NMEPENIK

NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0

PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALINHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI

KOMMNETEHTHAM OPFAHOM EBPOMENCbLKOIO COO3Y

KOMMOETEHTHUMMW OPTAHAMW CMONMYYEHUX LUTATIB AMEPUKWN, BEJIMKOI BPUTAHII, LUBEULAPCBHKOI KOH®EAEPALIII,
ANOHII, ABCTPA/NII, KAHAAW, NMIKAPCbKUX 3ACOBIB, L0 3A LLEHTPA/TISOBAHOIO NMPOLEAYPOK 3APEECTPOBAHI

Ne Hassa MixHapoo Ha3ssa Koo dopma sunycky 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa YmoBu Howmep
n/n JliKapcbK0o20 Ha ditoyoi ATX (nikapcbka ¢hopma, npoyedypa Bionycky peecmpayjitiHo2o
3acoby HerameH | pe4yoBUHU yrnakosKa) MocBi0OYEeHHs
mosaHa
Hassa*
1. HIHNAPO® ixazomib ikcazomi6 LO1X Kancynu Teepai no 2,3 Takepa [Janis BMpO6HUUTBO 13, | HimeuunHa/ | 3MmiHu | TURY - 3MiHK 3a UA/20483/01/01
(y Burnsagj GO03 Mr; no 3 Kkancynu y dapma A/C nepeBuHHe Benuka ofao peyernmom
ikcasomiby 6niCTepHil cTpivyj; no nakyBaHHs, BputaHis/ 6e3nekn/echeKTUBHO
uuTpary) 1 6nicTepHili cTpiyLi B BTOPVHHE IpnaHgis/ CTiTa
ynakoBLi-dyTNspi, No nakyBaHHs Ta CLWA thapmakoHarnsgy
1 ynakoBUi-pyTnspy B MapKyBaHHS, (iHWi 3miHn) (B. (X)
KapTOHHIli Kopoobui KOHTPO/b AKOCTI IA) (3rigHO Hakazy
cepit, MO3 Big 17.11.2016
BMNPOOGYBaHHS Ne 1245): 3miHn
cTabinbHoCTI, BHECEHO Y TEeKCT
BUMYCK Cepii: MapKyBaHHs

Takepa Ipnangis

Nimitea, lpnangis;
BMPO6HULTBO N13:

Xaynt ®apma
Amaper M'm6X,
HimeuumnHa,;
nepBrHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs Ta
MapKyBaHHs:
AHAepcoHBpekoH
(FOkelid) NimiTes,

Benuka bputaHis;

BTOPUHHE
nakyBaHHA Ta
MapKyBaHHs:

AHAepcoHBpeKkoH

(FOkelid) NimiTes,

Benwvka BputaHis;

KOHTPO/b SIKOCTI
cepii,

BTOPUHHOI Ta
npomixkHoi (n. 17.
IHLWE) ynakoBku

nikapcbKoro 3acoby.
BBefeHHs 3miH
npoTArom 6-tn

MicsauiB nicns

3aTBEPLKEHHS.




Takepa Ipnangis
Nimitea, lpnaHgis;
BMPOGHMLTBO M13:

XaynTt ®apma
Awmaper M'm6X,
HimeuyumnHa;
nepeuHHe
nakyBaHHs,
BTOPVHHE
nakyBaHHs Ta
MapKyBaHHS:

AHpepcoHBpekoH

(FOkelid) NimiTes,
Benuka BputaHis;

BTOPWHHE
nakyBaHHs Ta

BTOPUHHOI Ta
npomixkHoi (n. 17.
IHLWE) ynakoBku

NiKapcbKoro 3acooby.
BBefeHHs 3miH

NpPOTAroMm 6-Tn

MicsauiB nicns

3aTBEPLKEHHS.

Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina Ymosu Homep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka chopma, npoyedypa Bionycky peecmpayjitiHo2o
3acoby HenameH | pe4yosUHU ynakoska) nocsioyeHHs1
mosaHa
Hassa*
BMNPOGYBaHHSA
CTabiNbHOCTI:
€pocpiHc
Biodapma
MpogakT TecTiHr
Ipnangisa Nimiteg,
Ipnangis;
BMNPOOGYBaHHSA
cTabifbHOCTI:
€spocpiHc
NaHkacTep
Nab6opaTtopis, IHK.,
CLA
2. HIHNAPO® ixazomib ikcazomi6 LO1X Kancynu Teepai no 3 Takepa [anis BMpo6HULTBO 13, | HimeuunHa/ | 3MmiHu | TMNy - 3MiHK 3a UA/20483/01/02
(y Burnagj GO03 Mr; no 3 kancynu y dapma A/IC nepeuHHe Benuka ofno peyenmom
ikcazomiby 6niCTepHil cTpiylj; no nakyBaHHs1, BpuTaHis/ 6e3nekun/edekTNBHO
uuTpary) 1 6nicTepHili cTpivLi B BTOPVHHE Ipnangis/ CTiTa
ynakoBLi-doyTAspi, no nakyBaHHs Ta CLWA thapmakoHarnsgy
1 ynakoBui-cpyTnspy B MapKyBaHHs1, (iHwi 3minHK) (B. (X)
KapTOHHI Kopo6Lyi KOHTPO/b AKOCTI 1A) (3rigHO Haka3zy
cepii, MO3 Big 17.11.2016
BMNpPOGYBaHHSA Ne 1245): 3miHn
CTabinbHOCTI, BHECEHO Y TEKCT
BWMNYCK cepil: MapKyBaHHSA




Ne
n/n

Hassa
JliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2o
nocsi0YeHHs

MapKyBaHHS:
AHpepcoHbpekoH
(HOkeit) NimiTes,
Benwuka bBputaHis;
KOHTPO/b AKOCTI
cepii,
BUNPOGYBaHHSA
CTabiNbHOCTI:
€BpodoiHC
Bio®apma
MpogakT TecTiHr
IpnaHgis Nimitepn,
IpnaHgis;
BMNPOGYBaHHSA
CTabiNbHOCTI:
€BpodoiHC
NaHkacTep
Na6opartopis, IHK.,
CLIA

HIHNAPO®

ixazomib

ikcazomi6
(y Burnsgi
ikcasomiby
unTpary)

LO1X
GO03

Kancynwu Teepai no 4
Mr; M0 3 Kancynuy
6nicTepHil cTpivyj; no
1 6nicTepHiii cTpiyui B
ynakoBLi-dyTNspi, No
1 ynakoBui-cpyTnspy B
KapTOHHI Kopo6Lyi

Takega
dapma A/IC

[Janis

BMPO6HMLTBO 13,
nepBuHHe
nakyBaHHs,
BTOPWHHE
nakyBaHHS Ta
MapKyBaHHs1,
KOHTPO/b SIKOCTI
cepii,
BMNPOGYBaHHS
cTabinbHOCTI,
BWNYCK cepil:
Takepa Ipnangis
Nimitea, lpnangis;
BMPO6HULTBO N13:
Xaynt ®apma
Awmaper M'm6X,
HimeuumnHa,;
nepBuHHe
nakyBaHHs,
BTOPWHHE
nakyBaHHs Ta

Himeuunna/
Benvka
BpuTanis/
Ipnangis/
CLWA

3MiHY | TNy - 3MiHn

woao

6e3nekn/echeKTUBHO

cTi Ta
chapmakoHarnsgy
(iHwi 3miHKn) (B. (X)
IA) (3rigHO Hakazy

MO3 Big 17.11.2016

Ne 1245): 3miHn
BHECEHO Yy TEeKCT
MapKyBaHHs
BTOPUHHOT Ta
npomixkHoi (n. 17.
IHLWE) ynakoBku

nikapcbKoro 3acoby.

BBeneHHs 3MiH
NpoTArom 6-Tn
MicauiB nicns

3aTBEPKEHHS.

3a
peyerimom

UA/20483/01/03




Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina Ymosu Homep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka chopma, npoyedypa Bionycky peecmpayjitiHo2o
3acoby HenameH | pe4osUHU ynakoska) nocsioyeHHs1
mosaHa
Hassa*
MapKyBaHHA:
AHpepcoHbpekoH

(HOkeit) NimiTes,
Benwuka bBputaHis;
BTOPVHHE
nakyBaHHs Ta
MapKyBaHHS:
AHfepcoHbpekoH
(HOkeld) NimiTes,
Benwuka bputaHis;
KOHTPONb SKOCTI
cepii,
BMNPOGYBaHHSA
cTabifibHOCTI:
€BpoduiHC
Bio®apma
MpopakT TecTiHr
IpnaHgis Nimiten,
IpnaHgis;
BMNpPOGYBaHHSA
CTabiNbHOCTI:
€BpodpiHc
NaHkacTtep
Na6opaTtopis, IHk.,
CLA




