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Canrise D3 Injection ,

Vito,-,",i,-, D3 Tniection IP 600000/ml

A.R. No. NLIFPI24I29I

Sampled qtY. 60 Ampoules

A24I73A
78,000 AmPoules

0712024

0612026

Sampled by Aakash

Sampled on 0410912024
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Date of Testing
Date of Release 1910912024
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Tests Srrecifications Observations

Description A clear colourless oilY solution

filled in clear glass a!qpggle'---------
A clear colourless oilY solution
filled in clear glass amlgule.-

Identification

Nbminal fill ;lu-e-ffi

To I ml o1- 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 exhibiis a maximum at 500

Complies

NLT-1ml 1.0 ml

NLT Nominal volume orNMT
fi\% of Nominal volume.

1.1 ml

Particulate Matter

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

free tiom extranedus, mobile

undissolved Pafticles, other than

sas bubbles, uhintentionallY.

3l/Ampoule
9/Ampoule
Complies

(a.) Sub-Visible
pafiicle count
(1.) Particles >10Pm

(2.) Particles >-25Pm

(b.) Visual 
,

6.

T

Sterility No microbial growthshould be

observed.

Complies

Bacterial Endotoxins
(IHS)

NMT-23.33 EU/mg of
Cholecalciferol.

Less than-23.33 EU/mg of
Cholecalciferol.

6. Assay:
Each ml contains:

Found % of labeled
amount

Limits % of labeled
amount

Ingredients Labeled Claim

1 5 rrrrt 15.88 mg t05.87% 90.0% to110.0%(,'holecalciferol (600000 lU) iP

r{.i""ir.* @no"rrign.o ttt. ru-pt. ."t rred to above is/i*+qpFf-stan!]d
qualj$,as.rhe Drug & cosmetic Act 19?0 and the rules made there under. Comfies/nofsnrnplies as

pcr lP/RP/uSe4HS--
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