NMEPENIK

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

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

KOMOETEHTHUMW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbKOI KOH®ELEPALLT, ANOHII, ABCTPAII,

KAHAAW, NIKAPCbKUX 3ACOBIB, LLO 3A LEHTPA/TIISOBAHOIO NMPOLUEAYPOKO SAPEECTPOBAHI KOMMNETEHTHAM OPIrAHOM

EBPOMNENCBLKOIrO COK3Y

Ne Hassa Popma sunycky 3asBHUK Kpaina Bupo6HuUK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4eHHs
1 BAPFATE®® | kancynv M siki no BepiHrep HimeuunHa BMPOOGHMUK, Lo BiAMNOBIAaE 3a HimeuwunHa | B.l.a.l.z, type IB - Change in 3a UA/16651/01/01
100 wr; no 10 IHrenbxam BUMYCK cepil: the manufacturer of AS or of |peyenmom
Kancyn mM'skux B IHTepHeLwHN BepiHrep IHrenbxanm ®apma a starting material/reagent/
antoMiHiEBOMY 6X 'm6X i Ko. KI', HimeuunHa intermediate for AS - Other

6nicTepi, no 6 abo
12 6nicTepiB y
KapTOHHiI kopobui

BMPOOHMLITBO, yNakoBka Ta
KOHTPOJ1b AIKOCTI kKancyn in bulk
(Hepo3sdhacosaHoi NpoayKL,i
nikapcbKoro 3acoby):
KataneHT HimeuunHa E6epbax
MmM6X, HimeyunHa
nepsuHHe (bnictepun) Ta
BTOPUHHE NakyBaHHs1 (KOPOOKM),
MapKyBaHHS (MePBMHHOTO Ta
BTOPUHHOIO NakyBaHHS) Ta
KOHTPO/b AKOCTi NikapCbKoro
3acoby:

BepiHrep IHrenbxaim ®apma
'v6X i Ko. K, HimeyunHa
anbTepHaT/BHa nabopartopisi
N8 NPOBefieHHA KOHTPOII0
AKOCTI (3a BUK/TIIOYEHHAM
MiKPOGiOIOriYHOT YMCTOTHK):

A eHp Em WUTABTECT Nlabop
dbyp AHaNITUK yHA,
Cra6initarcnpydyHr Mv6X,
HimeuunHa
anbTepHaTMBHI naboparopii gss
NPOBELEHHS KOHTPOJIHO AKOCTI 3a
NMOKa3HWKOM MiKpobiosoriyHa
yucroTa:

CI'C IHcTuTyT ®peseHiyc FM6X,
HimeyunHa
Nab6op /1IC CE eHg Ko. KT,
HimeuunHa

variation — Addition of
alternate manufacturer KOEI
Chemical Company Limited
for starting material BIBF
1120 Chlorimid.
B.l.a.l.z, type IB - Change in
the manufacturer of AS or of
a starting material/reagent/
intermediate for AS - Other
variation — Addition of
alternate manufacturer
Lianhe Chemical Technology
Co., Limited for starting
material BIBF 1120
Chlorimid.

B.l.a.l.z, type IB - Change in
the manufacturer of AS or of
a starting material/reagent/
intermediate for AS - Other
variation — Addition of
alternate manufacturer
WeylChem ORGANICA
GmbH for starting material
BIBF 1120 Chloracetyl.
B.l.a.l.z, type IB - Change in
the manufacturer of AS or of
a starting material/reagent/
intermediate for AS - Other
variation — Addition of
alternate manufacturer
Lianhe Chemical Technology




6nictepi, no 6
6nictepiB y
KapTOHHI KopoobUi

BMPOGHMLTBO, YNakoBka Ta

KOHTPOJ1b AIKOCTI kKancyn in bulk

(Hepo3dhacoBaHOT NPoOAYKL;i
nikapcbKoro 3aco6y):

KataneHT HimeuunHa E6epbax

Mmo6X, HimeyunHa
nepsuHHe (6nictepu) Ta

BTOPVIHHE NakyBaHHS (Kopobkw),

MapKyBaHHS (MepBUHHOIO Ta
BTOPUHHOIO NakyBaHHSA) Ta
KOHTPO/1b SKOCTI JTiIKapCbKOro
3acoby:

BepiHrep IHrenbxainm ®apma
Mv6X i Ko. K, Himeyunna
anbTepHaTBHa nabopartopis
[N NPOBefEHHA KOHTPOSI0
SIKOCTi (3@ BUK/IIOYEHHSIM
MiKpPOGiOIOriYHOT YMCTOTK):

A enpg Em LUTABTECT Jlabop

dhyp AHaNITUK YHA,
Cra6initarcnpydyHr N'm6X,
HimeuuunHa

anbTepHaTuBHI abopatopii Ans
NPOBELEHHS KOHTPOJIIO AKOCTI 3a

NMOKa3HMKOM MikpobiosioriyHa
yucroTa:

CIC IHcTuTyT ®peseHiyc F'm6X,

HimeuunHa
Na6op /1C CE eHp Ko. KT,
HimeuunHa

variation — Addition of
alternate manufacturer KOEI
Chemical Company Limited
for starting material BIBF
1120 Chlorimid.
B.l.a.l.z, type IB - Change in
the manufacturer of AS or of
a starting material/reagent/
intermediate for AS - Other
variation — Addition of
alternate manufacturer
Lianhe Chemical Technology
Co., Limited for starting
material BIBF 1120
Chlorimid.

B.l.a.l.z, type IB - Change in
the manufacturer of AS or of
a starting material/reagent/
intermediate for AS - Other
variation — Addition of
alternate manufacturer
WeylChem ORGANICA
GmbH for starting material
BIBF 1120 Chloracetyl.
B.l.a.l.z, type IB - Change in
the manufacturer of AS or of
a starting material/reagent/
intermediate for AS - Other
variation — Addition of
alternate manufacturer
Lianhe Chemical Technology
Co., Limited for starting
material BIBF 1120
Chloracetyl.

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1
Co., Limited for starting
material BIBF 1120
Chloracetyl.
2, BAPFATE®® | kancynu M ski no BepiHrep HimeyunHa BMPOGHMUK, LLIO BiAMNOBiAaE 3a HimeuunHa | B.l.a.l.z, type IB - Change in 3a UA/16651/01/02
150 wr; no 10 IHrenbxam BMNYCK cepil: the manufacturer of AS or of |peyenmom
Kancyn m'skunx B IHTEepHeLIHN BepiHrep IHrenbxainm ®apma a starting material/reagent/
asltoMiHiEBOMY r6X M6X i Ko. KI, HimeuunHa intermediate for AS - Other




