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GOVERNMENT
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Nr.3?01?.:
Data emiterii
Date of issue

20.02.2020

AGENTIA NATIONALA
PENTRU SIGURANTA ALIMENTELOR
NATIONAL AGENCY FOR FOOD SAFETY

in temeiul Legii nr. 22112007 privind activitatea sanitar-veterinard qi a Legii *. !\91?q\8 cu privire la
medicamentel-edeuzveterinar, inbryacereriidepusem. 118 Ain 24.102019 ,Agenlia
NaJiona![ pentru Siguran{aAlimentelor decide,?ffegistrarea medicamentuluide uz veterinar / Based on

Law no.22112007 regarding sanitary-veterinary activity, and_gq Law no. ll9l20l8 on yelqrinary medicinal

products, taking into account the submitted applicatio;no. 118 ftsrn 24'10'2019 , National

,Agency for Food Safery decides the registration ofthe veterinary medicinalproduct:

Denumirea comerciali
Commircial-name
Denumirea comercial!-forma farmaceuticd gi concentralia
Commercial name, pharmaceutical form and concentration)

Compozi{i. FarcJialiofrlizatd:Vanguard DA2PPi- virusul bolii Carre, tulpina,N-CDV; adenovirus

Composition canin tip 2, tulpina Manhattan; virusul parainfluenlei canine, tlr$inaNL-CPI-S;
subsania.activd 'parvovirus canin atenuat, tulBinaNL.35-D; fractia lichid[: Vanguard.L-Lt!.ry!i:1 

. ^^Active substance canicola inactiva, tulpina Cil, Leptospira icterohaemorrhagiae, tulpina NADL I 1403

excipienfi .. ,r-excipients mediu Eagle modificat, dextran 40, hidrolizat de cazeind,lactozd., sorbitol (70%),

hidroxid de sodiu, apd pentru iqieclii

De{initor al certificatului de inregistrare
Marketing authorisation holder Troetis

\
Belgium SA., Belgia

Producdtor
Manufacturer Zoetis Inc.. SUA

)
Clasificare ATC
ATC clalsifigation eI07AI02

I

CERTTE ICAT DE iN REG I SrHnne
a mediCamentului de uz veterinal,

MARKETING AUTHORISATION -
of veterinary medicinal product

Data expirdrii
Expiry date

Vanguard R PIus 5/L, vaccin viu atenuat

20.02.2025



\
Numlrul de inregistrare qi data emiterli
Registration number and date of issue

Mod dqeliberare
Mode of dispensing
Cu sau fErd prgscrip{ie medicald veterinard
With or witfilout veterinary pescription

Ambalaj
Packaging
Tip qimdrime
Type dnd size

200003 din20.02.2020

Cu prescriptie veterinari \\

Flacon din sticld cF fractia lichidA ace1r- 1 ml cu dop din cauciuc $i capac
din aluminiu qi flacon din sticld cu dop qi capac cu liofilizat

Termen de valabilitate
Shelf life

- dupd ambalarea pentru comercializare quni)

after packaging for sale purpose (months)

- dupd prima deschidere
after first opening

Summary of the product characteristics

- Prospecfirl
Leaflet information

Anexa nr.2

Fracliunea liofilizatd-24 luni, cea lichid6-48 luni

/' utilizaimediat

Din prezentul certificat de inregistrare fac parte integranti urmitoarele:
Form this authorisation the foll{wing are part of:

- Rezumatul caracteristicilor medicamentului de uz veterinar Aneia nr.1

- Informa{ii privind etichearea Anexa nr.3
Information on the labelling

Parametrii de calitate ai produsului sint cei prevdzu{i in documentatia care a stat la baza eliberdt''i
prezentului certificat de inregistrare
Product quality parameters 4re provided in the documentation,(vhich were the basis for issuing this particular
authorisation':-

Orice modificare b'dut.lo, specificate in certificatul de inregistrars,sau in documentalie, trebuie
raportatd qi aprobatd de citreAggnliaNalionaldpentru Siguran{aAlimentelor.
Any modification of the data specified in the marketing authorisation or in the documentation, must be:eported

\and approved by National for Food Safety.
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