NMEPENIK

NIKAPCbKUNX 3ACOBIB LWOA0 AKX 3ABEPLUEHO PO3rNA4 PEECTPALINHNX MATEPIANIB NPO BHECEHHSA 3MIH A0

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

KOMNETEHTHUMW OPFAHAMU CMOJTYYEHUX LUTATIB AMEPUKW, BE/IMKOI BPUTAHII, LUBENLAPCBHKOI KOH®OELEPALL,

ANOHII, ABCTPANII, KAHAAWN, NIKAPCbKUX 3ACOBIB, LLO 3A LEHTPANIBOBAHOIO NMPOLIEAYPOLIO 3APEECTPOBAHI
KOMMNETEHTHUM OPIrAHOM €BPOIMNENCbBKOIo COIO3Y

(XiMiuHWIA/Pi3nyHM
1) i BUNyck cepii:
NABOPATOPIOC
NEOH ®APMA,
C.A.

deletion of an
obsolete parameter)
- Deletion of a non
significant
specification
parameter in the
packing cap with
desiccant capsule of
the finished product.
It is proposed the
deletion of the non-
significant
specification
"external wide
dimension" of the
packaging cap with
desiccant capsule
(primary packaging
of
Dutasteride/tamsulo
sin 0.5 mg/0.4 mg
hard capsules).

Ne Hassa MixxHapoo Ha3ssa Koo dopma sunycky 3asasHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa Ymosu Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka ¢hopma, npoyeodypa Bionycky peecmpayjitiHo2o
3acoby HerameH | pe4yoBUHU ynakoska) nocBiOYeHHs
mosaHa
Hassa*
1. AJENbL®L tamsulosin | gytactepn | G04C Kancynu teepai no 0,5 AT "®apmax” Ykpaina BMPOGHMLTBO IcnaHis B.ll.e.2.c), Type IA - 3a UA/19644/01/01
and 4, A52 mr/0,4 mr no 30 iHTepmegjaty Change in the peyenmom
dutasterid Tamcys03 Kancyn y ciakoHi, no (dyTacTtepug m'siki specification
e NHY 1 conakoHy y nauui XenaTuHoBI parameters and/or
rigpoxnop Kancysnm), limits of the
na, BMPOBHULTBO immediate
KiHLLeBOro packaging of the
NpoAykKTY; finished product
nepBrHHe- c) deletion of a non-
BTOPVHHE significant
nakyBaHHs, specification
KOHTPO/Tb parameter (e.g.




