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GUVERNUL REPUBLICII MOLDOVA
GOVERNMENT

OF THE REPUBLIC OF MOLDOVA

AGENTIA NATIONALA
PENTRU SIGURANTA ALIMENTELOR
NATIONAL AGENCY FOR FOOD SAFETY

termen nelimitat, Data emiterii
i Date of issue

Data expirdrii
Expiry date
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Compozifie
Composition
SubstanJa activa
Active substance

excipien{i
excipients

Definitor al certificatului de inregistrare
Marketing authorisation holder

derivat proteic purificat de Mycobacterium bovis (tulpina AN 5) - 28 000 UVml

fenol, solufie de stabilizare

Bioveta o.s., Republica Cehd

Producitor
Manufacturer

Clasificare ATC
ATC classification

Bioveta &.S., Republica Cehd

QV04CF01

CERTIFICAT DE INREGISTRARE
a medicamentului de uz veterinar

MARKETI NG AUTHORI SATION
of veterinary medicinal product

17.07 .2024

in temeiul Legii nr.22I12007 privind activitatea sanitar-veterinard gi a Legii nr. 1 lgl2018 cu privire la
medicamentele deuzveterinar,inbazacereriidepusengl06T& din 18.04.2024,Agenlia
Na(ionald pentru SiguranfaAlimentelor deci$e inregistrareamedicamentului deuzveterinar / Based on
Law no.22112007 regarding sanitary-veterinary activity, and on Law no. 11912018 on veterinary medicinal
products, taking into account the submitted application no. from National

r; Agency for Food Safery decides the registration ofthe veterinary medicinal product:

Denumirea comerciali
Commercial name
Denumirea comerciald, forma farmaceutic[ gi concentralia
Commercial name. oharmaceutical form and concentration)

Bovitubal 28000
solufie pentru injecfie



Numirul de inregistrare qi dafa emiterii
Registration number and dateof issue 240064 din

Mod de eliberare
Mode of dispensing
Cu sau fdrd prescriilfie medicalS veterinari
With or without veterinary pescription

Termen de valabilitate
Shelf life

- dUpd ambalarea pentru comercializare 0,r"D - 21luni
after packaging for sale purposo (months) -1.' ^*^^'

- dupi prima deschidere
after first opaning 10 ore

\
17. 07.2024

Ambalaj
Packaging
Tip gi mdrime
Type and size

Cu prescrip{ie veterinard

Flacoane x lml (10doze); 2ml (2}doze); 5ml (5Odoze); 10 ml
(1 0Odoze); 20ml (200doze)

lin prezentul certificat de inregistrare f{c parte integranti urmitoarele:
Form this authorisation the following are p#t of:

- Rezumatul caracteristicilor medicamentului de uz veterinar
Summary of the product characteristics

- Prospectul
Leaflet information

- Informafii privind etichetarea
Information on the labelling 

Anexa nr.3

adjunct

Anexa nr.l

Anexa nr.2

Parametrii de calitate ai produsului sint cei prevdn\i in documentaJia care a stat La bazaeliberirii
prezentului certificat de inregistrare.
Froduct quality parameters are provided in the docu)nentation which were the basis for issuing this particular
authorisation.

Orice modificare a datelor specificate in certificatul de inregistrare sau in documen ta\ie,trebuie
rapotitdgi aprobat[ de cdtreAgen{ia Nalionald pentru SiguranJ'aAlimentelor.
Any modification of the data specified in the marketing auihorisation or in the documentation, must be reported
and approved by National for Food Safety.

Alexandr MANCIU
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