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(Specific of finished
product quality data)
* Formula

* Manufacturing
process

* In-process control

* Product

WHO - Prequalification of Medical Products (IVDs, Medicines, Vaccines and Immunization Devices, Vector Control)
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Active Pharmaceutical Ingredients

+ ASMF Medicines

certification

i

About Medicines Prequalification This list contains sources of active pharmaceutical ingredients (APIs) that have been assessed by

el ‘ | ‘ l i WHO and found to be acceptable, in principle, for use i anu ni aceutical
c l l a I D n What We Do acture of finished phal 1

products to be procured by UN agencies.

Wn
m

Documents A-Z

Prequalification of APIs generally involves evaluation of data relating to their quality, as well as
Prequalification Pipeline inspection of the relevant manufacturing site(s).

W
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Prequalified Lists The APIs listed are those for which the submitted data and information were found to meet — at

the time of assessment — WHO norms and standards, and for which the relevant manufacturing
sites were found to comply — at the time of inspection — with Good Manufacturing Practices.

Finished pharmaceutical
products

Some of the APIs listed have been listed on the basis of assessment and inspection carried out by
stringent regulatory authorities who are willing to share information with WHO.

Active pharmaceutical
ingredients

Attachments:

.,
e,
.
RRELTTTN S

edicines quality control
5
* laboratories

C
LA
)
0
=
o
-
=]
[Pl
ju1)
=
jwl)
ol
-
5]
‘E,

—— T ——

—

DOCUMENTS

FPPs and APIs Eligible for
Prequalification ("EOIs")

v
st
L
asmssEEEssEEEEs
ann®

| Mopggragh
T Prequalification Procedures & Fees:

Prequalified Active Pharmaceutical Ingredients (APlIs)
FPPs, APls & QCLs

IZI Certificate of manufacturer standard

Post-prequalification Procedures &

n WHO List of Prequalified Active Pharmaceutical Ingredients — XLsSX

[ others: <GAP, Organic, Halal, etc.> Fees. APls. FPPs, QCLs SN

Prequalification Reports 5
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Certificate of a Herbal ingredient(s) /material(s)

1. Certificate number:

2. Name of Herbal Ingredient(s) /material(s) :

__Andrographis paniculata Aqueous Extract

3. Indicate complete reference and compliance with pharmacopoeial monographis),
where applicable and/or attached specifications:

In-house specification

4. Is the Herbal Ingredient(s) /material(s} subject to this certificate used in products

registered for marketing in Thailand?

O ves
E No
L] Unknown

5. Applicant for certificate :

5.1 Name and address

5.2 License type and number (if any)

6. Activities and site(s):
6.1 Activities of applicant: specify whether the manufacturer responsible for placing the
Herbal Ingredient(s) /material(s) on the market:

[ (a) manufactures the Herbal Material;

U (b) repackages and/or relabels the Herbal Material manufactured by an
independent company, or;

L] () is involved in none of the above (specify __e.q. distributes, trades_ )

| (d) manufactures the Herbal Material and further manufacturing sites may be
involved.

6.2 If answers b, ¢ or d apply, provide name and address of the manufacturing site(s):

7. The manufacturer complies with the following standard

M Good Manufacturing Practice GMP PIC/S,

[ Good Agricultural Practice

[ others

8. Date of last inspection, if applicable:
| herewith confirm that the data above are valid. Any changes that could affect the

validity of this certificate shall be notified by the applicant. Under normal circumstances
the certificate is valid for 3 years.
9. Stamp and date:

Attachments:
List of documents attached

| Specification

O Monograph

E Certificate of manufacturer standard

O others: <GAP, Organic, Halal, etc.>
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