150,8{mr/mn 142,5 - 157,5 mr/mn (95,0-

MeAPOKCUNPOrecTepoH 105,0% sig 3areneHoi

y auerary TM3548A KIABKOCTI)

HacTku posmipom < 10 |Dapm.CLUA Bignoeigac He meHwwe 75%

MKM TECTY

Hactku posmipom < 20 |Papm.CUIA BianoBigac He meHLWe 59%

MKM TECTY

pH 6,2 3.0-7.0

CrepuRbRIcTL €epon. Papm. Bignesigae Bigros. BUmoram Eesp.®apm,
BMMOram TecTy

3aranbHa KinbKicTs % BiA 3aapA.

AOMILICK TMB548A 0,3|k-cTi He Ginbwe 0,7%

MNaptin: HR8986

JlokYmeHT pOIrNAA3ETLCR AK BAACHICTL Ta Byr cTEOperuit 0an onepauii Giznecy 1a AR nepernaay POGITHHKAMM Ta NpeACTABHUKAME PEMYARTOPHWUR Opfanie.
POSNOBCIOAMEHHA Ta Ne peAaya Tpetim cToponam Gy fozeony 32BopuHeni.




Ceprudinar sKocTi

NPAR3EP MEHIODERYYPUHI BEALTIA H.B.
{rakox NOANIEP MEHIOGEKYYPUHT BERLIIA}
PEAKCBET 12, 2870 MYYPC-CIHT-AMAHAC MNEPEKAAN
{(paHiwe NYYPC GENLIIA)
TEA. +32 (0)3 890.92.11

AENO-NIPOBEPA® cycn. ana iK' ekuifi, 150 mar/mn no 3,3 mn, y dnaxoni Nel
{akTneHa pesosHHA: MeAPOKCUNpOrecTEPORY aLLeTaT)

Cepin No: LC9133 Jata apyry ceptudikary: 04-2024
Kog npoaykry: FOO0059820

Lata eupobuuyrea: 01-2024
Tepmiy npuaartHocti: 01-2029 Cneundikauis;  PO730001003EU

Upm zacsiguyio, 1o HaBeAgHa BUwe iHGOPMALLA € YTERTUHHOIO Ta L0CTOBIpHOK. LA napTia 6yaa
BUIOTOB/RHA, BRAOYAIOUM NPOLEH NaKYBAHHA/ MapPKYBAHHA T3 KOHTPOAI0 AKOCTI, HA BKA3aKiH BULLe
BAROBHWYIR ainaHui y noBHil BigrosianecT Ao Bumor HBIM micy,esmx PEryNATOPHMX Opradie Ta
cnendikauii, saTeepAMeHUx y kpaiHi-imaopTepi: Ykpaina — UA. Mpouecn BUPoGHULTBA, NAKYBAHHA Ta
ananizy 6yan sMBYEHI Ta BU3HAHI TAKWMM, WO BIANOBI ga:0Th HBIM.

YHIKAABHUM HOMEPOM UOT0 CepTudiaTy aHaizy € komBinaujia HOMeDY Cepil, apTUKyay, cneumdikaLii
Ta 43TV BUNYCKY CepTrgikaTy.
KinekicTe npoaykTy 8 cepii: 3510 ynakosok

Peectpauiiine noceiauenns Ne UA/0495/01/01
Ykpaina -UA

Bci ipouecy BUKOHYBaNNCE KBaMiiKOBaHMM NEPCOHENOM Nig Haraazom ynoBHOSAMEHOT 0CO6 .
niarme: nianvc

nocaga, im'a Ta gata: Xenena Ban Padct Bigmitka Npe Yac BANyCKy cepii 04 ksiTHA 2024 14:27:16
BiamiTka cepsepy D4 keitHa 2024 14:27:08

AokymenT pozraagacTeen Ak enacHicTs Ta By cTRGPEHKA ANA anepauif GisHecy Ta 418 nepErNAZY POSITHHKAMK Ta NPeACTABHHKAMK PEMYA ATOP HWX OpraKis.
PO3A0BCROMKEHHA Ta NnepeAaYa TPETiM cTopeHaMm Oy3 Ap380ay 3360p0HEHI.




Ceptudikar axocri

MPANIEP MEHIO®ERYYPUHT BE/BIH H.B.
{rakon NPAMIEP MEHIOGEKHYPUHT BEALIIA)
PEVKCBET 12, 2870 NYYPC-CIHT-AMAHAC [EPEKNAN
(pamiwe FIYYPC BENBLIIA)
TEN. +32 (0)3 890.92.11

AENC-TIPOBEPA® cycn. pna tv'exuiid, 150 mr/mn no 3,3 mn, y dnaxoni Ne1
(aKTMBHA peyOBYHA: MEAPOKCUNPOTELTEPOHY aLeTaT)

Cepin No: 1.€9133 Lata Apyky cepTudikaty: 04-2024
Kog rpogykry: FOO0099820

Aata supobhuytea: 01-2024
Tepmin npupatHocti: 01-2029 Cneundikauis:  PO730001C003EU

CepTudikat axocTi

Bupobnero/nposeaeHo BunpofysanHa Ha RKICTb: IuB. [eKAapauito eMpobHnKa
Homep niyenaii: Aus. pexnapauio BMpobHUKa
GMP cepmudikat 4m sBignoeigAuii Homep EUDRA GMP.[duns. Aeknapalic eupobSHMKa

Bci npouecu BUKOHYBaAMCE KBANIPIKOBAHMM NEPCOHANOM Nid HAFNALOM YNeBHOBaMeHOT 0CoBHK,
nignuc: nignue

nocagga, im'a Ta gaTa: XeneHa Ban PancT Blamitka npo vac Brnycky cepii 04 kBiTua 2024 14:27:16
BiamiTka cepeepy D4 keiTHA 2024 14:27:08

Mignwvc YnosrosaskeHoi ocobu

fNMicenoTT Ban 05 KBiTHA 2024 02:42:057-0400
Mpuunna: A nigreepamyio Lei aokymedT

AlOKRYMENT POIMMARALILEA Ak BNZCHICTE Ta By8 CTROPEWMA An onenauis SiTHecy Ta AR neperasny POBITHAKAMK Ta PEACTIE H HKAMH PErYAATOPHMK Oprania.
Po2roacrofmen A Ta Nepeaadz TRETIM cTap Gya py vy 2abopoHeHi.




