A CONTRACT MANUFACTURING COMPANY

FOR FOOD SUPPLEMENTS
AND FSMP IN ALL ORAL SOLID FORMS

BUREAU VERITAS 2 i‘=:' @ ASSOI nteg ratori

FILIERA DI SALUTE

Certificate of Analysis

Customer VITASAIN SARL

Product PREMIUM SAME 20 TBL (2X10)

PRODUCTION AND PACKAGING FMC s.r.l. Ferentino - ITALY

PRODUCT NAME PREMIUM SAME

WEIGHT 25,6 GR

BATCH VS 404

EXPIRATION DATE 30/11/2026

STORAGE CONDITIONS cool dry place

PACKAGING CONDITIONS controlled temperature and humidity

COMPOSITION/TABLET

MPCELLULOSA  CELLULOSE MICROCRYSTALLINE GR 0,034
MPGLUTATVS SAME PATES (Adonat) GR 0,990
MPKLUNUT CARBOXYMETHYL CELLULOSE SODIUM SALT GR 0,040
MPLIQ018 STEARIC ACID GR 0,090
MPMGSTEARATO MAGNESIUM STEARATE GR 0,015
MPSILICE SILICON DIOXIDE GR 0,020
MPCALFBI MAGNESIUM HYDROXIDE GR 0,031

GASTRORESISTANT TRANSPARENT COATING

E904-E472a-E1201

IN PROCESS CONTROL

Il R.C.P. carried out the following checks in process:

- Raw materials accuracy

- Tablets weight accuracy

- Packaging materials ( aluminum, PVDC...)

- Box-sachet printing (product name, firm, colour... )
- Batch matching

- Blister sealing

Legal Headquarter: Via Casilina Sud 69/E. 03013 Ferentino (FR) ltaly
Operational Headquarter: Via ASl Consortile Km 0+200, 03013 Ferentino (FR) ltaly
Phone +39 (0)775 242054 - +39 (0)775 1831004 | E-mail: info@fmclab.it export@fmclab.it
VAT 02146390600 - C.CIAA. di FR n° REA. 132602



Vs
S.r.l. ' ‘I

A CONTRACT MANUFACTURING COMPANY
FOR FOOD SUPPLEMENTS

AND FSMP IN ALL ORAL SOLID FORMS

GMP
BUREAU VERITAS
Gertification

PACKAGING

SPECIFICATIONS

Different material from the specifications Absent
Batch data error Absent
Presence of foreign material Absent

Primary packaging seal

Test passed

Unreadable print <1%

Variable data not perfectly legible <1%

Warped packages <1%

Imperfect but legible label on packaging materials <1%

General characteristics of the product and Analysis List
Parameter Specific Results
Appearance White oblong coated tablets Compliant
19x8mm
Disintegration test 2h HCl 37+2°C 2h
EP 1h pH 6,8 374+2°C 2h
Weight uniformity 18/20 tablets AW+5% Compliant
EP 20/20 tablets AW+10%
Medium weight 1280 mg +5% 1220 mg
EP
TAMC <10*CFU/g Compliant
Inclusion 1SO 4833
TYMC <102 CFU/g Compliant
inclusion 1SO 21527
E.coli Absent/g Compliant
Salmonella Absent/10g Compliant
Staphylococci coagulase <10 CFU/g Compliant
positive
Quality Control

Manufacturing date 25/11/2024
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