290 1l-Gurnal Uffi¢jali ta’ 1-Unjoni Ewropea 03/Vol. 17
31995R1102
17.5.1995 IL-GURNAL UFFICJALI TAL-KOMUNITAJIET EWROPE] L110/1

IR-REGOLAMENT TAL-KUMMISSJONI (KE) Nru 1102/95
tas-16 ta’ Mejju 1995

li jemenda Annessi I, II u III tar-Regolament tal-Kunsill (KEE) Nru 2377/90 1i jistabilixxi I-procedura
tal-Komunita ghall-istabbiliment ta’ limiti ta’ residwu massimu ta’ prodotti medi¢inali veterinarji f oggetti
tal-ikel 1i gejjin mill-annimali.

(Test b’ rilevanza ghaz ZEE)

IL-KUMMISSJONI TAL- KOMUNITAJIET EWROPE],

Wara li kkunsidrat it-Trattat li jistabbilixxi il-Komunita Ekono-
mika Ewropea,

Wara li kkunsidrat ir-Regolament tal- Kunsill (KEE) Nru. 2377/90
tas-26 ta’ Gunju 1990 li jistabilixxi il-proéedura tal-Komunita
ghall-istabbiliment tal-limiti ta’ residwu massimu ta’ prodotti
medicinali veterinarji foggetti tal-ikel (1), kif emendat l-ahhar bir-
Regolament tal-Kummissjoni (KE) Nru. 3059/94 (2) u b'mod par-
tikolari Artikoli 6, 7 u 8 ta’ dan,

Billi, b'mod konformi mar-Regolament (KEE) Nru. 2377/90, limiti
ta’ residwu massimu jridu jigu stabbiliti progressivament ghal kull
sustanza farmakologikament attiva li hi wzata gewwa |-Komunita
fi prodotti medicinali veterinarji mahsuba ghat-tehid fannimali li
jipproducu l-ikel;

Billi limiti ta’ residwu massimu ghandhom jigu stabbiliti biss wara
l-ezami fil-Kumitat ghall-Prodotti Medic¢inali Veterinarji fuq kull
informazzjoni rilevanti dwar is-sigurta ta’ residwi tas-sustanza
kkoncernata ghall-konsumatur ta’ oggetti tal-ikel li gejjin mill-
annimali u l-impatt ta’ residwi fuq l-ipproccessar industrijali ta’
l-oggetti tal-ikel.

Billi, fit-twaqqif ta’ limiti ta’ residwu massimu ghal prodotti
medicinali veterinarji foggetti ta’ I-ikel li gejjin minn annimali,
huwa mehtieg li tigi specifikata l-ispeci ta’ I-annimali fejn jistghu
ikunu prezenti r-residwi, il-livelli li jistghu ikunu prezenti fkull
wiehed mit-tessuti tal-laham rilevanti miksuba mill-annimal ittrat-
tat (tessut bersalju) u n-natura tar-residwu li hi rilevanti ghall-
monitoragg ta’ residwi (residwu markatur);

Billi, ghall-kontroll ta’ residwi, kif ipprovdut flegislazzjoni xierqa
tal-Komunita, limiti ta’ residwu massimu ghandhom normalment
jigu stabbiliti ghat-tessuti bersalji ta’ fwied jew kliewi; imbilli,
madankollu, il-fwied u l-kliewi huma ta’ spiss imnehhija mill-
karkassi li jigu spustati fil-kummer¢ internazzjonali, u limiti ta’
residwu massimu ghalhekk dejjem ikunu stabbiliti ghall-tessuti ta’
muskolu jew ta’ grass;

() GUL 224, tat-18.8.1990, p.1.
(® GUL 323, tas-16.12.1994, p. 15.

Billi, fil-kaz ta’ prodotti medicinali veterinarji mahsuba ghall-uzu
fghasafar li jbidu, annimali li jaghmlu l-halib jew Zunzan tal-
ghasel, limiti ta’ residwu massimu jridu jigu stabbiliti ghall-bajd,
halib jew ghasel;

Billi tilmicosin ghandu jigi mdahhal fAnness I tar-Regolament
(KEE) Nru. 2377/90;

Billi, abbazi fuq l-uzu prezenti fil-prattika veterinarja, romifidine,
detomidine, gonadotrophin chorion umana, brotizolam, calcium
hypophosphite, calcium acetate, calcium propionate, calcium benzoate,
calcium malate, calcium chloride, calcium sulphate, calcium hydroxide,
calcium oxide, calcium phosphate, calcium polyphosphates, calcium
silicate, calcium gluconate, calcium carbonate u calcium stearate
ghandhom jigu mdahhla f Anness IT ghar-Regolament (KEE) Nru.
2377/90;

Billi, gonadotrophin chorion umana, calcium hypophosphite, calcium
acetate, calcium propionate, calcium benzoate, calcium malate, calcium
chloride, calcium chloride, calcium sulphate, calcium hydroxide, calcium
oxide, calcium phosphate, calcium polyphosphate, calcium silicate,
calcium gluconate, calcium carbonate u calcium stearate ghandhom
jigu mdahhla fAnness II ghar Regolament (KEE) Nru. 2377/90:
bestrapolazzjoni ta’ data xjentifika din il-klassifikazzjoni
' Anness IT ghandha tapplika ghal kull annimal li jipproduci l-ikel;

Billi, sabiex tippermetti ghat tmiem ta’ l-istudji xjentifici,
netobimin ghandu jigi mdahhla f Annessi III tar-Regolament (KEE)
nru. 2377/90;

Billi kull perijodu ta’ 60 jum suppost jigi permess gabel id-dhul
fis-sehh ta’ dan ir-Regolament sabiex jippermetti lill-Istati Membri
biex jaghmlu kull aggustament li jista’ tkun mehtiega ghall-
awtroizzazzjonijiet li gew moghtija biex jitqeghdu fis-suq
il-prodotti medicinali veterinarji kkoncernati b'mod konformi
mad-Direttiva tal-Kunsill 81/851/KEE (3), kif emendata l-ahhar
bid-Direttiva  93/40/KEE (*) biex jittiched akkont tad-
dispozizzjonijiet ta’ dan ir- Regolament;

Billi I-mizuri li hemm ipprovdut ghalihom fdan ir-Regolament
huma konformi mal-fehma tal-Kumitat ghall-Adattament ghall-
Progress Tekniku tad-Direttivi fuq it-Tnehhija ta’ Barrieri Teknici
ghall-Kummerc¢ fil-qasam ta’ Prodotti Medi¢inali Veterinarji,

() GUL317, tas-6.11.1981, p. 1.
() GUL214,ta'1-24.8.1993, p.31.
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ADDOTTAT DAN IR- REGOLAMENT: Artikolu 2

Artikolu 1
Annessi I, I u Il tar-Regolament (KEE) Nru. 2377/90 huma b’dan Dan ir-Regolament ghandu jidhol fis-sehh fil-jum ta’ wara
emendati kif imfassal fl-Anness ghal dawn. I-pubblikazzjoni tieghu fil-Gurnal Uffigjali tal-Komunitajiet Ewropej.

Dan ir-Regolament ghandu jorbot fl-intier tieghu u jkun direttament applikabbli b’'mod dirett
fkull Stat Membru.

Maghmul fi Brussel, fis-16 ta’ Mejju 1995.

Ghall-Kummissjoni
Martin BANGEMANN

Membru tal-Kummissjoni



BUBLUN BYIUOLIOY BULJOJIOPEUOD) G'T

U. [o9i-] npoaddn 1 ads [y

M ss1q nynmadesal nzn [eyn uIA0g wejoznoig ¢1°¢

S ss1q nynmadesal nzn [eyn [PURIMZ ‘TUIAOg UIPII01d(J €1°7
[Puwotmy SUIpYWOY T1°T

ssiq nynmaders) nzn [eyn

[ewiuue-] 1 Dads (1/yeanye Juawresiojosewrey (1/)ezueisng

eIyo 19tfiuolzzizodsiq

ruedio nsodwoy ‘¢

:pnfziwr emny (68 11 njoan-1r  piuedio nsodwoy ‘g, wund [ ssouuy g

areydns wnpe)
9JeIEAS WNI[E)
JBDI[IS WND[E)
seuordosd wnmye)
saeydsoyd4jod wnoe)
areydsoyd wnmppe)
9PIXO WN[E)

dJe[EL WNID[E)
aydsoydodAy wnmpe)
9pIX0IpAY WwnoE)
91eu0N[3 WNE)
SpLIO[YD WN[E)
31eU0GIED WND[E)
91B0ZUAQ WNIIE)

1ot npoaddil 17 19ads [ny 9Je3008 WNDE) §'[

[ewnuue-| ) 19ads (1/yeanie JuawresiSojosewrey (1/)ezueisng

®eIyo Jo1u0(ZZIs0dsI(q

Tl-Gurnal Uffi¢jali ta’ [-Unjoni Ewropea

RIuesIo Xnyuwr RIWLY

:pnfziwr emny (68 11 njoan-1 orueSiour nsodwoy ‘1, und ‘] ssouuy,j ‘g

queH 8y/81 o¢ uIAQ
ssers ‘foysny 3y/8d og zabarz)
TADITY ‘PaIm] 83/81 000 1 uAQ uISodMWILL UISOMWIL "T4°T T
eIyo Ja11uofzzIzodsiq [esIaq INSS3], TIN [ewrrue-Te) 1pads INJEYIEW NMPISRY (1/yeanie JuowreyiSijoxyeuwniey (i/)ezueisng
IPHOINEN “$°C'1
mnpjuEnue puady
(o8 J1y 1epudw NY | SSAUUY Y
N
~ SSANNYV



293

1l-Gurnal Uffi¢jali ta’ I-Unjoni Ewropea

03/Vol. 17

qieH 34/3d 001
ssers ‘foysn 3y/3d 001
NI 3y/3d 00¢ suoydyns
£661 NN 21 1¢-[Y 9[0ZEpIWIZUDG-OUIWE-7  B[eyq B[y  d[ozepudqe
npessi( 1lioziaord TYN paimyg 3y/81 000 1 undey ‘TUIAO ‘TUIAOG | ) DI[OEIdW N J[OZePUIdq[e N UIWIIOIdU B} BUILIOS uruiqoN £ 1'1°¢
eIyo Ja1(1uo(zzIzodsiq [es19q INSs3], TIN [eurnuue-je) Pads InjeyIew NMpISYY (1/yeamye yuowreyISojoyewLIe] (1/)ezueisng

sojozepruizuag-o1d n sajozeprunzudg "1'1°g

nissered-opue-| enuoy nxxige( 1  nuAdy 117

posserednue nuady g

(03 oy JeqyIpow ny I ssouuy )



