NMEPENIK

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

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

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

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

EBPOMNENCBLKOIrO COK3Y

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

BMPOGHMLITBO, yrNakoBka Ta
KOHTPO/1b AKOCTI Karncyn in
bulk (Hepo3tacosaHoi
npoaykuii nikapcbkoro
3acoby):
KataneHT HimeyunHa
E6epbax MM6X, HimeuunHa
nepsuHHe (bnictepn) Ta
BTOPUHHE NakyBaHHS
(kopo6KM), MapKyBaHHS
(NepBWMHHOrO Ta BTOPUHHOIO
nakyBaHHs) Ta KOHTPO/1b
SIKOCTi NikapCbKoro 3acooby:
BepiHrep IHrenbxainv ®apma
m6X i Ko. KI', HimeyunHa
anbTepHaTMBHa
nab6opartopis gns
NPOBeAEHHS KOHTPOSIO
AKOCTI (38 BUK/TIOYEHHAM
MiKpO6iON0riYHOT YNCTOTN):
A eHp Em WUTABTECT
Nab6op dyp AHaNITUK YHA,
CrabinitarcnpydyHr MméX,
HimeuunHa
anbTepHaTMBHI Tlabopartopii
[N NPOBEAEHHSA KOHTPOSIO
AKOCTi 3a NOKa3HUKOM
Mikpo6ionoriyHa ymcroTa:
CIrC IHcTuTyT ®peseHiyc
MmM6X, HimeyunHa
Jla6op /IC CE eHg Ko. KT,

located Wegenerstr. 13,
89231 Neu-Ulm, Germany,
as a site responsible for
quality control testing of the
finish product.

A.7., 1A - Administrative
change — Deletion of
manufacturing sites — To
delete PharmLog Pharma
Logistik GmbH, located
Siemensstra?e 1, 59199
Bonen, Germany, as a site
responsible for secondary
packaging of the finish
product.

A.7., 1A - Administrative
change — Deletion of
manufacturing sites — To
delete Stegemann
Lohnverpackung &
Logistischer Servise e.K.,
located Up'n Nien Esch 14,
48268 Greven, Germany,
as a site responsible for
secondary packaging of
the finish product.
B.l.b.2.a., IA - Change in
test procedure for AS or
starting
material/reagent/intermedia
te - Minor changes to an

Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, BionyckKy peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs
1 BAPFATE®® | kancyiv m ski no BepiHrep HimeyunHa BMPOOGHMUK, Lo BiAMNOBIAaE 3a HimeuunHa A.7., 1A - Administrative 3a UA/16651/01/01
100 wr; no 10 IHrenbxaim BUNYCK cepil: change — Deletion of peyenmom
Kancyn mM'skux B IHTepHeLWwHA BepiHrep IHrenbxanm ®apma manufacturing sites — To
antoMiHiEBOMY r6X 'm6X i Ko. KI', HimeuunHa delete Nuvisan GmbH,




Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2o
3acoby yrnakoBkKa) nocsioYeHHs
HimeuunHa approved test procedure —

Minor changes to the
analytical procedure
Formaldehyde Residues by
HPLC for the starting
material 1-Methylpiperizine
to allow the use of other
concentrations of this
reagent in the preparation
of the derivatisation
solution.
B.Il.b.3.a., IA - Change in
the manufacturing process
of the finished or
intermediate product -
Minor change in the
manufacturing process -
Minor changes in the
description of the
manufacturing process
document for the finish
product.
B.Il.b.3.a., IA - Change in
the manufacturing process
of the finished or
intermediate product -
Minor change in the
manufacturing process -
Minor changes in the
manufacturing process of
the finish product to modify
the criticality designation of
finished product impurities
and re-classify them as
CQA to improve alignment
with state-of-the-art
expectations since the
initial approval of
Nintedanib capsules, 100
and 150 mg.
B.ll.c.2.a. Change in test
procedure for an excipient -
Minor changes to an
approved test procedure -

Minor changes to the




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma suUnycKy
(nikapcbka ¢hopma,
yrnakoBkKa)

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

analytical procedures for
the Ethanol denatured, a
processing aid used as a
degreasing agent before
imprinting and as ink
diluent to update:

* GC method for
determination (assay) of
ethanol and aceton;

* GC method for limit
testing of methanol;

* Total acid determination.
B.ll.c.2.a. Change in test
procedure for an excipient -
Minor changes to an
approved test procedure -
Minor changes to the
analytical procedure Thin-
layer Chromatography —
Assay of L-alpha-
Phosphatidyl Choline for
processing aid Phosal 53
MCT, a processing aid
used as an anti-sticking
agent.

B.ll.c.2.a. Change in test
procedure for an excipient -
Minor changes to an
approved test procedure -
Minor changes to the
analytical procedure Assay
Glycerol for the excipient
for the Iron Oxide Slurries
(Red and Yellow) with
Glycerol 85 %, pigments
for the colour used in the
capsule shell.

BAPIATE®®

Kancynu m siki no
150 wr; no 10
Kancyn mM'skux B
asntoMiHieBomy
6nictepi, no 6
6nictepiB y
KapTOHHI Kopoo6Li

BepiHrep
IHrenbxavm
IHTepHeLwHN

rveX

HimeuunHa

BMPOGHWMK, LLO BiANOBIAaE 3a
BUMYCK cepii:
BepiHrep IHrensxaiim ®apmva
M6X i Ko. KI, HimeuunHa
BUPOGHULITBO, yNakoBKa Ta
KOHTPO/1b AKOCTI Kancyn in
bulk (Hepo3cacosaHoi

HimeuunHa

A.7., 1A - Administrative
change — Deletion of
manufacturing sites — To
delete Nuvisan GmbH,
located Wegenerstr. 13,
89231 Neu-Ulm, Germany,
as a site responsible for

3a
peyenmom

UA/16651/01/02




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2o
3acoby yrnakoBkKa) nocsioYeHHs
quality control testing of the

npoAyKuiil Nikapcbkoro
3acoby):
KataneHT HimeyunHa
E6epbax MM6X, HimeuunHa
nepsuHHe (6nictepu) Ta
BTOPVHHE NakKyBaHHSA
(kopo6KK), MapKyBaHHS
(NepBMHHOrO Ta BTOPUHHOIO
nakyBaHHs) Ta KOHTPO/1b
SKOCTI JTiKapCbKOro 3acoby:
BepiHrep IHrenbxainm ®apma
M6X i Ko. KI, HimeuunHa
anbTepHaTMBHA
na6opartopisa gns
NPOBeEHHS KOHTPO/IO
SIKOCTi (3@ BMK/IKOYEHHSIM
MiKpOGIiOOriYHOT YNCTOTN):
A eHpg Em WUTABTECT
Nab6op dyp AHaNITUK yHA,
CrabinitarcnpydyHr MméX,
HimeuuunHa
anbTepHaTMBHI nadopartopii
N8 NPOBefeHHA KOHTPOSII0
AKOCTi 3a NOKa3HUKOM
MiKpo6ionoriyHa unicToTa:
CIC IHcTuTyT ®peseHiyc
Mm6X, HimeyunHa
Nab6op N1C CE eHp Ko. KT,
HimeuunHa

finish product.

A.7., IA - Administrative
change — Deletion of
manufacturing sites — To
delete PharmLog Pharma
Logistik GmbH, located
Siemensstra?e 1, 59199
Bonen, Germany, as a site
responsible for secondary
packaging of the finish
product.

A.7., 1A - Administrative
change — Deletion of
manufacturing sites — To
delete Stegemann
Lohnverpackung &
Logistischer Servise e.K.,
located Up'n Nien Esch 14,
48268 Greven, Germany,
as a site responsible for
secondary packaging of
the finish product.
B.l.b.2.a., IA - Change in
test procedure for AS or
starting
material/reagent/intermedia
te - Minor changes to an
approved test procedure —
Minor changes to the
analytical procedure
Formaldehyde Residues by
HPLC for the starting
material 1-Methylpiperizine
to allow the use of other
concentrations of this
reagent in the preparation
of the derivatisation
solution.
B.Il.b.3.a., IA - Change in
the manufacturing process
of the finished or
intermediate product -
Minor change in the

manufacturing process -




Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2o
3acoby yrnakoBkKa) nocsioYeHHs
Minor changes in the

description of the
manufacturing process
document for the finish
product.
B.Il.b.3.a., IA - Change in
the manufacturing process
of the finished or
intermediate product -
Minor change in the
manufacturing process -
Minor changes in the
manufacturing process of
the finish product to modify
the criticality designation of
finished product impurities
and re-classify them as
CQA to improve alignment
with state-of-the-art
expectations since the
initial approval of
Nintedanib capsules, 100
and 150 mg.
B.ll.c.2.a. Change in test
procedure for an excipient -
Minor changes to an
approved test procedure -
Minor changes to the
analytical procedures for
the Ethanol denatured, a
processing aid used as a
degreasing agent before
imprinting and as ink
diluent to update:

* GC method for
determination (assay) of
ethanol and aceton;

* GC method for limit
testing of methanol;

* Total acid determination.
B.ll.c.2.a. Change in test
procedure for an excipient -

Minor changes to an

approved test procedure -




Ne

Hassa

o ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2o
3acoby yrnakoBkKa) nocsioYeHHs

Minor changes to the
analytical procedure Thin-
layer Chromatography —
Assay of L-alpha-
Phosphatidyl Choline for
processing aid Phosal 53
MCT, a processing aid
used as an anti-sticking
agent.

B.ll.c.2.a. Change in test
procedure for an excipient -
Minor changes to an
approved test procedure -
Minor changes to the
analytical procedure Assay
Glycerol for the excipient
for the Iron Oxide Slurries
(Red and Yellow) with
Glycerol 85 %, pigments
for the colour used in the
capsule shell.




