
FINISHEDPRODUCTSPECIFICATION/CERTIFICATEOFANALYSIS

Customer: Biogenique

Product Name: Biogenique Potassium (60ct)

Product Code: 70-0161

Product type: Capsule

Color/Size/Shape: Clear-Clearsize“o"veggie.capsulefilledwithwhitepowder.

Bottle:200ccWhiteHDPE38/400

Cap:Whiteribbedcap38/400
Product Packaging: Silica : 0.5g

Shrink:66mmX28mm
label:Adhesivematteprintedlabel

NPN 80079594

Storage Conditions: Storeincool,drytemperature

Allergen(s) Yes No If yes, list:

Fmut9QAApproved By/Date: Aug.03,2026

Ingredients

List of Medicinal
Label Claim Tolerance limits

Ingredients
NotAssayed.

Product is manufactured quantification
Potassium 100.00 mg by input to contain 100.00 mg of

Potassium
List of Non-Medicinal Ingredients

Dicalciumphosphate,Hypromellose,Magnesium stearate,Microcrystalline cellulose,Silicon
dioxide

Manufacturing Date Aug.03,2026
BL082609

Expiry Date JL-2029
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Physical Tests-In-house

Tests Method Parameter Results

Clear-Clear size“"0" Clear-Clear size“O"

Appearance Visual veggie.capsule filled veggie.capsule filled
withwhitepowder withwhitepowder

Disintegration NMT45minUSP<2040> 10 min

520.00mgScaleTarget Net Content 520.00mg
625.00mg±5%

Weight variation USP<2091> (593.75-656.25)mg
(593.75-656.25)mg

Locked Length Measurement Size“0":21.60±0.3mm (21.30-21.90)mm

Microbial Tests

Test Method Parameter Results
TotalAerobic NMT1000CFU/g<USP2021> <10 CFU/g
Microbial Count

NMT100CFU/gTotal Yeast&Mold <USP2021> <10CFU/g

Salmonella spp. Absent in 10g<USP2022> Absent

E. Coli Absent in 10g<USP2022> Absent

Staphylococcus Absent in 10g<USP2022> Absent
aureus

Microbialtolerance(limits)asperUSP<2023>MicrobiologicalAttributes ofNonsterileNutritionaland
DietanySupplements,andUSP<1111>MicrobiologicalExaminationofNonsterileProducts:Acceptance
criteriaforpharmaceutical preparationsand substances forphamaceutical use

Heavy Metal Tests

Test Method Parameter Results

USP<233> <0.14µg/kgb.w./dayArsenic <0.001µg/kgb.w./day

Cadmium USP<233> <0.09µg/kgb.w./day <0.001µg/kgb.w./day

Lead USP<233> <0.14µg/kgb.w./day 0.001µg/kgb.w./day

Mercury <0.29µg/kgb.w./dayUSP<233> <0.001µg/kgb.w./day

Tolerance(limits)asperAppendix3-General finished product specificationsforNHP Qualityof NHP
Guide

Chemical Tests

Method ParameterTest Results
Total:<5000ppmResidual Solvents 272ppm(Refertoraw

USP<467>
(<0.5% v/v)(Class Il) materialsCOAs)

Tolerance(limits)forResidual Solvents,Class lllasperUSP<467andICHQ3C>
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ProductDisposition Released ConditionalRelease Rejected

ut QQA Signature: Date: OC7.13,2026
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