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1. dseveslszndlng atufl 2 w@ufl 1 a1a 1 wazatuifiudy (Thai Pharmacopoeia I,
Volume [, Part 1 and Supplements) %ﬁmﬁuw“[mﬂismaammmqm

2. hswnasgruenayulnging w@udl 1 Eul 2 1@ud 3 w@uil 4 uazatuifisidy (Thai Herbal
Pharmacopoeia Volume | Volume Il Volume Il Volume IV and Supplements)

3. fmsuesguenayulnslve we. 2560 wazatuiaLiy (Thai Herbal Pharmacopoeia 2017
and Supplements)

4. #1519umaswuruIaniIsui Ay aUuRNNATIA 5 wazau Uiy (The Fifth Edition of

The International Pharmacopoeia and Supplements)

[
L3 v

5. idunladovesanszelwin aduiuriasedl 39 (a.a. 2016) uazatuiiuiiy (The
United States Pharmacopoeia, Thirty-Ninth Revision, and The National Formulary, Thirty-Fourth
Edition and Supplements)

6. srxusavhsulaile atiu a.A. 2016 w@ufi 1-5 (British Pharmacopoeia 2016 Volume 1-5)

7. gsruiaasvisulaide (naunneeians) au'u A.A. 2016 (British Pharmacopoeia
(Veterinary) 2016)

8. dglsliouanlade atufisnin$sfl 8 (a.a. 2016) uazatiulfisndu (The Eighth Edition
of The European Pharmacopoeia and Supplements)

9. ssmhfuladevessanadu atufiuiadedl 17 wazatuifisiiy (The Seventeenth

Edition of The Japanese Pharmacopoeia and Supplements)
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2. LUUASIRdULBNENSUDIAU (Checklist)

WUUASVERULENENSUDIAU (Checklist)

L2N&E19

HUsznauns

v Y o
LAIURUIN

§ | lug

NT1U

AN8LNR

1. dnunlusugendnnu w.s.u. MNeITee wu en
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3. NN IangULanITeYaRMAN (Quality)

(CTD Module 3 — 3.2.S Drug substance)

3.2.5.1. General Information %’agaﬁ'ﬂﬂ

3.2.5.1.1. Nomenclature miﬁ*&m%ﬁ)

3.2.5.1.2. Structure gnslaseasng

3.2.5.1.3. General Properties @mﬁmﬁﬁiﬁlﬂ

3.2.5.2 Manufacture n15H&@R

Y a

3.2.5.2.1. Manufacturer(s) %awmam

Y

3.2.5.2.2. Description of Manufacturing Process
and Process Controls AN85UN8NTZUIUNITHER

LAETTAIUANAMNINAITHER

3.2.5.2.3. Control of Materials NM3AIUANINGAY

3.2.5.2.4. Controls of Critical Steps and

Intermediates NMSATUANTUABUNTHANTIENATY
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3.2.5.2.6. Manufacturing Process Development

ANSHAIUINTZUIUNISHER

3.2.5.3. Characterization N13§1529

ANWUZLANIE

3.2.5.3.1. Elucidation of Structure and other
Characteristics N1ShANILATIASIAY

ANBZLANIZDUY

3.2.5.3.2. Impurities @1513Uu

3.2.5.4. Control of Drug Substance

N13AUANINGAUAEIEIALY

3.2.5.4.1. Specification YA UMWY

3.2.5.4.2. Analytical Procedures 35n193tA518%
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4
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3.2.5.0.4. Batch Analyses NM53LATIERNITHAALSA

3.2.5.4.5. Justification of Specification ﬂ’l'i%LLRN

IWIRANAYBITBNVUARNE
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3.2.5.5. Reference Standards or Materials @19
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3.2.5.6. Container Closure System T¥UUUAUDY

NMUYUSUTI]

3.2.5.7. Stability a21uassdnIN

3.2.5.7.1. Stability Summary and Conclusions
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3.2.5.1. General Information %’agaﬁ'ﬂﬂ
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3.2.5.1.3. General Properties ﬂmamﬁaﬁﬂlﬂ
3.2.5.2 Manufacture NTHEAR
3.2.5.2.1. Manufacturer(s) %aﬁgwam

3.2.5.2.2. Description of Manufacturing Process and

Process Controls
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3.2.5.2.3. Control of Materials

NSAIVANINQAY

3.2.5.2.4. Controls of Critical Steps and

Intermediates
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3.2.5.2.6. Manufacturing Process Development

ANSHAILINTEUIUNITHES

3.2.S.3. Characterization

ANTHTIVANWALLRANE
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CTD Module 3
3.2.S Drug substance

ANa5UNY

3.2.5.3.1. Elucidation of Structure and other

Characteristics

NILARlATIET AN BUZIRNIZ DU

3.2.5.3.2. Impuirities

a15.30Uu

3.2.5.4. Control of Drug Substance

[y

NSAIUANINGAUAIEEALY

o

3.2.5.4.1. Specification

YDMNUMRNY

3.2.5.4.2. Analytical Procedures

BRI

3.2.5.4.3. Validation of Analytical Procedures

NIATIVHOUAINYNABIVDIITNTIATIEN

3.2.5.4.4. Batch Analyses

NTIATIANINAALAAZ Y

3.2.5.4.5. Justification of Specification

NSBULAAVANAVRITOMVIUALRNY

3.2.S.5. Reference Standards or Materials

A13UINIFIUVTIANNUINTFIU

3.2.5.6. Container Closure System

ﬁgUUﬂﬂﬂaﬂﬂW%ugUﬁiﬂ

3.2.5.7. Stability

AIUAIFNIN

3.2.5.7.1. Stability Summary and Conclusions

UnaguvestoyanIuASanIN

3.2.5.7.2. Post-approval Stability Protocol and
Stability Commitment

ANSUTDINTZUIUNISNAADUANUAIFINEI AU

DU

3.2.5.7.3. Stability Data

UOYAAITUAIANTN

vBwg: ** ManadatenansldsiaausasyUUYes ICH CTD #e8ne “3.2.5.7.3. Stability Data.pdf”
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1. Certificate of Active Pharmaceutical Ingredient
2. Certificate of Pharmaceutical Excipient

3. Certificate of Herbal Ingredient(s)/Material(s)
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1. Certificate of Active Pharmaceutical Ingredient

Certificate of Active Pharmaceutical Ingredient

1. Certificate number:

2. Name of active pharmaceutical ingredient :

3. Indicate complete reference and compliance with pharmacopoeial

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

4. Is the active pharmaceutical ingredient subject to this certificate used in

products registered for marketing in Thailand?
[ ves _ (specify type and dosage form)
1 No
[ Unknown

5. Applicant for certificate:

5.1 Name and address

5.2 License type and number

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

Pharmaceutical Ingredient on the market:

[] (a) manufactures the active pharmaceutical Ingredient;

N 21



[] (b) is involved in none of the above (specify e.g. distributes,
trades )
(1 (0) 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):

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 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 5 years.

9. Stamp and date:

Attachments:

List of documents attached
[] Specification
L] Monograph
[ Certificate of manufacturer standard

[] Others:
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2. 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?
1 Yes __ (specify type and dosage form)
[1 No
[ Unknown

5. Applicant for certificate:

5.1 Name and address

5.2 License type and number

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

pharmaceutical excipient on the market:

[] (a) manufactures the pharmaceutical excipient;
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[] (b) is involved in none of the above (specify e.g. distributes,

trades )
[ (0) 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 site(s):

7. Does the manufacturer comply with Good Manufacturing Practice?

[] Good Manufacturing Practice

[ ] Others

8. Date of last inspection, if applicable:

9. Does the pharmaceutical excipient contain any material derived from humans or

animals?
|:| Yes
|:| No

| 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 5 years.

10. Stamp and date:

Attachments:

List of documents attached
[l Specification
] Monograph
[ Certificate of manufacturer standard

L] others:
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3. Certificate of Herbal Ingredient(s)/Material(s)

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?
1 Yes ___ (specify type and dosage form)
[1 No
[ Unknown

5. Applicant for certificate:

5.1 Name and address

5.2 License type and number

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:

[ 1 (a) manufactures the herbal ingredient(s)/material(s);

] (b) repackages and/or relabels the herbal Ingredient(s) /material(s)
manufactured by an independent company, or;
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[] (© is involved in none of the above (specify e.g. distributes,
trades )
[] (d) manufactures the herbal ingredient(s)/material(s) and further

manufacturing sites may be involved.

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

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 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 5 years.

9. Stamp and date:

Attachments:

List of documents attached
[] Specification
L] Monograph
[ Certificate of manufacturer standard

[] Others:
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