7@ doallg daall Aqlall Auall
Z Saudi Food & Drug Authority
Date: 23/04/1432H (28/3/2011)

Subject: Fees of Regulatory Services of Pharmaceutical Products

To: General Director of the Company

To: Scientific Office Manager

Dear Gentlemen,

Referring to circular No. 3993 dated 15/10/1430H that was announced
to all Pharmaceutical companies and Scientific Offices regarding the fees
of Regulatory Services of Pharmaceutical Products, and after reevaluating

the fees:

We would like to inform you that according to the fourth article of the
Saudi Food & Drug Authority regulation, which was issued by the Royal
act number (6) on (25/1/1428 H), “the SFDA has the right to perform its
tasks commercially with all necessary permissions to perform its tasks.”
In addition to section No. 16 of the Authority’s regulation that is related
to its financial sources including the income it generates from the
provided services to the beneficiaries and to the jurisdictions of His
Excellency the CEO of SFDA. Therefore, the fees of Regulatory Services
of Pharmaceutical Products have been approved by administrative
decision No. (64/32) dated on 18/4/1432H according to the attached table.
The payment of the fees shall be done through the SFDA account by the
(SADAD) system.

Thank you for your corporation

Signed by
Vice-President for Drug Affairs
Prof. Saleh Abdullah Bawazir
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Attaching table:

1. The SFDA will charge fees for Regulatory Services of Pharmaceutical
Products, according to the following table:

No. Service type Sall:JedeiSRE)i{/al
1 Issuing a Certificate of Ph_a_rmaceutical Product 200
(CPP) or a Free Sale Certificate
5 Issuir_lg a certificate for Good Manufacturing 500
Practice (GMP)
3. | Issuing a price list of company products 500
4. | Evaluating product advertisement application 14,000
5. | Product classification 1,000
6. | Changing the name of a manufacturer 2,500
7. | Re-pricing application 1,000
8. | Consulting services for labels and SPC/PIL 5,000
9. | Evaluating clinical trials 15,000
10. Inspecting a pharmaceutical products warehouse to 1,000
issue a license
11 ::SSLE):c;tll?genzalsepharmaceutlcal consulting center to 1,000
12. | Inspecting a scientific office to issue a license 5,000
13. | Pre-registration price estimation 20,000
New Drugs and Biologicals
14. | Evaluating and analyzing a drug application 95,000
15, Egsiggt]icg? nt]he addition of a new pharmaceutical 95,000
16. | Evaluating the addition of a new concentration 24,000
17. | Evaluating the addition of a new pack type 24,000
18. E:V%Izggﬂ%;{;grz]a)ddition of a new pack size (in a 5,000
19. | Evaluating the addition of a new indication 24,000
20. | License renewal 30,000
Generic Drugs
21. | Evaluating and analyzing a drug application 40,000
Page 2 of 3

This document is considered to be an unofficial translation of the original Arabic copy




7@ Jdgallg Jdanll &qlall Auall
Z Saudi Food & Drug Authority

No. Service type Sall:JedE;SI%;al
99 Egsallggt]i:g? rrt]he addition of a new pharmaceutical 40,000
23. | Evaluating the addition of a new concentration 10,000
24. | Evaluating the addition of a new pack type 5,000
o5, E:V%I:Zgﬂg;tr:g%ddition of a new pack size (ina 1,000
26. | License renewal 10,000
Herbal and Health Products
27. | Evaluating and analyzing a drug application 20,000
28, Ec\gggt]itg? n'2he addition of a new pharmaceutical 20,000
29. | Evaluating the addition of a new concentration 5,000
30. | Evaluating the addition of a new pack type 2,000
31 Eg@lg:gﬂgggg%ddition of a new pack size (ina 1,000
32. | License renewal 8,000
Veterinary Products
33. | Evaluating and analyzing a drug application 5,000
34, Egsellggt]icg? n’;he addition of a new pharmaceutical 5,000
35. | Evaluating the addition of a new concentration 1,000
36. | Evaluating the addition of a new pack type 1,000
37 Eg@lg;gﬂgggg%ddition of a new pack size (in a 1,000
38. | License renewal 1,000
Intravenous solutions
39. | Evaluating and analyzing a drug application 15,000
40. | Evaluating the addition of a new concentration 1,000
41. | Evaluating the addition of a new pack type 1,000
42, E:V%Izggﬂ%;{;g%ddition of a new pack size (in a 1,000
43. | License renewal 5,000
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