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12.10.2005 IL-GURNAL UFFICJALI TA’ L-UNJONI EWROPEA L 267/19

REGOLAMENT TAL-KUMMISSJONI (KE) NRU 1662/2005
tal-11 ta’ Ottubru 2005
li jemenda I-Anness I tar-Regolament tal-Kunsill (KE) Nru 953/2003 biex ¢erti

medic¢ini ewlenin ma jigux iddevjati kummerc¢jalment ghal gewwa 1-Unjoni
Ewropea

IL-KUMMISSJONI TAL-KOMUNITAJIET EWROPE]J,
Wara li kkunsidrat it-Trattat 1i jistabbilixxi 1-Komunitajiet Ewrope;j,

Wara li kkunsidrat ir-Regolament tal-Kunsill (KE) Nru 953/2003 tas-26 ta' Mejju 2003
biex c¢erti medicini ewlenin ma jigux iddevjati kummerc¢jalment ghal gewwa 1-Unjoni
Ewropeal, u b'mod partikolari 1-Artikolu 4, (4) u (8) tieghu,

Billi:

(1)  II-Kumissjoni rc¢eviet applikazzjonijiet ta’ modifika taht l-Artikolu 4 tar-
Regolament (KE) Nru 953/2003 fir-rigward ta’ Epivir 150 mg x 60 uCombivir
300/150 mg x 60.

(2) [I-Kummissjoni ddeterminat li l-applikazzjonijiet ir¢evuti jissodisfaw il-
kundizzjonijiet stipulati fir-Regolament (KE) Nru 953/2003 b’konformita mal-
procedura stipulata fl-Artikolu 5 (2) ta’ dak ir-Regolament.

3) L-applikanti gew informati bid-decizjoni tal-Kummissjoni 1li accettat I-
applikazzjonijiet taghhom.

4) Huwa ghalhekk mehtieg 1i jinbidel 1-Anness I tar-Regolament (KE) Nru
953/2003,

ADOTTAT DAN IR-REGOLAMENT:
Artikolu 1

L-Anness I ghar-Regolament (KE) Nru 953/2003 huwa mibdul bl-Anness ta' dan ir-
Regolament.

Artikolu 2

' GUL 135, 3.6.2003, p. 5. Regolament kif emendat I-ahhar mir-Regolament (KE) Nru 1876/2004 (GU
L 326, 29.10.2004, p. 22.
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Dan ir-Regolament jidhol fis-sehh fil-jum ta' wara I-jum tal-pubblikazzjoni tieghu /-
Gurnal Ufficjali ta' I-Unjoni Ewropea. Dan ir-Regolament irid jorbot fl-intier tieghu u
huwa direttament applikabbli fl-Istati Membri kollha.

Maghmul fi Brussell, 11 ta” Ottubru 2005.
Ghall-Kummissjoni
Peter MANDELSON

Membru tal-Kummissjoni
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ANNESS
lI-Prodott Manufattur/espo | Pajjiz ta’ Karatteristici Data ta’ | Kodici NM/TARIC
rtatur destinazzjoni distintivi approvazzjoni (1)
TRIZIVIR GLAXO SMITH L-AfganistanL- Ippakkeggar 19.04.2004 3004 90 19
750 mg X 60 KLINE Angolal- specifiku — test
GSK House ArmenjaL- tri-lingwi
980 Great West | Azerbajganll-
Road Bangladexxll-
BRENTFORD, Beninll-Bhutanll-
MIDDX Botswanall-
TW8 9GS Burkina Fasoll-
United Kingdom | Burundill-
Kambodjall-
KamerunCape
Verdelr- —
EPIVIR GLAXO SMITH : Ippakkeggar 3004 90 19
Repubblika g
150 mg x 60 KLINE Centrali specifiku — test
GSK House ) . tri-lingwi — pilloli
Afrikanal¢-
980 Great West - homor
Road Caddll-
KomoroslI-
BRENTFORD, Kongoll-Kosta
MIDDX ' .
ta' I-Avorjuld-
TW8 9GS P
United Kinad Dgibutild-DR
nited Kingdom KongoEast
Timor
Il-Guinea
RETROVIR GLAXO SMITH | Ekwatorjali Ippakkeggar 19.04.2004 3004 90 19
250 mg x 40 KLINE L-Eritreal - generali  ghall-
GSK House Etjopjall- esportazzjoni
980 Great West | Gambjall-Gana | (blu) mhux uzat
Road Il- fl-UE.
BRENTFORD, GwineaGwinea
MIDDX (Bissau)Haitill- | ..
ppakkeggar
TW8 QG_S Hond_uras uzat fl-Isptarijiet
United Kingdom L-IndjaL- Fran¢izi — Swieq
Indones;jall- Frankofoni
Kenjall-Kiribatill-
Korea (Rep
RETROVIR GLAXO SMITH Dem)ir- Ippakkeggar 19.04.2004 3004 9019
300 mg x 60 KLINE Repubblika generali  ghall-
GSK House KyrgyzRepubblik | esportazzjoni
980 Great West a Demokratika (blu) mhux uzat
Road tal-LaoslI- fl-UE.
BRENTFORD, Lesotoll-
MIDDX Liberjall- Ippakkeggar uzat
TW8 9GS Madagaskarll- | fl.lantariiet
United Kingdom Malawill- ) Francizi — Swieq
Maldivell-Malill- Frankofoni
Mawritanjall-
Moldovall- —
RETROVIR GLAXO SMITH Mongoljall- Ippakkeggar 19.04.2004 3004 90 19
100 mg x 100 KLINE Mozambikll- generali  ghall-
GSK House ; ~ esportazzjoni
Mjanmarln .
980 Great West Namibjaln- (blu) mhux uzat
Road Nepalln- fl-UE.
BRENTFORD, Nikaragwaln-
MIDDX Nigerln- Ippakkeggar
TW8 9GS Nigerjall- uzat fl-Isptarijiet
United Kingdom | pistanir- Francizi — Swieq
RwandaSamoaS | Frankofoni
ao Tomé u
COMBIVIR GLAXO SMITH | Principels- Ippakkeggar 3004 90 19
300150 mg x | KLINE fe”egﬁ"g'_erf_a specifiku — test
60 GSK House eonell-bzejjer tri-lingwi

980 Great West
Road
BRENTFORD,
MIDDX

TW8 9GS
United Kingdom

Solomonls-
SomaljaL-Afrika
t'lsfells-Sudanls-
Swazilandlt-
Tagikistanlt-
TanzanijaTogoT
uvaluL-
UgandaVanuatul

Flixkun (aktar
milli ppakkeggar
blisterPilloli

homor b’ “A22”
miktuba fughom
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EPIVIR GLAXO SMITH I-Jemenlz- Ippakkeggar 19.04.2004 3004 90 19
MISTURA KLINE Zambjalz- specifiku — test
10 mg/ml 240ml | GSK House Zimbabwe tri-lingwi

980 Great West

Road

BRENTFORD,

MIDDX

TW8 9GS

United Kingdom
ZIAGEN GLAXO SMITH Ippakkeggar 20.09.2004 3004 90 19
300 mg x 60 KLINE generali ghall-

GSK House esportazzjoni -

980 Great West mhux uzat fl-UE.

Road

BRENTFORD, Ippakkeggar

MIDDX uzat fl-Isptarijiet

TWS 9G$ Francizi — Swieq

United Kingdom Frankofoni
RETROVIR GLAXO SMITH Ippakkeggar 20.09.2004 3004 90 19
MISTURA KLINE specifiku
10 mg/ml GSK House Test trilingwi
200 mi 980 Great West

Road

BRENTFORD,

MIDDX

TW8 9GS

(") Jekk applikabbli biss




