1SO/1EC 17025 ATTEF

Name: Guangxi Institute for Drug Control (Guangxi Center for Drug Package Materials Testing, Guangxi—ASEAN
Institute for Drug and Medical Device Control)

Address: No. 30, Zhitang Street, Yuzhou District, Yulin, Guangxi, China

Registration No. CNAS L0258

Accreditation Criteria: 1SO/IEC 17025:2017 and . relevant requirements of CNAS

Effective Date: 2025-12-12 Expiry Date: 2029-05-10

SCHEDULE 3 ACCREDITED TESTING SCOPE

Item/Parameter
Ne Test Object Standard or Method Note Effective Date
Ne Item/ Parameter
I.Drug
1. Drug
1 Traditional 1 Weight variation ChP2025 Vol IV General chapters 0101 2025-12-12
Chinese
medicine ChP2025 Vol IV General chapters 0107 2025-12-12
ChP2025 Vol IV General chapters 0108 2025-12-12
ChP2025 Vol IV General chapters 0186 Accredited | 2025-12-12
only for the
first
method
2 | Weight variation ChP2025 Vol IV General chapters 0102 2025-12-12
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Item/Parameter
Ne Test Object Standard or Method Note Effective Date
Ne Item/ Parameter
ChP2025 Vol IV General chapters 0103 2025-12-12
ChP2025 Vol IV General chapters 0104 2025-12-12
ChP2025 Vol IV General chapters 0108 2025-12-12
ChP2025 Vol IV General chapters 0115 2025-12-12
ChP2025 Vol IV General chapters 0188 2025-12-12
3 Minimum fill ChP2025 Vol IV General chapters 0102 2025-12-12
ChP2025 Vol IV General chapters 0105 2025-12-12
ChP2025 Vol IV General chapters 0106 2025-12-12
ChP2025 Vol IV General chapters 0116 2025-12-12
ChP2025 Vol IV General chapters 0181 2025-12-12
ChP2025 Vol IV General chapters 0942 2025-12-12
4 | Metal particles ChP2025 Vol IV General chapters 0105 2025-12-12
5 Disintegration test | ChP2025 Vol IV General chapters 0108 2025-12-12
6 Dispersibility ChP2020 Vol IV General chapters 0104 2025-12-12
7 Uniformity of ChP2020 Vol IV General chapters 0115 2025-12-12
appearance
8 | Absorbance ChP2025 Vol IV General chapters 0401 2025-12-12
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Administration WS-5973(B-0973)-2012Z

Item/Parameter
Ne Test Object Standard or Method Note Effective Date
No Item/ Parameter
9 Relative density ChP2025 Vol IV General chapters 0601 Accredited | 2025-12-12
only for
method 1
10 | pH Value (Acidity, . | ChP2025 Vol IV General chapters 0631 2025-12-12
Alkalinity, Potential
of hydrogen)
11| Ethanol content ChP2025 Vol IV General chapters 0711 2025-12-12
12 Iron salt ChP2025 Vol IV General chapters 0807 2025-12-12
13 Heavy metals ChP2025 Vol IV General chapters 0821 2025-12-12
14| Arsenic ChP2025 Vol IV General chapters 0822 Except for | 2025-12-12
method 3
15 Loss on drying ChP2025 Vol IV General chapters 0831 2025-12-12
16 | Water ChP2025 Vol IV General chapters 0832 Accredited | 2025-12-12
only for
method 2
and method
4
17 Residue on ignition | ChP2025Vol IV General chapters 0841 Except for | 2025-12-12
method 2
18 | Disintegration ChP2025 Vol IV General chapters 0921 Except for | 2025-12-12
method of
orally
disintegrati
ng tablets
test
19 Content uniformity | National drug standards of National food and Medical Products 2025-05-26
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Item/Parameter
Ne Test Object Standard or Method Note Effective Date
No Item/ Parameter
20 | Insoluble matter ChP2025 Vol IV General chapters 0183 2025-12-12
21 | Adhesive property | ChP2025 Vol IV General chapters 0122 Accredited | 2025-12-12
/Adhesion only for
method 2
ChP2025 Vol IV.: General chapters [~10952 Accredited | 2025-12-12
only for
method 2
22 | Extractives in ChP2025 Vol IV General chapters 0122 2025-12-12
plaster mass
23 | Heat-resistance ChP2025 Vol IV General chapters 0122 2025-12-12
24 Total solids ChP2025 Vol IV General chapters 0185 2025-12-12
25 Delivery rate ChP2010 Vol I Appendix I Z Accredited | 2025-12-12
only for
supervision
and random
inspection
ChP2020 Vol I page 1341,1877 2025-12-12
26 Particle size ChP2025 Vol IV General chapters 0982 Accredited | 2025-12-12
only for the
first
method and
the second
method(ma
nual
sieving
method)
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Item/Parameter
Ne Test Object Standard or Method Note Effective Date
No Item/ Parameter
ChP2020 Vol IV General chapters. 0104 2025-12-12
ChP2025 Vol IV General chapters 0105 2025-12-12
ChP2025 Vol IV ‘General chapters 0109 2025-12-12
ChP2025 Vol IV General chapters 0114 2025-12-12
ChP2025 Vol IV General chapters 0115 Except for | 2025-12-12
method 3
(Laser
Diffraction)
27 Microscopic ChP2025 Vol IV General chapters 2001 2025-12-12
identification
28 | Impurity ChP2025 Vol IV General chapters 2301 2025-12-12
29 Ash ChP2025 Vol IV General chapters 2302 2025-12-12
30 Ash ChP2025 Vol IV General chapters 2302 2025-12-12
31 Swelling capacity ChP2025 Vol IV General chapters 2101 2025-12-12
32 Acid value ChP2025 Vol IV General chapters 2303 2025-12-12
(Rancidity)
33 Carbonyl value ChP2025 Vol IV General chapters 2303 2025-12-12
34 | Methanol content ChP2025 Vol IV General chapters 0871 2025-12-12
35 Aflatoxin B1 ChP2025 Vol IV General chapters 2351 Accredited | 2025-12-12
only use
method 1
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Item/Parameter
Ne Test Object Standard or Method Note Effective Date
No Item/ Parameter
and method
2
36 Aflatoxin B2 ChP2025 Vol IV General chapters 2351 Accredited | 2025-12-12
only for
method 1
and method
2
37 Aflatoxin G1 ChP2025 Vol IV General chapters 2351 Accredited | 2025-12-12
only for
method 1
and method
2
38 Aflatoxin G2 ChP2025 Vol IV General chapters 2351 Accredited | 2025-12-12
only for
method 1
and method
2
39 Zearalenone ChP2025 Vol IV General chapters 2351 2025-12-12
40 | Extractum ChP2025 Vol IV General chapters 2201 2025-12-12
41 | Volatile oil ChP2025 Vol IV General chapters 2204 2025-12-12
42 Character ChP2025 Vol I 2025-12-12
ChP2025 Vol IV General Rule 0212 2025-12-12
43 Volumetric analysis | ChP2025 Vol I 2025-12-12
ChP2025 Vol IV 2025-12-12
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Item/Parameter
Ne Test Object Standard or Method Note Effective Date
No Item/ Parameter
44 Gravimetric analysis | ChP2025 Vol I 2025-12-12
ChP2025 Vol IV 2025-12-12
45" | Identification General identification’ test ChP2025 Vol IV General principles 2025-12-12
0301
Thin-layer chromatography ChP2025 Vol IV General principles 2025-12-12
0502
UV absorption spectroscopy ChP2025 Vol IV General 2025-12-12
principles 0401
Paper chromatography =~ ChP2025 Vol IV General principles 2025-12-12
0501
Column chromatography ChP2025 Vol IV General principles 2025-12-12
0511
High performance liquid chromatography ChP2025 Vol IV | Accredited | 2025-12-12
General principles 0512 only use
Ultraviolet-
Visible
Detector
(include
Photodiode
Array
Detector) ,
Fluorescen
ce
Detector,Ev
aporative
Light-
Scattering
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Item/Parameter
Ne Test Object Standard or Method Note Effective Date
Ne Item/ Parameter

Detector,M

ass

Spectromet

ry
ChP2025 Vol IV General principles 0212 2025-12-12
Gas chromatographic method ChP2025 Vol IV General principles | Accredited | 2025-12-12
0521 only use

Flame

Tonization

Detector

(FID)
46 Microscopic identification ChP2025 Vol IV General principles 2025-12-12

2001
Thin-layer chromatography ChP2025 Vol IV General principles 2025-12-12
0502
UV absorption spectroscopy ChP2025 Vol IV General principles 2025-12-12
0401
Column chromatography ChP2025 Vol IV General principles 2025-12-12
0511
High performance liquid chromatography ChP2025 Vol IV | Accredited | 2025-12-12
General principles 0512 only use

Ultraviolet-

Visible

Detector

(include

Photodiode

Array

Detector)
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Item/Parameter
Ne Test Object Standard or Method Note Effective Date
Ne Item/ Parameter

Fluorescen
ce
Detector,Ev
aporative
Light-
Scattering
Detector,M
ass
Spectromet

ry

Gas chromatographic method ChP2025 Vol IV General principles | Accredited | 2025-12-12

0521 only use
Flame

Tonization
Detector

Mass-spectrography ChP2025 Vol IV General principles 0431 Accredited | 2025-12-12
only use

Electron
Spray
Tonization

47 | Determination of UV  absorption spectroscopy ChP2025 Vol IV General 2025-12-12
content (titer) principles 0401

Column chromatography ChP2025Vol IV General principles 2025-12-12
0511

High performance liquid chromatography ChP2020 Vol IV | Accredited | 2025-12-12

General principles 0512 only use
Ultraviolet-

Visible
Detector
(include
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Item/Parameter
Ne Test Object Standard or Method Note Effective Date
Ne Item/ Parameter

Photodiode
Array
Detector)
Fluorescen
ce
Detector,Ev
aporative
Light-
Scattering
Detector,M
ass
Spectromet

ry

Gas chromatographic method ChP2025 Vol IV General principles | Accredited | 2025-12-12

0521 only use
Flame

Tonization
Detector

Volumetric analysis ChP2025 Vol I 2025-12-12

Volumetric analysis ChP2020 Vol IV 2025-12-12

Gravimetry analysis ChP2025 Vol I 2025-12-12

Gravimetry analysis ChP2020 Vol IV 2025-12-42

48 | Sprouting rate ChP2025 Vol I page 167,194 and 403 2025-12-12

49 Cold resistance test | ChP2025 Vol I 2025-12-12
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Item/Parameter
Ne Test Object Standard or Method Note Effective Date
Ne Item/ Parameter
50 Peroxide value ChP2025 Vol IV General principles 2303 2025-12-12
(Rancidity)
51 | Acid value ) ChP2025 Vol IV General chapters 0713 2025-12-12
52 Volume ratio ChP2025 Vol I page 59 2025-12-12
53 Water absorption ChP2025 Vol I page 59 2025-12-12
11 50 3% 11 |




