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Certificate of Analysis Finished product

Product Name CANRISE D3 lnjection A.R. No. ARN/FP/261050
Generic Name CholecalciferollnjectionlP lml Sampled qtv. 60 AmpouLes
Batch No. ARN2664A Sampled by Rakesh
Batch Size 49,020 Ampoules Sampled on 20/08/2026
Mfg. Date 08/2026 Date of Testing 22/08/2026
ExD. Date 07/2028 Date of Release 04/09t2026

S. No. Tests lpgcifications Observations
I DescriptioII A clear colourless to pale yellow

liquid filled in clear glass ampoule.
A pale yellow liquid filled in
clear r'lacs nmnn',1"

2. Identificarion To I ml ofa 0.2 per cent v/v solution
of the injection in ethanol-fiee
chloroform, add 9 ml of antimony
trichloride solution, the light
absorption of the resulting solution
exhibits a maximum at 500 nm.

Complies

3. Nominal fill volume NLT lml 1.0 ml
4. Ertractable volume NLT

r100/o

Nominal volume or NMT
of Nominal volume.

1.1mI

2llAmpoule
1/Ampoule
Complies

5. Padiculate Matter

NMT 6000/Ampoule
NMT 600/ Ampoule
The solution should be essentially
Iiee from extraneous, mobile
undissolved particles. other than gas
bubbles, unintentionally that can be
obseNed on visual inspection.

(A.) Light Obscuration
Pa(icle Count Test
(1.) Particles >1olm
(2.) Particles 225pm
(B.) Visual Particle

o. Sterility No microbial growth should be
observed,

Complies

7. Bacterial Endotoxins
OHS)

NMT 23.33 EU/mg of
Cholecalciferol.

Less than 23.33 EU/mg of
Choiecalciferol.

8. Assay: (By HPLC)
Each ml contains:

lngredients Labeled Ciaim Found Yo of
labeled
amount

Limits % of labeled
arnount

Cholecalciferol (600,000 ru) IP 15 mg 16.10l36mg t07.34% 90.0% tol l0.0%
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