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Title : Certificate of Analysis Finished Product J
Product Name \ GLYCOLYTE Injection A.R. No. ARN/FP/25/O6L’
Generic Name | Glycopyrrolate Injection IP 1ml Sampled qty. 60 Ampoules
Batch No. ARN2566A Sampled by Aakash
Batch Size =4 1,00,000 Ampolues Sampled on 05/12/2025
Mfg. Date 11/2025 Date of Testing 05/12/2025
Exp. Date 1072027 Date of Release 20/12/2025

Tests e Specifications Observations =
5 Description A clear colourless solution filled in A clear colourless solution
‘ - | clear glass ampoule. filled in clear glass ampoule.
Z. Identification by TLC A. The principal spot in the Complies
chromatogram obtained with the test
solution corresponds to that in the
chromatogram  obtained with  the
reference solution.
B. In the Assay, the principal peak in Complies
the chromatogram obtained with the
test solution corresponds to the peak in
the chromatogram obtained with the
reference solution (a).
Nominal fill volume NLT-1ml 1.0ml
Extractable Volume . NLT Nominal volume or NMT 110% 1.1 ml
of Nominal volume
pH , 2.0t03.0 2.61
Particulate Matter
a.) Sub-Visible particle
count
(1.) Particles >10um ﬁﬁ?ggg?ﬁfp;ﬁf 11/Ampoule
(2.) Particles >25um P 1/Ampoule
: The solution is free from particles of
e ’foreignl matter particles tgat can be o
. observed on visual inspection. i
Sterility growth should be Complies

No microbial
observed.

Bacterial Endotoxins

8. Assay:

Each ml contains:
Ingredients
Glycopyrrolate ' P

Remarks: In the opinion of the undersigned the sample referred to above
The Drug & Cosmetic Act 1940 and the rules made there under. Complies/notComplies as per-¥

\ NMT 555.5 EU/mg of glycopyrrolate. | Less than 555.5 EU/mg of

glycopyrrolate.
Labeled claim Found o, of labeled | Limits % of labeled |
amount amount | |
0.2 mg \ 0.19969mg 99.85% ‘ 93.0 to 107.0%

is/is mﬁ/ the standard quality as

0,
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