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Certificate of Analysis (Enoxaparin Sodium)
Issue Date: 20 FEB 2026Quality Release Date: 20 FEB 2026
Product Name
Enoxaparin Sodium &% i 284
Product Information

Product Number ENO-20260220
Batch Number ENO-SH2026022001
Brand SIGALD

CAS Number 9002-84-4

MDL Number MFCD00081452

Formula (CizHis NO2 S7 ), ‘Na
Formula Weight 4500 ~ 5500 Da (Average Molecular Weight)
Form White to off-white amorphous powder

Test Results

Specification

Test (USP 45 & ChP 2025 Result Unit Test Method
Pharmaceutical Standard)
Appearance White to off-white 4 . . o
(Color/Form) amorphous powder Conforms Visual Inspection (257C)
Average Molecular - Gel Permeation
Weight o ebe JC70 DE P Chromatography (GPC)
Molecular Weight
Distribution (Mw/Mn) < B 132 g CPC
. .. 112 Chromogenic Substrate
Anti-Xa Factor Activity B 100 IU/mg IU/mg IU/mg Assay
Anti-lla Factor Activity [20 ~ 40 1U/mg 311U/mg | IU/mg /fgg’?oge”'c Substrate
Anfi-Xa / Anti-lla - .
Activity Ratio 2.5~4.0 3.61 - Calculation
pH Value (1% aq. N ) -
solution,25°C) 5.5~7.5 6.3 Digital pH Meter
| Water Content K 5.0% | 38% | % KarlFischer Titration
Atomic Absorption
Heavy Metals (Pb) £ 5 ppm 0.6 ppm | ppm Spectlrome’rryp(AI\AS)
Atomic Fluorescence
Heavy Metals (As) =1 ppm 0.1 ppm | ppm Soectrometry (AFS)
| Sodium Content  [10.0 ~ 13.0% | 11.5% | % [Flame Photometry
Total Organic Carbon | ( 5o 028% | % [TOC Analyzer
(TOC)
Sterility Negative Negative - m:mgéo?ggllzr;hon
Bacterial Endotoxin 0.1 EU/IU 0.05 EU/IU| EU/IU tg?;:;s(f\ﬂ)e?eo;yfe
Protein Impurities Negative Negative - EI%SC_TF;QShEoresis
Certification

This batch of product has been tested in accordance with the pharmacopoeial and
pharmaceutical industrial standards for Enoxaparin Sodium and meets all specified requirements.
It is qualified for use as a pharmaceutical raw material for anticoagulant injection preparations.
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