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

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

KOMOETEHTHUMUW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbKOI KOH®ELEPALLT, ANOHII, ABCTPAII,

KAHAAW, NIKAPCbKUX 3ACOBIB, LLO 3A LEHTPA/TIISOBAHOIO NMPOLUEAYPOKO SAPEECTPOBAHI KOMMNETEHTHAM OPIrAHOM

EBPOMNENCBLKOIrO COK3Y

Ne Hassa dopma sunycky 3assHukK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bgionycky | peecmpayiliHo2o
3acoby ynakoska) NocBi0YeHHs1
1. PUKCATOH KOHLEeHTpAaT A1 PO3UnHY CaHpio3 F'm6X AscTpis BMPOGHWK, LLIO BiAMnoBijae 3a BHECEHHS 3MiH O peecTpaLiiiHnx 3a UA/17421/01/01
ons iHdysiid, 10 mr/mn; no BMNYCK cepil: marepianis: peyenmom

10 mn (100 mr), a6o no 50
M (500 mr) y donakoHi; no
2 abo 3 ¢onakoHm no 10
M/ B KApTOHHIli KOpOO6L;
no 10 mn (100 wmr), a6o no
50 mn (500 wmr) y chrakoHi;
no 1 a6o 2 conakoHu no 50
MJ1 B KQPTOHHIl Kopobuyj

CaHpo3 'M6X - BisHec
nigpo3Ain TeXHoNoriYHa
po3pobka Ta BUPOBHULITBO
6i0N10riYHMX NMiKaPCbKMX
3aco6is WWadTeHay (BTAM
ANC), AscTpis;
BMPOBHMLITBO
Hepo3schacosaHol NpoayKLii,
nepBuHHE Ta BTOPUHHE
nakyBaHHS, TECTYBaHHS,
[03BiN Ha BUNYCK Cepiii:
Nek dapmaueBTuHa
KoMnaHisa g.4., CnoseHis;
TECTYBaHHS:

Nek dapmaueBTMuHa
KoMnaHisa g.4., CnoseHis;
€spocpiHc PACT 'm6X,
HimeuunHa;
Hosaprtic ®apma Al’,
Lseliuapis

Type IA A.6 - Administrative
change - Change in ATC
CodelATC Vet Code - To change
the ATC Code of rituximab from
LO1XCO02 to LO1FAO1.
Furthermore, the MAH has taken
the opportunity to include minor
editorial changes in the EN, DA,
DE, FR, HR, IS, LV and MT
translations. 3mMiH1 BHeceHo 10
IHCTPYKLUiT AN MefuyHoro
3aCTOCYBaHHS NiKapCbKoro 3acoby
[0 po3gainy
««PapmakoTepanesTUyHa rpyna.
Kog ATX».

[itova pepakuis:
$apmakoTepaneBTMyHa rpyna.
AHTVMHeONNacTUYHi 3acobu.
MOHOK/OHa/TbHI
aHTuTINA.

Kog ATX LO1XCO02.
MponoHoBaHa peAakLis:
dapmakoTepaneBTUYHA rpyna.
AHTMHeoONacTU4Hi 3acoou.
MoHOKNOHanNbHi
aHTuTiNA.

Kog ATX LO1FAO01.




