FEES

for authorization for the marketing of veterinary medicinal products, used by the
Institute for Control of Veterinary Biological Products and Medicines

No.

Type of authorization

Fee/Rate
(lei)

246

Authorization of veterinary medicinal products resulting from a
new association of known substances (fixed combination), by
mutual recognition procedure, with Romania acting as reference
member state

32.902

a) Authorization of veterinary medicinal products resulting from a
new association of known substances (fixed combination), by
mutual recognition procedure, with Romania acting as reference
member state for each other target species/way of
administration, for food producing animals

1.354

b) Authorization of veterinary medicinal products resulting from a
new association of known substances (fixed combination), by
mutual recognition procedure, with Romania acting as reference
member state for each other target species/way of
administration, for animals not intended for human consumption.

956

247

Authorization of veterinary medicinal products resulting from a
new association of known substances (fixed combination), by
mutual recognition procedure, with Romania acting as concerned
member state

27.007

a) Authorization of veterinary medicinal products resulting from a
new association of known substances (fixed combination), by
mutual recognition procedure, with Romania acting as concerned
member state for each other target species/way of
administration, for food producing animals

1.354

b) Authorization of veterinary medicinal products resulting from a
new association of known substances (fixed combination), by
mutual recognition procedure, with Romania acting as concerned
member state for each other target species/way of
administration, for animals not intended for human consumption

956

248

Authorization of veterinary medicinal products resulting from a
new association of known substances (fixed combination), by
mutual recognition procedure and proposed by “repeat use”
procedure, with Romania acting as reference member state

24.935

a) Authorization of veterinary medicinal products resulting from a
new association of known substances (fixed combination), by
mutual recognition procedure and proposed by “repeat use”
procedure, with Romania acting as reference member state for
each other target species/way of administration, for food
producing animals

1.354

b) Authorization of veterinary medicinal products resulting from a
new association of known substances (fixed combination), by
mutual recognition procedure and proposed by “repeat use”
procedure, with Romania acting as reference member state for
each other target species/way of administration, for animals not
intended for human consumption

956




No.

Type of authorization

Fee/Rate
(lei)

249

Authorization of veterinary medicinal products resulting from a
new association of known substances (fixed combination), by
mutual recognition procedure and proposed by “repeat use”
procedure, with Romania acting as concerned member state

18.244

a) Authorization of veterinary medicinal products resulting from a
new association of known substances (fixed combination), by
mutual recognition procedure and proposed by “repeat use”
procedure, with Romania acting as concerned member state for
each other target species/way of administration, for food
producing animals

1.354

b) Authorization of veterinary medicinal products resulting from a
new association of known substances (fixed combination), by
mutual recognition procedure and proposed by “repeat use”
procedure, with Romania acting as concerned member state for
each other target species/way of administration, for animals not
intended for human consumption

956

250

Authorization of veterinary medicinal products resulting from a
new association of known substances (fixed combination), by
decentralized procedure, with Romania acting as reference
member state

43.258

a) Authorization of veterinary medicinal products resulting from a
new association of known substances (fixed combination), by
decentralized procedure, with Romania acting as reference
member state for each other target species/way of
administration, for food producing animals

1.354

b) Authorization of veterinary medicinal products resulting from a
new association of known substances (fixed combination), by
decentralized procedure, with Romania acting as reference
member state for each other target species/way of
administration, for animals not intended for human consumption

956

251

Authorization of veterinary medicinal products resulting from a
new association of known substances (fixed combination), by
decentralized procedure, with Romania acting as concerned
member state

31.149

a) Authorization of veterinary medicinal products resulting from a
new association of known substances (fixed combination), by
decentralized procedure, with Romania acting as concerned
member state for each other target species/way of
administration, for food producing animals

1.354

b) Authorization of veterinary medicinal products resulting from a
new association of known substances (fixed combination), by
decentralized procedure, with Romania acting as concerned
member state for each other target species/way of
administration, for animals not intended for human consumption

956

252

Authorization of veterinary medicinal products with well-
established use, by mutual recognition procedure, with Romania
acting as reference member state

30.512
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Type of authorization

Fee/Rate
(lei)

a) Authorization of veterinary medicinal products with well-
established use by mutual recognition procedure, with Romania
acting as reference member state for each other target
species/way of administration, for food producing animals

1.354

b) Authorization of veterinary medicinal products with well-
established use, by mutual recognition procedure, with Romania
acting as reference member state for each other target
species/way of administration, for animals not intended for
human consumption

956

253

Authorization of veterinary medicinal products with well-
established use, by mutual recognition procedure, with Romania
acting as concerned member state

23.024

a) Authorization of veterinary medicinal products with well-
established use by mutual recognition procedure, with Romania
acting as concerned member state for each other target
species/way of administration, for food producing animals

1.354

b) Authorization of veterinary medicinal products with well-
established use, by mutual recognition procedure, with Romania
acting as concerned member state for each other target
species/way of administration, for animals not intended for
human consumption

956

254

Authorization of veterinary medicinal products with well-
established use, by mutual recognition procedure and proposed
by “repeat use” procedure, with Romania acting as reference
member state

21.749

a) Authorization of veterinary medicinal products with well-
established use, by mutual recognition procedure and proposed
by “repeat use” procedure, with Romania acting as reference
member state for each other target species/way of
administration, for food producing animals

1.354

b) Authorization of veterinary medicinal products with well-
established use, by mutual recognition procedure and proposed
by “repeat use” procedure, with Romania acting as reference
member state for each other target species/way of
administration, for animals not intended for human consumption

956

255

Authorization of veterinary medicinal products with well-
established use, by mutual recognition procedure and proposed
by “repeat use” procedure, with Romania acting as concerned
member state

17.447

a) Authorization of veterinary medicinal products with well-
established use, by mutual recognition procedure and proposed
by “repeat use” procedure, with Romania acting as concerned
member state for each other target species/way of
administration, for food producing animals

1.354

b) Authorization of veterinary medicinal products with well-
established use, by mutual recognition procedure and proposed
by “repeat use” procedure, with Romania acting as concerned
member state for each other target species/way of
administration, for animals not intended for human consumption

956

3
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256

Authorization of veterinary medicinal products with well-
established use, by decentralized procedure, with Romania
acting as reference member state

39.275

a) Authorization of veterinary medicinal products with well-
established use, by decentralized procedure, with Romania
acting as reference member state for each other target
species/way of administration, for food producing animals

1.354

b) Authorization of veterinary medicinal products with well-
established use, by decentralized procedure and proposed by
“repeat use” procedure, with Romania acting as reference
member state for each other target species/way of
administration, for animals not intended for human consumption

956

257

Authorization of veterinary medicinal products with well-
established use, by decentralized procedure, with Romania
acting as concerned member state

27.166

a) Authorization of veterinary medicinal products with well-
established use, by decentralized procedure, with Romania
acting as concerned member state for each other target
species/way of administration, for food producing animals

1.354

b) Authorization of veterinary medicinal products with well-
established use, by decentralized procedure and proposed by
‘repeat use” procedure, with Romania acting as concerned
member state for each other target species/way of
administration, for animals not intended for human consumption

956

258

Authorization of generic veterinary medicinal products, by mutual
recognition procedure, with Romania acting as reference
member state

24.935

259

Authorization of generic veterinary medicinal products, by mutual
recognition procedure, with Romania acting as concerned
member state

18.244

260

Authorization of generic veterinary medicinal products, by mutual
recognition procedure and proposed by “repeat use” procedure,
with Romania acting as reference member state

19.359

261

Authorization of generic veterinary medicinal products, by mutual
recognition procedure and proposed by “repeat use” procedure,
with Romania acting as concerned member state

15.854

262

Authorization of generic veterinary medicinal products, by
decentralized procedure, with Romania acting as reference
member state

34.097

263

Authorization of generic veterinary medicinal products, by
decentralized procedure, with Romania acting as concerned
member state

24.617

264

Authorization of hybrid veterinary medicinal products, by
decentralized procedure, with Romania acting as reference
member state

34.495

a) Authorization of hybrid veterinary medicinal products by
decentralized procedure, with Romania acting as reference
member state for each other target species/way of
administration, for food producing animals

1.354

4
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b) Authorization of hybrid veterinary medicinal products by
decentralized procedure, with Romania acting as reference
member state for each other target species/way of
administration, for animals not intended for human consumption

956

265

Authorization of hybrid veterinary medicinal products, by
decentralized procedure, with Romania acting as concerned
member state

27.166

a) Authorization of hybrid veterinary medicinal products by
decentralized procedure, with Romania acting as concerned
member state for each other target species/way of
administration, for food producing animals

1.354

b) Authorization of hybrid veterinary medicinal products by
decentralized procedure, with Romania acting as concerned
member state for each other target species/way of
administration, for animals not intended for human consumption

956

266

Authorization of hybrid veterinary medicinal products, by mutual
recognition procedure, with Romania acting as reference
member state

30.512

a) Authorization of hybrid veterinary medicinal products by
mutual recognition procedure, with Romania acting as reference
member state for each other target species/way of
administration, for food producing animals

1.354

b) Authorization of hybrid veterinary medicinal products by
mutual recognition procedure, with Romania acting as reference
member state for each other target species/way of
administration, for animals not intended for human consumption

956

267

Authorization of hybrid veterinary medicinal products, by mutual
recognition procedure, with Romania acting as concerned
member state

23.024

a) Authorization of hybrid veterinary medicinal products by
mutual recognition procedure, with Romania acting as concerned
member state for each other target species/way of
administration, for food producing animals

1.354

b) Authorization of hybrid veterinary medicinal products by
mutual recognition procedure, with Romania acting as concerned
member state for each other target species/way of
administration, for animals not intended for human consumption

956

268

Authorization of hybrid veterinary medicinal products, by mutual
recognition procedure and proposed by “repeat use” procedure
with Romania acting as reference member state

21.749

a) Authorization of hybrid veterinary medicinal products, by
mutual recognition procedure and proposed by “repeat use”
procedure, with Romania acting as reference member state for
each other target species/way of administration, for food
producing animals

1.354
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b) Authorization of hybrid veterinary medicinal products, by
mutual recognition procedure and proposed by “repeat use”
procedure, with Romania acting as reference member state for
each other target species/way of administration, for animals not
intended for human consumption

956

269

Authorization of hybrid veterinary medicinal products, by mutual
recognition procedure and proposed by “repeat use” procedure
with Romania acting as concerned member state

17.447

a) Authorization of hybrid veterinary medicinal products, by
mutual recognition procedure and proposed by “repeat use”
procedure, with Romania acting as concerned member state for
each other target species/way of administration, for food
producing animals

1.354

b) Authorization of hybrid veterinary medicinal products, by
mutual recognition procedure and proposed by “repeat use”
procedure, with Romania acting as concerned member state for
each other target species/way of administration, for animals not
intended for human consumption

956

270

Authorization of veterinary medicinal products containing a
known active substance, by mutual recognition procedure, with
Romania acting as reference member state

30.512

a) Authorization of veterinary medicinal products containing a
known active substance, by mutual recognition procedure, with
Romania acting as reference member state for each target
species/way of administration, for food producing animals

1.354

b) Authorization of veterinary medicinal products containing a
known active substance, by mutual recognition procedure, with
Romania acting as reference member state for each target
species/way of administration, for animals not intended for
human consumption

956

271

Authorization of veterinary medicinal products containing a
known active substance, by mutual recognition procedure, with
Romania acting as concerned member state

23.024

a) Authorization of veterinary medicinal products containing a
known active substance, by mutual recognition procedure, with
Romania acting as concerned member state for each target
species/way of administration, for food producing animals

1.354

b) Authorization of veterinary medicinal products containing a
known active substance, by mutual recognition procedure, with
Romania acting as concerned member state for each target
species/way of administration, for animals not intended for
human consumption

956

272

Authorization of veterinary medicinal products containing a
known active substance, by mutual recognition procedure and
proposed by “repeat use” procedure, with Romania acting as
reference member state

21.749
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a) Authorization of veterinary medicinal products containing a
known active substance, by mutual recognition procedure and
proposed by “repeat use” procedure, with Romania acting as
reference member state for each target species/way of
administration, for food producing animals

1.354

b) Authorization of veterinary medicinal products containing a
known active substance, by mutual recognition procedure and
proposed by “repeat use” procedure, with Romania acting as
reference member state for each target species/way of
administration, for animals not intended for human consumption

956

273

Authorization of veterinary medicinal products containing a
known active substance, by mutual recognition procedure and
proposed by “repeat use” procedure, with Romania acting as
concerned member state

17.407

a) Authorization of veterinary medicinal products containing a
known active substance, by mutual recognition procedure and
proposed by “repeat use” procedure, with Romania acting as
concerned member state for each target species/way of
administration, for food producing animals

1.354

b) Authorization of veterinary medicinal products containing a
known active substance, by mutual recognition procedure and
proposed by “repeat use” procedure, with Romania acting as
concerned member state for each target species/way of
administration, for animals not intended for human consumption

956

274

Authorization of veterinary medicinal products containing a
known active substance, by decentralized procedure, with
Romania acting as reference member state

39.275

a) Authorization of veterinary medicinal products containing a
known active substance, by decentralized procedure, with
Romania acting as reference member state for each target
species/way of administration, for food producing animals

1.354

b) Authorization of veterinary medicinal products containing a
known active substance, by decentralized procedure, with
Romania acting as reference member state for each target
species/way of administration, for animals not intended for
human consumption

956

275

Authorization of veterinary medicinal products containing a
known active substance, by decentralized procedure, with
Romania acting as concerned member state

27.166

a) Authorization of veterinary medicinal products containing a
known active substance, by decentralized procedure, with
Romania acting as concerned member state for each target
species/way of administration, for food producing animals

1.354

b) Authorization of veterinary medicinal products containing a
known active substance, by decentralized procedure, with
Romania acting as concerned member state for each target
species/way of administration, for animals not intended for
human consumption

956




No.

Type of authorization

Fee/Rate
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276

Authorization of veterinary medicinal products by "informed
consent”, by mutual recognition procedure, with Romania acting
as reference member state

30.512

277

Authorization of veterinary medicinal products by "informed
consent”, by mutual recognition procedure, with Romania acting
as concerned member state

23.024

278

Authorization of veterinary medicinal products by "informed
consent”, by decentralized procedure, with Romania acting as
reference member state

34.495

279

Authorization of veterinary medicinal products by "informed
consent”, by decentralized procedure, with Romania acting as
concerned member state

21.829

280

Authorization of veterinary medicinal products by "informed
consent" procedure, by mutual recognition procedure and
proposed by “repeat use” procedure, with Romania acting as
reference member state

21.749

281

Authorization of veterinary medicinal products by "informed
consent" procedure, by mutual recognition procedure and
proposed by “repeat use” procedure, with Romania acting as
concerned member state

17.447

282

Authorization of VMPs containing a new active substance, by
mutual recognition procedure, with Romania acting as reference
member state

30.512

283

Authorization of VMPs containing a new active substance, by
mutual recognition procedure, with Romania acting as concerned
member state

29.396

284

Authorization of VMPs containing a new active substance, by
decentralized procedure, with Romania acting as reference
member state

39.275

285

Authorization of VMPs containing a new active substance, by
decentralized procedure, with Romania acting as concerned
member state

29.556

286

Authorization of veterinary medicinal products containing a new
active substance by mutual recognition procedure and proposed
by “repeat use” procedure, with Romania acting as reference
member state

21.749

287

Authorization of veterinary medicinal products containing a new
active substance by mutual recognition procedure and proposed
by “repeat use” procedure, with Romania acting as concerned
member state

18.244

288

Authorization of veterinary medicinal products by multiple
applications - "duplicate", by mutual recognition procedure, with
Romania acting as reference member state

24.935

289

Authorization of veterinary medicinal products by multiple
applications - "duplicate", by mutual recognition procedure, with
Romania acting as concerned member state

15.854

290

Authorization of veterinary medicinal products by multiple
applications - "duplicate", by decentralized procedure, with
Romania acting as reference member state

21.988
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291

Authorization of veterinary medicinal products by multiple
applications - "duplicate", by decentralized procedure, with
Romania acting as concerned member state

18.642

292

Authorization of veterinary medicinal products by multiple
applications - "duplicate", by mutual recognition procedure and
proposed by “repeat use” procedure, with Romania acting as
reference member state

21.749

293

Authorization of veterinary medicinal products by multiple
applications - "duplicate", by mutual recognition procedure and
proposed by “repeat use” procedure, with Romania acting as
concerned member state

17.447

294

Authorization of similar biological medicinal products, by mutual
recognition procedure, with Romania acting as concerned
member state

23.024

295

Authorization of similar biological medicinal products, by mutual
recognition procedure, with Romania acting as reference
member state

30.512

296

Authorization of similar biological medicinal products, by
decentralized procedure, with Romania acting as reference
member state

39.275

297

Authorization of similar biological medicinal products, by
decentralized procedure, with Romania acting as concerned
member state

27.166

298

Authorization of similar biological medicinal products”, by mutual
recognition procedure and proposed by “repeat use” procedure,
with Romania acting as reference member state

21.749

299

Authorization of similar biological medicinal products”, by mutual
recognition procedure and proposed by “repeat use” procedure,
with Romania acting as concerned member state

17.447

300

Authorization of veterinary medicinal products containing a new
active substance, by national procedure

15.734

a) Authorization of veterinary medicinal products containing a
new active substance, for each target species/way of
administration, for food producing animals

1.354

b) Authorization of veterinary medicinal products containing a
new active substance, for each target species/way of
administration, for animals not intended for human consumption

956

301

Authorization of veterinary medicinal products containing a
known active substance, authorized by national procedure

14.938

a) Authorization of veterinary medicinal products containing a
known active substance, for each target species/way of
administration, for food producing animals

1.354

b) Authorization of veterinary medicinal products containing a
known active substance, for each target species/way of
administration, for animals not intended for human consumption

956

302

Authorization of veterinary medicinal products with well-
established medical use, by national procedure

14.938




Fee/Rate

No. Type of authorization (lei)
a) Authorization of veterinary medicinal products with well- 1.354
established medical use, for each target species/way of
administration, for food producing animals
b) Authorization of veterinary medicinal products with well- 956
established medical use, for each target species/way of
administration, for animals not intended for human consumption

303 |Authorization of generic veterinary medicinal products, by 11.194
national procedure

304 |Authorization of veterinary medicinal products resulting from a 18.124
new association of known substances (fixed combination), by
national procedure
a) Authorization of veterinary medicinal products resulting from a 1.354
new association of known substances (fixed combination), for
each target species/way of administration, for food producing
animals, by national procedure
b) Authorization of veterinary medicinal products resulting from a 956
new association of known substances (fixed combination), for
each target species/way of administration, for animals not
intended for human consumption, by national procedure

305 |Authorization of hybrid veterinary medicinal products, by national 14.938
procedure
a) Authorization of hybrid veterinary medicinal products, for each 1.354
target species/way of administration, for food producing animals,
by national procedure
b) Authorization of veterinary medicinal products, for each target 956
species/way of administration, for animals not intended for
human consumption, by national procedure

306 |National authorization of veterinary medicinal products by 14.938
"informed consent"

307 |Authorization of homeopathic products with therapeutic 14.938
indications, by national procedure

308 |Authorization of veterinary medicinal products by parallel import, 3.228
simplified procedure

309 |Limited marketing authorization for veterinary medicinal products 6.255

310 |Marketing notification for veterinary medicinal products 2.778

311 |Authorization of similar biological medicinal products, by national 14.938
procedure

312 |Authorization of veterinary medicinal products by multiple 14.380
applications - "duplicate", by national procedure

313 |Renewal of marketing authorization of veterinary medicinal 19.359
products by mutual recognition procedure or decentralized
procedure, with Romania acting as reference member state

314 |Renewal of marketing authorization of veterinary medicinal 13.464
products by mutual recognition procedure or decentralized
procedure, with Romania acting as concerned member state

315 |Renewal of marketing authorization of veterinary medicinal 8.485

products by national procedure
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Fee/Rate

No. Type of authorization (lei)
316 |Renewal of marketing authorization of homeopathic veterinary 8.485
medicinal products with therapeutic indications, by national
procedure
317 |Renewal of marketing authorization for parallel import 2.349
318 |Extension of marketing authorization of veterinary medicinal 21.430
products by mutual recognition procedure or decentralized
procedure with Romania acting as concerned member state
319 |Extension of marketing authorization of veterinary medicinal 31.069
products by mutual recognition procedure or decentralized
procedure with Romania acting as reference member state
320 |Extension of marketing authorization of veterinary medicinal 12.349
products by national procedure
321 |Evaluation of variation type IA, by mutual recognition procedure 1.424
or decentralized procedure with Romania acting as concerned
member state
322 |Evaluation of variation type IA, by mutual recognition procedure 1.822
or decentralized procedure with Romania acting as reference
member state
323 |Evaluation of variation type 1B, by mutual recognition procedure 1.742
or decentralized procedure with Romania acting as concerned
member state
324 |Evaluation of variation type 1B, by mutual recognition procedure 2.220
or decentralized procedure with Romania acting as reference
member state
325 |Evaluation of variation type I, by mutual recognition procedure or 3.017
decentralized procedure with Romania acting as concerned
member state
326 |Evaluation of variation type Il, by mutual recognition procedure or 4.052
decentralized procedure with Romania acting as reference
member state
327 |Evaluation of variation type IA, by national procedure 1.145
328 |Evaluation of variation type IB, by national procedure 1.384
329 |Evaluation of variation type Il, by national procedure 3.734
330 |Variation of marketing authorization for parallel import 1.185
331 |Emission of a duplicate of the marketing authorization, by 243
national procedure
332 |Notification for homeopathic veterinary medicinal products, by 1.344
simplified national procedure
333 |Evaluation of applications for the change of design and writing of 1.049
the primary and secondary packaging of the VMP, of the
package leaflet and SPC, other than those derived from type IA,
IB and Il variations, by national procedure
334 |Approval of advertising material for veterinary medicinal products 1.368
335 |Consultancy in the field of veterinary medicinal products /hour 173
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336 |Consolidated notification for the completion of the technical 1.300
documentations for the products in course of authorization,
renewal, or extension procedure, by national procedure

337 |Annual fee to maintain on the market the marketing authorization 343
for veterinary medicinal products

338 |Transfer of the marketing authorization 5.378

339 |Evaluation of technical documentation for nutritive supplements, 811
cosmetics and other veterinary use products for notification
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