Fees for authorization/renewal/variations of veterinary medicinal products in
Romania, according to the provisions of Order ANSVSA No.174/2007 (lei)

261. Authorization of veterinary medicinal products containing new
active substances proposed through the mutual recognition procedure or
decentralized procedure in Romania as reference member state, to which
the following will be added, according to the case:

- for each target food producing species

- for each target species for pet animals

13,671.00

755.00
475.00

262. Authorization of veterinary medicinal products resulted from new
associations of known active substances (fixed combinations), proposed
through the mutual recognition procedure or decentralized procedure in
Romania as reference member state, to which the following will be
added, according to the case:

- for each target food producing species

- for each target species for pet animals

12,175.00

755.00

475.00

263. Authorization of veterinary medicinal products containing well
established use substance proposed through mutual recognition procedure
or decentralized procedure in Romania as reference member state.

10,679.00

264. Authorization of generic medicinal products through the mutual
recognition procedure or decentralized procedure in Romania as
reference member state

9,183.00

265. Authorization of medicinal products containing new active
substance proposed through the mutual recognition procedure or
decentralized procedure in Romania as interested member state, first
wave

13,297.00

266. Authorization of medicinal products resulted from new associations
of known active substances (fixed combinations) proposed through the
mutual recognition procedure or decentralized procedure in Romania as
interested member state, first wave

12,923.00

267. Authorization of medicinal products containing well established use
substance proposed through the mutual recognition procedure or
decentralized procedure in Romania as interested member state, first
wave

11,053.00

268. Authorization of generic medicinal products through the mutual
recognition procedure or decentralized procedure in Romania as
interested member state, first wave

10,305.00

269. Authorization of veterinary medicinal products containing new
active substance, authorized in the European Union through the national
procedure and proposed through the “repeat use” procedure in Romania
as interested member state, second wave

6,634.00




270. Authorization of veterinary medicinal products resulted from new 5,609.00
associations of known active substances (fixed combinations), authorized

in the European Union through the national procedure and proposed

through “repeat use” procedure in Romania as interested member state,

second wave

271. Authorization of veterinary medicinal products containing well 5,609.00
established use substance authorized in the European Union through the

national procedure and proposed through “repeat use” procedure in

Romania as interested member state, second wave

272. Authorization of generic veterinary medicinal products authorized in 4,487.00
the European Union through the national procedure and proposed

through “repeat use” procedure in Romania as interested member state,

second wave

273. Evaluation of technical dossier for biocidal products, for 1,830.00
authorization through the mutual recognition procedure.

274. Evaluation of technical dossier for low risk biocidal products. 914.00
275. Evaluation of application for type IA variation 344.00
276. Evaluation of application for type IB variation 788.00
277. Evaluation of application for type 1l variation 1,036.00
278. Marketing authorization for parallel imports 840.00
279. Authorization of vetetinary medicinal products containing new 2,448.00
active substance through the national procedure, to which the following

will be added according to the case:

- for each target food producing species 240.00
- for each target species for pet animals 168.00
280. Authorization of veterinary medicinal products resulted from new 2,112.00
associations of known active substances (fixed combinations), through

the national procedure, to which the following will be added according to

the case:

- for each target food producing species 240.00
- for each target species for pet animals 168.00
281. Authorization of veterinary medicinal products containing well 2,112.00
established use substance proposed through the national procedure.

282. Authorization of generic veterinary medicinal products through the 1,944.00
national procedure.

283. Authorization of homeopathic products with therapeutic indications, 1,608.00
through national procedure.

284. Notification of veterinary medicinal products without therapeutic 360.00
indications, through national procedure.

285. Evaluation of application for type IA variation, through national 240.00
procedure.

286. Evaluation of application for type IB variation, through national 336.00
procedure.

287. Evaluation of application for type II variation, through national 480.00
procedure. ]




288. Evaluation of applications concerning change of design and label on 336.00
the outer and immediate package, the package leaflet and the SPC of
veterinary medicinal products, others then those resulted from type IA,
IB and II variations, through national procedure.
289. Renewal of veterinary medicinal products, through national 552.00
procedure,
290, Evaluation of technical dossier for biocidal products, for 816.00
authorization through the national procedure.
291. Evaluation of technical dossier for low risk biocidal products, for 624.00
authorization through the national procedure.
292. Approval of advertising material for biological products/ 96.00
medicines/feeding stuffs/others veterinary products, through national

rocedure.
293. Duplicate of marketing authorization, through national procedure. 58.00
294. Specific advice as regards medicinal products and other veterinary 24.00

products’/hour.




