HopaTtok

po Haka3y MiHictepcTBa OXOpOHU
3popoB’s YkpaiHu «[po ekcTpeHy
AepxaBHy peecTpauilo nikapcbKux
3aco6iB, MegM4YHUX iIMyHOBionoriyHmx
npenapariB, npenapariB KpoBi, LWo
BMpoGnAtoTLCa abo nocTtavyaroThCs B
YkpaiHy npoTsarom nepioay Aii BOEHHOro
CTaHy, nia 3060B’A3aHHA»

Big 26 ciuHa 2023 poky Ne 156

NEPENIK
3APEECTPOBAHUX 3A MPOLIEAYPOIO EKCTPEHOI AEPXXABHOI PEECTPALII NIKAPCbKNX 3ACOBIB, MEAUYHUX
IMYHOBIONOIN4YHUX NMPEMAPATIB, MPEMAPATIB KPOBI, AKI BHOCATbCA A0 OEP>KABHOIO PEECTPY

NIKAPCbKUX 3ACOBIB YKPAIHU

Ne Ha3sea nikapcbko20 3acoby ®Popma sunycky 3asieHUK Kpaina Bupo6Huk KpaiHa Peecmpaui Ymosu Peknam Homep
n/ (nikapcbka ¢popma, 3asi8HUKa eupo6HuUKa UHa eidnycky | yeaHHs1 | peecmpauiliHo20
n ynakoeka) npouyedypa noceid4yeHHs
1. FPACYCTEK PO34MH Anst iH'ekuin 6 Mry MicTtpan AHrnia KOHTPOSb cepii: ABcTpisi/ peecTpauis 3a He UA/19888/01/01
nonepegHLo Kenitan Benalla63 'M6X, ABCTpisi; IHgis/ Ha 1 pik peuenmom | nionsieae
HamnoBHEHOMY LINpuLi y MeHepxmeH KOHTPOMb Cepii: HimeyunHa
KapTOHHiI kopobui T Nimiteq JlabopaTopis MikpobionoriyHmx
pocnimkeHb GmbH, ABcTpis;
BMPOBHMLTBO roTOBOI NiKapCbKOi
dopmu, NepBUHHA Ta BTOPUHHA
yrnakoBKa, KOHTPOb cepil:
KOCB lMpawserT JlimiTen, IHais; Bunyck
cepi:
lOT1a ®apma 'm6X, HimevynHa
2. | KAPBOMNATUH AnsA KOHLEHTPpaT Ans PO34nHY M. BIOTEK Benuka Tep[o3 ®apma lNpawsiT Nimitea IHAisa peecTpauis 3a He UA/19889/01/01
IH'EKLIN BD 150 MI/15 MIT Ans iHgysini no 10 mr/mn, NIMITEQ Bputanis Ha 1 pik peuenmom | nionsizae
KAPBOTEP 150 no 15 mn (150 mr/15 mn) y
CARBOPLATIN INJECTION 6araTogo30BoMy ¢riakoHi,
BP 150 MG/15 ML no 1 6aratogo3oBomy
CARBOTHER®150 hbnakoHy B KApTOHHIN
Kopobui
3. KAPBOMJATUH On4d KOHUEHTPAT 4118 PO34YNHY M. BIOTEK Benwuka Tep[o3 ®apwma Mpansit Jimiteq IHaia peecTpauis 3a He UA/19889/01/02
IH'EKLIN B®D 450 MI/45 MI ans iHdysin no 10 mr/mn, JIMITEQ BpuTaHis Ha 1 pik peuenmom | nidnsezae
KAPBOTEP 450 no 45 mn (450 mr/45 mn) y
CARBOPLATIN INJECTION 6araTogo30BoMy ¢riakoHi,
BP 450 MG/45 ML no 1 6aratogo3oBoOMy
CARBOTHER® 450 hnakoHy B KAPTOHHIN
Kopobui
4, TEMO305nomig TBepai kancynu no 250 mr, Akkopg IcnaHis BignosiganbHuii 3a BUNYCK cepii: Higepnangwn peecTpauis 3a He UA/19890/01/03
AKKOPO/TEMOZOLOMIDE no 1 kancyniy cawe, no 5 Xenckea Akkopp Xenckea b.B., Hinepnangw; / Ha 1 pik peuenmom | nidnseae
ACCORD cawle y nayui C.JLY. [opgaTkoBe BTOPMHHE NaKyBaHHS: Benvka
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Akkopg Xenckea Jlimiteq, Benuka
BputaHis;
BignoBiganbHuii 3a BUNYycK cepii:
Akkopg Xenckea MNoncka Cn. 3 0.0.,
MNonbLua;

[opaTkoBe BTOPUHHE NaKyBaHHS:

Akkopa-tOken Jlimiteq, Benvka

BpuTtaHia ;
KoHTponb siKocTi:

Beccninr XaHrepi KdT., YropwumHa;
HopaTtkoBe BTOPWMHHE NaKyBaHHS:
O4J1 Canni Yenn (ITanis) CIA, Itanis;

BupoBHMLTBO Nikapcbkoro 3acooby,
nepBUHHE Ta BTOPUHHE NaKyBaHHS:
IHTac ®apmacetotikanc Jlimitea, IHais;
BupoBHMLTBO Nikapcbkoro 3acooby,
nepBUHHE Ta BTOPUHHE NaKyBaHHS:
IHTac ®apmacetotikanc Jlimitea, IHais;
KOHTpOnb sKOCTi:
Ia6axanicic C.p.n., ITanis;
KoHTponb sKocTi:

Mizom Na6c Nimiten, ManbTa;
[opaTtkoBe BTOPWMHHE NaKyBaHHSA:
CeHTpan ®apma (KoHTpakT lMakiHr)

IimiTen, Benuka BputaHis;
[opaTtkoBe BTOPWMHHE MaKyBaHHS:
CwuHonTus IHgactpian Cn. 3 0.0.,
MNonbLa;

[opaTtkoBe BTOPWMHHE MaKyBaHHS:
CK ®apwma JloricTikc TM6X,
HimevuunHa;

KoHTponb fkocTi:
dapmasanig J1ta. MikpobionoriyHa
nabopatopis, YropLimHa;
KoHTponb fkocTi:
dPapmagokc Xenckea Jlta., ManbsTta

BpwuTaHis/
Monbwa/
YropwuHa/
ITanis/
Ingis/
ManbTa/
HimeyumHa

peecTpauis

3a

UA/19890/01/01

TEMO30Ji0MIA
AKKOPO/TEMOZOLOMIDE

ACCORD

TBepAi kancynu no 20 wmr,
no 1 kancyniy cawe, no 5
cawle y nayui

Akkopg
Xenckea
C.JLY.

Icnanis

BignosiganbHuii 3a BUNYCK cepii:
Akkopp Xenckea b.B., Higepnanaw;
[opaTkoBe BTOPUHHE NaKyBaHHS:
Akkoppg Xenckea Jlimiteq, Benuka
BputaHis;
BignosiganeHun 3a BUNyck cepii:
Akkopg Xenckea MNoncka Cn. 3 0.0.,
MNonbLua;

[opaTkoBe BTOPUHHE NMaKyBaHHS:
Axkopa-tOkew NimiTen, Benuka
BpuTaHis ;

KoHTponb sKocTi:

BeccniHr XaHrepi K¢T., YropwuHa;

Higepnangun
/

Benvka
BpuTanis/
Monbwa/

YropwuHa/
ITanis/
Inpis/

ManbTa/

Himeuunna

Ha 1 pik

peuerimom
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ynakoeka)

[opaTkoBe BTOPUHHE NaKyBaHHS:
O4J1 Canni Yewn (ITanis) CIMA, Itanis;
BnpobHuuTBO Nikapcbkoro 3acoby,
nepBYHHE Ta BTOPUHHE NaKyBaHHS:
IHTac ®apmacbtotikanc Jlimitea, IHais;
Bupo6HMUTBO nikapcbkoro 3acoby,
nepBYHHE Ta BTOPUHHE NaKyBaHHS:
IHTac ®apmacbtotikanc Jlimitea, IHais;
KoHTponb siKocTi:
Jlabananicic C.p.n., ITanis;
KOHTpOsb sKOCTI:

Mizom Nabc Jliviteq, ManbTa;
[opaTkoBe BTOPMHHE NaKyBaHHS:
CeHTpan ®apma (KoHTpakT lMakiHr)

JlimiTen, Benuka Bputanis;
[opaTkoBe BTOPMHHE NaKyBaHHS:
CwuHonTtus IHgactpian Cn. 3 0.0.,
MNonbua;

[opaTkoBe BTOPMHHE NaKyBaHHS:
CK dapwma JoricTikc TM6X,
HimeuuunHa;

KOHTpOnb sKoCTi:
dapmaeanig J1ta. MikpobionoriyHa
nabopatopisi, YropLuHa;
KoHTponb fkocTi:
Papmagokc Xenckea J11a., ManbTta

peecTpauis

3a

He

UA/19890/01/02

TEMO30nomMia
AKKOPO/TEMOZOLOMIDE
ACCORD

TBepai kancynu no 100 wmr,
no 1 kancyniy cawe, no 5
cawe y nauui

Akkoppg,
Xenckea
C.JLYy.

Icnanis

BignoBiganbHuii 3a BUNyck cepii:
Akkopa Xenckea b.B., Higepnanaw;
[opaTtkoBe BTOPWMHHE MaKyBaHHS:
Axkopp Xenckea lNimitea, Benuka
BputaHis;
BignosiganbHuii 3a BUNYyCK cepii:
Axkopp, Xenckea lMoncka Cn. 3 0.0.,
MNonbLa;

[opaTtkoBe BTOPWMHHE MaKyBaHHS:
Akkopa-tOken Jlimiten, Benvka
BpuTaHis ;

KoHTponb koCTi:

BeccniHr Xanrepi KdT., YropLumHa;
HopaTtkoBe BTOPMHHE MaKyBaHHS:
04N Canni YenH (ITanis) CMNA, Itanis;
BupobHMLTBO nikapcbkoro 3acooby,
NnepBUHHE Ta BTOPUHHE MaKyBaHHS:
IHTac ®apmacebtotikanc Jlimitea, 1HAis;

BupobHMLTBO nikapcbkoro 3acooby,
nepBUHHE Ta BTOPUHHE MaKyBaHHS:
IHTac ®apmacebtotikanc Jlimited, 1HAis;

KoHTponb sKocTi:

Hinepnangn
/

Benuka
Bpuranis/
Monbwa/

YropuuHa/
ITanis/
Inpis/

ManbTa/

Himeyunna

Jlabananicic C.p.n., ITanis;

Ha 1 pik

peuerimom

nidnsieae




Bupo6Huk

Kpaina

Peecmpaui

[IponoBxeHHs nonarka
Ymoeu Peknam Homep

Ne Ha3sea nikapcbko20 3acoby ®dopma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

KOHTpOnb sKOCTi:

eupobHUKa

UHa
npouyedypa

eidnycky | yeaHHs1 | peecmpauiliHo20
noceid4yeHHs

Misom Nabe Nimitea, ManbTa;
HopaTtkoBe BTOPMHHE MaKyBaHHS:
CeHTpan ®apma (KoHTpakT lMakiHr)
JimiTen, Benvka BputaHis;
HopaTtkoBe BTOPWMHHE MaKyBaHHS:
CwuHonTtus IHgacTtpian Cn. 3 0.0.,
MNonbLa;

HopaTtkoBe BTOPMHHE NaKyBaHHS:
CK ®dapwma JloricTikc TM6X,
HimeuumHa;

KoHTponb sKocTi:
dapmaeanig J1ta. MikpobionoriyHa
nabopatopisi, YropLuHa;
KoHTponb sKocTi:
dPapmagokc Xenckea J11a., ManbTta

HavanbHuk
dapManeBTHYHOIO YIIPABJIIHHA

IBan 3A/IBOPHUX




