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AMERICAN REMEDIBS HEALTHCARE PVT. LTD.
vill. Surajpur, Nahan Road, Paonta sahib, Dist. sirmour (H.p) 173025

^. Certificate of Analysis Finished product

Product Name CA|IRISE- D3 Injection A.R. No. ARN/FPI261016
Generic Name Cholecalciferol (Vitamin D3) Iniection Ip lml Sampled qty. 60 Ampoules
Batch No. ARN2622A, Sampled by Rakesh
Batch Size 75,180 Aqpoules Sampled on 22t0st2026
Mfg. Date 0512026 Date of Testins 25t05t2026
Exp. Date 04t2028 Date of Release 07106t2026

S. No. Tests lSpecifications Observations
I Description A clear colourless to pale yellow

liquid filled in clear glass ampoule.
A clear colourless to pale
yellow liquid filled in clear
glass ampoule.

2. Identification To 1 ml of a0.2 per cent v/v solution
of the injection in ethanol-free
chloroform, add 9 ml of antimonv
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. Extractable volume NLT Nominal volume or NMT

Il0% of Nominal volume.
1.1 ml

5. Particulate Matter
a

NMT 6000/Ampoule
NMT 600/ Ampoule
The solution should be essentiallv
free from extraneous, mobiG
undissolved particles, other than gas
bubbles, unintentionally that can be
observed.on visual inspection.

1/Ampoule
O/Ampoule
Complies

(A.) Light Obsburation
Particle Count Test
(1.) Particles >1Opm
(2.) Particles >25pm
(B.) Visual Particle

6. Sterility No microbial groWh should be
observed.

Complies

7. Bacterial Endotoxins
(rHS)

NMT 23.33 EU/mg of
Cholecalciferol.

Less than 23.33 EU/ms of
Cholecalciferol.

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

Ingredients Labeled Claim Found Yo of
labeled
amount

Limits % of labeled' 
amount

Cholecalciferol (600,000 ru) Ip 15 mg 16.04620mg 106.97% 90.0%toll}.0%

Remarks: In the opinion of the undersigned the sample referred to above is/is nodthe standard
quality as The Drug & Cosmetic Act 1940 and the rules made there under. Co-pri.rm-i.o-pti., u,per IPIBPIIISP#HS -.+-+{ ..'\-
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NAME: SHAHRUKH ItrIhh
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