kaliberr

QUALITY CONTROL
CERTIFICATE OF ANALYSIS

(FINISHED PRODUCT)
Format No.: KBPL/QC/030/F03-01
Product Name SUCONIL INJECTION
Generic Name Suxamethonium Chloride Injection BP 50 mg per ml
Batch No. K30324002 A.R. No. FP/01/25/00037
Mfg. Date 12/2024 Sampling Quantity | 65 Ampoules
Exp. Date 11/2027 Sampling Date 27/01/2025
Batch Size 110 Litre Date of Analysis 27/01/2025
Pack Quantity NA Date of Release 04/02/2025
Ref. Spec. No. FP/SPC/0025-00 Page No. Page 1 of 1
Pack Size/Type NA
Sr. No. Test Specification Result
01 Description A clear solution. A clear solution.
02 Identification
2.1 | By chemical Method | The chloroform layer is yellow Complies
03 | Acidity 3.0t0 5.0 3.8
04 | Hydrolysis The volume of 0.1 M sodium hydroxide VS
products required for the preliminary neutralization in the
assay is not more than one ter}th of the tptal Gompliss
volume of 0.1 M sodium hydroxide VS required
for the preliminary neutralization and the
hydrolysis.
05 Extractable Volume | NLT 2 ml 2.1 ml
06 Particulate Matter
>10pm NMT 6000 particle per container. 54 particles / container.
>25pum NMT 600 particle per container. 04 particles / container.
07 Sterility Should be Sterile. *Under Observation
05 B dorodin] DRFE 20 Hedotoin WG e SO R 10 OIE Wi
succinylcholine chloride
09 | Assay NLT 90.0 % to NMT 107.5 % of the label claim.| 103.6 %
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CONCLUSION: The Finish

Product Sample Complies / Does<net—complies as per [HAP/BP/USP-

Specification.

*Sterility test under observation.

Function Prepared By Reviewed By Approved By
Name Harshali Rajput Kushal Deshmukh Avnish Kumar
Designation-Department _Officer — QC Asst. Manager - QC Manager - QC
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