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CERTIFICATE OF ANALYSIS i
FINISHED PRODUCT
Generic Name GENTAMICIN EYE DROPS BP
Brand Name GENTAMICIN COL FCO Sampled Qty. 60 x5 ml
(if applicable)
Reference C1/FP/QA/SPEC/EAED/O172/ | Sampling Date 05/06/2019
Specification No. | 005/B/Q0/07/05
. Batch Size 110.0 Ltrs. Analytical Report No. 19/CFIB/317
Batch No. 9EB11211 Analysis Started Date 09/06/2019
Mfg. Date 06/2019 ‘Analysis Completed Date | 23/06/2019
Exp. Date 05/2021 Reported Date 23/06/2019
SR. No. Tests - Specifications Results
1. Description A clear, colourless solution.
© 2. Identification - | The three principal spots in the
SChrorr chromatogram obtained with
on. (1) correspond to the three | solution (1) correspond to the
: palrspots in the chromatogram | three principal spots in the
obiained with solution (2) chromatogram obtained with
- solution (2).
In the test for Composition of
sition of gentamicin sulphate, |gentamicin sulphate, the
ion times of the four retention times of the four
aks in the chromatogram |principal peaks inthe”
Solution (1 chiromatogram obtained with
our principai peaks in {solution (1) correspond to
togram obtained with -~ !those of the four principal
solufign:@2y.- = .. . . - peaks in the chromatogram
obtained with solution (2).
3. pH 6.5t07.5 7.09
4. Average Filled Volume |Notless than 5.0 mi 50mi
5. Leakage Test No leakage should be observed No leakage observed
6. Particulate Matter 210um : Not more than 50 per ml 10.7 per mi
A 225 pm : Not more than 5 per mi 0.8 per mi
Sterility Test Solution should sterile Sterile
Composition of = 25.0 to 50.0%; 30.29%
Gentamicin C12=10.0 to 35.0%; 31.92%
Caz plus Coa = 25.0 to 55.0%. 37.8%
Prepared By Reviewed By Approved By Authorized By
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Farmat No.: C1QC/F.

337-00, Ref. SOF No.: C1QC/266-00

-
FINISHED PRODUCT
Generic Name GENTAMICIN EYE DROPS BP
Brand Name GENTAMICIN COL FCO Sampled Qty. 60x5mi
(if applicable) ' -
Reference C1/FP/IQA/SPEC/E/ED/O172/ | Sampling Date 1 09/06/2019
Specification No. | 005/B/O0/G7/05
Batch Size 110.0 Litrs. Analytical Report No. 19/CFIB/317
Batch No. 9EB11211 Analysis Started Date 09/06/2019
Mfg. Date 06/2019 Analysis Completed Date | 23/06/2019
Exp. Date 05/2021 | Reported Date 23/06/2019
SR. No. | Tests -..-r_.__Specifications Results
9. Assay ”
Each ml contains: " . - '
Gentamicin sulph P |The uppe f dircial- im'ut of erroris  [107.8%
eq. to Gentamicin 0:3% wiv |r
Phenyl mercuric nitrat '.0.0%'510 120.0% of the labeled  |99.7%
0.002%wiv imount
Remarks |
Storage Condition
Manufactured At
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