NMEPENIK

NIKAPCbKNX 3ACOBIB LLOAO AKUX 3ABEPLUEHO PO3I /A4, PEECTPALINHNX MATEPIAMIB NPO BHECEHHA 3MIH 1O
PEECTPALIVHNX MATEPIA/IB NMPOTANOM Ali PEECTPALIMHOIO NOCBIAYEHHSA HA JTIKAPCbKI 3ACOBU, AKI SAPEECTPOBAHI

KOMOETEHTHUMW OPTAHAMW CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbHKOI KOH®EAEPALLIT, ANOHII, ABCTPAII,

KAHAAW, NIKAPCbKNX 3ACOBIB, LLO 3A LLEHTPANIBOBAHOLO MNMPOLIEAYPOLO 3APEECTPOBAHI KOMMNETEHTHAM OPITAHOM
€EBPOINENCBLKOIO COHO3Y

Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
YnakoBsKa)

3asBHUK

Kpaina

Bupo6HUK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

CATAPIC

NOpPOLLOK ANs
po34nHy AN
iHQoy3ili no 2,25 T,
no 2,25 r nopoLuKy y
donakoHi ans
iH'exuin (mo 30 mn),
1 chnakoHy B nauuj

"HOP/,
®APM"
TOBAPVCTB
03
OBMEXEHO
o
BIAMOBIAN
bHICTIO

Monblua

BMPOGHULITBO rOTOBOIO
NPoAYyKTY, BKOHaOUm
acenTnyHe
HamnoBHEHHS,
nakyBaHHs, KOHTPO/1b
AKOCTI, BUNYCK cepil:
CaHpo3 'moX -
Bupo6Huua ginbHuus /
Brpo6Huya ginbHnus
BMPOGHULITBA
AHTUIHPEKLINHNX
npenapariB Ta XiMi4Hi
onepauii BUpo6HMLTBa
rOTOBMX NiKAPCbKNX
hopm B M. KyHAsb,
ABCTpIs
BMPOGHULITBO
iHTepmegiaty
(ctepunbHoro
ninepayuniHy
HaTpito/TazobakTamy
Hatpito (8:1)):
CaHpo3 IHgacTpian
Mpogaktc, C.A.,
IcnaHis
BMPOBGHULITBO
iHTepmegiaTy
(ctepunbHoro
ninepauuniHy
HaTpito/TazobakTamy
Hatpito (8:1)):
WAHAOHI AHKCIH
PAPMALIEBTUKAN
KO., NTA, Kutaii

AscTpis/
Icnanis/
KuTai

3MiHN Wwopao 6e3neku,
edekTMBHOCTI Ta
cthapmakoHarnsagy.
B.1.2 a) IAHN
BBefieHHA 3MiH NpoTArom 6
MicALIB 3 AaTu 3aTBEPAXKEHHS.

3a
peyenmom

UA/18732/01/01

CATAPIC

NOPOLLIOK AJ15

"HOP[,

Monbuwa

BMPOGHULITBO rOTOBOTO

ABcTpis/

3MiHM Woao 6e3neku,

3a

UA/18732/01/02




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma suUnycKy
(nikapcbka ¢hopma,
yrnakoBkKa)

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

pO34rHy AN
iHdhysili no 4,51, no
4.5 1 NopoLLKy y
donakoHi ans
iH'ekuiin (no 50 M)
abo y hnakoHi gns
iHQoy3iii (no 50 mn
a6o no 100 mn), no
1 chnakoHy B nauui

®APM"
TOBAPVCTB
03
OBMEXXEHO
to
BIAMNOBIOAN
bHICTIO

NPOAYKTY, BK/IIOYA0UM
acenTnyHe
HamnoBHEHHS,
nakyBaHHs1, KOHTPO/1b
AKOCTI, BUMNYCK cepii:
CaHpos 'm6X -
Bupo6Huua ginbHuus /
Bupo6Huya ginbHnus
BMPOGHULTBA
AHTUIHEKUIAHNX
npenaparis Ta XiMiyHi
onepadii BupobHuLTBa
rOTOBUX NiKaPCbKNX
hopm B M. KyHAsb,
ABCTpiIs
BUPOGHULTBO
iHTepmegiaty
(ctepunbHoro
ninepauunivy
HaTpito/TazobakTamy
Hatpito (8:1)):
CaHpo3 IHgacTpian
Mpopaktc, C.A.,
Icnanis
BMPOGHULITBO
iHTepmegiaty
(cTepunbHoro
ninepauuniHy
HaTpito/TazobakTamy
Hatpito (8:1)):
WAHAOHI AHKCIH
®APMALIEBTUKAN
KO., NTA, Kutaii

Icnanis/
KuTai

ed)eKkTUBHOCTI Ta
hapmakoHarniagy.
B.1.2 @) IAHN
BBefieHHS 3MiH NpOTArom 6
MiCALIB 3 faTh 3aTBEPIKEHHS.

peuerimom

TAKPOMNIMYC
CAHA03®

Kancynu TBepgai no
0,5 wr, no 10
Kancyny énicrepi;
no 5 6nictepis
pasom 3 NakeTMKoM
3 MOMIEKYNAPHNM
cuTOM B nakeTi; 1
nakeT B KAPTOHHIN
Kopo6Li

CaHpo3
dapmacbloTika

n3 .4,

CnoBeHis

BMPOGHULITBO
Hepo3dacoBaHol
NPOoAYyKLUii, NepBUHHE Ta
BTOPWHHE NaKyBaHHS,
TectyBaHHa: CAHOO3
MpaviBart JlimiTes, IHAIS;
TeCcTyBaHHSA:

C.K. CaHgos C.P.J1.,
PymyHis; Nlek
dapmatieBTUYHA
KoMnaHis A.4a.,
CnoBeHisa (nepBrHHE Ta

IHaia/
PymyHis/
CnoBeHis

3miHn | Ta Il Tuny. 3mMiHK Woao
AKOCTI:

IB B.11.b.3 - Change in
manufacturing process of the
finished product, including an

intermediate used in the
manufacture of the finished
product a)minor change in the
manufacturing process: (due to
addition of new ASMF for
Tacrolimus);
Il B.l.a.1.b. - Change in the

3a
peyenmom

UA/17356/01/01




6nictepis pasom 3
NakeTuKom 3
MOEKYNAPHUM
CUTOM B nakerTi; 1
nakeT B KAPTOHHIN
KopooLi

BTOPWHHE NakyBaHHS,
TecTyBaHHA: CAHOO3
Mpainsar JNimiteq, IHAs;

TeCcTyBaHHS:

C.K. Cangos C.P.J1.,
PymyHis; Jlek
dapmatieBTUYHA
KoMnaHis a.4.,
CnoBeHisa (NepBrHHE Ta
BTOPWHHE NMaKyBaHHS,
TecTyBaHHs, A03BiN Ha
BUMYCK Cepiii;
NepBUHHE Ta BTOPUHHE
nakyBaHHs)

manufacturing process of the
finished product, including an
intermediate used in the
manufacture of the finished
product a)minor change in the
manufacturing process: (due to
addition of new ASMF for
Tacrolimus);

Il B.l.a.1.b. - Change in the
manufacturer of starting material/
reagent/ intermediate used in
manufacturing process of the
active substance or change in the
manufacturer (including where
relevant quality control testing
sites) of the active substance,
where no Ph. Eur. Certificate of
Suitability is part approved dossier
b) Introduction of a manufacturer
of the active substance by DMF:
(add ASMF Lek-DMF-AP01-EU-
€01-2020-11 (November 2020) of
the registered site Lek
Pharmaceuticals d.d., Menges,

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2o
3acoby yrnakoBkKa) nocsioYeHHs
BTOPUHHE NakKyBaHHS, manufacturer of starting material/
TecTyBaHHs, [,03BiN Ha reagent/ intermediate used in
BUMYCK Cepiif; manufacturing process of the
nepBuHHE Ta BTOPUHHE active substance or change in the
nakyBaHHs) manufacturer (including where
relevant quality control testing
sites) of the active substance,
where no Ph. Eur. Certificate of
Suitability is part approved dossier
b) Introduction of a manufacturer
of the active substance by DMF:
(add ASMF Lek-DMF-APO1-EU-
€01-2020-11 (November 2020) of
the registered site Lek
Pharmaceuticals d.d., Menges,
Slovenia; responsible for
manufacture of the active
substance Tacrolimus).
4. TAKPOJIMYC | kancynu TBeppgi no CaHpo3 CnoseHis BMPOBGHULITBO IHAais/ 3miHu | Ta Il Tuny. 3MiHn Wwopao 3a UA/17356/01/02
CAHAO3® 1 wmr, no 10 kancyn dapmacbloTika Hepo3acoBaHol PymyHis/ AKOCTI: peyenmom
y 6nictepi; no 5 n3 a.n. NpoAyKLUii, NepBUHHE Ta CnoBeHis IB B.1l.b.3 - Change in




6nicTepis pasom 3
nakeTVKoM 3
MOJIEKY/IAPHIM
CUTOM B nakerti; 1
nakeT B KAPTOHHIl
KopooLi

BTOPWHHE NMaKyBaHHS,
TecTyBaHHA: CAHOO3
MpaviBar JlimiTes, IHAIS;

TeCTyBaHHS:

C.K. Cangos C.P.1.,
PymyHis; Jlek
PapmaueBTUYHA
KoMnaHisa a.4.,
CnoBeHis (nepBriHHE Ta
BTOPWHHE MakKyBaHHs,
TeCTyBaHHs, J03BiN HA
BUMYCK Cepii;
nepBuHHE Ta BTOPUHHE
nakyBaHHs)

manufacturing process of the
finished product, including an
intermediate used in the
manufacture of the finished
product a)minor change in the
manufacturing process: (due to
addition of new ASMF for
Tacrolimus);

I B.l.a.1.b. - Change in the
manufacturer of starting material/
reagent/ intermediate used in
manufacturing process of the
active substance or change in the
manufacturer (including where
relevant quality control testing
sites) of the active substance,
where no Ph. Eur. Certificate of
Suitability is part approved dossier
b) Introduction of a manufacturer
of the active substance by DMF:
(add ASMF Lek-DMF-AP01-EU-
€01-2020-11 (November 2020) of
the registered site Lek
Pharmaceuticals d.d., Menges,
Slovenia; responsible for
manufacture of the active

substance Tacrolimus).

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2o
3acoby yrnakoBkKa) nocsioYeHHs
Slovenia; responsible for
manufacture of the active
substance Tacrolimus).
5. TAKPOJIMYC | kancynu TBeppgi no CaHpo3 CnoseHis BMPOGHULITBO IHAais/ 3miHu | Ta Il Tuny. 3MiHun Wwopao 3a UA/17356/01/03
CAHAO3® 5 wr, no 10 kancyn dapmacbloTika Hepo3dacoBaHol PymyHis/ SAKOCTI: peyenmom
y 6nictepi; no 5 n3 a.n. NpoAyKLUii, NepBUHHE Ta CnoBeHis IB B.11.b.3 - Change in




