NMEPENIK

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

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

KOMOETEHTHUMW OPTAHAMU CMONYYEHUX LUTATIB AMEPUKW, BEJIMKOI BPUTAHII, LUBEULUAPCBHKOI KOH®EAEPALLI,

AMNOHII, ABCTPAJII, KAHAAWN, NIKAPCbKNX 3ACOBIB, O 3A LLEEHTPANI3OBAHOLO MNMPOLIEAYPOIO 3APEECTPOBAHI
KOMMETEHTHM OPIrAHOM €BPOINENCbBKOIO COKO3Y

Ne Hassa MixHapoo Ha3ssa Koo dopma sunycky 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa YmoBu Howmep
n/n JliKapcbK0o20 Ha ditoyoi ATX (nikapcbka ¢hopma, npoyedypa Bionycky peecmpayjitiHo2o
3acoby HerameH | pe4yoBUHU yrnakosKa) nocBi0YeHHs
mosaHa
Hassa*
1. AJENbL®L tamsulosin | gytactepn | G04C Kancynu teepai no 0,5 AT "®apmak” Ykpaina BMPOGHMLITBO IcnaHis C.1.2, type IAIN - 3a UA/19644/01/01
and 4, A52 mr/0,4 mr no 30 iHTepmegiaty Change in the peyenmom
dutasterid Tamcys03 Kancyny cbnakom,_ no (OyTacTepug, N!'FIKI product information
e nHy 1 dhnakoHy y nauui XeNaTUHOBI and/or packaging
rigpoxnop Kancysnu), e
na BMPOGHULTEO text for a medlcmal
KiHLLEBOro product with a know
NPOAYKTY; active substance
nepBuHHe- with/without
BTOpPUHHE innovation,
nakyBaHHs, biosimilar or

KOHTPO/Tb
(XimMi4HWIA/Di3nyHN
1) i BUNycK cepii:
NNABOPATOPIOC
NEOH ®APMA,
C.A.

preparation for
parallel import
following
assessment of the
same change for the
reference medicinal
product/reference
preparation
a) Implementation of
one or more
changes for which
no new additional
data is required to
be submitted by the
marketing
authorisation holder.
- Variation to align
the information for
healthcare
professionals and
package leaflet for
Dutasterid/Tamsulos
in Xiromed, as of




ceptudpikata
BiANoBIgHOCTI abo
BU/TyYEHHSA
cepTugpikata
BiAMOBIAHOCTI
€Bponeiicbkili
thapmakonei: ans
A®I; ans BUXigHOrO
mMartepiany/peareHty
/npomixHoro
MPOAYKTY, WO
BUKOPVCTOBYIOTbCS
y BUPOGHULTBI AdI;
0151 LONOMIXHOT
PeYOoBWHM
(cepTudpikar
BiAnoBIAHOCTI

Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina Ymosu Homep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka chopma, npoyedypa Bionycky peecmpayjitiHo2o
3acoby HenameH | pe4yosUHU ynakoska) nocsioyeHHs1
mosaHa
Hassa*
May 2020, with the
information for
healthcare
professionals and
package leafet for
the reference
product Duodart, as
of October 2025.
TepMiH BBEAEHHS
3MiHW NPOTSArom 6-Tn
MicaLiB nicns
3aTBEPLAKEHHS.
2. TAMOKCU®DE | tamoxifen | Tamokcudy | LO2BA TabneTkn, BKPUTI TOB "CaHgo3 Ykpaina NOBHUIA LWKN HimeuunHa 3MiHY | TUNY: 3MiHK 3a UA/19585/01/01
H CAHAO3® eH 01 NNiBKOBOK 060/10HKOI0 YkpaiHa" BUPOGHMLTBA: 3 AKOCTI. peuenmom
20 wr, no 10 Canotac Papma CepTudpikar
TabneTok, BKPUTHX Mv6X, HimeuyunHa,; BignosigHocCTI/TE-
NiBKOBOK 060/I0HKO BTOPVHHE ceptudikat
y 6nicTepi; no 3 abo nakyBaHHs: BiANOBIAHOCTI
no 10 6nicTepis B Cantotac ®apma €Bponeiicbkil
KapTOHHI Kopo6Lyi v6X, HimeuunHa thapmakonei/MoHorp
acpii. NogaHHs
HoBoro abo
OHOBJ/IEHOr0




Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina Ymosu Homep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka chopma, npoyedypa Bionycky peecmpayjitiHo2o
3acoby HenameH | pe4osUHU ynakoska) nocsioyeHHs1
mosaHa
Hassa*
€Bponeicbkiin
thapmakonei) -

HoBwii cepTudcpikat
Bif BXe
3aTBEPKEHOr0
Bupo6Huka(b.ll.1.
(a)-1,IAHN),
Submission of a new
Ph. Eur. certificate
of suitability (RO-
CEP 2021-495 - Rev
- 01) for an active
substance
Tamoxifen from
already approved
API manufacturer
Excella used in the
manufacturing of
finished product
Tamoxifen 10mg,
20mg, 30mg &
40mg FCT.
3MmiHu | TUny: 3MiHK
3 AKOCTI.
CepTudpikar
BignoBigHocCTI/TE-
ceptudikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/mMmoHorp
adii. MNogaHHA
HoBoro abo
OHOBJ/IEHOr0
cepTugpikata
BignoBigHOCTI a60
BU/yYEHHSA
cepTudpikara
BiANOBIAHOCTI
€Bponeiicbkili

hapmakonei: ans




Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina Ymosu Homep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka chopma, npoyedypa Bionycky peecmpayjitiHo2o
3acoby HenameH | pe4osUHU ynakoska) nocsioyeHHs1
mosaHa
Hassa*
A®I; ans BMXigHOrO

mMartepiany/peareHty
/npomixHoro
NPOAYKTY, WO
BUKOPVCTOBYHOTHCS
y BUPOGHMLTBI AdI;
0151 LONOMIXHOT
PEYOBWHM
(cepTudpikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei) -
HoBwii cepTudpikat
Bif, BXe
3aTBEpPXEHOr0
Bupo6Huka(b.111.1.
(a)-1,I1AHM),
Submission of a new
Ph. Eur. certificate
of suitability (CEP
2021-495 - Rev 03)
for an active
substance
Tamoxifen from
already approved
API manufacturer
Excella used in the
manufacturing of
finished product
Tamoxifen 10mg,
20mg, 30mg &
40mg FCT.
3MiHY | TUNY: 3MiHK
3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6.
KoHTposib roToBoro
nikapcbKoro 3acooby.
3mMiHa napameTpis
cneuudikauiii

Ta/abo 4onycTUMMUX




Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina Ymosu Homep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka chopma, npoyedypa Bionycky peecmpayjitiHo2o
3acoby HenameH | pe4yosUHU ynakoska) nocsioyeHHs1
mosaHa
Hassa*
MeX roToBOro

niKapcbKoro 3acoby
(iHwi 3miHn)(B.11.r.1.
(x),IB), Reduction in
testing frequency for
non-stability
indicating test
parameter Mean
weight from shelf-life
specification of
finished product.
Reduction in testing
frequency for non-
stability indicating
test parameter
Identity Tamoxifen
from shelf-life
specification of
finished product.




