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Certificate of Analysis Fiqqt g4 Ptod*l

Canrise D3 Iniection A.R. No. NL1FPlz4l079A
Product Name

Sampled qtY. 45 Ampoules
Generic Name Vitamin D' Iniection I.P 60000U lU/ml

Sampled by Vineet
Batch No. A)?6471

Sampled on 0v0412024
Batch Size ?0 000 Amooules

Date of Testing 0U0412024
Mfg. Date 0312024

Date of Release r410412024
Exp. Date 0212026

Snecifications Observations
S. No. Tests

A clear colourless oilY solution
filled in clear glass amPou]g,-I Description A clear colourless otlY soluuon

filled in clear slass amooule.
Complies

2. Identification To 1 ml of a 0.2 Per cent v/v
solution of the injection in ethanol-

free chloroform, add 9 ml of
antimony trichloride solution, the

light absorption of the resulting

solution exhibits a maximum at 500

nm.

-). Nominal fill volume NLT-1ml 1.0 ml

NLT Nominal volume or

NMT1 l0% of Nominal volume.

i.1 ml
+. Extractable Volume

5. Particulate Matter

NMT-6000/AmPoule
NMT-600/ AmPoule
The solution should be essentially

free from extraneous, mobile

undissolved Particles, other than

eas bubbles, unintentiona]F,-

38/Ampoule
21lAmpoule

Complies

(a.) Sub-Visible
particle count
'(1.) Particles >1OPm

(2.) Particles >25Pm

(b.) Visual '

6. Sterility No microbial growth should be

observed.

Complies

7. Bacterial Endotoxin
(IHS)

NMT- 23.33 EU/mg of
Cholecalciferol.

Less than- 23.33 EU/mg of
Cholecalciferol.

8. Assay:
Each ml contains:

% of labeled
amount

Limits % of labeled
amountIngredients Labeled Claim Found

Cholecalciferol (600,000 ru) IP 15 mg 15.573 mg r03.82% 90.0% to110.0%
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