MEPENIK
NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0
PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI
KOMMNETEHTHAMUN OPITAHAMW_CMONYYEHUX LUTATIB AMEPUKW, LUBENLAPCbBKOI KOH®ELEPALLT, ANOHII, ABCTPANII,
KAHAAN, NIKAPCbKUX 3ACOBIB, WO 3A LEHTPA/TISOBAHOIO NMPOLUEAYPOIO 3APEECTPOBAHI KOMMNETEHTHAM OPIrAHOM
EBPOMNENCBLKOIrO COK3Y

Ne Hassa dopma sunycky 3assHukK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsioyeHHs1
1. EHBAPCYC TabneTky NPosIOHroBaHoI K'esi AscTpis BTOPVHHE NaKyBaHHS, AscTpisi/ B.ll.b.3, type IA - Change in the 3a UA/16205/01/01
4ii, no 0,75 wr, no 10 dapmac'toTikens MapKyBaHHS: ITanis/ manufacturing process of the peuyenmom
TabneTtok y 6nictepi, no 3 M6X I.J1. dapma N'M6X, ABCTpIS; HimeyuunHa/ finished product, including an
6nicTepy pa3om i3 BUMNYCK cepil: YropuuHa intermediate used in the
BOJIOTOMNOI/IMHAYEM Y NakeTi K'esi ®apmac'toTikens M6X, manufacture of the finished
3 aJItoMiHieBOT chonbru 3 ABCTpISi; product
MapKyBaHHAM iHO3eMHOI0 BTOPVHHE NaKyBaHHS, a) Minor change in the
MOBOHO; M0 1, 2 abo 3 MapKyBaHHs1, BUNYCK cepil: manufacturing process
nakeTu y KapTOHHIli KOpoo6Li K'esi ®apmaueytuyi C.n.A., - Minor change in the
3 MapKyBaHHSAM iHO3EMHOIO ITanis; manufacturing process of the
MOBOH) 3i CTikepom KOHTPO/b SIKOCTI: finished product to introduce the
YKPaiHCbKOK MOBOHO HysicaH 'M6X, HimeuunHa; premix (Macrogol 6000,
KOHTPO/b AKOCTi BUXiAHOT Poloxamer, Tartaric Acid) into
CMPOBUHM Ta BUPOBHMLTBO, the melting tank in two steps
KOHTPO/b AAKOCTI, BUMYCK rather than one.
cepii nikapcbKoro 3acooby: B.ll.b.4, type IB - Change in the
PotTeHgopd ®apma MvbX, batch size (including batch size
HimeuuunHa; ranges) of the finished product
NepBUHHE NakyBaHHS, a) Up to 10-fold compared to the
BTOPVHHE NaKyBaHHS, originally approved batch size
MapKyBaHHS: - To increase the amount of
PoTTeHgopd ®apma MrméxX, granule product (Tacrolimus)
HimeuumnHa; from the current batch size to a
BTOPWHHE NakKyBaHHS, new theoretical total of 35.03 kg
MapKyBaHHs: (scale 125 %)
TOB «®apma lMak XyHrapi», B.ll.b.4, type IB - Change in the
YropwumHa batch size (including batch size
ranges) of the finished product
a) Up to 10-fold compared to the
originally approved batch size
- To increase the amount of
granule product (Placebo) from
the current batch size to a new
theoretical total of 35.03 kg
(scale 125 %)
B.Il.b.3, type IB - Change in the
manufacturing process of the
finished product, including an
intermediate used in the
manufacture of the finished
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product
z) Change in the holding time of
an intermediate
- Change in the holding time of
the granules intermediate
(Verum and Placebo) from 30 to
60 days, at a temperature
of 2-8 °C before mixing.
B.ll.b.3, type IA - Change in the
manufacturing process of the
finished product, including an
intermediate used in the
manufacture of the finished
product
a) Minor change in the
manufacturing process
- Minor change in the
manufacturing process of the
finished product to discharge the
granules by vacuum feeder
instead of by gravity.

EHBAPCYC

Tab/1eTk NPOIOHroBaHoI
4ii, no 1 mr, no 10 TabneTok
y 6nicTtepi, no 3 6nictepu
pa3oM i3 BOsIOronoriMHayem
y nakeTi 3 aNtoMiHieBOT
dhoNbry 3 MapKyBaHHAM
iHO3eMHOI0 MoBOHO; Mo 1, 2
ab60 3 nakeTu y KapTOHHIl
KOpOO6Li 3 MapKyBaHHSAM
{HO3€MHOI0 MOBOIO 3i
CTiKEPOM YKpaiHCbKO
MOBOI

K'esi
dapmac'ioTikens
6X

ABCTpIs

BTOPWHHE MakyBaHHSi,
MapKyBaHHs:

.. ®apma N'M6X, ABCTpIS;

BUNYCK cepil:

K'esi dapmac'toTikens M6X,

ABCTpiS;
BTOPUHHE NaKyBaHHs,

MapKyBaHHs1, BUNYCK cepil:
K'esi dapmaueytuui C.n.A.,

ITanis;
KOHTPO/b SKOCTI:

HysicaH TM6X, HimeuunHa;
KOHTPO/b AIKOCTi BUXiAHOT
CUPOBVHM Ta BUPOBHNLTBO,
KOHTPO/b SKOCTi, BUMYCK
cepii nikapcbKoro 3acoby:
PotTeHgopd Papma MvbX,

HimeuuunHa;
NepBUHHE MakKyBaHHS,
BTOPUHHE NakyBaHHs,

MapKyBaHHS:

PotTengopd ®apma MmbX,

HimeuunHa;
BTOPVHHE NaKyBaHHS,
MapKyBaHHs:

TOB «®apma Mak XyHrapi»,

YroplmHa

ABcTpis/
ITanis/
HimeuuunHa/
YropLmHa

B.Il.b.3, type IA - Change in the
manufacturing process of the
finished product, including an

intermediate used in the

manufacture of the finished
product
a) Minor change in the
manufacturing process
- Minor change in the
manufacturing process of the
finished product to introduce the

premix (Macrogol 6000,
Poloxamer, Tartaric Acid) into
the melting tank in two steps

rather than one.

B.ll.b.4, type IB - Change in the

batch size (including batch size

ranges) of the finished product

a) Up to 10-fold compared to the
originally approved batch size
- To increase the amount of
granule product (Tacrolimus)

from the current batch size to a

new theoretical total of 35.03 kg

(scale 125 %)

B.ll.b.4, type IB - Change in the

batch size (including batch size

ranges) of the finished product

a) Up to 10-fold compared to the

3a
peyenmom

UA/16205/01/02




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

originally approved batch size
- To increase the amount of
granule product (Placebo) from
the current batch size to a new
theoretical total of 35.03 kg
(scale 125 %)

B.ll.b.3, type IB - Change in the
manufacturing process of the
finished product, including an

intermediate used in the
manufacture of the finished
product

z) Change in the holding time of

an intermediate

- Change in the holding time of

the granules intermediate

(Verum and Placebo) from 30 to

60 days, at a temperature
of 2-8 °C before mixing.

B.I.b.3, type IA - Change in the
manufacturing process of the
finished product, including an

intermediate used in the
manufacture of the finished
product
a) Minor change in the
manufacturing process
- Minor change in the
manufacturing process of the
finished product to discharge the
granules by vacuum feeder
instead of by gravity.

EHBAPCYC

TabneTKky NPOJSIOHrOBaHOI
aii, no 4 mr, no 10 TabneTok
y 6nictepi, no 3 6nictepu
pasom i3 BONOronorinHavyem
y NakeTi 3 a/IloMiHieBOT
¢hoNbr 3 MapKkyBaHHAM
iHO3eMHO MOBOIO; M0 1, 2
abo 3 nakeTn y KapTOHHIl
KOpOO6Li 3 MapKyBaHHAM
iHO3EMHOI0 MOBOIO 3i
CTIKEPOM YKpaTHCbKO
MOBOIO

K'esi
dapmac'tioTikens
M6X

ABCTpIs

BTOPUHHE NakyBaHHs,
MapKyBaHHs:

.. ®apma MM6X, ABCTpIS;
BWMNYCK Cepil:

K'esi dapmac'toTikens M'vo6X,
ABCTpISi;
BTOPUHHE NakyBaHHs,
MapKyBaHHSs, BUNYCK cepil:
K'esi dapmaueytuui C.n.A.,
ITanis;

KOHTPO/b AKOCTI:
HysicaH MM6X, HimeuunHa;
KOHTPO/b AKOCTi BUXIiAHOT
CUPOBVHM Ta BUPOBHNLTBO,
KOHTPO/1b AKOCTi, BUMYCK
cepii nikapcbkoro 3acoby:
PotTeHgopd ®apma MvbX,
HimeuumnHa,

AscTpisi/
ITania/
Himeuunna/
YropmHa

B.ll.b.3, type IA - Change in the
manufacturing process of the
finished product, including an

intermediate used in the

manufacture of the finished
product
a) Minor change in the
manufacturing process
- Minor change in the
manufacturing process of the
finished product to introduce the

premix (Macrogol 6000,
Poloxamer, Tartaric Acid) into
the melting tank in two steps

rather than one.

B.ll.b.4, type IB - Change in the

batch size (including batch size

ranges) of the finished product

3a
peyerimom

UA/16205/01/03




Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs

nepBUHHE NaKyBaHHS,
BTOPVHHE MaKyBaHHS,
MapKyBaHHs:
PoTtTengopd ®apma MrmbX,
HimeuumnHa,;
BTOPUHHE NakyBaHHS,
MapKyBaHHS:
TOB «®apma Mak XyHrapi»,
YropumHa

a) Up to 10-fold compared to the
originally approved batch size
- To increase the amount of
granule product (Tacrolimus)
from the current batch size to a
new theoretical total of 35.03 kg
(scale 125 %)

B.ll.b.4, type IB - Change in the
batch size (including batch size
ranges) of the finished product
a) Up to 10-fold compared to the
originally approved batch size
- To increase the amount of
granule product (Placebo) from
the current batch size to a new
theoretical total of 35.03 kg
(scale 125 %)

B.ll.b.3, type IB - Change in the
manufacturing process of the
finished product, including an
intermediate used in the
manufacture of the finished
product
z) Change in the holding time of
an intermediate
- Change in the holding time of
the granules intermediate
(Verum and Placebo) from 30 to
60 days, at a temperature
of 2-8 °C before mixing.
B.ll.b.3, type IA - Change in the
manufacturing process of the
finished product, including an
intermediate used in the
manufacture of the finished
product
a) Minor change in the
manufacturing process
- Minor change in the
manufacturing process of the
finished product to discharge the
granules by vacuum feeder
instead of by gravity.




