7 METAPHARMACEUTICAL IND SL

‘ Josep Pla, 163, 2n 5a [ Tel, 933 089 976 / info@metapharmaceutical.com

CAPSULAS 00 BLANCAS
PRODUCT CODE: 002176 CAS NO: --- ANALYSIS No°: C05/23
MANUFACTURER BATCH: CERTIFICATE ID: 37.884
SUPPLIER BATCH: uU0500501 MANUFACTURING DATE: 09/06/2021
METAPH BATCH: 0150323 EXPIRY DATE: 09/06/2026
ATTRIBUTES SHOULD BE IS
Characteristics
Identification
Gelatin Complies Complies
Titanium dioxide Complies Complies
Sulfated ash =<7.0% 2.0 %
Lubricant content =< 0.5% 0.00 %
Sulfur dioxide =< 50 ppm 0.00 %
Disintegration test =< 15 min 1min 35s
Loss on drying 13.0 - 16.0 % 14.9 %
Average weight 111 - 125 mg 123.4 mg
Microbiological control
TAMC =< 1000 CFU/g 12 CFU/g
TYMC =< 100 CFU/g < 10 CFU/g
Escherichia coli Absence/1g Absence/1g
Staphylococcus aureus Absence/1g Absence/1g
Pseudomonas aeruginosa Absence/1g Absence/1g
Salmonella Absence/10g Absence/10g
Heavy metals
Arsenic =<1 ppm < 1.0 ppm
Lead =<1 ppm < 1.0 ppm
Cadmium =< 0.5 ppm < 0.5 ppm
Mercury =< 0.1 ppm < 0.1 ppm
Cobalt =< 5 ppm < 5.0 ppm
Vanadium =< 10 ppm < 10.0 ppm
Nickel =< 20 ppm < 20.0 ppm
Chromium =< 2 ppm < 2.0 ppm
Ingredients
Opacifier Titanium dioxide (CI #77891, E171) Titanium dioxide (CI #77891,
E171)
Structure Gelatin Gelatin

COMPLIES WITH

Manufacturer Specifications

REMARKS

All data has been adapted from the authorized supplier's certificate.

Production Process

No treatment with ethylene oxide

No added preservatives
No radiation treatment

Body Composition
Titanium dioxide 2%
Gelatin g.s. to 100%

Analysis date: 24/03/2023

Signature: Ferran Gonzalez de Rivera Rier

Conclusion:  Complies
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Head Composition
Titanium dioxide 2%
Gelatin g.s. to 100%

Due to the nature of the raw materials, their origin, and technological improvements, the composition data for the colors
shown are target values, and actual values may vary to ensure batch color consistency.

In accordance with ICH Q3C guidelines on residual solvents, Class 3 solvents may be used in compliance with good

manufacturing practices, provided their total amount does not exceed 5000 ppm or 0.5%, according to Option 1 as defined
in ICH Q3C, USP <467>, and EP General Text 5.4.

STORAGE

Store in a cool place. Keep the container closed, in a dry and well-ventilated place.

Analysis date: 24/03/2023
Signature: Ferran Gonzalez de Rivera Rier
Conclusion:  Complies
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