NMEPENIK

NIKAPCbKNX 3ACOBIB LLIOJ0 AKUX 3ABEPLLEHO PO3rNAA PEECTPALIAHNX MATEPIANIB NMPO BHECEHHA
3MIH 10 PEECTPALINHUX MATEPIAMIB NMPOTANOM Ali PEECTPALLIAHOIO NOCBIAYEHHA HA NIKAPCbKI
3ACOBW, AKI SAPEECTPOBAHI KOMMNETEHTHUMW OPIFAHAMW CMOMYYEHUX LUTATIB AMEPUKU,
LLBEALLAPCbKOI KOH®EAEPALLI, ANOHIT, ABCTPA/II, KAHAAW, NIKAPCbKNX 3ACOBIB, LLIO 3A

LIEHTPA/II30BAHOIO NPOLEAYPOIO 3APEECTPOBAHI KOMNETEHTHVMM OPFAHOM

EBPOMENCbLKOIro CO3y

B.la.1 (b)- Il -

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, npoyeoypa BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
1. BEPOAU MOPOLLIOK AN1s [LiarHocTuvk piH HimeyunHa BMPOGHUK, L0 BiAMoBigae 3a Himeuunna/ 3MiHM Woao 3a UA/17974/01/01
NPUrOTYBaHHSA PO3YMHY 6X BUNYyCK cepii: JiarHoCTuK ITania/ 6e3nekun/ehekTVBHOCTI Ta peyenmom
Ans iH'ekuii no 25 wr, no 'piH FM6X, HimeuunHa; CnonyyeHi hapmakoHarnsgy (iHwi
25 Mr y ch/1akoHi TEMHOTO KOHTPO/Ib SKOCTi BUXIigHMX LWTatn Amepuku 3MiHn) - (Hakaz MO3 Big
ckna, no 5 pnakoHiB y mMaTepianis; BUPOGHULTBO (CWA) 17.11.2016 Ne 1245) -
KapTOHHIli Kopoobui Hepo3dacoBaHoro OHOBJIEHHSA TEKCTY
NPOAYKTY; KOHTPO/Ib AKOCTI MapKyBaHHS yNakoBKu
Hepo3gacoBaHoro nikapcbkoro 3acoby 3
NPOAYKTY; KOHTPO/Ib AKOCTI BHECEHHAM iHchopmawii
npv BUNYyCKy cepii 3a LLLOA0 3a3HaYeHHs
nokasHukamu OVHULIb BUMIPIOBAHHS B
"CTepunbHICcTL" Ta cuctemi Si. OHOBEHHS
"BakTepianbHi TEKCTY MapKyBaHHS
€HA0TOKCUHU"; KOHTPO/Tb yNakoBKM JliKapCbKoro
AKOCTI NakKyBasIbHUX 3ac06y 3 BHECEHHAM
mMarepianis; NepBnHHe iHchopmawii Lwopao
nakyBaHHs; BTOPUHHE 3a3HayeHHs! OAVHNLb
nakysaHHsA: NMATEOH BMMIPIOBaHHS Y CUCTEMI
ITANIA C.M.A., ITanis; Sl. BHeceHHs 3MiH 4o
KOHTPO/b SIKOCTI po3giny «MapkyBaHHs»
nakyBa/IbHUX MaTepianis; MKA N13: 3aTBepaxeHo:
BTOPMHHE MaKyBaHHA: MAPKYBAHHA
Cikcapn, JIIC (Mpakcic Jopaetbes.
MexigpkiHr CoMoLLHC), 3anponoHoBaHo:
Cnonyueni LUtatn AMepukm MAPKYBAHHSA 3rigHo
(CLWA); KOHTpONb AKOCTI Npu 3aTBEPKEHOr0 TEKCTY
BWMNYCKY Cepii 3a BUHATKOM MapKyBaHHs. BBefeHHs
nokasHukiB "CTepwIbHicTb " 3MiH NpOTArom 6-Tu
Ta "bakTepiasibHi MicauiB nicns
€HAO0TOKCMHN": YMdhopaHa 3aTBepPXEHHS.
Na6op chrop AHanITK yHA,
AybTparcopLuyHr FmM6X i
Ko. KI', HimeyuynHa
EHBAPCYC Tab/1eTKV NPOIOHrOBaHOI K'esi ABCTpis BTOPVHHE NakKyBaHHS, ABcTpisi/ 3MiHu Wwopao akocTi, Tin 11 3a UA/16205/01/01
4ii no 0,75 mr, no 10 dapwmac'ioTikens MapkyBaHHs: I'.J1. ®apma ITanis/

peyenmom



Ne Hassa dopma BUMYCKY 3assHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Homep
n/n NiKapcbKo20 (nikapcbka gpopma, npoyeoypa BionycKy peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
TabneTtok y 6nictepi, no 3 M6X M6X, ABCTpIs; BUNYyCK cepil: HimeuunHa Introduction of a

6nictepu pasom i3
BOJIOrONOrvHa4Yem y
nakeTi 3 a/1IlOMiHIEBOT
onbru; no 1, 2 a6o 3
nakeTn y KapTOHHIl
KOpoo6Li

K'esi dapmac'totikens M6X,
ABCTPIsi; BTOPUHHE
nakyBaHHs1, MapKyBaHHS,
BUMNYCK cepii: K'e3i
dapmaueyTtuyi C.n.A.,
ITanis; KOHTPOsb AKOCTI:
HysicaH TM6X, HimeuuunHa;
KOHTPO/Ib SIKOCTi BUXIAHOT
CMPOBUWHM Ta BUPOBHULITBO,
KOHTPO/b SKOCTi, BUNYCK
cepii Nikapcbkoro 3acoby:
PotTtengopd ®apma MvbX,
HimeuunHa; nepBrHHe
nakyBaHHs1, BTOPUHHE
nakyBaHHs1, MapKyBaHHS:
PotteHzopc ®apma MvbX,
HimeuunHa

manufacturer of the active
substance supported by
an ASMF. B.l.b.1 (c) - IA -
Addition of a new
specification parameter to
the specification with its
corresponding test method
(Ascomycin 19-epimer and
Desmethyl Tacrolimus) in
CCSB Tacrolimus. B.l.b.1
(c) - 1A - Addition of a new
specification parameter to
the specification with its
corresponding test method
(addition of the
specification of Hexane
and Methanol as residual
solvents for Tacrolimus
CCSB with its
corresponding test
method). B.1.b.1 (i) - IB -
Where there is no
monograph in the
European Pharmacopoeia
or the national
pharmacopoeia of a
Member State for the
active substance, a
change in specification
from in-house to a non-
official Pharmacopoeia or
a Pharmacopoeia of a
third country (a change in
specification limit to
comply with the USP
monograph for the
specification "Any
individual unspecified
impurity" in CCBS
Tacrolimus). B.1.b.1 (i) - IB
- Where there is no
monograph in the
European Pharmacopoeia
or the national
pharmacopoeia of a
Member State for the
active substance, a
change in specification




Ne
n/n

Hassa
NiKapcbKo20
3acoby

dopma BUMYCKY
(nikapcbka gpopma,
yrnakoska)

3asBHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina
npoyeoypa

Ymosu
BiOnycKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

from in-house to a non-
official Pharmacopoeia or
a Pharmacopoeia of a
third country (a change in
specification limits to
comply with the USP
monograph for the
specification "Water
content" in CCSB
Tacrolimus). B.1.b.1 (i) - IB
- Where there is no
monograph in the
European Pharmacopoeia
or the national
pharmacopoeia of a
Member State for the
active substance, a
change in specification
from in-house to a non-
official Pharmacopoeia or
a Pharmacopoeia of a
third country (a change in
specification limits to
comply with the USP
monograph for the
specification "Residue on
ignition" in CCSB
Tacrolimus). B.1.b.1 (2) -
IB - Other variation. B.l.d.1
(a) 4 - IB - Extension or
introduction of a retest
period/storage period
supported by real time
data for CCSB Tacrolimus.

EHBAPCYC

TabneTky NPOSIOHrOBaHOI
aii no 1 mr, no 10
TabneTok y 6nictepi, no 3
6nictepu pasom i3
BOJIOrONOrvHa4Yem y
nakeTi 3 a/IlOMiHiEBOT
donbru; no 1, 2 abo 3
nakeTn y KapTOHHil
KopooLi

K'esi
dapmac'toTikens
M6X

AscTpis

BTOPVHHE NaKyBaHHS,
MapkyBaHHs: I'.J1. dapma

M6X, ABCTpIs; BUNYyCK cepil:

K'esi dapmac'totikens M6X,
ABCTpIsl; BTOPUHHE
nakyBaHHs, MapKyBaHHS,
BUNYCK cepii: K'e3i
dapmaueytuui C.n.A.,
ITanis; KOHTPOsb AKOCTI:
HysicaH T'M6X, HimeuunHa;
KOHTPO/Ib SKOCTi BUXIigHOT
CUPOBVHW Ta BUPOBHNLTBO,
KOHTPO/b SKOCTi, BUNYCK
cepil nikapcbKoro 3acoby:
PotteHgopd ®apma N'vbX,

AscTpis/
ITania/
HimeuunHa

3MiHu wopo akocTi, Tvn Il
B.l.a.1 (b)-1l-
Introduction of a
manufacturer of the active
substance supported by
an ASMF. B.l.b.1 (c) - IA -
Addition of a new
specification parameter to
the specification with its
corresponding test method
(Ascomycin 19-epimer and
Desmethyl Tacrolimus) in
CCSB Tacrolimus. B.l.b.1
(c) - IA - Addition of a new
specification parameter to

3a
peyerimom

UA/16205/01/02




Ne Hassa dopma BUMYCKY 3assHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Homep
n/n NiKapcbKo20 (nikapcbka gpopma, npoyeoypa BionycKy peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

HimeuunHa; nepsuHHe
nakyBaHHSs!, BTOPUHHE
nakyBaHHs, MapKyBaHHs:
PotTengopd ®apma MvbX,
HimeuunHa

the specification with its
corresponding test method
(addition of the
specification of Hexane
and Methanol as residual
solvents for Tacrolimus
CCSB with its
corresponding test
method). B.l.b.1 (i) - IB -
Where there is no
monograph in the
European Pharmacopoeia
or the national
pharmacopoeia of a
Member State for the
active substance, a
change in specification
from in-house to a non-
official Pharmacopoeia or
a Pharmacopoeia of a
third country (a change in
specification limit to
comply with the USP
monograph for the
specification "Any
individual unspecified
impurity" in CCBS
Tacrolimus). B.1.b.1 (i) - IB
- Where there is no
monograph in the
European Pharmacopoeia
or the national
pharmacopoeia of a
Member State for the
active substance, a
change in specification
from in-house to a non-
official Pharmacopoeia or
a Pharmacopoeia of a
third country (a change in
specification limits to
comply with the USP
monograph for the
specification "Water
content" in CCSB
Tacrolimus). B.1.b.1 (i) - IB
- Where there is no
monograph in the
European Pharmacopoeia




Ne
n/n

Hassa
NiKapcbKo20
3acoby

dopma BUMYCKY
(nikapcbka gpopma,
yrnakoska)

3asBHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina
npoyeoypa

Ymosu
BiOnycKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

or the national
pharmacopoeia of a
Member State for the
active substance, a
change in specification
from in-house to a non-
official Pharmacopoeia or
a Pharmacopoeia of a
third country (a change in
specification limits to
comply with the USP
monograph for the
specification "Residue on
ignition" in CCSB
Tacrolimus). B.l.b.1 (2) -
IB - Other variation. B.l.d.1
(a) 4 - IB - Extension or
introduction of a retest
period/storage period
supported by real time
data for CCSB Tacrolimus.

EHBAPCYC

Tab/1eTKM NPOIOHrOBaHOI
4ii no 4 mr, no 10
TabneTok y 6nictepi, no 3
6nicTepy pasom i3
BOJIOronoriMHayem y
nakeTi 3 a/IlOMiHIEBOT
conbru; no 1, 2 a6o 3
nakeTy y KapPTOHHiIlA
KOpoo6Li

K'esi
dapmac'toTikens
eX

ABCTpis

BTOPUHHE NaKyBaHHs,
MapkyBaHHs: I".J1. dapma

'M6X, ABCTpIs; BUNYyCK cepil:

K'esi dapmac'totikens Mv6X,
ABCTPIsl; BTOPUHHE
nakyBaHHs, MapKyBaHHS,
Bunyck cepii: K'esi
dapmaueytuui C.n.A.,
ITanis; KOHTPONb AKOCTI:
HysicaH TM6X, HimeuuunHa;
KOHTPO/Ib AKOCTi BUXIAHOT
CUPOBVHM Ta BUPOOHNLTBO,
KOHTPO/b AKOCTIi, BUNYCK
cepii nikapcbkoro 3acoby:
PoTtTengopd ®apma MmbX,
HimeuunHa; nepBnHHe
nakyBaHHs!, BTOPUHHE
nakyBaHHs, MapKyBaHHS:
PotteHgopc ®apma MvbX,
HimeuunHa

ABcTpisi/
ITanis/
HimeuunHa

3MiHW Wwopao skocTi, Tin 1l
B.l.a.1 (b) -1l -
Introduction of a
manufacturer of the active
substance supported by
an ASMF. B.l.b.1 (c) - IA -
Addition of a new
specification parameter to
the specification with its
corresponding test method
(Ascomycin 19-epimer and
Desmethyl Tacrolimus) in
CCSB Tacrolimus. B.l.b.1
(c) - IA - Addition of a new
specification parameter to
the specification with its
corresponding test method
(addition of the
specification of Hexane
and Methanol as residual
solvents for Tacrolimus
CCSB with its
corresponding test
method). B.l.b.1 (i) - IB -
Where there is no
monograph in the
European Pharmacopoeia
or the national

3a
peyenmom

UA/16205/01/03




Ne Hassa dopma BUMYCKY 3assHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Homep
n/n NiKapcbKo20 (nikapcbka gpopma, npoyeoypa BionycKy peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

pharmacopoeia of a
Member State for the
active substance, a
change in specification
from in-house to a non-
official Pharmacopoeia or
a Pharmacopoeia of a
third country (a change in
specification limit to
comply with the USP
monograph for the
specification "Any
individual unspecified
impurity" in CCBS
Tacrolimus). B.I1.b.1 (i) - IB
- Where there is no
monograph in the
European Pharmacopoeia
or the national
pharmacopoeia of a
Member State for the
active substance, a
change in specification
from in-house to a non-
official Pharmacopoeia or
a Pharmacopoeia of a
third country (a change in
specification limits to
comply with the USP
monograph for the
specification "Water
content" in CCSB
Tacrolimus). B.I1.b.1 (i) - IB
- Where there is no
monograph in the
European Pharmacopoeia
or the national
pharmacopoeia of a
Member State for the
active substance, a
change in specification
from in-house to a non-
official Pharmacopoeia or
a Pharmacopoeia of a
third country (a change in
specification limits to
comply with the USP
monograph for the
specification "Residue on




h/1aKkoHy Y KapTOHHIl
nauui

AnC, [laHis; BUPOBHNLTBO
Hepo3acoBaHoro
NPOAYKTY, KOHTPOJIb SIKOCTI,
nepBUHHA yrnakoska: NaTeoH
ITania C.IN.A. , Itanis;
BMPOGHMLITBO
Hepo3acosaHoro
NPOAYKTY, KOHTPO/Ib AKOCTI,
nepBUHHA ynakoBka: BeTtep
dapma-depriraHr 'M6X i
Ko.KI™ , HimeuunHa;
KOHTPO/b AKOCTi: BioCnpiHr
vm6X, HimeuunHa; BTOpMHHE
nakyBaHHS:

Apsarto [icTpibbiowH MM6X,
HimeyunHa

3MiHW) - (3riZHO Hakasy
MO3 Big 17.11.2016 Ne
1245)
OHOB/EHHA TEKCTY
MapKyBaHHS ynaKoBKy
nikapcbKoro 3acoby 3
BHECEHHSM iHchopmawi
LLIOA0 3a3HAYEHHS
OZIMHULIb BUMIPIOBAHHS Y
cuctemi Sl.

Ne Hassa dopma BUMYCKY 3assHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Homep
n/n NiKapcbKo20 (nikapcbka gpopma, npoyeoypa BionycKy peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
ignition" in CCSB
Tacrolimus). B.1.b.1 (z) -
IB - Other variation. B.I.d.1
(a) 4 - IB - Extension or
introduction of a retest
period/storage period
supported by real time
data for CCSB Tacrolimus.
5. CMNIHPA3A PO34uH NS iH'ekuiin, 2,4 BioreH HigepnaHgn BTOPUHHE NakyBaHHs, [Lanis/ 3MiHu | TURY - 3MiHK Woao 3a UA/17852/01/01
Mr/mn, y donakoHi - 12 mr, HigepnaHac bi.Bi. BUNycK cepii: bioreH ITania/ 6e3nekn/ehekTUBHOCTI Ta peyenmom
no 5 mny cnakoHi, no 1 (OeHnmapk) ManydekuypiHr HimeuunHa hapmakoHarnagy (iHwi




