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SENARAI VARIASI MINOR VARIATION-PRIOR APPROVAL (MIV-PA) DAN MAJOR 

VARIATION (MaV) YANG DIPROSES SEBAGAI MIV-N* ‘DO & TELL’   

(1) Senarai Variasi Untuk Produk Farmaseutikal  

No. Variation 
Type 

Variation Title 

1. MiV-PA2(a)* Change of product labeling (in accordance to country specific labeling 
requirement) 

Includes: 

(i)   Change of POSITION of existing graphic design & product info 
(ii)  Change of colour of existing graphic 
(iii) Change of box size 
(iv) Add barcode/ ‘halal’ logo  
 

2. MiV-PA3(a)* Update of approved patient information leaflet 

3. MiV-PA4* Replacement of the company or party responsible for batch release 

# Changes in the labels strictly for updating the batch release 
information ONLY 

4. MiV-PA5* Change and/or addition of alternative manufacturer/site of drug 
substance [where European Pharmacopoeial Certificate of Suitability 
(CEP) is available] 

5. MiV-PA7* Change of in-process controls applied during the manufacture of the 
drug substance [including tightening and addition of new in process 
test and where European Pharmacopoeial Certificate of Suitability 
(CEP) is not available] 

6. MiV-PA9(a)* Change of the specification of drug substance 

(a) Specification limits are tightened 

7. MiV-PA13* Revision of European Pharmacopoeial Certificate of Suitability (CEP) 
of drug substance 

8. MiV-PA14* Change of batch size of non-sterile drug product 

9. MiV-PA15* Reduction or removal of overage  

# no other changes to the formulation can be made 

10. MiV-PA18* Change of the colouring/flavouring agent of the product [addition, 
deletion or replacement of colourant(s)/flavour(s)] 

11. MiV-PA20* Change of in-process controls applied during the manufacture of the 
drug product (including tightening and addition of new in process test) 
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No. Variation 
Type 

Variation Title 

12. MiV-
PA22(a)* 

Change of the specification of an excipient 

(a) Specification limits are tightened 

13. MiV-
PA25(a)* 

Change of release and shelf-life specifications of the drug product 
 
(a) Specification limits are tightened 
 

14. MiV-
PA26(a)* 

Change of imprints, bossing or other markings on tablets or printing 
on capsules including addition or change of inks used for product 
marking 
 

(a) Imprints, bossing or other markings on tablets or printing on 
capsules  
# Proposed marking/imprint should not be of misleading 
logo/wordings and changes in the labels strictly for updating 
the new description ONLY. 
 

(b) Removal of score/break-line that was included initially for 
cosmetic purposes is allowed  

 

15. MiV-PA29* Change in primary packaging material for non-sterile product 
a) Qualitative and quantitative composition and/or 
b) Type of container and/or 
c) Inclusion of primary packaging material 
 
# For upgrading purpose(reference paper to support the material 
upgrading  is needed) 
 

16. MiV-PA30* Replacement of a manufacturer for secondary packaging 
 
# Changes in the labels strictly for updating the secondary packaging 
site information ONLY 
 

17. MiV-PA31* Change of pack size/fill volume and/or change of shape or dimension 
of container or closure for non-sterile product 
 

18. MiV-PA32* Change of outer carton pack sizes for a drug product 
 

19. MiV-
PA33(a)* 

Change in any part of the (primary) packaging material not in contact 
with the finished product formulation such as colour of flip-off caps, 
colour code rings on ampoules, change of needle shield (different 
plastic used), without affecting product labeling/packaging insert. 
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No. Variation 
Type 

Variation Title 

20. MiV-PA34* Addition or replacement of measuring device for oral liquid dosage 
forms and other dosage form 
# as long as the device is not an integrated part of the primary 
packaging 
 

21. MiV-PA35* Reduction of shelf-life of the drug product 
(a) As a package for sale and/or 
(b) After first opening and/or 
(c) After dilution/reconstitution 
 

(a)*subtype variation: only relevant fields are opened in Quest 3+ variation module 
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(2) Senarai Variasi Untuk Produk Semulajadi dan Suplemen Kesihatan  

No. Variation 
Type 

Variation Title 

1. MaV-2(a)* Change of product labeling (in accordance to country specific labeling 
requirement) 

Includes: 

(i)   Change of POSITION of existing graphic design & product info 
(ii)  Change of colour of existing graphic 
(iii) Change of box size 
(iv) Add barcode/ ‘halal’ logo  
 

2. MaV-8(a)* Qualitative or quantitative change of excipient –  

Change of the colouring/flavouring agent of the product [addition, 
deletion or replacement of colourant(s)/flavour(s)] 

3. MaV-10(a)* Change in primary packaging material for non-sterile product 
a) Qualitative and quantitative composition and/or 
b) Type of container and/or 
c) Inclusion of new primary packaging material 
 
# For upgrading purpose(reference paper to support the material 
upgrading  is needed)  

4. MaV-12(a)* A reduction of shelf life of the drug product 

5. MiV-PA2(a)* Update of approved patient information leaflet 

6. MiV-PA4(a)* Change of the specification of drug substance 

(a) Tightening of limits 

7. MiV-PA5* Replacement of the company or party responsible for batch release 

# Changes in the labels strictly for updating the batch release 
information ONLY 

8. MiV-PA6(a)* Change of specification of the drug product 

(a) Tightening of limits 

9. MiV-PA8* Change of in-process controls applied during the manufacture of the 
drug product (including tightening and addition of new in process test) 

10. MiV-PA9* Change of batch size of drug product 

11. MiV-
PA10(a)* 

Change of imprints, bossing or other markings on tablets or printing 
on capsules including addition or change of inks used for product 
marking 
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No. Variation 
Type 

Variation Title 

(a) Imprints, bossing or other markings on tablets or printing on 
capsules  
# Proposed marking/imprint should not be of misleading 
logo/wordings and changes in the labels strictly for updating 
the new description ONLY. 

(b) Removal of score/break-line that was included initially for 
cosmetic purposes is allowed  
 

12. MiV-PA12* Replacement of a manufacturer for secondary packaging/repacker  
 
# Changes in the labels strictly for updating the secondary packaging 
site information ONLY 

13. MiV-PA13* Change of pack size/fill volume and/or change of shape or dimension 
of container or closure for non-sterile product 

14. MiV-PA14* Change in secondary packaging or any part of the primary packaging 
material not in contact with the finished product formulation such as 
colour of flip-off caps  

15. MiV-PA15* Addition or replacement of measuring device for oral liquid dosage 
forms and other dosage form 

# as long as the device is not an integrated part of the primary 
packaging 

 (a)*subtype variation: only relevant fields are opened in Quest 3+ variation module 

 


