NMEPENIK
NIKAPCbKNX 3ACOBIB, HA 51KI 3SABEPLLEHO EKCNEPTU3Y WLOAO ABTEHTUYHOCTI PE€CTPALI,II7IUHI/IX
MATEPIA/NIB HA NNIKAPCbKUU 3ACIB, AKUA NMOAAETBLCA HA AEP>XXABHY PEECTPALIKO 3 METOIO NOIro

3AKYNIB/I CMNEUIANISOBAHOK OPIrAHISALIEIO

TO/KOK Y 30BHILLHii
KapTOHHI kopobuj; No
2 BHYTPILLUHI KOPOGKM,
KOXHa 3 AKX MICTUTb
2 nonepegHb0
HanoBHEHI LUMPULK.
KoXeH LunpuL, MicTuTb
50 mr (B 1 mn)
eTaHepuenTy;
aBTOIHXeKTOp,
KapTOHHa KOpOOKa, L0
MiCTUTb 1
aBTOIHXEKTOp;
aBTOIHXeEKTOp, No 4
aBTOiHXeKTopa y
30BHILLHIli KAPTOHHIV
Kopo6ui, no 2
BHYTPILLHI KOPOOKMU,
KOXHa 3 SKUX MICTUTb
2 aBTOiHXeKTopa.
KoxxeH aBToiHXeKTop
MicTuTb 50 mr (B 1 mn)
eTaHepuenTy

AKOCTI NPW BUNYCKY
(anbTepHaTUBHWMIA caiT)
[opaTkoBsi doyHKLT ANns

aBTOiIHXeKTopa (BTOPUHHA
ynakoBka, TecT Ha
OYHKLiOHa/TbHICTb Npn
BUMYCKY, TECTYBaHHS
PYHKLOHa/TbHOT
cTabinbHOCTI)); KataneHTt

Beneris CA, benbris
(MonepeaHbO HaNOBHEHI

LUMPWLW Ta aBTOIHXEKTOP
(BMpPOGHMLTBO NonepesHLO
HaMOBHEHMX LLNPULIB,

KOHTPO/b SIKOCTi Nput
BUMYCKY (CTEPU/IBHICTD),
BTOPVHHE NaKyBaHHSA),

nonepeHbO HaNOBHEHWIA
LUMPWL, BUNYCKAETLCA K
camocTilHuii 3aci6, abo
MOXe 6yTu CknagoBoto
YacTVHOI aBTOIHXeKTOpa
[ogaTkoBi oyHKLT gns
aBTOiHXeKTopa (BTOPUHHE
nakyeaHHs)); MarteoH Itanis
C.n.A., Itanis (MonepegHLO
HaMoBHEHI WNPULM Ta
aBTOIHXeKTop (BUPOBHULTBO
nonepeHbL0 HanoOBHEHNX
LUNPULIB, KOHTPOSIb AKOCTI
npu BUNYCKY (CTEPWU/BLHICTD).
nonepegHL0 HanoBHEHWM
LUMPWL, BUMYCKAETLCA AK
camocTiliHuiA 3aci6, abo

Ne Hassa Popma surnycky 3asasHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Pexknamysa Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, npoyedypa Bionycky HHS peecmpayjitiHo2o
3acoby YnakosKa) nocsioYeHHs1
1. BPEH3UCI PO3YMH NS iH'EKLi, CamcyHr Bioenic ABCTpanis BioreH (JaHist) Benbrisi/ peecTpavuia o 3a He nionsizae UA/17978/01/01
BRENZYS® 50 mr, nonepegHbL0 AY NTINTA MeHtodpekuypuHr AnC, ITania/ 31 6epesHs peyenmom
HanoBHEHWIA LWNpUL, [anisa (MonepegHbo Ipnangis/ 2020 poky
no 4 nonepeaHbLo HanoBHEHI WINpULUM Ta cuA/
HaNOBHEHMUX LUNPUUY 3 aBTOIHXeKTOP (KOHTPO/b [Janis




Ne Hassa ®dopma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, npoyeoypa Bionycky HHS peecmpayiliHo2o
3acoby yrnakoBkKa) nocsioYyeHHs

MOXe 6yTu CKNagoBoto
YaCTMHOI aBTOIHXEKTOPA);
MNMA OesenonmeHT IpnaHgis
Nta., Ipnaxgis (MonepefHbO
HamnoBHEHI Wnpuumn Ta
aBTOIHXeKTOP (KOHTPO/b
AKOCTi Npu BMNYycKy (yci
TecTu, BUK/IYaouu
©HA0TOKCUHM Ta
CTepPWSbHICTb), TECTYBaHHSA
cTabinbHocTi (yci TecTtw,
BUK/IOYAK0UN EHAOTOKCUHN
Ta CTepunbHicTb) JoaaTKoBi
yHKLUIT AN5 aBTOIHXeKTopa
(TecTyBaHHS
PYHKLiOHa/TbHOT
cTabinbHocTi)); MNA,
[JesenonmenT, CLLUA
(MonepefHbLO HAaNOBHEHI
LUNPULM Ta aBTOIHXEKTOP
(TecTyBaHHSA cTabinbHOCTI
(kinbkicHe BU3HavyeHHA TNF-
o MeTofOoM HelTpanisauii
NF-kB reporter gene));
dPapmacbtoTici opMeHTI
C.n.A., Itania (NMonepeaHL0
HaMoBHEHI WNPULM Ta
aBTOIHXeKTOp (BTOPVHHE
nakyBaHHs); [loaaTkosi
oyHKLUIT AN51 aBTOIHXEKTopa
(BTOpPVHHE NakyBaHHSA, TecT
Ha (hyHKLiOHa/IbHICTL Npu
BUMYCKY, TECTYBaHHS
PYHKLiOHa/TbHOT
cTabinbHocTi)); Yapnb3
PiBep /labopatopi3 IpnaHais
Nta, Ipnangia (MonepeaHbo
HamnoBHEHI Wnpuumn Ta
aBTOIHXeKTOP (KOHTPO/b
AKOCTi MpY BUNYCKY
(EHAOTOKCHHNM), TECTYBaHHSA
CTabiNIbHOCTi (EHAOTOKCUHMN
Ta CTEPU/ILHICTD))
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