1SO/IEC17043 AR E+S

Name: Shanghai Institute for Drug Control
Address: No. 1500, Zhangheng Road, Pudong New District, Shanghai, China
Registration No. CNAS PT0058

Accreditation Criteria: 1SO/IEC 17043:2023 and relevant requirements of CNAS
Effective Date: 2025-11-19 Expiry Date: 2029-02-05

SCHEDULE 2 ACCREDITED PROFICIENCY TESTING SCOPE FOR TESTING

Item/Parameter
Ne Sample Note Effective Date

No Item/Parameter

1 Drug (raw materials and 1 Melting Point Accredited only for Chinese 2025-04-29

preparations) Pharmacopoeia Part Four General
Chapter 0612 method No.1

2 Specific Absorbance 2025-04-29
3 Specific Rotation 2025-04-29
4 pH Value 2025-04-29
5 Water Accredited only for by Karl-Fisher

Method (Method I 1) of Chinese
Pharmacopoeia Part Four Gengffa

Chapter 0832
6 Assay
7 Osmolality
8 Staphylococcus aureus (qualitative Accredited only for Freeze-dried
detection) powder (simulated drug)

The scope of the accreditation in Chinese remains the definitive version.
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Item/Parameter
Ne Sample Note Effective Date
Ne Item/Parameter
9 Relative density 2025-04-29
10 Refractive index 2025-04-29
11 Viscosity 2025-04-29
12 Total aerobic microbial count Accredited only for Freeze-dried 2025-04-29
powder (simulated drug)
13 Total molds and yeasts count Accredited only for Freeze-dried 2025-04-29
powder (simulated drug)
2 traditional Chinese medicine 1 Relative density 2025-04-29
(liquid ph; tical
RN 2 | pH value 2025-04-29
preparation)
3 Assay 2025-04-29
3 traditional Chinese medicine 1 Heavy metals and harmful elements 2025-04-29
(Lead. Cadmium. Arsenic. Copper)
2 Identification Accredited only for LC MS/MS 2025-04-29
4 Food 1 Nitrofuran metabolites Accredited only for fish 2025-04-29
2 Staphylococcus aureus (qualitative Accredited only for Freeze-dried 2025-04-29
detection) powder (simulated food)
3 Staphylococcus aureus (quantitive Accredited only for Freeze-dried
determination) powder (simulated food)
4 Zinc Accredited only for infant form
5 Total acidity Accredited only for liquor
6 Benzoic acid Accredited only for beverage
7 Sorbic acid Accredited only for beverage
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Item/Parameter
Ne Sample Note Effective Date
Ne Item/Parameter
5 Cosmetics 1 Sunscreen Accredited only for Sunscreen 2025-04-29
2 Cadmium Accredited only for Lotion 2025-04-29
3 Lead Accredited only for Lotion 2025-04-29
4 Determination of molds and yeast count Accredited only for Freeze-dried 2025-04-29
powder (simulated cosmetics)
5 Aerobic plate count Accredited only for Freeze-dried 2025-04-29
powder (simulated cosmetics)

No. CNAS PT0058

The scope of the accreditation in Chinese remains the definitive version.
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