PHARMER
Vill. Dhana(Bhag Bania),Teh. Nalagarh
Distt. Solan(H.P.)-173205

(QUALITY CONTROL DEPARTMENT)

CERTIFICATE OF ANALYSIS
PRODUCT NAME: CLAVCAN 1.2 Injection Test Report No: P23FR-033
(Amoxycillin & Potassium Clavulanate Injection [.P.) Batch No. : P23F-033

Sample Qty: 06 Vials

Sr. No.: 033 Batch Size: 16100 Vials
Date of Receipt of Sample: 02-11-2023 Mfg Date: 11/2023 Exp. Date: 10/2025
Sample Drawn by Analyst: AJAY KUMAR Mfg. Lic. No.: L/21/2542/MNB & L/21/2543/MB
ANALYTICAL DATA
Description : A white crystalline free flowing powder filled in 20 ml clear Glass vial.
Average fill Weight ¢ 1327.10 mg (Limit: £ 10.0 % of 1325 mg)
Uniformity of Weight : Complies

pH ( 10.0% w/v solution) 9.14 (Limit: 8.0 to 10.0)

Constituted solution :  Complies
Particulate matter : Complies
Bacterial Endotoxins : Complies ( Limit: NMT 0.25 EU/mg of amoxycillin)
Sterility :  Complies
Identification
A) By TLC : Complies
B) By HPLC : Complies
Water : 1.49% (Limit:NMT 3.5%)
Assay:
Composition Claim Observation Limit
Each vial contains :
Sterile Amoxycillin Sodium I.P.
eq. to Amoxycillin 1000 mg 993.14 mg 900 mg to 1075 mg
Sterile Potassium Clavulanate 1.P.
eq. to Clavulanic Acid 200 mg 199.10 mg 180 mgto 215 mg

Opinion: The above product complies with the specifications as per L.P.

SignaMlyst)

. Date of Release: 16-11-2023




