Cepin No:
Kog npoayxry:

Ceprudikar akocri

M AN3EP MEHHO®EKYYPUHT BE/BIIA H.B.
PEAKCBEN 12, B-2870 MYYPC (BENBIIA)

TE/. +32 (0)3 890.92.11

®AKC +32 (0)3 889.65.32
OENO-NMPOBEPA® cycn. gaa iH'exyiid, 150 mr/ma no 3,3 mn, y dnakoHi Nel

DE80O5
FO000289820

Oata supobHuuTea: 12-2018

MEPEKNAL

{akTMBHa peyoBuHa: MeaPOKCUNpOrecTepoHy aueTar)

Data aopyky ceptudikaTy: 12-2019

TepmiH npuaatHocTi: 12-2023 Cneundikayia:  P0746002010UA
MoKa3zHUKK AKOCTI Metog PesynbtaTt OauHuui Donyctumi mexxi
OaropigHicTb Bignosigae Bignosigae Bumoram
A030BAHWUX OOUHMULb Espon. ®apm. BUMOram TecTy €sp.Papm.

Bignosigae CycneHsia binoro Konsopy:
Onuc BUMOTram TecTy Bionosigae Bumoram Tecty
bakTepiancHi Bignosipae
€HAOTOKCMHN €spon. Papm. BUMOTram TecTy He Binbwe 2,3 EO/mr

Bignosipae BiANOBigaE BUMOram
0b’em, Wo BuTAraeThCA |EBpon. apm. BUMOTam TECTY €sp.Papm.
loeHTndikauin
MeAPOKCUNpPOrecTepoH
y auerarty TA5108 BEPX MNo3nmBeHO MNo3uTUBHMIA

TAB233 BEPX

laeHTndikaujin
meTuAnapariapokcnbex
30arTy MosntMeHO Mo3UTUBHMHA
laernTudikauia TAB233 BEPX
nponinnaparigpokcube
H30aTy Mo3autueHO MNo3nTUBHMIA

AOoKyMEHT PO3rNAAaEThCA AK BNACHICTL Ta Bys cTBOpeHui 418 onepallit GisHecy Ta Ans nepernray poBiTHUKaMU Ta NPEACTaBHUKA MU PETYNATOPHUX OpraHis.

PosnosclofiKeHHs Ta nepezaya TpeTim cTopoHam 6ys gozeony 3abopoHeHi,

(hyx. mJﬁé’O o7 16.02 20 df%




Ceptudikar akocri
NOAASEP MEHIOGEKYYPUHI BENBIIA H.B.
PEMKCBET 12, B-2870 NYYPC (BEALIIA)
TEN. +32 (0)3 890.92.11
®AKC +32 (0)3 889.65.32
OENO-NMPOBEPA® cycn. ana iH ekuii, 150 mr/mn no 3,3 mn, y dnarori Nel
(akTMBHa peuyoBUHA: MeApPOKCUNPOrecTepoHy aljeTaT)

NEPEKAAL

Cepin No: DE8BO05 [ata apyky ceptudikaty: 12-2019
Koa npoaykTy: FO00099820

[Nata BMpobHuurea: 12-2018

Tepmin npuaaTHocTi: 12-2023 Cneumndikauin: P0746002010UA

KinbKicHWIA BMicT 152,8|{mr/mn 142,5 — 157,5 npu BUNyCKY,

MeApOKCUNPOrecTepoH 135-165 npoTtarom TepmiHy

y auerarty TA5108 NPWAATHOCTI

BmicT TAB233 1,34|mr/mn 1.19- 1.49 mr/mn

meTunnaparigpokcuben

30aty

YacTku po3mipom < 10 |®apm.CLUA BiANOBIAAE He meHwe 75%

MKM TecTy

Yactku poamipom < 20 |dapm.CLLUA signosigae He meHwe 99%

MKM TecTy

pH 5,8 3.0-7.0

KinbKicHWA BMICT TAB233 0.141 mr/mn 0.132 - 0.165 mr/mn

nponinnaparigpokcube

H30aTy

CTepunbHICTL €Espon. Papm. Bignosigae Bignos. Bumoram €sp.Papm.
BMMOTram TecTy

3aranbHa KinbKicTb % Big 3an8A.

AOMILIOK TAB436 TA5114(0.2 K-CTi He Binbwe 3.0%

MMapTia: AK2361

[oxyMeHT PO3TARAAETLCA AK BACHICTL Ta Bys cTBOpeHMit ANA onepauiit BiaHecy Ta Ana nepernsay pobiTHUKaMY Ta NPeACTaBHMKaMU PETYASTOPHAX OPraHia,
PosnosciofxerHA Ta Nepegada TpeTim cTapoHam Bya Acasony 3abopoHeHi.




Ceprudikar sKoCTi
NOAW3EP MEHIOPEKYYPUHT BENBIIA H.B.
PEWKCBET 12, B-2870 NYYPC (BEALIA)
TEN. +32 (0)3 890.92.11
DAKC +32 (0)3 889.65.32
JEMNO-NPOBEPA® cycn. gns iH exkui, 150 mr/mn no 3,3 ms, y pnakoHi Nel
(aKTMBHA peYOBMHA: MeAPOKCUNPOrecTepoHy auerar)

MNEPEK/IAL

Cepia Ne; DE8005 Jata apyky cepmudikary: 12-2019
Kopg npoaykTy: FO00099820

[Nata supobuvursa: 12-2018
TepmiH npugatHocti: 12-2023 Cneundikayia:  P0746002010UA

Llum 3acBiguyto, W0 HaBeaeHa BuLe iHdopMaLlia € ayTEHTUHHOIO Ta poctoBipHoto. Ls napTia byna
BUrOTOBAEHA, BKAKYAOUM NPOLECH NAKYBAHHA Ta KOHTPOIO AKOCTI, HA BKA3aHii BULLe BUPOBHMYIN
AifAHLi y NOBHIl BignosigHocTi Ao Bumor HBI MiCUEBUX PETYNATOPHMX opraHiB Ta cneyudikauin,
3aTBEpAYKEHNX Y KpaiHi-imnopTepi: YkpaiHa — UA. [poueck BUpOBHMUTBA, NakyBaHHA Ta aHanisy byau
BUBYEHI Ta BU3HaHi TaknMu, Wo BianosiaatoTs HBI.

YHiKaAbHUM HOMEPOM Liboro cepTudikaTty aHanisy € kombiHallia Homepy cepii, apTukyAy, cneyndikauyil
Ta AaTh BUNYCKy cepTudikary.
KinbkicTe npoaykTy B cepii: 13560 ynakosok

PeecTpauiiiHe nocsigyeHHs Ne UA/0499/01/01
YKpaina -UA

Bci Npoueck BUKOHYBaAUCh KBaNipikoBaHUM NepCoHanom Mg Harnagom YNOBHOBaMeHOT 0cobu.
nignue: nignne

nocana, im'a Ta aata: MepoeH MapTteHc aHanitvk 3 sabesneuenHa akocTi 19 rpygha 2019 14:50:44
Bigmitxa cepeepy 19 rpygHa 2015 14:50:41

JloKyMeHT pO3TARAAETLCA AK BNAcHICTE Ta ByB CTBCPeHMi Ana onepauili Giskecy Ta 41A nepernasy pobiTHUKamMM Ta NPEACTABHMKAMM DErYIRTOPHAX OpraHis.
Po3noscloPHERHKA Ta epegada TPETIM CTOpoHam Byz Aozeony 3aBopoHeHi.




CepTudikar AKoCTI

NOAA3IEP MEHKO®EKYYPUHI BENBIIA H.B.
PEAKCBET 12, B-2870 NYYPC (BE/bI1A) MNEPEKNAL
TEN. +32 (0)3 890.92.11
®AKC +32 (0)3 889.65.32
JENO-NIPOBEPA® cycn. Aas in’ekwiid, 150 mr/mn no 3,3 mA, y pnaxoHi Nel
(akTMBHa pevyoBMHA: MeApPOKCUNPOrecTepoHy auerar)

Cepin Ne: DE8005 Oata apyky ceptudikaTy: 12-2019
Koz npoayKTy: FO00099820

[Nara supobHuurea: 12-2018
Tepmin npuaaTHocTi: 12-2023 Cneundikauin: P0746002010UA

CepTudikaT AKOCTI

Bupobnero/nposeaeHo BUNpobyBaHHA Ha AKicTb:[IuB. fAeknapauio BUpobHUMKa
Homep niueHsii: [uB. aexnapauio BupobHuKa
GMP cepTudikaT um BignosigHuii Homep EUDRA GMP:[ne. aexnapalito BUPOBHKKa

Bci npoLEcH BUKOHYBANUCH KBanidbikosaHM NepcoHaiom nig Haragom YNOBHOBaXeHo! 0cobu.
nignuc: nignuc

nocaga, im'a Ta gata: MepoeH MapTeHc aHanNiTHK 3 3abesneyeHHA AKocTi 19 rpyaHa 2019 14:50:44
Bigmitka cepsepy 19 rpyana 2019 14:50:41

[OKYMEHT PO3T/AAETLECA AK BNacCHIiCTs Ta Bye creopeHUit ANA onepayiii BiaHecy Ta AnA neperAfY poBiTHUKEMK T2 NPeACTABHMKEMI PETYNATO PHUX OPTaHis.
PosnosciogyKeHHA Ta Nepeaada TpeTim cTopoHam Bys Aossony sabopoHeri.




7

JEPKJIKCITY)KBA YKPATHU
AEPIKABHA CJIVIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHKAMH YV KHIBCBKIM OBJIACTI

npocnexT Banepis JlobaHoscbkoro, 51, m. Kuis, 03110, Ten/(axe: (044) 2753030
E-mail: dls ko@dls.gov.ua, Kon €IPIIOY 37078774

BUCHOBOK
npo AKICTHL BBE3eHOro B YKpainy Jikapcbkoro 3acoly

27.03.2020 Ne 14158/20/10

JENO-IIPOBEPA®

(nafiMenyBanus nikapcekoro 3acoby 3rigHo 3 peecTpauiitiuM mocBiguennam)
cycnensis A in’exuiit, 150 mr/mu, o 3,3 Ma y duraxoni; no 1 ¢raxony B KapToumii
KopoOui

(hopma Bumycky, 103yBaHHS, BU NAKYBAHHS JKAPCLKOTO 3acoby)

Homep peectpauiitioro nocsinuenns UA/0499/01/01 crpox gii peectpaniiiroro nocsimuenns 18.12.2023

Cepisn nikapcbkoro sacoty Ne DE8005 Kinexicts BBE3eHOro nikapcskoro sacoby 112
Bupo6Hux [daiizep Menrodexuypunr bensris HB, Benbris
(HaitMeHyRaHHA BUPOOHMKA TiKAPCRKOTO 3aco0y, kpalHa [OXO/IKEHHS)
Breseno B Vipaiuy CriisibHe yKpaiHChKo0-eCTOHCHKE HIPHEMETRO y $opmi ToBapucrea
3 00MEIKeH010 BIANOBINAIbHICTIO "Onrima-®apm, JIT", izent. kon:
21642228

(uafimenyBanns ta kox 3a CJIPTIQY OpHANYHOT ocobu abo npizsuue, iM's, 110 GaTeKoBi hiznyHoOI
0cobu - nignpuemus, 1i Micue npoxuBaHHs Ta peecTpauiinnii Homep 061iK0BOT KapPTKH NIaTHHKA
noAarkis abo cepis Ta HoMep macnopTa)

Ilporokon Bisyaneuoro konrposmo sin 18.03.2020 N= 0860/3.

3a  pesynbTaTaMH  JIepKaBHOTO  KOHTPOIIO BCTAHOBNEHO, WO JiKapchKuit 3aci6 BBeseno B Vkpainy 3
AOTPHMAHHAM BUMOTr 32aKOHO/IABCTBA WO/O 3a6€3MEYCHH SKOCTI JKapchKHX 3acoliB.

3acTYMHUK HAaYaubHHKa BiITLTY
HepxaBHol ciry:x6w 3 TikapchKux 3aco6is

, o e 3ybapepa H.B.
Ta KOHTPOIIO amu y KuiBcbkii
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