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SAAR BIOTECH PVT.LTD.

Restricted Circulation

CERTIFICATE OF ANALYSIS
FINISHED PRODUCT

Brand Name of the Product: BONEFINE D3 sHoTs-KIT
Generic Name of the Product: Vitamin D3 Oral Solution
: MNB/05/191 & , 3
Mfg. Lic. No. MB/05/192 A.R. Number: SBPL/HPIPL/24-D365
i : Healing Pharma India ~
Batch No.: D365 Marketed by Pvt.Ltd..
Mfg. Date: 07/2024 Date of Analysis 24/07/2024
Exp. Date: 12/2025 Batch Size: 125.0 Ltrs. |
Specification No.: SB/FPS/110 Sample Qty. 4P x 4Nos. |
S.No. Test Specification Result
A red coloured liquid with sweet taste and
1. Description pleasant flavour filled in amber Coloured glass | Complies
; bottles. e e S CP R el B A A e g T o]
2. Identification Positive for Cholecalciferol. Complies
3t pH 4.50 to 5.50 5.07
4, Weight Per ml 1.00 to 1.20 gm/ml 1.0806 gm/mi
5 Uniformity of NLT 4.55 ml & NMT 5.45 ml of any Single o
: Volume Bottle out of ten bottles. P
6. Avg. filled Volume NLT & ml 5.07 mi
The solution should be clear and not more
I Clarity of Liquid intensely opalescence than reference Complies |
: Opalescence Standards OSI. N
8. Assay : Each 5 ml Contains : >
Ingredients Claim Observed Percentage Limit |
Cholecalciferol IP 60000 IU | 114890.535 |U 191.4 % NLT 90 % !
9 Microbial Contamination | ‘
Total aerobic count NMT 100 cfu per ml 20 cfu /ml |
Total fungal count NMT 10 cfu per ml <10 cfu/ml
Pathogen : E-coli Should be absent Absent/ml
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Remarks: In the opinion of the undersigned the sample complies / does-notcomply with the 1R/BRIJSP/IN”

House Specifications.
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