
ANNEX II + III:
TECHNICAL SPECIFICATIONS + TECHNICAL OFFER

Contract title: 
EU Support to supply and distribution of rabies vaccination baits for autumn 2019, spring 2020 and autumn 2020 campaigns in Bosnia and Herzegovina
Publication reference:EuropeAid/140257/DH/SUP/BA

Tender no:
EC/BIH/TEN/19/010
Column 1-2 should be completed by the contracting authority

Column 3-4 should be completed by the tenderer

Column 5 is reserved for the evaluation committee 
Annex III - the Contractor's technical offer

The tenderer is requested to complete the template on the next pages: 

· Column 2 is completed by the contracting authority shows the required specifications (not to be modified by the tenderer), 

· Column 3 is to be filled in by the tenderer and must detail what is offered (for example the words “compliant” or “yes” are not sufficient)  

· Column 4 allows the tenderer to make comments on its proposed supply and to make eventual references to the documentation

The eventual documentation supplied should clearly indicate (highlight, mark) the models offered and the options included, if any, so that the evaluators can see the exact configuration. Offers that do not permit to identify precisely the models and the specifications may be rejected by the evaluation committee.

The offer must be clear enough to allow the evaluators to make an easy comparison between the requested specifications and the offered specifications.

1. 
Description of the project
1.1 
Description of the project: EU Support to supply and distribution of rabies vaccination baits for autumn 2019, spring 2020 and autumn 2020 campaigns in Bosnia and Herzegovina
	Ref.
	Vaccination Campaign
	Time period during which rabies vaccine baits are to be distributed by low-altitude aerial drops
	Number of rabies vaccine baits to be distributed 
	Territory (location and area) over which rabies vaccine baits are to be distributed by low-altitude aerial drops

	1.
	Autumn 2019*
	During Autumn 2019
Completion date of the vaccination campaign is expected by the end of the autumn season**
	1 224 000 for each campaign

(3 672 000 total)
	For each campaign:

Entire territory of Bosnia and Herzegovina with exception of urban areas, and large water areas (lakes, large rivers, marshland).

	2.
	Spring 2020
	During Spring 2020
Completion date of the vaccination campaign shall be end May 2020 at latest
	
	

	3. 
	Autumn 2020
	During Autumn 2020

Completion date of the vaccination campaign is expected by the end of the autumn season**
	
	


*For the sake of the time effectiveness and due to complexity of weather conditions in autumn in Bosnia and Herzegovina (BiH), as soon as the implementation period starts, the Contractor is requested to maximise its operations for undertaking those pre-campaign requirements that are feasible to be run in parallel, like:

· immediate start of the vaccine production and label printing with prior approval of the Contracting Authority of the label draft submitted( including visibility requirements); 

· VAT exemption procedure by immediate approach to the EU Delegation to BiH (functional mailbox:  delegation-bosnia-and-herzegovina-vat@eeas.europa.eu ) with submitted relevant documentation;
· Approach to relevant beneficiary country’s authorities for issuance of required permits (e.g. allocation of airports for campaigns, flight permit etc.);
· Engagement of referenced laboratories for the required testing.

The above is to ensure the efficient campaign completion, which is preconditioned by the time effective start of this particular campaign that is sometimes subject to possible weather challenges in BiH (see more under ** below). 

**Due to possible weather challenges of this season in the beneficiary country and necessity to undertake all below required actions before the start of the campaign, it is requested to start the campaign as early autumn as possible, whereas the completion is expected within the autumn season, given the weather conditionalities. If and where applicable, notices to the Contracting Authority i.e. Programme Manager are to be duly and timely submitted in accordance to the relevant contractual provisions, in particular those of Article 20, sub-article 20.3 of the General Conditions,.
1.2
Supply of documents

The Contractor is required to submit the following documents to the Project Manager.

	Document
	Deadline for submission
	Procedure used (if necessary) for approval by the Project Manager

	Programme of implementation of tasks including but not limited to:

i) a detailed timetable of all tasks that it will undertake to ensure that the rabies vaccine bait(s) are distributed (by low-level aerial drops) in full accordance with the following schedule of contract implementation

The detailed timetable for all tasks shall specifically, but not exclusively, include the timetable that the contractor will follow

•
to obtain all required authorisations, approvals, permits, licences or equivalent from the national authorities,

•
to ensure that all required quality control procedures are followed,

•
to ensure delivery (including interim storage at locations specified by the Contractor), unloading and distribution (by low altitude aerial drops) in full accordance with authorisations, approvals, permits, licences or equivalent issued by the national authorities;

ii) the procedures that it will follow to

•
monitor compliance with the timetable provided in accordance with point (i), 

•
avoid any deviations from that timetable and

•
ensure that if any deviations do occur they do not jeopardise the distribution (by low altitude aerial drops) of the supplies in the time periods required in accordance with this contract.
	Within three months from Contract signature
	The Project Manager will within four months from the signature of the contract by both parties provide approval of the programme of implementation of the tasks submitted by the Contractor.  As per Article 13.2 of the General Conditions of the Contract, the approval of the programme by the Project Manager shall not relieve the Contractor of any of his obligations under the contract.

	A copy of the Contractor's procedures manual for the implementation which must provide detailed guidance to staff on all aspects and stages of project implementation, including but not limited to:

· Health and safety;

· Transport, handling, delivery and interim storage;

· Distribution by low-altitude aerial drops;

· Monitoring and control to ensure that at every stage the rabies vaccine bait is transported, handled, delivered, stored and distributed by low altitude aerial drops in accordance with this contract, authorisations, approval, licences permits, and equivalent and manufacturer's recommendations;

· The procedures that the Contractor shall follow to ensure that the disposal of any rabies vaccine baits which are the subject of this contract is undertaken in full and complete accordance with the legislation of the European Union and Bosnia and Herzegovina.
	Within three months from Contract signature.  
	The Project Manager may at any stage of project implementation draw to the attention of the contractor apparent limitations in the procedures detailed in the manual.  

It will however be for the Contractor to accept or reject such observations as contractual liability for implementation of the contract in compliance with the terms and conditions of the contract will at all times rest with the contractor.

	Test data generated by an independent accredited laboratory showing that the rabies vaccine baits to be supplied under this contract do not break up on impact when dropped from the altitude, and at the speed, indicated in the Contractor's Procedures Manual.
	To accompany the submission of the Contractor's procedure manual
	N/A


	Draft copies of all information that the Contractor proposes to appear on outer packaging materials, vaccine sachets and baits and on the Package Leaflet.
	At the latest two months prior to the start of each vaccination campaign.
	The Project Manager shall within 30 days of receipt issue an approval in writing of the drafts which may indicate additional information that must appear on the outer packaging materials, vaccine sachets and baits In the absence of the issue of a written approval by the Project Manager the Contractor's drafts shall be considered to be approved.

	Requests for delivery orders to be issued in accordance with Article 29.4 of the General Conditions of Contract.
	At least one month prior to the start of each vaccination campaign 
	As per Article 29.4 of the General Conditions of Contract.

	Copies of laboratory test results as required in accordance with Item 1.3 below.
	To accompany application by the Contractor to the Project Manager for a delivery order in accordance with Article 29 of the General Conditions of Contract. [Note that the request for Delivery Order must indicate batch/lot numbers for the items of the rabies vaccine baits concerned so that a correspondence can be made with the test results provided].
	By the issue by the Project Manager of a Delivery Order as per Article 29.4 of the General Conditions of Contract. 

	Copies of all authorisations, approvals, permits, licences or equivalent issued by the national competent authorities pertaining to the implementation of this contract.
	To accompany application by the Contractor to the Project Manager for a delivery order in accordance with Article 29 of the General Conditions of Contract.
	By the issue by the Project Manager of a Delivery Order as per Article 29.4 of the General Conditions of Contract.

	Detailed plan for the distribution (by low altitude drops) of the items of the rabies vaccine bait(s) including routes and altitudes to be flown – hereinafter referred to as the Distribution Plan.

	Seven days before the start of each vaccination campaign.
	No formal approval is envisaged.  However, the Project Manager may draw evident discrepancies to the attention of the Contractor.  Whether or not this is the case, the Contractor shall bear full liability for ensuring that the rabies vaccine baits are distributed in accordance with the contract and all authorisations, approvals, permits, licences or equivalent.  

The Contractor shall justify each deviation from the plan in the daily logs of distribution (by low altitude drops) described below.

	Objective, reliable and unequivocal documentary evidence that the items of the rabies vaccine baits to be supplied in accordance with this contract have been transported, stored and handled in accordance with the provisions of all authorisations, approvals, permits, licences (and the equivalent thereof) and the manufacturer's recommendations throughout the period from the dispatch of rabies vaccine baits from the manufacturer's premises to the time of distribution by low-altitude aerial drops.  

It is the Contractor's responsibility to put in place the necessary means to obtain the required evidence.  Such requirements may include ensuring that each separately transported or handled load, and each storage area is equipped with a secure, tamper-proof data-logger.
	For each vaccination campaign: At the end of each day on which distribution (by low altitude aerial drops) of rabies vaccine baits takes place.
	N/A

	Objective, reliable and unequivocal documentary evidence that the items of the rabies vaccine baits to be supplied in accordance with this contract have been distributed in full and complete accordance with the provisions and requirements of the contract.

It is the Contractor's responsibility to put in place the necessary means to obtain the required evidence which shall include but not necessarily be limited to evidence related to:

· Meteorological forecasts for the 5 days following each day on which rabies vaccine baits sited (by low altitude aerial drops);

· Meteorological conditions during the period of distribution (by low altitude aerial drops) such as air temperatures, wind speeds and direction, rainfall and humidity;
· The precise location and time of distribution (by low-altitude aerial drop) of each item of rabies vaccine bait, the altitude from which it was sited and the speed of the aircraft at the moment of distribution. This information is to be presented in map form and as a comma separated data file or in any other format specified by the Contracting Authority
	At the end of each day on which distribution (by low altitude aerial drops) of rabies vaccine baits takes place.
	N/A

	The overall Activity Report, aimed to assess the compliance of the services delivered will include at least the following elements:

1. Descriptive sections of all services delivered from vaccine production to storage and distribution (completed with all supporting documents);

2. Evaluation of the aerial baits distribution including at least the following elements:

a. Number of baits distributed according to the data gathered from individual GPS units;

b. Analysis of the density of distributed baits with threshold limit fixed at 24 baits/km2;

c. The above analysis is accompanied by a polychromatic map (A3 size; at least 100-150 dpi) showing the density of baits distribution all over the country with threshold limit fixed at 24 baits/km2;
d. Analysis of the distance among distributed baits;

e. Analysis of the area covered based on the distance between flight lines (threshold limit 500m +/- 100m) and distance from the border.

The above analysis is accompanied by a polychromatic map (A3 size; at least 100-150 dpi) showing the distance between flight lines and distance from the border with threshold limit 500m.
The “vaccination” maps are generated using the maps provided by the State Veterinary Office with the official national boundaries.
The whole data set in “.kml”, “.gpx” or “.shp” format. The files should include in the attributes table the ID number, time and coordinates of each dropped bait, and the ID of the planes for each bait
	In three weeks after the completion date of each vaccination campaign.
	Provisional Acceptance Certificates


1.3
Inspection and testing

The Contractor shall organise the inspection and testing procedure during the implementation period to verify compliance of quantities and technical performance of supplies with technical specifications. The inspection and testing shall be organised by the Contractor at its own expense at minimum during the following delivery stages: 

(i) All batches of the vaccines will be tested in required amounts at production level by the producer and by a third independent laboratory,

(ii) Following delivery to interim storage facilities in Bosnia and Herzegovina and prior to distribution (by low altitude aerial drops), 5 randomly selected samples from each separate lot of each separately produced batch (as identified by the manufacturer's lot and batch numbers) of the supplies delivered shall, at the expense of the Contractor, be tested at an EU or OIE reference laboratory for rabies for:
· Titre of rabies viruses,

· Bait melting temperature,

· Stability of the bait when incubated at 25oC for 5 days and 

· Presence of tetracycline biomarker*.
*An acceptable alternative for the EU or OIE reference laboratory test for this specific    analysis are the tests performed in a laboratory equipped to carry out the required tests and accredited in accordance with the International Standard EN ISO/IEC 17025. 
(iii) During the period of storage in Bosnia and Herzegovina if any circumstance indicates that the vaccine could have lost its original characteristics. 

The contractor will ensure that test results issued by the laboratory undertaking the tests specifically indicate the batch / lot numbers of the rabies vaccine baits tested.  
	1.

Item Number
	2.

SpecificationsRequired
	3.

SpecificationsOffered
	4. 

Notes, remarks, 
ref to documentation
	5.

Evaluation Committee’s notes 

	1
	Rabies Vaccine Bait: Vaccine for the oral immunisation of red foxes (vulpes vulpes) to prevent infection by the rabies virus, enclosed in a matrix which is edible by and appealing to the target species and which is designed to be distributed by low altitude aerial drops.

Total quantity: 3 672 000 baits distributed in three campaigns
	
	
	

	
	The Veterinary Medicinal Product offered must:

1) either be the subject of a Marketing Authorisation which is valid at the deadline for the submission of the tender (specified in the invitation to tender) in accordance with 

· Regulation (EC) No 726/2004 of the European Parliament and of the Council, as amended [however products that are only the subject of a marketing authorisation issued in accordance with Article 14(7) of the Regulation shall not be considered compliant with the requirements of this tender],

or

· Directive 2001/82/EC of the European Parliament and of the Council, as amended [however products that are only the subject of a marketing authorisation issued in accordance with Article 26(3) of the Directive shall not be considered compliant with the requirements of this tender];

2) or be the subject of a marketing authorisation (or the equivalent thereof) granted by the nationally appointed competent authority of a country or territory of the regions i) which is covered and/or authorised by the specific instruments applicable to the programme under which the contract is financed (see in the invitation to tender) and ii) which is not subject to the provisions of Regulation (EC) No 726/2004 and Directive 2001/82/EC.
The tenderer must include a copy of the relevant Marketing Authorisation [or, if applicable under point 2 above, the equivalent thereof] together with the tender [noting that where a Member State has authorised the marketing of the veterinary medicinal product on the basis of and/or in reliance on a marketing authorisation issued by another Member State in accordance with Directive 2001/82/EC, the copy of the marketing authorisation to be provided must be the marketing authorisation issued by the Member State which serves as the basis for the issue of any other marketing authorisations]


	
	
	

	
	The Veterinary Medicinal Product offered must conform to the following stability standards:

i. Following incubation of the bait at 25 °C for 5 days, the virus titre must be at least the minimum virus titre stated on the label; and

ii. Following incubation of the bait at 40 °C for 1 h, the bait casing must remain in its original shape and adhere to the vaccine container.

The tenderer must include laboratory reports demonstrating compliance with these requirements together with the tender. 

The laboratory responsible for performing the tests and preparing the reports must be independent of the bait manufacturer and must accredited by the national body with responsibility for the accreditation of laboratories in accordance with the relevant International Organisation for Standardisation ISO 17000 series of standards and guides and/or the harmonised EN 45000 series of European standards in one of the Member States or in a country or territory of the regions covered and/or authorised by the specific instruments applicable to the programme under which the contract is financed (see in the invitation to tender).
	
	
	

	
	The vaccine bait matrix should contain a tetracycline biomarker to evaluate bait uptake in target species.
	
	
	

	
	The availability of the Contractor's authorised representative in Bosnia and Herzegovina throughout the period of campaign of distribution of the supplies (by low-altitude drops) as provided for in this contract including at least one month prior to the start of the campaign and at least one month following completion of the campaign.  The Contractor’s authorised representative shall be responsible for training all the Contractor’s personnel, liaising with the Contracting Authority and others nominated by the Contracting Authority (specifically including nominated representatives of the State Veterinary Office) and monitoring all aspects of contract implementation to ensure compliance with the provisions of this contract;

The Contractor shall ensure the following:

· That adequate procedures are followed at all times to ensure the health and safety of the public, of the Contractor's staff and of the staff of the Contracting Authority and the  authorities of Bosnia and Herzegovina;
· Throughout the period from dispatch from the manufacturer's premises to distribution (by low-altitude aerial drop) that the rabies vaccine baits are transported, handled and stored in accordance with authorisations, approvals, permits, licences (or equivalent thereof) and manufacturer's recommendations;

· Register the vaccines in Bosnia and Herzegovina according to existing legislation prior to the delivery in the country – please see Additional information;

· Obtain permission for vaccination from air by the Competent BiH authority (Directorate of Civil Aviation);
· Provide maps, national borders shapefile and coordinates, as well as other necessary documentation for performing the baits distribution;

· The implementation shall be completed within the days as in the Timetable provided above in Item 1.1. The Contractor shall submit its best Programme of implementation of the task within three months of the contract signature. The programme shall identify all steps from vaccine production up to the completion of aerial distribution for each campaign providing all logistic and technical details necessary to monitor the implementation and guarantee the achievement of the action within the anticipated timeframe;

· Distribution of baits shall be performed with the aircraft supported by a computerized system (hardware and software) to enable detailed analysis of data and control (GPS supported system in connection with GIS system to monitor and control of distribution, recording of flight routes, recording of baits dropped);
· That the rabies vaccine baits are evenly, regularly and individually distributed (by low altitude aerial drops) across the territory defined in the Distribution plan(see Item 1.2 above) at a distribution of approximately 24 baits per square kilometre. To provide for this required density and regularity of distribution of the rabies vaccine baits, the aircraft from which the low-altitude aerial drops are made shall fly parallel flight lines that are 500 metres apart (deviations of +/- 100 meters will be deemed acceptable) with single rabies vaccine baits being dropped at intervals of no more than 100 metres. The Contractor shall undertake to repeat the distribution of rabies vaccine baits in territories or parts of territories where the minimum performance level is below 19 baits per sq kilometre.

· Notwithstanding the foregoing, rabies vaccine baits shall under no circumstances be distributed by dropping in inhabited areas, in watery areas or on roads.  In order to justify any deviations from the required regularity of distribution, the Contractor will be required to provide objective evidence that such deviations were required to avoid distribution items of the rabies vaccine bait in inhabited areas, in watery areas or on roads;

· That the rabies vaccine baits are distributed from an aircraft travelling at an altitude or speed no greater than that indicated in the Contractor's Procedures Manual;

· That the rabies vaccine baits are not distributed when ambient ground temperatures are, on the basis of official meteorological data, forecast within the following 5 days to be within 5°C of freezing or below the maximum temperature at which the rabies vaccine baits have been proven to be stable in accordance with provisions of Item 1.3 above;

· The contractor shall ensure the real time evaluation of baits distribution in order to timely detect gaps in the distribution pattern and agree with the State Veterinary Office and Contracting Authority the required corrective measures to be implemented before completing the vaccination campaign. The evaluation of the baits distribution may be carried out at the end of each day on which distribution (by low altitude aerial drops) of rabies vaccine baits takes place;

· The Contractor shall organise the inspection and testing procedure during the implementation period to verify compliance of quantities and technical performance of supplies with the contractual requirements. The inspection and testing will be organised by the contractor at its own expense at minimum during the following delivery stages: (i) All batches of the vaccines shall be tested in required amounts at production level by the producer and by a third independent laboratory. (ii) At delivering in Bosnia and Herzegovina prior to start the aerial distribution by a third independent laboratory. (iii) During the period of storage in Bosnia and Herzegovina if any circumstance indicates that the vaccine could have lost its original characteristics. The Contractor shall submit to the Contracting Authority a tentative schedule for inspections and testing within 3 months upon the contract signature by both parties, accompanying the procedures manual.

· That it obtains and transmits to the Contracting Authority's nominated Project Manager, objective, reliable and unequivocal documentary evidence that the requirements of the contract have been fully and absolutely complied with, in particular (but not limited to) the contractual requirements for the transport, storage and handling of rabies vaccine baits to be supplied and the distribution (by low-altitude aerial drops) of the rabies vaccine baits;

· The contractor shall deliver to the Contracting Authority within 3 weeks after the end of each vaccination campaign a report and geographical data as specified in Item 1.2;

· That, for the purposes of monitoring of contract implementation, a representative of the Contracting Authority or any person nominated by it may ravel on board the aircraft(s) from which rabies vaccine baits are distributed by low-altitude drops;

· That the disposal of any rabies vaccine baits that are the subject of this contract is undertaken in full and complete accordance with the environmental regulations, directives and decisions of the European Union and with the applicable legislation in Bosnia and Herzegovina.
	
	
	

	
	· The rabies vaccine bait shall at all times be packaged in accordance with the authorisations, approvals, licences, permits (or equivalent) issued by the competent authorities of Bosnia and Herzegovina.

· The outer packaging materials, vaccine sachets and baits shall as an absolute minimum bear all the details as required by the authorisations, approvals, licences, permits (or equivalent) issued by the competent authorities of Bosnia and Herzegovina. 

· Each separate box of rabies vaccine baits shall be accompanied by a "Package Leaflet" of the form required by the competent authorities of Bosnia and Herzegovina as indicated in authorisations, approvals, permits, licences or the equivalent thereof. 
· Every vaccine capsule must be labelled with “Rabies vaccine. Not for human consumption” in one of the constitutional languages of BIH.
	
	
	


Annex I to Technical Specifications 

Additional Information:  Procedure for registration of veterinary drugs/vaccines: 

Application for registration of veterinary drugs/vaccines is submitted by an official representative of a veterinary drugs/vaccines producer in Bosnia and Herzegovina. Only veterinary drugs/vaccines which are registered in accordance with the law can be used.

The following entity level laws apply for the approvals for veterinary drugs/vaccines: 

- The law on drugs used in veterinary medicine (“Official Gazette of FBIH”, No. 15/98 i 70/08) - Federation of Bosnia and Herzegovina (FBIH)
- The law on veterinary drugs and veterinary-medical products (“Official Gazette of RS” No. 71/12)- Republika Srpska (RS)
Competent authorities for registration: Ministry of Agriculture, Water Management and Forestry in FBIH and Ministry of Agriculture, Forestry and Water Management in RS. 

Required documentation for registration: 

In Federation of BiH:

1. Request for registration of veterinary drug/vaccine (submitted by a producer or official representative).

2. Report on preclinical (laboratory) trial for the veterinary drug/vaccine.
3. Pharmacological opinion.
4. Proof that the relevant veterinary drug/vaccine is present on the market in the producer’s country of origin.
5. Text of the “Instruction for use”.
6. Text of the label of the veterinary drug/vaccine (external label of the package).
7. Proposed registered name for the veterinary drug/vaccine.
More information and registration request can be downloaded from the website of the FBiH Ministry of Agriculture, Water Management and Forestry at http://fmpvs.gov.ba/upload_files/1443447257-2.Zahtjevzaodobrenjedjelatnostiprometalijekovanavelikoimalo.pdf
In Republika Srpska:

1. Content of the dossier for registration of veterinary medicinal products in Bosnia and Herzegovina:

2. p1 – Part I – Summary of the dossier

3. 1a –Administrative information (proof of establishment, flow chart, LOA – active substance, EU GMP Certificates or Document recognized by EU authorities , Manufacturing Authorisation, QP declaration, DDPS (Detailed Description of the Pharmacovigilance System))

4. 1b – SPC, Labelling and Package Leaflet

5. 1c – Detailed and Critical Summaries (DACS- Detailed and Critical Summaries)
6. 1c1 – DACS on the quality documentation

7. 1c2 – DACS on the safety and residues documentation

8. 1c3 – DACS on the efficacy documentation

9. p2 – Part 2 – quality documentation

10. 2a – Qualitative and quantitative particulars of the constituents

11. 2b – Description of the manufacturing method (Manufacturing formula, Manufacturing process including in process control, Manufacturing Process flow-chart, Scheme of validation of manufacturing process of medicinal product, Final Process Validation Report)

12. 2c – Control of starting materials  

13. 2c1 – Active substances (Specification, Certificates of analysis, Raw material norm, Drug Master File)
14. 2c2 – Excipients (Specification, Certificates of analysis)

15. 2c3 – Container-closure system (Specifications, Certificates of analysis)

16. 2c4 – Substances of biological origin (Declarations BSE/TSE, GMO)

17. 2e – Tests on the finished product (Specification, Certificates of analysis, Analytical Procedure, Validations of the methods)

18. 2f – Stability tests

19. 2f1 – Active substances (accelerated stability data – in DMF, long term stability data)

20. 2f2 – Finished product (accelerated and long term stability data, in-use stability testing)

21. p3 – Part 3 – Safety and residues tests

22. 3 – literature

23. 3a – Safety tests

24. 3a1 – Precise identification of the product and of its active substances

25. 3a2 – Pharmacology

26. 3a3 – Toxicology

27. 3a4 – Other requirements

28. 3a5 – User safety

29. 3a6 – Environmental risk assessment

30. 3b – Residue tests

31. 3b1 – Precise identification of the product concerned by the application

32. 3b2 – Metabolism and residue kinetics

33. 3b3 – Residue analytical method

34. p4 – Part 4 – Pre-clinical and clinical trials

35. 4 – literature

36. 4a – Pre-clinical trials

37. 4a1 – Pharmacology

38. 4a2 – Development of resistance

39. 4a3 – Tolerance in the target animal species

40. 4b – Clinical trials

Fee: Veterinary drug/vaccine registration is subjected to a charge: in FBiH, this amounts to approximately 290 EURO, whilst in RS, it is approximately 573 EURO. In accordance with the information from the entity competent authorities, the registration of veterinary drugs/vaccines is valid in both entities regardless in which Entity that drug/vaccine is registered.

Registered veterinary drugs/vaccines have to be re-registered every 5 years.
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