Anness 1

Lista tal-ismijiet, ghamla farmacewtika, qawwiet tal-prodotti
medicinali veterinarji, I-ispeci ta’ annimali, il-mod ta’
amministrazzjoni, id-detenturi tal-awtorizzazzjoni ghat-
tqeghid fis-suq fl-Istati Membri
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Stat Membru Detenturi tal- Isem INN Qawwa Ghamla Speci ta’ | Mod ta’
EU/EEA awtorizzazzjoni ghat- farmacewtika | annimali | amministrazzjo
tgeghid fis-suq ni
L-Awstrija Z|oetcijs C'(Ijstferreich Gmb"é Valbazen 100 mg/ml- Albendazole | 100 mg/ml | Sospensjoni Frat Uzu orali
Floridsdorfer HauptstraBe 1 . .
A- 1210 Wien Suspension zum orali
Osterreich Eingeben fur Rinder
L-Awstrija AniMedica GmbH Albendazol-aniMedica Albendazole 100 mg/ml Sospensjoni Frat Uzu orali
Im Sudfeld 9 100 mg/ml Suspension orali
48308 Senden-Bdsensell zum Eingeben flr
Germany Rinder
L-Awstrija Chanelle Pharmaceuticals Albex Gold 200 mg/ml Albendazole 200 mg/ml Sospensjoni Frat Uzu orali
Manufacturing Ltd . orali
IDA Industrial Estate Oral Suspension for
Dublin Road, Loughrea Cattle
Co Galway H62 H771
Ireland
Il-Belgju Elanco GmbH Valbazen 10 % Albendazole 100 mg/ml Sospensjoni Frat Uzu orali
Heinz-Lohmann-Strape 4 orali
27472 Cuxhaven
Germany
Il-Belgju Chanelle Pharmaceuticals Albex 200 mg/ml oral Albendazole | 200 mg/ml Sospensjoni Frat Uzu orali
Manufacturing Ltd . orali
IDA Industrial Estate suspension for cattle
Dublin Road, Loughrea
Co Galway H62 H771
Ireland
Il-Bulgarija Intervet International BV Gardal 10% Albendazole | 100 mg/ml | Sospensjoni Frat, Uzu orali
Wim de Koérverstraat 35 orali naghac
5831 AN Boxmeer ghag
The Netherlands
II-Bulgarija Asklep-Pharma Ltd., Albex BG 100 mg/ml Albendazole 100 mg/ml Sospensjoni Frat, Uzu orali
Lyulin 7, bl. 711A, shop 3, oral suspension for orali naghag

Bulgaria

cattle and sheep
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Stat Membru Detenturi tal- Isem INN Qawwa Ghamla Speci ta’ | Mod ta’
EU/EEA awtorizzazzjoni ghat- farmacewtika | annimali | amministrazzjo
tgeghid fis-suq ni
II-Kroazja Mount Trade d.o.o0., Albix 100 mg/ml, oralna | Albendazole 100 mg/ml Sospensjoni Frat, Uzu orali
Industrijska cesta 13, 43280 | suspenzija za goveda i orali naghag
Garesnica ovce
Croatia
Franza Zoetis France Valbazen dix Albendazole | 100 mg/ml | Sospensjoni Frat Uzu orali
10 Rue Raymond David orali
92240 Malakoff
France
Franza Chanelle Pharmaceuticals Albex Gold 200 mg/ml Albendazole | 200 mg/ml Sospensjoni Frat Uzu orali
Manufacturing Ltd suspension buvable orali
IDA Industrial Estate pensic
Dublin Road, Loughrea pour bovins
Co Galway H62 H771
Ireland
II-Germanja Lilly Deutschland GmbH Valbazen 10% Albendazole | 100 mg/ml | Sospensjoni Frat Uzu orali
Abteilung Elanco Animal orali
Health
Werner-Reimers-StraBe 2-4
61352 Bad Homburg
Germany
Il-Germanja Chanelle Pharmaceuticals Albex Gold 200 mg/ml | Albendazole | 200 mg/ml | Sospensjoni Frat Uzu orali
Manufacturing Ltd Oral Suspension for orali
IDA Industrial Estate P
Dublin Road, Loughrea Cattle
Co Galway H62 H771
Ireland
II-Gredja Provet S.A. Albendazole/Provet, Albendazole 100 mg/ml Sospensjoni Frat, Uzu orali
77, Posidonos Avenue noéagipo evaiwpnua 10% orali Naghag,
174 55 Alimos, Attiki w/v Moghoz

Greece
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Stat Membru Detenturi tal- Isem INN Qawwa Ghamla Speci ta’ | Mod ta’
EU/EEA awtorizzazzjoni ghat- farmacewtika | annimali | amministrazzjo
tgeghid fis-suq ni
Il-Grecja Chanille Pharmageuticals Albex Mo6aIWO Albendazole | 100 mg/ml | Sospensjoni Frat, Uzu orali
Manufacturing Lt . o . .
IDA Industrial Estate evaiwpnua 10% w/v/ orali naghag.,
Dublin Road, Loughrea moghoz
Co Galway H62 H771
Ireland
L-Irlanda Zoetis Belgium S.A. Valbazen 100 mg/ml Albendazole | 100 mg/ml | Sospensjoni Frat, Uzu orali
2nd Floor, Building 10, Total Spectrum Wormer orali naghag
Cherrywood Business Park,
Loughlinstown, Co Dublin,
Ireland
L-Irlanda Chan?”e Pharmageuticals Albex Gold 200 mg/ml | Albendazole | 200 mg/ml | Sospensjoni Frat Uzu orali
Manufacturing Lt . .
IDA Industrial Estate oral suspension for orali
Dublin Road, Loughrea cattle
Co Galway H62 H771
Ireland
L-Italja Zoetis Italia S.r.l. Valbazen 100 mg/ml Albendazole | 100 mg/ml | Sospensjoni Frat, Uzu orali
Via Andrea Doria 41M sospensione per uso orali naghag
00192 Roma P Pe! N ghag
Ttaly orale per bovini ed ovini
L-Italja Fatro S.p.A. Sverminator 10, 100 Albendazole 100 mg/ml Sospensjoni Frat, Uzu orali
Via Emilia, 285 mg/ml, sospensione orali naghag

40064 Ozzano dell'Emilia
(Bologna)
Italy

orale per bovini ed ovini
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Stat Membru Detenturi tal- Isem INN Qawwa Ghamla Speci ta’ | Mod ta’
EU/EEA awtorizzazzjoni ghat- farmacewtika | annimali | amministrazzjo
tgeghid fis-suq ni
L-Italja Chanelle Pharmaceuticals Albex Gold 200 mg/ml | Albendazole | 200 mg/ml | Sospensjoni Frat Uzu orali
Manufacturing Ltd sospensione orale per orali
IDA Industrial Estate o
Dublin Road, Loughrea bovini
Co Galway H62 H771
Ireland
Il-Lussemburgu | Elanco GmbH Valbazen 10 % Albendazole 100 mg/ml Sospensjoni Frat Uzu orali
Heinz-Lohmann-Strape 4 orali
27472 Cuxhaven
Germany
Malta Fatro S.p.A. Sverminator 10 Albendazole 100 mg/ml Sospensjoni Frat, Uzu orali
Via Emilia, 285 orali Naghag
40064 Ozzano dell'Emilia
(Bologna)
Italy
II-Polonja Chanelle Pharmaceuticals Albex Gold 200 mg/ml Albendazole | 200 mg/ml Sospensjoni Frat Uzu orali
Manufacturing Ltd oral suspension for orali
IDA Industrial Estate P
Dublin Road, Loughrea cattle
Co Galway H62 H771
Ireland
Il-Polonja ZoetisPolska Sp. z.0.0 Valbazen 10%, 10 Albendazole | 100 mg/ml | Sospensjoni Frat, Uzu orali
Postepu 178, 02-676 g/100 ml zawiesina orali naghag

Warszawa
Poland

doustna dla bydla i
owiec
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Stat Membru Detenturi tal- Isem INN Qawwa Ghamla Speci ta’ | Mod ta’
EU/EEA awtorizzazzjoni ghat- farmacewtika | annimali | amministrazzjo
tgeghid fis-suq ni
II-Polonja C&H Generics Limited Albex 10% Albendazole 100 mg/ml | Sospensjoni Frat, Uzu orali
¢/o Michael McEvoy and Co orali naghag
Seville House
New Dock Street
H91CKVO0 Galway
Ireland
Ir-Rumanija Crida Pharm S.R.L., Cribendazol 10%, Albendazole 100 mg/ml Sospensjoni Frat Uzu orali
Str. Intrarea Vagonetului, 100 mg/ml orali
Nr.2
Bl 101, Ap. 47, Sector 6,
RO-061151 Bucharest,
Romania
In-Netherlands | Chanelle Pharmaceuticals Albex Gold 200 mg/ml, | Albendazole | 200 mg/ml | Sospensjoni Frat Uzu orali
Manufacturing Ltd orale suspensie voor orali

IDA Industrial Estate
Dublin Road, Loughrea
Co Galway H62 H771
Ireland

runderen
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Anness 11

Konkluzjonijiet xjentifi¢i u ragunijiet ghall-emenda tal-
karatteristici tal-prodott fil-qosor
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Sommarju generali tal-evalwazzjoni xjentifika ta’
Valbazen 100 mg/ml Total Spectrum Wormer sospensjoni
orali u lI-ismijiet assocjati, inkluzi I-prodotti generici/ibridi
tieghu (ara Anness I)

1. Introduzzjoni

Albendazole huwa antelmintiku bi spettru wiesa’ ta’ diversi skopijiet li jintuza ghall-kura ta’
infestazzjonijiet gastrointestinali b’dud tond (roundworms), dud fil-pulmun u duda u trematodi adulti
ta’ Fasciola hepatica.

Valbazen u |-ismijiet assocjati, il-prodotti generici u ibridi tieghu huma sospensjonijiet orali li fihom
100 mg jew 200 mg ta’ albendazole ghal kull ml. Albendazole bhala sospensjoni orali jintuza fil-frat
hafna drabi bhala uzu orali ta’ darba bid-dozaggi rakkomandati li jvarjaw minn 7.5 sa 15 mg ta’
albendazole ghal kull kg tal-piz tal-gisem.

Applikazzjoni “ibrida” (minhabba differenzi fil-qawwa tal-prodott) giet ipprezentata skont I-

Artikolu 13(3) tad-Direttiva 2001/82/KE ghal awtorizzazzjoni ghat-tqeghid fis-suq skont il-procedura
ta’ rikonoxximent reciproku (IE/V/0637/001/MR) ghall-prodott medicinali veterinarju

“Albex Gold 200 mg/ml sospensjoni orali ghall-frat”, bl-Irlanda bhala I-Istat Membru ta’ referenza. II-
prodott medicinali veterinarju ta’ referenza huwa Valbazen 100 mg/ml Total Spectrum Wormer
sospensjoni orali (minn hawn ‘il quddiem imsejjah Valbazen), ikkummercjalizzat minn Zoetis Belgium
S.A. u li ilu awtorizzat fl-Irlanda mill-1994.

Wara li giet riveduta d-data disponibbli dwar ir-residwi ghall-prodott ta’ referenza “Valbazen” kif
awtorizzat fl-Irlanda, il-Germanja ma setghetx tikkonferma li I-perjodi ta’ tizmim awtorizzati bhalissa
ta’ 14-il jum ghal-laham u I-gewwieni tal-frat, u 72 siegha ghall-halib tal-frat huma sikuri ghall-
konsumatur.

Barra minn hekk, gie nnotat li “Valbazen” huwa awtorizzat ukoll fi Stati Membri ohrajn u kien hemm
differenzi bejn il-perjodi ta’ tizmim stabbiliti ghall-frat (halib, laham u gewwieni) madwar |-Unjoni
Ewropea, jigifieri bejn 5 u 28 jum ghat-tessuti li jittieklu u bejn 72 u 120 siegha ghall-halib. Ghalhekk,
il-Germanja gieset li kien mehtieg li I-kwistjoni tigi riferuta lill-Kumitat ghall-Prodotti Medicinali ghall-
Uzu Veterinarju (CVMP) fl-interess tal-protezzjoni tas-sikurezza tal-konsumatur fl-Unjoni.

II-Germanja talbet lis-CVMP biex jirrevedi d-data kollha disponibbli dwar it-tnaqqis tar-residwi ghal
Valbazen 100 mg/ml Total Spectrum Wormer sospensjoni orali u I-ismijiet assocjati, inkluzi |-prodotti
generici/ibridi tieghu, u biex jirrakkomanda perjodi xierga ta’ tizmim ghall-frat ikkurati.

2. Diskussjoni tad-data disponibbli

Kompozizzjoni kwalitattiva u kwantitattiva

L-informazzjoni pprovduta ghal Valbazen 100 mg/ml Total Spectrum Wormer sospensjoni orali,
Albex Gold 200 mg/ml sospensjoni orali ghall-frat, Albex 100 mg/ml sospensjoni orali ghall-frat,
Valbazen 10 % kif ukoll Cribendazol 100 mg/ml sospensjoni orali wriet li I-kompozizzjoni hija
essenzjalment simili, jew intweriet prova tal-bijoekwivalenza.

Prodotti medicinali veterinarji ohrajn inkluzi fi hdan din ir-referenza huma prodotti generici ta’ Valbazen
jew gew awtorizzati bhala applikazzjonijiet ta’ “kunsens infurmat” b’Valbazen bhala I-prodott originali,
u li hija mistennija bijoekwivalenza ghalihom minhabba li din intweriet fil-proceduri rispettivi ta’
awtorizzazzjoni ghat-tgeghid fis-suq.
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Konsegwentement, is-CVMP ikkonkluda li perjodu ta’ tizmim komuni jista’ jigi applikat ghall-prodotti
medic¢inali veterinarji kkoncernati minn din il-procedura ta’ referenza.

Tnaqgqis tar-residwi

Thaqqis tar-residwi fil-laham u I-gewwieni tal-frat

Zewq studji dwar it-tnaqgqis tar-residwi li saru fl-2002/2003 u fl-2007 rispettivament, saru disponibbli
ghall-Kumitat. Madankollu, studju wiehed biss dwar it-tnaqqgis tar-residwi konformi mal-Prattika Tajba
tal-Laboratorju li sar b’'Valbazen kien meqjus rilevanti ghal din il-pro¢edura u ntuza ghad-
determinazzjoni tal-perjodu ta’ tizmim.

Erbgha u ghoxrin fart tac-canga rgiel u nisa gew allokati lil sitt gruppi (n=4). Il-prodott tat-test
(Valbazen) inghata bi xkubetta biex ixxappap orali disponibbli fis-suq f’livell ta’ doza fil-mira ta’ 15 mg
ta’ albendazole ghal kull kg tal-piz tal-gisem .

II-fazi tal-annimali tal-istudju hija fil-principju mwettga skont VICH GL48!, bl-ec¢c¢ezzjoni tal-piz tal-
gisem tal-annimali (138-224 kg, fil-bidu tal-akklimatizzazzjoni) li huwa taht il-medda tal-piz tal-gisem
rakkomandata fil-linja gwida msemmija hawn fuq (jigifieri ~ 250 sa 400 kg ghall-frat ta¢-¢anga).

L-annimali nqgatlu fil-jiem 1, 2, 3, 4, 5 u 7 wara I-kura. Qabel I-analizi, ittiehdu kampjuni tat-tessut
(fwied, kliewi, muskoli (ca 500 g) u xaham (ca 500 g)) u nhaznu f'temperatura taht -20°C.

L-analizi tar-residwu markatur (albendazole sulphoxide, albendazole sulphone u albendazole 2-
aminosulphone) saret minn procedura ta’ kromatografija likwida bi prestazzjoni gholja b’detezzjoni ta’
fluworexxenza b’limitu ta’ kwantifikazzjoni (LOQ) ta’ 15 pug/kg ghal kull metabolit, hlief ghal
albendazole sulphoxide fil-kliewi, li kellu LOQ ta’ 80 ug/kg. L-istudju sar minghajr iz-zieda ta’ standard
intern u b’'metodu analitiku antik, li jista’ jwassal ghal incertezzi fil-kwantifikazzjoni tal-kampjuni.

Ir-residwi oghla mil-limiti massimi ta’ residwi (MRLs) tkejlu fit-tessuti kollha fjum 1 u 2. Wara
korrezzjoni ghall-istabbilta fjum 3, valur wiehed biss ta’ residwu fil-fwied kien oghla mill-MRL.

Ghalhekk, il-fwied kien meqjus bhala t-tessut ghad-determinazzjoni tal-kalkolu tal-perjodu ta’ tizmim.
Jekk jintuzaw il-valuri kollha, I-approc¢é statistiku mhuwiex applikabbli minhabba li I-linearita mhijiex
moghtija. Madankollu, jekk jigu eskluzi xi punti ta’ data (li huwa konformi mal-linja gwida tas-CVMP
dwar id-determinazzjoni ta’ perjodi ta’ tizmim ghal tessuti li jittieklu (EMA/CVMP/SWP/735325/2012-
Rev.1)?), is-suppozizzjonijiet statistici jigu ssodisfati. Madankollu, jidher li minbarra I-piz baxx tal-
gisem tal-annimali u xi nuqqasijiet tad-data dwar l-istabbilta iffrizata, hemm aktar incertezzi rigward il-
metodu analitiku li ghandu jitqies li jikkoregi I-valuri mkejla u/jew japplika fattur ta’ sikurezza
suffi¢jenti.

II-Kumitat qgies li I-in¢ertezzi msemmija hawn fuqg, sakemm ir-residwi kollha jkunu proporzjonalment
affettwati mill-incertezzi analiti¢i, ghandhom jigu megjusa ghad-determinazzjoni tal-perjodu ta’ tizmim.

Ghalhekk, is-CVMP ikkonkluda li ghandu jigi applikat fattur ta’ sikurezza ta’ 30 % fuq il-perjodu ta’
tizmim ta’ 5 ijiem iddeterminat b’'mod statistiku li jirrizulta f'perjodu ta’ tizmim ta’ 7 ijiem (ibbazat fuq
il-perjodu ta’ tizmim iddeterminat b’'mod statistiku ta’ 5 ijiem + fattur ta’ sikurezza ta’ 30%).

Tnaqgqis tar-residwi fil-halib tal-frat

Zewg studji dwar it-tnaqgqis tar-residwi li saru flI-2002 u fl-2007, rispettivament, saru disponibbli ghall-
Kumitat. Madankollu, studju wiehed biss konformi mal-Prattika Tajba tal-Laboratorju/Assigurazzjoni
tal-Kwalita li sar b'Valbazen kien megjus rilevanti ghal din il-procedura.

1 VICH topic GL48: Studies to evaluate the metabolism and residue kinetics of veterinary drugs in food-producing animals:
marker residue depletion studies to establish product withdrawal periods (EMA/CVMP/VICH/463199/2009) - link
2 CVMP guideline on determination of withdrawal periods for edible tissues (EMA/CVMP/SWP/735325/2012-Rev. 1) - link
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https://www.ema.europa.eu/en/documents/scientific-guideline/vich-gl48-studies-evaluate-metabolism-residue-kinetics-veterinary-drugs-food-producing-animals_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-determination-withdrawal-periods-edible-tissues-revision-1_en.pdf

Gew inkluzi ghoxrin baqra tar-razza Holstein Friesian li kienu ged ireddghu (b’medda ta’ piz tal-gisem
ta’ 470-736 kg fil-bidu tal-akklimatizzazzjoni, stadju differenti ta’ treddigh). L-annimali gew ikkurati
bil-prodott tat-test (Valbazen) bl-uzu ta’ xkubetta biex ixxappap orali disponibbli fis-suq f'livell ta’ doza
fil-mira ta’ 15 mg ta’ albendazole ghal kull kg tal-piz tal-gisem.

Kampjuni tal-halib (sottokampjuni ta’ 250 ml mit-tahlib totali ta’ kull bagra) ingabru mill-annimali fil-
jum 1 gabel I-ghoti, fi 12, 24, 36, 48, 60, 72, 84, 96, 108, 120, 132, 144, 156 u 168 siegha wara I-
ghoti. Barra minn hekk, il-kampjuni tat-tessut (fwied shih, iz-zewg kliewi, muskoli [ca 500 g tal-
muskolu tal-genbejn], xaham [ca 500 g ta’ xaham omentali u mill-kliewi]) ingabru minn erba’ annimali
wara sagrificcju 168 siegha wara |-ghoti.

Ir-residwi ta’ albendazole (bhala albendazole sulfoxide, albendazole sulphone u amino albendazole
sulphone) gew kwantifikati b’analizi ta’ kromatografija likwida bi prestazzjoni gholja validata
b’detezzjoni ta’ fluworexxenza, b’LOQ ta’ 15 ug/kg ghal kull metabolit. L-istudju sar minghajr iz-zieda
ta’ standard intern, b’'metodu ta’ analizi antik. Dan jista’ jwassal ghal incertezzi fil-kwantifikazzjoni tal-
kampjuni.

Ir-residwi oghla mill-MRL tkejlu fil-halib sa 60 siegha wara I-ghoti.

Abbazi tal-approc¢ statistiku, gie meqjus perjodu ta’ tizmim ta’ 75 siegha ghall-halib tal-annimali
kkurati izda, skont in-nota tas-CVMP ghal gwida dwar id-determinazzjoni tal-perjodi ta’ tizmim ghall-
halib (EMEA/CVMP/473/1998)3 , il-perjodu ta’ tizmim ghandu jigi mgarreb ghall-intervall ta’ tahlib ta’
12-il siegha li jmiss.

Ghalhekk, il-Kumitat ikkonkluda li I-perjodu ta’ tizmim ghall-halib ghandu jkun ta’ 84 siegha (approcc
statistiku mqarreb ghall-intervall ta’ tahlib ta’ 12-il siegha li jmiss).

3. Valutazzjoni tal-benefic¢ji u r-riskji

Introduzzjoni

Is-CVMP intalab jirrevedi d-data kollha disponibbli dwar it-tnaqqis tar-residwi ghal Valbazen u |-
ismijiet assocjati, inkluzi |-prodotti generici/ibridi tieghu, u jirrakkomanda perjodi ta’ tizmim xierqga
ghall-halib, il-laham u I-gewwieni derivati minn frat ikkurati.

Valutazzjoni tal-beneficcji

Filwaqt li I-effikacja tal-prodotti kkoncernati fil-frat ma gietx ivvalutata specifikament bhala parti minn
din ir-referenza, il-prodotti medicinali veterinarji li ged jigu vvalutati jitgiesu bhala effettivi fil-frat
ghall-kura ta’ infestazzjonijiet gastrointestinali b’dud tond (roundworms), dud fil-pulmun u duda u
trematodi adulti ta’ Fasciola hepatica. 1d-doza rakkomandata tvarja minn 7.5 sa 15 mg albendazole
ghal kull kg tal-piz tal-gisem.

Valutazzjoni tar-riskji

Il-kwalita, is-sikurezza tal-annimal fil-mira, is-sikurezza tal-utent u r-riskju ambjentali ghall-prodotti
medicinali veterinarji kkonc¢ernati ma gewx ivvalutati f'din il-pro¢edura ta’ referenza. Barra minn hekk,
ghal prodotti generici u ibridi (inkluzi prodotti b’konc¢entrazzjoni differenti tas-sustanza attiva meta
mgabbla mal-prodott ta’ referenza), il-bijoekwivalenza ma gietx evalwata peress li dan sar fi hdan il-
proceduri rispettivi ta’ awtorizzazzjoni ghat-tgeghid fis-suqg.

Gie identifikat riskju dwar it-tulijiet differenti tal-perjodi ta’ tizmim awtorizzati ghall-frat (halib, laham u
gewwieni) fi Stati Membri differenti, li, ghal xi prodotti medic¢inali veterinarji jistghu ma jkunux
bizzejjed biex jippermettu lir-residwi tar-residwu markatur ta’ albendazole jagghu taht I-MRLs rispettivi

3 CVMP note for guidance on determination of withdrawal periods for milk (EMEA/CVMP/473/1998) - link
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https://www.ema.europa.eu/en/documents/scientific-guideline/note-guidance-determination-withdrawal-periods-milk_en.pdf

fit-tessuti li jittieklu u fil-halib, u b’hekk jinholoq riskju ghall-konsumaturi wara t-tehid orali ta’ ikel mill-
frat ikkurati b’dawn il-prodotti.

Mizuri ta’ mmaniggjar jew ta’ mitigazzjoni tar-riskji

Abbazi tad-data disponibbli, gew stabbiliti perjodi ta’ tizmim riveduti ghal Valbazen u I-ismijiet
assocjati, inkluzi I-prodotti generici/ibridi tieghu:

Frat
Laham u gewwieni: 7 ijiem
Halib: 84 siegha

Dawn il-perjodi ta’ tizmim jitgiesu bhala adegwati biex jizguraw is-sikurezza tal-konsumatur.
Evalwazzjoni u konkluzjonijiet dwar il-bilan¢ bejn il-benefi¢¢ji u r-riskji

Wara li gies ir-ragunijiet ghar-referenza u d-data disponibbli, is-CVMP ikkonkluda li I-perjodi ta’ tizmim
ghall-frat ghandhom jigu emendati kif rakkomandat sabiex jipprovdu assigurazzjoni ghas-sikurezza tal-
konsumatur.

Minhabba li I-bijoekwivalenza tal-prodotti generic¢i u ibridi (inkluzi prodotti b’koncentrazzjonijiet
differenti tas-sustanza attiva) intweriet fi hdan il-proceduri tal-awtorizzazzjoni ghat-tgeghid fis-suq
ghal dawk il-prodotti, il-Kumitat qgies li I-perjodi ta’ tizmim huma applikabbli ghall-prodotti kollha
kkoncernati minn din ir-referenza.

Il-bilan¢ globali bejn il-beneficcju u r-riskju ghall-prodotti medicinali veterinarji Valbazen u I-ismijiet
assocjati, inkluzi I-prodotti generici/ibridi tieghu jibga’ pozittiv, soggett ghat-tibdil rakkomandat fl-
informazzjoni dwar il-prodott.

Ragunijiet ghall-emenda tal-karatteristici tal-prodott fil-
qosor, tat-tikketta u tal-fuljett ta’ taghrif

Billi

e abbazi tad-data disponibbli dwar it-tnaqqis tar-residwi, is-CVMP qgies li I-perjodi ta’ tizmim ghall-
halib, il-laham u I-gewwieni derivati minn frat ikkurati ghandhom jigu emendati sabiex jipprovdu
assigurazzjoni ghas-sikurezza tal-konsumatur;

e is-CVMP qies li I-bilan¢ globali bejn il-benefi¢¢ju u r-riskju ghall-prodotti taht din il-procedura jibga’
pozittiv soggett ghall-emendi fl-informazzjoni dwar il-prodott;

is-CVMP irrakkomanda |-emenda tal-awtorizzazzjonijiet ghat-tgeghid fis-suq ghal Valbazen 100 mg/ml
sospensjoni orali u I-ismijiet assocjati, inkluzi |-prodotti generici/ibridi tieghu kif imsemmi fl-Anness I li
ghalih il-karatteristici tal-prodott fil-qosor, it-tikketta u I-fuljett ta’ taghrif huma stabbiliti fl-Anness III.
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Anness 111

Emendi fis-sezzjonijiet rilevanti tal-Karatteristici tal-prodott
fil-qosor, tat-tikketta u tal-fuljett ta’ taghrif

Karatteristici tal-prodott fil-qosor

4.11 Perjodu ta’ tizmim

Frat:

Laham u gewwieni: 7 ijiem

Halib: 84 siegha
Tikketta

8. PERJODU TA’ TIZMIM
Frat:

Laham u gewwieni: 7 ijiem

Halib: 84 siegha

Fuljett ta’ taghrif

10. PERJODU TA’ TIZMIM

Frat:

Laham u gewwieni: 7 ijiem

Halib: 84 siegha
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