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A.R. No.

Sampled qty.

I Samrrled bY

I Sampled on

I Date of Testing
I Date of ConditionallY
i

I Release

NL1FPl231745
Product N:rme

45 Ampoules
Generic Name

Vineet
94i!!
Batch

No.

Size
2610212024

26t0212024
Mfg. Date

0910312024

Erp. Date

S. No. Tests Snecifications 0bservations
A clear colourless oilY solution

filled in clear glass arnpq!]!:--1 Description A clear colourless otlY solutlon

filled in clear glass alnPolle'-=-
/-. Identification

t

Nominal fill volume

fo t 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 absorptior-r of tl're resulting

solution exhibits a maximum at 500

nm. _

NLT-1ml

Compltes

1.0 ml

1.1 ml
4. Extractable Volume NLT Norninal volume or

NMTl109/o of Nominal volume,-
5. Particulate Matter

NMT-600O/AmPoule
NMT-600/ ArnPoule
The solution should be essentially

free from extraneous. mobile

undissolved Parlicles, other than

eas bubbles, unintentionally.

38/Ampoule
2llAmpoule

Complies

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

(2.) Particles Z25Pm
(b.) Visual

Under process
o. Sterility No microbial growth should be

observed.

l. Bacterial Endotoxins
(IHS)

NMT- 23.33 EU/rng of
Cholecalciferol.

Less than- 2).rJ t,U/mg o

Cirolecalciferol.

8. Assay:
E,ach ml contains:

% of labeled
amount

Limits % of labeled
amountlngredients Labeled Claim Found

15 msrv...D 15.573 mg 103.82% 90.0% tol10.0%
Cholec lciferol (600,000 lU) lP

Analysis by

0".@ to above is/ir'-eot-otth-esta nda rd

qualify as The Drug & cosmetic Act 1g?0 and the rules made there under. corhF-tiesluot-con*plies as

per IP/BI'/USP/IHS.


