Wy o ar ar a d Jd ) YVar K
veul §iAnms dninewazTagania nsudinsmanimsunnd 185umsiuses

& = 1 J i L d
anuensalumsmageuen Ingrawia uazin3eaiounnd danamsaelii

i yiawan /A6 EMInageu I5naaey
1|1 eudesazounya L. Swnadndidy 1. Current USP / NF <6215,
2 EJ"Iaﬁ U'I‘I-?‘I YUVIUAENDOU 2. ﬂ'liﬂ?'ﬁ]mﬂﬁﬂ‘ﬂﬁf <857>,<541>,<197>.
3. eIy IR 3. Degradation Products, 2. Current BP <Appendix IIID,
Related Substances, NI A, ITAIIB, VIII A, VIII
Chromatographic Purity B, VIII C > Chromatography,
Infrared Spectrophotometry,
Spectrophotometry and
Titration Technique.
2 4. m%’m fJ'I‘Ij"l gUIUATNOU 4. FI'TIiJI.ﬂLIﬂiﬂ - ﬂ“N 1. Current USP/NF <791>
5. Ry R 2. Current BP <Appendix VL>
pH Determination Technique.
3 6. mtﬁmmxmzmﬂqga 5. MIAZAILYBIAIWY 1. Current USP /NF <711>,
6. MIUANAIVDIE <701>,
2. Current BP <Appendix
XIIB> Dissolution,
Spectrophotometry
Technique, <Appendix
XIIA> Disintegration.
4 |7, Seghuildwan 7. mInsIvenanyal 1. Current USP / NF <197>.
Taadndwaziagay 2. Current BP<Appendix IT A>
Infrared Spectrophotometry
Technique.
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4 fagaviildwAnTagdhedains | 8. Melting Range 1. Current USP / NF <741>.
‘Tﬁqaum 2. Current BP<Appendix VA>by
(Giﬂ) Differential Scanning
Calorimetry, Melting Point
Determination Technique.
9. anuiunsa-an 1. Current USP / NF <791>,
2. Current BP<Appendix VL>by
pH Determination Technique.
10. Specific Optical Rotation | 1. Current USP /NF <781>
2. Current BP<Appendix
VF>by Optical Rotation
Technique.
11. Degradation Products, 1. Current USP / NF <621>
Related Substances, 2. Current BP<Appendix IIID>
Chromatographic Purity by Chromatography
Technique.
12. Psnauh 1. Current USP / NF <921>,
13. dhminfineluide <731>
DU 2. Current BP < Appendix IX
C, IX D> by Karl Fisher
Titration and Oven
Technique.
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4 faqaviildnaniansndun: | 14, Wnusoad) 1. Current USP / NF <621>,
IngALY <857>, <541>.
Gl)) 2. Current BP <Appendix ITID,
I A, ITB, VIII A, VIII B,
VIII C > Chromatography,
Spectrophotometry and
Titration Technique.
5 8. owmuluTI* 15. BAANYAIAI In-house Method SOP 22 02 060
Dexamethasone 1% by Thin Layer Chromatography
Prednisolone (TLC) Technique.
msmqﬁmsmﬁ%mmmw TP Supplement 2005
16. Clostridium spp. -
17. Staphylococcus aureus
18. Salmonella spp.
* HUIEUHA
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ASEAN AGREEMENT ON TRADITIONAL MEDICINES : Draft as of 19" TFRF Meeting 21 January 2015

(TFRF : The Task Force on ASEAN Regulatory Framework for Traditional Medicines and Health Supplements)
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6 9. #RA(Injection) 19. Bacterial Endotoxins Current USP / NF <85> by
Kinetic Turbidity Method.
7 10. Biopharmaceuticals 20. Identification In-house method SOP 22 02 245
21. Impurity by Chromatography
22. Assay
23. Identification In-house method SOP 22 02 251
24. Impurity by SDS-PAGE/Western Blot
technique

25. Identification of hyaluronic| In-house method SOP 22 02 178

acid and hyaluronate by Carbazole reaction method
26. Potency assay In-house method SOP 22 02 247
- Cell proliferation by Cell-based assay
- Cytokine
activation/inhibition
27. Potency assay In-house method SOP 22 02 248
by ELISA technique
28. Impurity In-house method SOP 22 02 246

by Capillary electrophoresis

technique

29. Retractive index In-house method SOP 22 02 242
by Refractometry technique

30. Container content In-house method SOP 22 02 228

by volume measuring/weighing

technique
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7 Biopharmaceuticals 31. Zinc determination In-house method SOP 22 02 207
(A0) by Atomic Absorption
Spectroscopy technique
32. Water content In-house method SOP 22 02 252
by Karl-Fisher technique
33. pH In-house method SOP 22 02 185
by pH meter
8 11. wandasier hivsennde | msmageumsiluilou 1. Current BP, Appendix XVI B.
(Non-sterile pharmaceutical éﬂqa unsd Microbiological Examination
products) 34. Total Aerobic Microbial of Non-sterile Products.
Count 2. Current USP/NF. <61>
35. Total Combined Yeasts Microbiological Examination
and Moulds Count of Non-sterile Products:
Microbial Enumeration Tests.
3. Current TP, Appendix 10.2
Microbial Limit Tests.
4. Current THP, Appendix 10.2
Microbial Limit Tests.
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Hﬁﬂﬁﬂﬁﬂﬂﬂﬂﬂﬂﬂﬂtgﬂ 36. Bile-tolerance Gram 1. Current BP, Appendix XVI B
GD) Negative Bacteria (Test for Microbiological Examination
Absence and Quantitative Test) of Non-sterile Products.
37. Escherichia coli 2. Current USP/NF. <62>
38. Salmonella spp. Microbiological Examination
39. Clostridium spp. of Non-sterile Products: Tests
40. Staphylococcus aureus for Specified
41. Pseudomonas aeruginosa Microorganisms.
3. Current TP, Appendix 10.2
Microbial Limit Tests.
4. Current THP, Appendix 10.2
Microbial Limit Tests.
42, Bile-tolerance Gram 1. Current BP, Appendix XVI F.
Negative Bacteria (Test for Microbiological Examination
absence and Semi- of Herbal Medicinal Products
quantitative test) for Oral Use.
43. Escherichia coli (Test for
absence and Semi-
quantitative test
44. Salmonella spp.
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9 12. wannumenls N 45. anulsIAINEe 1. Current BP, Appendix XVI
- YIRNAYHANS A, Test for Sterility.
- NAFUAYA? 2. Current USP/NF. <71>
1aafsuasun Sterility Tests
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10 | 13. diewaa@n¥iia PVC, PP, | 46. Invitro Biological 1. Current USP / NF <87> by
- = a .
PE N3 lunmswinginsal Reactivity Test Elution Test Method.
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47. In vitro Cytotoxicity Test | 2. ISO 10993-5:2009 by Test

on Extract Method
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48. MIFUKTUVDIPAUNTO | WoN.531-2558
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12 | 15. w3esileuazgniainiams | 49. Bacterial Endotoxins 1. Current USP / NF <85>.by
wwng Kinetic Turbidity Method.

2. BS EN 455-3:2015
3. uen. 531-2558

4. 4an. 720-2561

5. WBn. 764-2561

6. 4. 1298-2562

7. WdN. 1426-2561

50. In vitro Cytotoxicity Test | 1.ISO 10993-5:2009 by Test on
Extract Method.

2. 4oM. 531-2558

3. uen. 720-2561

4. 48N, 764-2561

5. 49N, 1298-2562

6. W9N. 1394-2561

7. W8N, 1426-2561

51. Hemolysis Test 1. uon. 531-2558
2. 4Bn. 720-2561
3. UDA. 764-2561
4. yon. 1298-2562
5.180. 1426-2561

o

dninanasgiuviesguams

¥y ]
ud luasah 0o

Tuiud v 27 qaiaw 2565

'3
Hil1 8 vedrianNa 15 Wil

vingleanzidey  4044/50
T3 it 27 @AY 2565

aaTun 26 A1 1AN 2569

@ ' a e o & 4
aswasuAMgnAes Tao mihinguivs ssenljiams . - B2 = (Wegafing niluwa)




%

a wa o a a d d o o
el s drwinewazTaganda asuInnmanimsunnd lasumsiuses

7]
o a d'l - d ar ] d‘
ﬂ31ﬂﬂ1ﬂ1iﬂ1uﬂ’liﬂﬂﬁﬂﬂﬂ‘l ANYPANAA LASINITDINBUNNE ﬂ\‘lﬂﬂmiﬁﬂ‘lﬂu

it yianand /Aot S INATY Inageu
13 |16 amuzwaadnUswande | s2. MsBUALYBIRAUYSE | Nen. 1298-2558
dmivussy lafiauas
dutlsznovvelatia
14 17. L‘flﬂwmﬁaﬂ Lﬂ%ﬂﬁﬁi) uay 53. Intracutaneous Test 1. Current USP/NF <88>
gunsalmamsunng 54. Intracutaneous 2. IS0 10993-23:2021
(Intradermal) Reactivity
Test
55. Implantation Test Current USP/NF <88>
56. Pyrogen Test 1. Current USP/NF <151>
2. Current Ph. Eur. (2.6.8)
57. Systemic Injection Test 1. Current USP/NF <88>
58. Acute Systemic Toxicity 2. ISO 10993-11:2017
Test
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59. nanyane 1sou

1alasnanlsa

In-house Method SOP 2202132
in Connection with:

1. United Nations,
Recommended Methods for
Testing Opium, Morphine and
Heroin, Division of Narcotic
Drugs Vienna, 1998.

2. United Nations, Recommended
Method for Testing Heroin,
Divisions of Narcotic Drugs
Vienna, 1986.

3. Moffat A.C., Clarke’s
Isolation and Identification of
Drugs in Pharmaceuticals, Body
Fluids and Post-mortem Material.
3%ed., London: The
Pharmaceutical Press, 2004.

by Color Test and Thin Layer.

Chromatography Technique.
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16 | 19. suawdn (Wauazna) 60. tendnwsinguueAiiy

In-house Method SOP 2202133
in Connection with:

1. Moffat A.C., Osselton M.D.
and Widdop B., Clark's Analysis
of Drugs and Poisons in
pharmaceuticals, body fluids and
postmortem material. 3 rd ed.,
London-Chicago: the
Pharmaceutical Press, 2004.

2. United Nations, Recommended
methods for the identification and
analysis of Amphetamine,
Methamphetamine and their ring-
substituted analogues in seized
materials, New York: United
Nations, 2006.

3. The United States
Pharmacopoeia. The National
Formulary 21st ed. Rockville:
United State Pharmacopoeia
Convention, Inc.; 1993. p. 1186.
by Color Test and Thin Layer

Chromatography Technique.
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17 | 20. agoengns (Hamndya/ | 61 msnsanendnpalans | Inhouse Method SOP 2202113
WA A) aguiuu Ty laesdTud | by Thin Layer Chromatography
and Gas Chromatography/Mass
Spectrometry Techniques.
18 | 21. W 62. tAdAYAINY AN In-house Method SOP 2202131

in Connection with:

1. Narcotics Division,
Pharmaceutical and Medical
Safety Bureau, Ministry of
Health and Welfare. MANUAL
FOR IDENTIFICATION OF
ABUSED DRUGS.2" Edition.
Japan, 1998.

2. United Nations.
RECOMMENDED METHODS
FOR TESTING CANNABIS.
Division of Narcotic Drugs.

Vienna, 1987.

3. United Nations. Recommended
Methods for the Identification and
Analysis of Cannabis and
Cannabis Products (Revised and

updated). UNODC Vienna, 2009.
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4. Japan International
Cooperation Agency. Textbook
for the seminar of Identification
and Analysis of Abused Drugs of

Indochina Region. Japan, 2002.

5. Ministry of Health and
Welfare, Manual for
Identification of Abused Drugs.

2™ ed. March, 1998.

by Color Test and Thin Layer

Chromatography Technique.
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63. M3AATEHUTINS
Delta-9-
tetrahydrocannabinol
(THC) uag/Mse
Cannabidiol (CBD) 1u
AIDENBAYI A158AA

¥
AR tazeuudYImN

In-house Method SOP 2202231
By High Performance Liquid
Chromatography -

Spectrophotometry Technique.
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20 | 23. Jamae AsioadY In-house Method SOP 2202141
64. wnuoNaiiy Immunology by Rapid Test Kit
65. uasiu Technique.
66. NYH

67. wulylaozdtlud
68. a1y
69. 810

70. 1AIAY

71. 1AFNYAIAzTUMUNGY | In-house Method SOP 2202190
wouWaiud by Gas Chromatography Mass
Spectrometry and SOP 2202189

by Liquid Chromatography Mass

Spectrometry Technique.
@ o
72. wnanyaluazlum In-house Method SOP 2202176
ﬂ@:nuﬂ'ﬁiu by Gas Chromatography Mass
Spectrometry Technique.

73. 1nanuailaza/iu1mngy | In-house Method SOP 2202191
ﬁmﬁn by Gas Chromatography Mass

Spectrometry Technique.

74. wnanvaluazlSua In-house Method SOP 2202189
ﬂtjml'l‘ﬁ‘ by Liquid Chromatography Mass

Spectrometry Technique.
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75. tonanuaitnguule | In-house method SOP 22 02 199
laosdtlud by Liquid Chromatography-
Triple Quadrupole Mass
Spectrometry Technique.
76. 1BAFNYAILAZIT191 1nA1| In-house method SOP 22 02 180
U by Gas Chromatography Mass
Spectrometry Technique.
77. wndnyaiuazfium In-house Method SOP 2202175
#159M357 ladiu by Gas Chromatography Mass
Spectrometry Technique.
78. tonanwsiuazdSuna | In-house Method SOP 2202200
A15AAINY by Gas Chromatography Mass
Spectrometry Technique.
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