A . RICA ENTERPRISES
Y R/ Village Khari , Mauza Ogli, Kala-fmb, Distt. Sirmour H.P.
¢ QUALITY COfg’ROL DEPARTIMENT
CERTIFICATELOF ANALYSIS
(The Drugs & Cosmetics act 1840 & the rules thers under)
Mfg. Lic.No .: N-MB/17/183
Name of Product CLAVCAN -1.2GM < ;
Generic Name Amoxycillin & Potassium Clavulanate [njection IP 1.2GM — j
Batch No. B24092 Batch Size 1 30,045 Vizlsm, o
Mfg. Date 0772024 Exp.Date | 512025 S i
Date of Sample 01/09/2024 Sample Qty. | 25 Vizls i i
Date of Analysis 01/09/2024 Date of Release f oevecviaee W cin ﬁi
Stage Finished A.R.No. | OCIFPIBPI2AZAG 3 i
S. No. Test Specification , Result < # i
l. Description A white or almost v/hite powder. | Almost white powder . S R
% Identification I Z s !
(A)By TLC The principal spots in the chromatogram gt
obtained with the test solution correspond to | e '
those in the chromatogram obtained with e i
the reference solution. Compliss. 2 i
(B)By HPLC Retention time of principal pezks in the |
chromatogram obtained of the zsszy T RS :
preparation correspond to that of the
standard preparation 2s obtzined in the | -8 i
assay. ’ | Compliss. e {
3. Appearance of Solution Solution should be clear and Leaving no | Compliss o= :
visible residue 2s un-dissolved mattér s, ]
4, pH (10.0 % of Amoxycillin) Between 8.0 to 10.0 2.70 3 = i
5. Average fill weight 14205 mg+3 % 1406.13 mg . = f
6. Uniformity of weight %= 10.0 %w Iw of Average weight { Mini:13972mz Maxi: 14153mg i
7. Water (By KF) NMT 3.5% i 039 % wiw R |
8. | Particulate Matter The solution shall be essentially free from | Compliss. i
particles of foreign matter that can bz seen {
on visual. i , !
9. Bacterial Endotoxins NMT 025 EU /mg Less than 025 EUmg. i !
10. | Sterility Complies with the test of sterility. Under test. 2 ¢
11.| Assay Each Vial Contains: n
Amoxycillin Sodium IP 900.0 mg to 1075.0 mg 101499 mg ;
¢q. to Amoxycillin 1000 mg | (NLT 90.0 % & NMT 107.5 %) 101.50 % of Amoxycillin 1
Potassium Clavulanate IP 180.0mgto215.0mg 168.67mg = x ‘
¢q. to Clavulanic Acid 200 mg | (NLT 90.0 % & NMT 107.5 %) 95.33 % of Clayulanic ASd T - ‘
Remark: The sample is coﬂ»pfés// does not comply as per IP/BPASSRIn-Heuse Specification
~ Analysis By Checked By Approved By -~
Ame SHAMEEM AWANEESH ) f
Signature ’ SANPDEEP KUMAR i
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