KMA Variations Application Form V2  05.11.2013

KMA MA Form No. 2

	Kosovo Medicines Agency

Agjencioni i Kosovës për Produkte Medicinale

Rrethi i Spitalit (QKU) 10000, Prishtinë, Kosovë

Tel: +381 (38)512 066; Fax:+381 (38) 512 243 

www.akpm-rks.org
	Date received:
	Protocol No:

	
	Application processing start date:

	
	MAVariation  No:

	Application for a variation to 

a medicinal product marketing authorisation
	Issue date:
	Exp. date:


(KMA to fill out)
	1. Type of medicinal product and type of variation application


	1.1 Type of medicinal product

	(i) Chemical active substance(s)       FORMCHECKBOX 
                  (v) Homeopathic  medicinal product                  FORMCHECKBOX 

(ii)  Biological active substance(s)   FORMCHECKBOX 
                   (vi) Herbal  medicinal product                           FORMCHECKBOX 

(iv) Radio pharmaceutical                FORMCHECKBOX 
                   (vii) Advanced therapy medicinal product         FORMCHECKBOX 

                                                                                   ( viii) Other  (Specify) __________________    FORMCHECKBOX 




	1.2 Type of variation applied for 1,2,3

	Notification of a Type I Variation  FORMCHECKBOX 

	Notification of a Type I variation requiring an approval decision 4  FORMCHECKBOX 
 
	Type II  FORMCHECKBOX 

	Urgent safety 

restriction  (Type II)  FORMCHECKBOX 

	Annual variation for human influenza or other vaccines  (Type II)   FORMCHECKBOX 



	2. Application particulars


	2.1 Trade(invented) name of the medicinal product (as is specified in the original MA decision)

	


	2.2 Name of the active substance(s) 5

	Name:                                              




	2.3 Pharmaceutical form and strength

	Form:
	Strength 6:


	2.4 Kosovo MA number

	


	2.5 Package sizes

	Variation requested for all authorised package sizes  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

Specify package sizes for which the variation is requested: 




	2.6 Name and address of applicant 7:

	Name:

Address:

Country:

Tel:

Fax:

E-mail:

Contact person at this address: 


	3. Manufacturer(s)

	(i) Authorised manufacturer(s) (or importer) responsible for batch release (as shown in the package leaflet and where applicable in the labelling):

Company name:

Address:

Country:

Tel:

Fax:

E-mail:

Manufacturing Authorisation number:                                           

For Blood Products and Vaccines:

Details of the state laboratory or laboratory designated for that purpose (OMCL) where the official batch release takes place: 

Name:

Address:

Country:

Tel:

Fax:

E-mail:

	(ii) Manufacturer(s) of the medicinal product and site(s) of manufacture (including a description of the manufacturing steps performed) :
1. Company name:

    Address:

    Tel:

    Fax:

    E-mail:

    Brief description of manufacturing steps performed:


 

    Manufacturing Authorisation number:
2. Company name:

    Address:

    Tel:

    Fax:

    E-mail:

    Brief description of manufacturing steps performed:


     Manufacturing Authorisation number:
3. Company name:

    Address:

    Tel:

    Fax:

    E-mail:

    Brief description of manufacturing steps performed:


    Manufacturing Authorisation number:


	(iii) Manufacturer of the active substance(s):
Substance:

Manufacturer name:

Address:

Tel:

Fax:

E-mail:


	4. Type I variations

	1. a. Change in name of the manufacturer of the medicinal product
	 FORMCHECKBOX 

	16.Change in the batch size of the finished product
	 FORMCHECKBOX 


	1. b. Change of the manufacturing site of the medicinal product
	 FORMCHECKBOX 

	17. Change in the specification of the finished product
	 FORMCHECKBOX 


	1. c. Withdrawal of the manufacturing authorisation for a site of manufacture
	 FORMCHECKBOX 

	18. Change in the synthesis/recovery of the non-pharmacopoeial excipient(s)  which had been described in the original dossier 
	 FORMCHECKBOX 


	2. Change in the name of the medicinal product (either invented name or common name)
	 FORMCHECKBOX 

	19. Change in the specification of excipients(s) in the medicinal product  (excl. adjuvants for vaccines)
	 FORMCHECKBOX 


	3. Change in the name and/or address of the marketing authorisation holder 
	 FORMCHECKBOX 

	20. Extension of shelf-life as foreseen at time of authorisation
	 FORMCHECKBOX 


	4. Replacement of an excipient with a comparable excipient (excl. adjuvants for vaccines and biologically derived excipients)
	 FORMCHECKBOX 

	20.a. Extension of shelf life or retest period of the active substance.
	 FORMCHECKBOX 


	5. Change, addition, deletion or replacement of a colorant(s)
	 FORMCHECKBOX 

	21. Change in shelf-life after first opening of container
	 FORMCHECKBOX 


	6. Change, addition, deletion or replacement of a flavour(s)
	 FORMCHECKBOX 

	22. Change in shelf-life after reconstitution
	 FORMCHECKBOX 


	7. Change in coating weight of tablets or change in weight of capsule shells
	 FORMCHECKBOX 

	23. Change in storage conditions
	 FORMCHECKBOX 


	8. Change in the qualitative composition of immediate packaging material
	 FORMCHECKBOX 

	24. Change in test procedures of the active substance
	 FORMCHECKBOX 


	9. Deletion of an indication
	 FORMCHECKBOX 

	24.a. Change in test procedures for a starting material or intermediate used in the manufacture of the active substance(s)
	 FORMCHECKBOX 


	10. Deletion of a route of administration
	 FORMCHECKBOX 

	25. Change in test procedures of the finished medicinal product
	 FORMCHECKBOX 


	10.a. Addition or change of measuring device for oral liquid dosage forms and other dosage forms
	 FORMCHECKBOX 

	26. Changes to comply with supplements to pharmacopoeia
	 FORMCHECKBOX 


	11. Change in the manufacturer(s) of the active substance(s)
	 FORMCHECKBOX 

	27. Change in test procedures of  non-pharmacopoeial excipients
	 FORMCHECKBOX 


	11. a. Change in the name of a manufacturer of the active substance(s)
	 FORMCHECKBOX 

	28. Change in test procedures of immediate packaging 
	 FORMCHECKBOX 


	11. b. Change in the supplier of an intermediate compound used in the manufacture of the active substance
	 FORMCHECKBOX 

	29. Change in test procedures of administration device 
	 FORMCHECKBOX 


	12. Minor change of manufacturing process of the active substance
	 FORMCHECKBOX 

	30. Change in the package size
	 FORMCHECKBOX 


	12.a. Change in specification of starting material or intermediate used in the manufacture of the active substance 
	 FORMCHECKBOX 

	31. Change in the container shape
	 FORMCHECKBOX 


	13. Change in the batch size of the active substance
	 FORMCHECKBOX 

	32. Change of imprints, bossing or other markings (except scoring) on tablets or printing on capsules, including addition or change of ink used for product marking
	 FORMCHECKBOX 


	14. Change in the specification of the active substance
	 FORMCHECKBOX 

	33. Change of dimensions of tablets, capsules, suppositories or pessaries
	 FORMCHECKBOX 


	15. Minor change of manufacturing process of the finished product 
	 FORMCHECKBOX 

	34. Change to the labelling not connected with a change in the summary of product characteristics 
	 FORMCHECKBOX 


	15.a. Change in in-process controls applied during the manufacture of the product 
	 FORMCHECKBOX 

	35. Change to package information leaflet not connected with a change in the summary of product characteristics
	 FORMCHECKBOX 


	15.b. Change in the manufacturing process for components 
	 FORMCHECKBOX 

	36.a. Change in the manufacturing process of a non proteinaceous component due to the subsequent introduction of a biotechnology step – compliant with the pharmacopoeial monograph. 
	 FORMCHECKBOX 


	15.c. Change in the manufacturing process for components requiring a new impurities test procedure
	 FORMCHECKBOX 

	36.b. Change in the manufacturing process of a non proteinaceous component due to the subsequent introduction of a biotechnology step – requesting a new impurities test procedure.
	 FORMCHECKBOX 



	5. Type II variations

	Changes to Part I: Summary of the dossier (or CTD Module 1: Administrative information)

	A.1. Change in the legal status (dispensing/classification) -  

switch from «medical prescription only» to OTC
	 FORMCHECKBOX 


	A. 3. Change in the package size
	 FORMCHECKBOX 


	A. 2.Change in the legal status (dispensing/classification) - 

switch from OTC to “medical prescription only”
	 FORMCHECKBOX 


	A. 4. Other change in part I, specify
	 FORMCHECKBOX 



	Changes to Part II: chemical , biological and pharmaceutical documentation (or CTD Module 3: Quality)

	B.1. Change in the quantitative and qualitative composition of the medicinal product with respect to excipients only        

        Is a new excipient of biological origin used? 8           Yes   FORMCHECKBOX 
         No  FORMCHECKBOX 


	B.2. Change of the immediate packaging
	 FORMCHECKBOX 

	B.7. Change in the specification of the excipient
	 FORMCHECKBOX 


	B.3. Change in the manufacturing process of the finished medicinal product
	 FORMCHECKBOX 

	B.8. Change in the specification of the medicinal product
	 FORMCHECKBOX 


	B.4. Change in the manufacturing process of the active substance
	 FORMCHECKBOX 

	B.9. Change in the shelf life of the medicinal product
	 FORMCHECKBOX 


	B.5. Change in the specification of the active substance
	 FORMCHECKBOX 

	B.10. Change in the storage conditions
	 FORMCHECKBOX 


	B.6. Change in the manufacturing process of the excipient which has been described in the original MA documentation
	 FORMCHECKBOX 

	B.11. Other change in part II / module 3, specify
	 FORMCHECKBOX 



	Changes to Part III: pharmacological-toxicological documentation (or CTD Module 4: Non clinical reports) that cause changes to the SPC

	C.1. Change in part III / Module 4, specify


	Changes to Part IV: clinical documentation (or CTD Module 5: Clinical study reports) that cause changes to the SPC

	D1.Change “Therapeutic indications” (in same therapeutic area already approved)
	 FORMCHECKBOX 

	D.6. Changes “Interactions”
	 FORMCHECKBOX 


	D.2. Change “Group of patients”
	 FORMCHECKBOX 

	D.7. Change “Pregnancy and lactation”
	 FORMCHECKBOX 


	D.3. Change  “Dosage”
	 FORMCHECKBOX 

	D.8. Change “Effects on ability to drive and use machines”
	 FORMCHECKBOX 


	D.4. Change “Contra-indications”
	 FORMCHECKBOX 

	D.9. Change “Undesirable effects”
	 FORMCHECKBOX 


	D.5. Change  “Special warnings and special precautions for use”
	 FORMCHECKBOX 

	D.10. Change “Overdose”
	 FORMCHECKBOX 


	D.11. Other change in part IV / Module 5, specify  FORMCHECKBOX 



	6. Expert report 9

	Updated  FORMCHECKBOX 
          Addendum  FORMCHECKBOX 

Updated Expert report or the Addendum is submitted as either:

Update / Addendum to Section  IC of  EU Part I     FORMCHECKBOX 
      Update / Addendum to CTD Module 2     FORMCHECKBOX 
         



	7. Main change (in case of consequential changes)

	The main change covered by this variation application is change number/letter _______________________________________    (1 to 36 / A to D)




	8. Specification of wording which is proposed to be changed 

	Present 
	Proposed 

	
	


	9. Background explanation and justification for the proposed change to the MA 10: 

	


	10. Related applications (specify nature of application, name of the product, MA number and date of submission):

	


	11. Variation to a product authorised in Kosovo following the EU Centralised procedure    Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


	This variation was applied for in EU 11            Yes  FORMCHECKBOX 
   Date of the application:                      No  FORMCHECKBOX 

Classification of this variation in EU             Type I  FORMCHECKBOX 
  No.:        Type II  FORMCHECKBOX 
 Letter:          EMEA Procedure No. 12:

This variation was approved or was deemed to have been accepted   Yes   FORMCHECKBOX 
  Date:            No  FORMCHECKBOX 




	12. Variation to a product authorised in Kosovo following the EU Decentralised procedure    Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


	This variation was applied for in EU 13           Yes  FORMCHECKBOX 
   Date of the application:                      No  FORMCHECKBOX 

Classification of this variation in EU             Type I  FORMCHECKBOX 
  No.:        Type II  FORMCHECKBOX 
 Letter:          

This variation was approved or was deemed to have been accepted   Yes   FORMCHECKBOX 
  Date:            No  FORMCHECKBOX 




	13. Variation to a product authorised in Kosovo following the Kosovo Unilateral Recognition procedure    Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


	This variation was applied for in the reference EU Member State  or EU Accessing State  14  Yes  FORMCHECKBOX 
   Date of the application:                  No  FORMCHECKBOX 

Classification of this variation in EU MS or EU AS           Type I  FORMCHECKBOX 
  No.:        Type II  FORMCHECKBOX 
 Letter:          

This variation was approved or was deemed to have been accepted   Yes   FORMCHECKBOX 
  Date:            No  FORMCHECKBOX 




	14. Date from which only a changed product will be marketed

	


	15. EAN bar code

	Assigned    Yes    FORMCHECKBOX 
      Code:                                                                                  No  FORMCHECKBOX 



	16. Annexed documents 15

	
	
	Yes
	N/A

	16.1
	Evidence of fee payment 16
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	16.2
	List of contents of documentation submitted, inc page numbers
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	16.3
	Letter of authorisation of the person submitting the application and for communication
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	16.4
	Manufacturing authorisation of the manufacturer of the medicinal product 17
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	16.5
	Comparative dissolution profile data of changed and original product
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	16.6
	Copy of approved specifications
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	16.7
	Certificate of suitability of monographs of the Ph.Eur.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	16.8
	SPC in Albanian, Serbian and English 18
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	16.9 
	Proposal for Package leaflet (PIL) in Albanian, Serbian and English 18
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	16.10
	Proposed labelling in Albanian and English 18
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	16.11
	SPC approved in other countries 19
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	16.12
	Package leaflet (PIL) approved in other countries 19
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	16.13
	Updated expert report for EU Part II / Module 3  of documentation or Addendum 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	16.14
	Updated expert report for EU Part III / Module 4 of documentation or Addendum
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	16.15
	Updated expert report for EU Part IV  / Module 5 of documentation or Addendum
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	16.16
	EU Part II / Module 3 of MA dossier or appropriate section
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	16.17
	EU Part III / Module 4 of MA dossier or appropriate section
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	16.18
	EU Part IV / Module 5 of MA dossier or appropriate section
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	16.19
	New bioequivalence study
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	16.20
	Sample of the medicinal product 20
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	16.21
	Materials of animal / human origin form completed (form attached to this application form)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	16.22 
	Variation to a product authorized in Kosovo following the EU CADREAC Centralised procedure
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	a
	Variation assessment report from CPMP
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b
	European Commission Decision varying the terms of the MA
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c
	Notification on a type I variation to the terms of MA from EMEA
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	16.23
	Variation to a product authorized in Kosovo following the EU CADREAC Decentralised procedure
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	a
	Copy of the letter from RMS concluding MRP for variation
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b
	Harmonised SPC
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c
	Variation assessment report from RMS
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	16.24
	Variation to a product authorized in Kosovo following the Kosovo Unilateral recognition procedure
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	a
	Variation assessment report from competent authority of reference EU MS or EU AS
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b
	Letter of acceptance of the variation from competent authority of reference EU MS or EU AS
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c
	Revised SPC approved by competent authority of reference EU MS or EU AS
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	16.25
	List of product presentations affected by a single variation
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	16.26
	List of related variations not covered by this application
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	16.27
	Other documents – Specify:


	 FORMCHECKBOX 

	 FORMCHECKBOX 



Number of pages added by the applicant because of lack of space in any part of the application form 21:

I certify that the changes specified above will not adversely affect the quality, efficacy and safety of the medicinal product. I declare that all changes have been identified and there are no other changes in the amended documentation.  I declare that the data in the application and accompanying documentation are true. 

                               Date


              Signature of the applicant, resp. person authorised by him

                 




              First name, family name:






             Address:


Instructions for the applicant  

1. An application for a single variation to the existing medicinal product marketing authorisation should be made on one application form. If consequential changes are caused by the applied for variation, all changes should be indicated in the application form for the main variation.  The main variation should be clearly specified in Section 6 of the application form. If changes are not consequential a separate application form should be completed for such changes.

2. For identical changes to several presentations of a product, for example different strengths, it is acceptable to complete one form and append a list of all the products affected as Annex 16.25. The list should identify the products and include the relevant MA numbers. 

3. All related variation applications not covered by one application (i.e. a variation and its consequential variations) should be specified in Annex 16.26 to the application form whether they are for the same existing marketing authorisation or other related marketing authorisations. For a related variation application, the existing Kosovo MA number and nature of variation should be stated. 

4. An approval decision based on the opinion of the Kosovo Committee for Medicines Evaluation is required for Type I variations that concern Type I Variation No. 11, 11b, 12, 13, 15, 16, and for variations 24, 24a and 25 where the test procedure is not a physico-chemical method in the case of biological and advanced therapy medicinal products. 

5. Only one name should be given in the following order of priority: INN*, Ph.Eur., National Pharmacopoeia, common name, scientific name.

* the active substance should be declared by its recommended INN, accompanied by its salt or hydrate form if relevant (for further details consult  WHO Cumulative List No. 10 of International Nonproprietary Names (INN) for pharmaceutical substances).
6. If the active substance is present as a salt, hydrate etc, it must be clearly and unambiguously stated whether the strength refers to the molecular substance or the active entity of the molecule. 

7. Any legal or physical entity, authorised by the applicant to communicate with KMA is considered as the responsible person; this person submits to KMA the officially verified authorisation by the applicant. Each applicant without a permanent residence or a registered office in Kosovo has a duty to authorise a responsible person with an address in Kosovo to submit the application and to communicate with KMA.

8. If a new excipient of biological origin is used, it is necessary to fill in the form ‘List of materials of animal and/or human origin contained or used in the manufacturing process of the medicinal product’ that is annexed to this application form.

9. An updated or Addendum to the expert report should be submitted as a part of the variation application either as an amendment to the Section IC of  Part I – Summary of the dossier or as an amendment to CTD Module 2 – CTD Summaries. 

10. Applicants can assist in the assessment of the variation by summarising both (i) the present and (ii) the proposed situations concerning the MA. In the case of consequential changes, fill in also the background explanation and justification for the consequential nature of the additional changes with respect to the main change. All differences should be clearly highlighted, e.g. italics, bold, underlined. If all the information cannot be fitted on the application form page, additional pages may be attached.
11. If this variation was applied for in the EU, submit the application in Kosovo after the approval of the variation in the EU (for type II variations) or at the time the variation can deemed to have been accepted (for type I variations). 

12. EMEA procedure number is specified in the variation assessment report from the CPMP or in the Notification on a type I variation to the terms of marketing authorisation from the EMEA. 

13. If this variation was applied for in the EU, submit the application in Kosovo after the conclusion of the Mutual Recognition (Decentralised) Procedure for the variation in question. 

14. If this variation was applied for in an EU member state or EU accessing state submit the application in Kosovo after the approval of the variation in the reference EU member state or EU accessing state (for type II variations) or at the time the variation can deemed to have been accepted (for type I variations).

15. Tick those sections that are relevant to the submitted application. In case of need of further clarification please contact the KMA Marketing Authorisation Department directly.

16. Variation application fee payment. The schedule of fees is set out as guideline to the MA Regulation. Payment method: this should be paid to KMA, Account: Agjensioni i Kosoves per Produkte Medicinale (AKPM) 1000430070006144 BPK Prishtina. BPK Foreign Correspondent Banks: Account No. 55044937, Raiffeisen Zentralbank Oesterreich AG, Am Stadpark 9, 1030 Wien, (Swift code RZBAATWW) and Account No. 581287000, Commerzbank AG, Filiale Frankfurt am Main, Kaiserstrasse 30, 60311 Frankfurt am Main, (Swift code COBADEFF).  The fee shall be paid before submission of the application. Evidence of fee payment: a copy of the bank transfer statement or cash receipt should be provided as a part of the application documentation. The marketing authorisation procedure can only proceed when the fee is paid.

17. This may be a copy of a new manufacturing authorisation, or an addendum to an existing one, or a letter from the supervising competent authority. 

18. For SPC, package leaflet and labelling changes, in the proposal all differences from the approved version should be clearly highlighted or underlined. Copies of the existing versions, versions with highlighted changes and the proposed new versions should be provided.
19. This should preferably be submitted in English (if not originally available in English a translation should be provided) and approved in countries where the variation has been applied for.

20. Two samples in final immediate packaging without final labelling are sufficient. 

21. In the case that the space within the boxes on the application form is not sufficient, the required information should be submitted additionally as clearly specified annexes to the application.
List of materials of animal and/or human origin contained

or used in the manufacturing process of the medicinal product

	Name of medicinal product
	

	Active substance(s)
	

	Applicant
	

	Date of completion of table
	


	1. Materials of animal origin

	Name of material
	
	
	

	Source of material (tissue, plasma etc.)
	
	
	

	Country of origin of the source animal for the material cited
	
	
	

	Is the material a derivative of SRM*?
	
	
	

	Category of the tissue of which the material is a derivative**
	
	
	

	Use of material
	As active substance
	
	
	

	
	As reagent/culture medium component
	
	
	

	
	Starting material used in manufacture of active substance
	
	
	

	
	As excipient
	
	
	

	
	Starting material used in manufacture of excipient
	
	
	

	
	Other, give details
	
	
	

	2. Materials of human origin

	Name of material
	
	
	

	Source of material (tissue, plasma etc.)
	
	
	

	Country/ies where donation took place
	
	
	

	Is the material contained in a product authorised for marketing?

If yes, specify states including MA numbers
	
	
	

	Use of material


	As active substance
	
	
	

	
	As excipient
	
	
	

	
	Other, give details


	
	
	


Notes:

* 
Specified risk material = SRM = materials defined in Commission Decision 97/534/EC

	(a) the skull, including the brain and eyes, tonsils and spinal cord of

· bovine animals aged over 12 months

· ovine and caprine animals which are aged over 12 months or have a permanent incisor tooth erupted through the gum

	(b)
the spleens of ovine and caprine animals


**
Categories - specification according to the guideline CPMP/BWP/1230/98

	I
High infectivity: brain, spinal cord, (eye)

	II
Medium infectivity: ileum, lymph nodes, proximal colon, spleen, tonsil, (dura mater, pineal gland, placenta), cerebrospinal fluid, pituitary, adrenal

	III
Low infectivity: distal colon, nasal mucosa, peripheral nerves, bone marrow, liver, lung, pancreas, thymus

	IV
No detectable infectivity: blood clot, faeces, heart, kidney, mammary gland, milk, ovary, saliva, salivary gland, seminal vesicle, serum, skeletal muscle, testis, thyroid, uterus, foetal tissue, (bile, bone, cartilaginous tissue, connective tissue, hair, skin, urine)


If a Ph. Eur. Certificate of Suitability for TSE is available please attach as part of the application.   
All documentation:                                                                submitted / not submitted 





All pages and volumes present and marked:                        yes / no





Documentation:                                                                    accepted / not accepted 





Documentation not accepted for reasons :                            





Signature of KMA officer:                                  





Date:                                                                                   











8/9

