
FINISHEDPRODUCTSPECIFICATION/CERTIFICATEOFANALYSIS

Customer: Biogenique

Product Name: Biogenique L-Glutamine (180 Capsules)

Product Code: 70-0128

Product type: Capsule

Color/Size/Shape: Clear-Clearsize“oo"vegi.capsulefilledwithwhite powder.

Bottle:400ccWhiteHDPE45/400
Cap : White ribbed cap45/400

Product Packaging: Silica:0.5g
Shrink:75mmx28mm
label:Adhesive matteprinted label

NPN 80142279

Storage Conditions: Store ina cool and dryplace

NoYes If yes, list:Allergen(s)

QAApprovedBy/Date: Jun.24,2026

Ingredients
List of Medicinal Tolerance limitsLabel Claim
Ingredients Not Assayed.

Product is manufactured quantification
650.0 mgL-Glutamine by input tocontain650.0mg ofL-

Glutamine

List of Non-Medicinal Ingredients

Hypromellose,Silicon dioxide

Manufacturing Date Jun.24,2026
BL062639

MA-2029Expiry Date
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FINISHEDPRODUCTSPECIFICATION/CERTIFICATEOFANALYSIS

Physical Tests-In-house

Method Parameter ResultsTests
Clear-Clearsize“oo" Clear-Clear size“00"

Visual vegi.capsulefilledwith vegi.capsule filled withAppearance
white powder white powder

NMT45min 15 minDisintegration USP<2040>

655.00mg 655.00mgTarget Net Content Scale

775.00mg (736.25 - 813.75) mgWeight variation USP<2091>
(736.25-813.75)mg

Size“00":23.4±0.3mm (23.10-23.70) mmLocked Length Measurement

Microbial Tests

ParameterMethod ResultsTest
Total Aerobic NMT1000CFU/g <10CFU/g<USP2021>
Microbial Count

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

Absent in 10g AbsentSalmonellaspp. <USP2022>

Absent in10g AbsentE. Coli <USP2022>

Staphylococcus Absent in10g Absent<USP2022>
aureus
Microbialtolerance(limits)as perUSP<2023>MicrobiologicalAttributesofNonsterileNutritional and
DietarySupplements,andUSP<1111>MicrobiologicalExamination ofNonsterileProducts.Acceptance
criteriaforpharmaceuticalpreparations and substancesforphamaceutical use

Heavy Metal Tests
Parameter Results

Test Method

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

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

< 0.14 µg/kg b.w./dayUSP<233> <0.001µg/kgb.w./dayLead
<0.29µg/kgb.w./dayUSP<233> <0.001µg/kg b.w./dayMercury

Tolerance (limits)asperAppendix3-Generalfinishedproduct specifications forNHPQualityofNHP
Guide

Chemical Tests

ParameterMethod ResultsTest
Total:<5000ppm 120ppm(RefertorawResidualSolvents USP <467> (<0.5% v/v) materials COAs)

(Class I)
Tolerance(limits)forResidualSolvents,ClasslllasperUSP<467andICHQ3C>

Page 2 of 3
FM/QC/079-B,rev.06,ReferenceSOP/QC/226



FINISHEDPRODUCTSPECIFICATION/CERTIFICATEOFANALYSIS

ReleasedProductDisposition ConditionalRelease Rejected

uut Date:QASignature:
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