SCHEDULE.

FORMS.

Form 9.

Regulation 5 (4)

Application for a Certificate of Suitability of Premises for Premises for Manufacturing Drugs.

National Drug Policy and Authority Act, Cap 206.

Full names of applicant ____________________________________________ P. O. Box No. __________ Tel. ______________ Fax _______________email Physical address of premises for which certificate is applied for ____________ County______________________________

Sub county___________________________

If applying as representative of the applicant indicate:

Name of representative ____________________________________________

Physical
address
of
registered
office

__________________________________

P.O.
Box
No.
__________
Tel.
__________
Fax

___________Email_________

Plot No___ Street Name____________

The form of the drug to be manufactured on the premises (tick as approppriate)—

	Tablets
	_____
	Capsules
	_____

	Antibiotics
	_____
	Injections (vials)
	_____

	Injections (ampoules) _____
	Injections (I.V. fluids)
	_____


Other sterile products ______________________________ syrup/mixtures _______________________________________ creams/ointments/loti

Others (specify) ________________________________________________

I certify that the above information is correct.
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_______________________________
__________________________

Signature of applicant
Date

FORM 10.

Regulation 5 (4)

Application for a Certificate of Suitability of Premises for

a Wholesale Pharmacy.

National Drug Policy and Authority Act, Cap 206.

Full names of applicant ____________________________________________ P. O. Box No. __________ Tel. ______________ Fax _______________email Physical address of premises for which certificate is applied for ____________ County______________________________

Sub county___________________________

If applying as representative of the applicant indicate:

Name of representative _________________________

Physical address of registered office ________________________________ P.O. Box No. __________ Tel. __________ Fax __________Email_________ Plot No_______ Street Name______________

Name and approximate distance of nearest wholesale pharmacy to the premises for which certificate is applied for ___________________________________

I certify that the above information is correct.

____________________________
_____________________

Signature of applicant
Date
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FORM 11.

Regulation 5 (4)

Application for Certificate of Suitability of Premises

for a Retail Pharmacy.

National Drug Policy and Authority Act, |Cap 206.

Full names of applicant _________________________________________ P. O. Box No. _________ Tel. ______________ Fax _______________email Physical address of premises for which certificate is applied for __________ County______________________________

Sub county___________________________

If applying as representative of the applicant indicate:

Name of representative _________________________

Physical address of registered office ________________________________ P.O. Box No. __________ Tel. ________ Fax _____________Email________ Plot No___ Street Name______________

Name and approximate distance of nearest retail pharmacy to the premises applied for __________________________________________________

Purposes for which premises are to be licensed (tick proposed activities)—

1. Retail pharmacy  _________________________________

2. Dispensing prescriptions ___________________________

3. Compounding for prescription ______________________

4. Compounding for retail sale ________________________

5. Packing ________________________________________

I certify that the above information is correct.
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________________________________
____________________

Signature of applicant
Date

FORM 12.

Regulation 5 (4)

Application For a Certificate of Suitability of Premises for

Operating as a Licensed Seller.

National Drug Policy and Authority Act, Cap 206.

Full names of applicant _________________________________________

P. O. Box No. __________ Tel. ______________ Fax _______________email Physical address of premises for which certificate is applied for ____________ County______________________________

Sub county___________________________

Name and approximate distance of the premises of the nearest licensed seller to the premises for which application is made __________________________

Are the premises to be used for the sale of human drugs/veterinary drugs/both (delete as applicable)?

I certify that the above information is correct.

____________________________
__________________________

Signature of applicant
Date
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FORM 13.

Regulation 6 (2)

Inspection Report- Wholesale Pharmacy.

National Drug Policy and Authority Act, Cap 206.

Part A—Premises.

Name of the pharmacy ____________________________________________

Physical address _________________________________________________

Postal
address
________________________________________________

Telephone ______________________ Fax ____________________________

Email__________________________________________________________

Street
name____________________________________________________

Plot no: ________________________________________________________

Construction and finish of the premises:

	
	Good
	Needs attention
	Poor condition

	Walls:
	Shop area...........
	..........
	...............

	
	Store
	
	

	Roof/ceiling:
	Shop area
	
	

	
	Store
	
	

	Floor:
	Shop area
	
	

	
	Store
	
	

	Lighting:
	Shop area
	
	

	
	Store
	
	

	Ventilation:
	Shop area
	
	

	
	Store
	
	


1254

Toilet(s):

General external environment ____________________________________ Part B- Storage area.

Overall size of store ____________________ x ___________________ metres

Is the floor dry and sound?
Yes/No

Is the roof/ceiling waterproof?
Yes/No

Is there adequate cool/cold storage space for temperature-sensitive stocks? Yes/No

Are chemicals and ingredients kept separate from finished products? Yes/No Are expired/returned/rejected drugs kept separate from salable stock? Yes/No

Is the shelving/racking/palleting in good condition?
Yes/No

Is there sufficient security, burglar bars, etc?
Yes/No

Part C- Records.

There must be records for all the drugs received and sold for the preceding two years. If the business operates a retail pharmacy from the same premises, transfers from the wholesale to the retail business must be recorded as wholesale sales.

Records maintained for imported goods (tick or Y/N)

Import licence no. _____ Supplier _____ Invoice No. _____ Quantity ______

Date received _________ Batch No(s). ________ Expiry date(s) _________

Records maintained for other receipts (tick or Y/N)

Supplier _______________ Quantity __________
Invoice no. __________

Date received _________ Batch no(s). ________ Expiry date(s) ________

Records maintained for wholesale sales (tick or Y/N)

Date of supply __________ Customer ___________ Quantity ____________

Batch no(s). ___________ Expiry date(s) _______

Countersigned by supervising pharmacist __________________________

Part D-Ownership and staffing.
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Name of owner _______________________ Individual/ Partnership/Company

Professional qualification of owner/senior partner/managing director (if any)

Home or company address (if different from Part A)

P.O. Box No. ___________ Tel. ______________ Fax _________________

Pharmacist in charge—

Name _______________________________________ Reg No. __________

Names and registration numbers of the other pharmacists employed (if any)

______________________________________

Certificates on display:

Pharmacist’s registration Y/N

Wholesale pharmacy operating licence Y/N

Part E- Operating requirements.

Cleanliness satisfactory
(Yes/No)

Tidiness satisfactory
(Yes/No)

Shop area

Store

Drugs protected from heat
(Yes/No)

Drugs protected from light
(Yes/No)

Shop area _________

Store

Comments and recommendations:

Inspection carried out by _____________________ on ________________
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FORM 14.

Regulation 6 (2)

Inspection Report- Retail Pharmacy.

National Drug and Policy Authority Act, Cap 206.

Part A- Premises.

Name of pharmacy _______________________________________________

Physical address _________________________________________________

Postal address ___________________________________________________

Telephone ______________________________________________________

Email__________________________________________________________

Name, address and approximate distance of next nearest pharmacy ________

Construction and finish of the premises:

Good condition
Needs attention
Poor

Walls:
Shop area

dispensing area

Store

Roof/
Shop area

ceiling:
dispensing area

Store

Floors:
Shop area

Dispensary

Store

Lighting:
Shop area

Dispensary

Store

Ventilation:
Shop area
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Dispensary

Store

Toilet(s):

Dispensary sink:

Storage

shelves and cupboards:

External environment of the area:

Well maintained/dirty/contaminated

Available space, excluding fittings, counters, etc.:

Shop area
Adequate/Inadequate

Dispensary
Adequate/Inadequate

Store
Adequate/Inadequate

Part B—Ownership and staffing.

Name of owner _________________________________________________ Individual/ Partnership/Company

Professional qualification of owner/senior partners/managing director (if any)

Home or company address (if different from Part A)

P.O. Box No.____________ Tel. _____________ Fax _________________

Pharmacist in charge—

Name ___________________________________
Reg. No. ____________

Names and registration numbers of other pharmacists employed (if any) _____

Other staff employed in dispensing _________________________________

Certificate on display:

Pharmacist’s registration Y/N

Pharmacy operation licence Y/N

Part C- Operating requirements.

Cleanliness satisfactory
(Yes/No)
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Tidiness satisfactory
(Yes/No)

Shop area

Dispensary

Store

Drugs protected from heat (Yes/No)

Drugs protected from light (Yes/No)

Shop area

Dispensary

Store

Which of the following are available—

1. Martindale (recent edition)

2. Uganda National Formulary

3. B.P./B.P.C./U.S.P./B.N.F.

4. Essential Drugs List for Uganda

5. National Standard Treatment Guidelines Other reference books

6. Class A balance

7. Class B balance

8. Weights for above

9. Measuring cylinders

10. Spatulas and slab

11. Counting trays

12. Working refrigerator

Labels satisfactory
(Yes/No)

Packing materials satisfactory  (Yes/No)

Prescription/patient recording system in use—(briefly describe the system).

Comments and recommendations:

Inspection carried out by ____________________ on __________________
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FORM 15.

Regulation 6 (2)

Inspection Report—Licensed seller.

National Drug and Policy Authority Act, Cap 206.

Part A- Premises.

Name of the business _____________________________________________

Physical address _________________________________________________

Postal address ___________________________________________________

Telephone _______________________ Fax __________________________

Name, address and approximate distance of nearest licensed seller __________

Construction and finish of the premises:

Good
Good
Poor Condition
Needs Attention

Walls:
Shop area _________

Store

Roof:
Shop area _________

Store

Floors:
Shop area _________

Store

Lighting:
Shop area _________

Store

Ventilation:
Shop area _________

Store

Toilet(s):

Storage

shelves and cupboards:

External environment of the area:
Well maintained/dirty/contaminated
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Available space, excluding fittings, counters, etc.:

Shop area
Adequate/Inadequate

Dispensary
Adequate/Inadequate

Store
Adequate/Inadequate

Part B—Ownership and staffing.

Name of owner _________________________________________________ Individual/ Partnership/Company

Professional qualification/training of owner/senior partner/ managing director (if any) ______________________________________________________

Home or company address (if different from Part A)

P.O.  Box.  No.  __________  Tel.  ______________  Fax  ________________

Name of full time person in-charge _________________________________

Professional qualification/training of person in-charge __________________

Class C operating licence display
(Yes/No)

Part C- Operating requirements.

Cleanliness satisfactory
(Yes/No)

Tidiness satisfactory
(Yes/No)

Shop area

Store

Drugs protected from heat
(Yes/No)

Drugs protected from light
(Yes/No)

Shop area

Store

National Drug Policy and Authority Act available Yes/No

Other reference books: ___________________________________________

Packing materials satisfactory
Yes/No

Labels satisfactory
Yes/No

Comments and recommendations:
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Inspection carried out by __________ on ___________ Date _____________

RUHAKANA RUGUNDA (DR.),

Minister of Health.
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