XI’PAN HARMONIOUS NATURAL BIO-TECH CO.,LTD

Tel:+86-29- 86712509

www.xahnb.com

Certificate of Analysis

Product Name: Ceftriaxone sodium (Sterile, USP42)

Batch Number: HNB210316
Batch Quantity: 500kg

Address:No.8 Port Avenue ,Xi’an International Trade & Logistics Park ,Xi’an ,China
Email: james@xahnb.com

http://xahnb.en.alibaba.com/

Manufacture Date: Mar., 16",2021  Analysis Date: Mar., 16",2021  Expiry Date: Mar., 15%,2023
Storage: Store in cool & dry place. Store in well-closed containers.
Shelf life: 24 Months when properly stored.

ITEMS OF ANALYSIS SPECIFICATIONS RESULT
Appearance White to pale yellow crystalline powder, odorless Complies
Assay by HPLC (dry base) | 2795ug/mg 925ug/mg

HPLC: Correspond to retention time of major peak in

the chromatogram obtained from the reference Complies
Identification solution

IR Complies

Gives reaction of Sodium Complies
Clarity < 1*Clarity standard solution 0.5#
Water 8.0%~11.0% 10.5%
pH 6.0~8.0 7.02
Related Substances Total Impurity: < 1% 0.08%
Heavy metals <20ppm Complies
Pyrogen Should be conform with the standard Complies
Crystallinity Extinction level and birefringence should be present Complies
Abnormal Toxicity Should be conform with the standard Complies
Sterility Should be conform with the standard __ Complies

Conclusion Complied with the USP42 standard ‘/ %&%Hﬁﬁ \‘
==

QCMANAGER: ¢ 2 L@

V& LLIN D

specTon: 4 212 \Q\W@ﬂﬂ?



mailto:james@xahnb.com
http://xahnb.en.alibaba.com/
http://www.xahnb.com/

