QUALITY CONTROL
CERTIFICATE OF ANALYSIS
(FINISHED PRODUCT)

kaliberr

Format No.: KBPL/QC/030/F03-01

Product Name Suconil

Generic Name Suxamethonium Chloride Injection BP 50 mg per ml

Batch No. K30324001 A.R. No. FP/09/24/00046
Mfg. Date 09/2024 Sampling Quantity | 65 Ampoules

Exp. Date 08/2027 Sampling Date 27/09/2024

Batch Size 110 Litre Date of Analysis 27/09/2024

Pack Quantity NA Date of Release 09/10/2024

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 3.9

The volume of 0.1 M sodium hydroxide
VS required for the preliminary
neutralization in the assay is not more

04 Hydrolysis products

than one tenth of the total volume of 0.1 | Complies
M sodium hydroxide VS required for
the preliminary neutralisation and the
hydrelysis.
05 Extractable Volume | NLT 2 ml 2.1 ml

06 Particulate Matter

136 particles per container.
13 particles per container.

NMT 6000 no. of particle per container.
NMT 600 no. of particle per container.

>10pm
>25um

07 Sterility Should be Sterile. *Under Observation

08 | Bacterial Endotoxin | A1 2.0 USP Endotoxin Unitsimg of | ; o yh2n 5 0 USP EU/Mg
succinylcholine chloride

09 | Assay 90.0 % to 107.5 % o 104.7 %

T

[l
CONCLUSION: The Finish Product Sample Complies / Does—not—complies as per IHAP/BP/USP
Specification.

*Sterility test is under observation.
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Kaliberr BioScience Pvt. Lid.

Registered Office Plant Address:

Survey No. 12/1, Plo! No. 23

Tipre Colony. Camp Road, Malegaon
Disk.: Nashik, Pin Code: 423203
Maharashiva, India

Survey No. 444/1, Koshimba Road,
Khadki, Lakhmapur, Tal: Dindori,

Dist.: Nashik, Pin Code: 422202
Maharashira, india




