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3.2.3.1 General Information

3.2.5.2 Manufacture

3.2.5.3 Charactensations

3.2.5.4 Control of DS

3.2.5.3 Reference Standards or Matenals
3.2.5.6 Container Closure System

3.2.5.7 Stability
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@) Certificate of Active Pharmaceutical Ingredient

‘@), Certificate of Pharmaceutical Excipient

@), Certificate of Herbal Ingredient



Certificate of Active Pharmaceutical Ingredient

7. Does the manufacturer comply with Good Manufacturing Practice?

L Good Manufacturing Practice
[ others
Certificate of Active Pharmaceutical Ingredient 8. Date of last inspection, if applicable:
1. Certificate number: | herewith confirm that the data above are walid. &y changes that could affect the

validity of this certificate shall be notified by the applicant. Under normal circumstances
2. Name of Active Pharmaceutical Ingredient : the certificate is walid for 5 wears.

9. Stamp and date:

3. Indicate complete reference and compliance with pharmacopoeial

monograph(s), where applicable and/or attached specifications: Attachments:

List of documents attached
4. Is the Active Pharmaceutical Ingredient subject to this certificate used in

products registered for marketing in Thailand? o Specification

(] ves (specify type and dosage form) [l Monograph
O no [] certificate of manufacturer standard
— Unknown [ others:

5. Applicant for certificate:

5.1 Mame and address

5.2 License type and number

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

! {&) manufactures the Acthve Pharmaceutical Ingredient;

! {b} iz involved in none of the abowve (specify =g distributes,

trades
! {c) manufactures the Active Pharmaceutical Ingredient and further
manufacturing sites may be involved.

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




Certificate of Pharmaceutical Excipient

Certificate of Pharmaceutical Excipient

1. Certificate number:

2. Name of Pharmaceutical Excipient :

3. Indicate complete reference and compliance with pharmacopoeial

monograph(s), where applicable and/or attached specifications:

4. Is the Pharmaceutical Excipient subject to this certificate used in products
registered for marketing in Thailand?

Ll Yes (specify type and dosage form)

[J  unknown
5. Applicant for certificate:

5.1 Mame and address

5.2 License type and number

6. Activities and site(s):
6.1 Actiities of applicant: specify whether the manufacturer responsible for placing the

Fharmaceutical Excipient on the market:

LI {a) manufactures the Pharmaceutical Excipient;

[ (0} is involved in none of the above (specify __ ee distributes,
trades

(] (c) manufactures the Pharmaceutical Excipient and further manufacturing
sites may be involved.

6.2 If answers b or c apply, provide name and address of the manufacturing sitels):

7. Does the manufacturer comply with Good Manufacturing Practice?

L Good Manufacturing Practice

(] others

8. Date of last inspection, if applicable:

9. Does the Pharmaceutical Excipient contain any material derived from humans or
animals?

L | ==

[] Mo
| herewith confirmn that the data abowve are walid. Any changes that could affect the
validity of this certificate shall be notified by the applicant. Under normal circumstances
the certificate is valid for 5 vears.
10. Stamp and date:

Attachments:
List of documents attached
L] specification
] Monoeraph
(] certificate of manufacturer standard

|:| Others:




Certificate of Herbal Ingredient

Certificate of Herbal ingredient(s)/material(s)

1. Certificate number:

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

3. Indicate complete reference and compliance with pharmacopoeial

monograph(s), where applicable and/or attached specifications:

4. Is the Herbal ingredient{s)/material(s) subject to this certificate used in products
registered for marketing in Thailand?

! Yes (specify type and dosage form)

L1  Unknown
5. Applicant for certificate:

5.1 Mame and address

5.2 License type and number

6. Activities and site(sk
8.1 Activities of applicant: specify whether the manufacturer responsible for placing the

Herbal ingredientis)/materialis) on the market:
! {2) manufactures the Herbal ingredient(s)/materialis);
! {b) repackaszes and/or relabels the Herbal Ingredient(s} /material{s)

manufactured by an independent company, or;

[1 (o) is involved in none of the above (specify e distributes,
trades

[ (d) manufactures the Herbal ineredient(z)/material(s) and further
manufacturing sites may be involved.

6.2 If answers b or c apply, provide name and address of the manufacturing sitelsh

7. Does the manufacturer comply with Good Manufacturing Practice?

__| Good Manufacturing Practice

[ | others

8. Date of last inspection, if applicable:

| herewith confirm that the data abowve are walid. Anv changes that could affect the
validity of this certificate shall be notified by the applicant. Under normal circumstanc
the certificate is valid for 5 years.

9. Stamp and date:

Attachments:
List of docurments attached
[ specification
] Monograph
[ certificate of manufacturer standard

|:| Others:
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Show 10 $ entries Search:

Code No. T Substance Name Holder's Name Certificate

A0001 Deferiprone ANA Aanwiaeg Certificate
AQ002 Aluminum hydroxide gel BBB AanLiiag Certificate
AQ0O03 Erythromycin Base CCC aanLiaa Certificate
40004 rPT adsorbed bulk DoD Aantiae Certificate
AQ005 Methylcellulose EEE AanLiaa Certificate
A0006 Garcinia mangostana extract FFF aanitiaq Certificate
AQ007 Bitter melon fruit powder GGG Aantiaa Certificate
AQ00S Aspirin (Acetylsalicylic Acid) HHH AanLiiag Certificate
AQ009 Sodium bicarbonate 1] aanltiaq Certificate

Showing 1 to 9 of 9 entries Previous - Mext
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