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Certificate Of Analysis

Product Name

Opceden Toco-Enols Softgel

Product Form

Softgel

Packing Size

300mg x 10softgels x 3blisters x 2pouches x lunit box

Batch Number ON25007
Manufacturing Date 06/01/2020
Expire Date 05/01/2022

Analysis ltem

Specification

Result

Physical Specification

Aspect Oval 6 softgel Oval 6 softgel
Colour (solution) Yellowish brown to brown Yellowish brown
Odour Characteristic smell Characteristic smell
Taste Characteristic taste Characteristic taste
Filled Weight 300mg +3% 309mg

Individual weight of the capsule to
Uniformity of Weight be within the limit of 90-110% of | Conform
(Gross Weight) .

the average weight
Disintegration Not more than 30 minutes Pass

Heavy Metal Test

Lead (Pb)

Not more than 10.0 mg/kg

0.0173 mg/kg

Arsenic (As)

Not more than 5.0 mg/kg

<0.0100 mg/kg

Cadmium (Cd)

Not more than 0.3 mg/kg

<0.0100 mg/kg

Mercury (Hg)

Not more than 0.5 mg/kg

<0.0100 mg/kg

Microbial Test

Total Aerobic Microbial Count

Not more than 2 x 10* cfu/gm

ND (<10 cfu/gm)

Total Yeast and Mould Count

Not more than 2 x 102 cfu/gm

ND (<10 cfu/gm)

Bile Tolerant Gram Negative
Bacteria

Not more than 1 x 102 cfu/gm

ND (<10 cfu/gm)

E.Coli

Absent in 1gm

Absent in 1gm

Staphylococcus Aureus

Absent in 1gm

Absent in 1gm

Salmonella Sp.

Absent in 10gm

Absent in 10gm

Assay

D-Alpha-Tocotrienols 19.66 - 26.21mg 22.70mg
D-Beta-Tocotrienols 2.322 - 3.1mg 2.70mg
D-Gamma-Tocotrienols 23.22 - 30.96mg 26.80mg
D-Delta-Tocotrienols 8.98 - 11.97mg 10.50mg
D-Alpha-Tocopherol 17.028 - 22.704mg 20.10mg

Shelf Life

2 years if sealed and keep in dry, cool place.
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A Certified GMP Manufacturer



