Spécialités Septodont

58,rue du Pont de Créteil

94107 Saint-Maur-des-Fossés
Cedex - Tel: +33 14976 70 00
Opening authorization 2023_114_1_3

GMP Certificate 2023_HPF_FR_160

septodont

Certificate of Analysis

SEPTANEST 40 MG/ML + 10 MIKROGRAMM/ML, INJEKCIOS

OLDAT
Batch: B32619AC Importing country: Hungary
Manufacturing date: ~ 11/15/2023 Marketing authorization: ~ OGYI-T-5642/01
Expiry date: 2025-11 Package size and type: Boite de 50 - Box of 50
Tests Acceptance criteria Results
Appearance Glass cartridge containing a Conform
colourless and clear liquid,
practically free from particles
Identification Articaine HCI - TLC Complies with reference Conform
Identification Articaine HCI - HPLC Complies with reference Conform
Identification Adrenaline tartrate - HPLC Complies with reference Conform
Identification Adrenaline tartrate - Redox potential Conform Conform
Identification Sodium metabisulphite Conform Conform
pH 4.0-5.5 4.7
Particulate contamination - Sub-visible particles > or <6000 6
=10 um (per cartridge)
Particulate contamination - Sub-visible particles > or <600 0
= 25 um (per cartridge)
Extractable voume - 1.7 mL - Individual - minimum No cartridge < Nominal volume 1.8
mL
Degradation products of Articaine HCI - Articainic <05 % 0.1
acid - RRT 0,6
Degradation products of Articaine HCI - Unspecified <02 % 0.0
impurities - each
Degradation products of Articaine HCI - Total <0.5 % 0.1
impurities
Degradation products of Adrenaline tartrate <10.0 % 4.1
(CHMCALO18) - Adrenaline sulfonic acids RRT 0,46
Degradation products of Adrenaline tartrate <0.7 ug/mL 0.3
(CHMCALO18) - Adrenaline sulfonic acids RRT 0,46
(in equivalent of adrenaline, ug/mL
Degradation products of Adrenaline tartrate <74 % 3.1
(CHMCALO18) - Adrenaline sulfonic acids RRT 0,46
(in equivalent of adrenaline, %)
Degradation products of Adrenaline tartrate 1.0 % 0.0
(CHMCALO18) - Unspecified impurities - each
Degradation products of Adrenaline tartrate 1.0 % 0.0
(CHMCALO18) - Unspecified impurities - Total
Articaine HCI content 3.80-4.20 g/100mL 4.02
Adrenaline tartrate (expressed in base) 1.00-1.10 mg/100mL 1.08
Sodium metabisulphite 35-50 mg/100mL 41
Sodium metabisulphite (expessed in SO2) 24-34 mg/100mL 28
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Sodium chloride content 0.144-0.176 g/100mL 0.163
Bacterial endotoxines - in IlU/mg of Articaine HCI <0.7 IU/mg 0.00
Bacterial endotoxines - in lU/mg of Articaine HCI <0.7 IU/mg 0.00
Sterility Sterile Conform
Sterility Sterile Conform
Sterility Sterile Conform
Sterility Sterile Conform

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging and quality control, in full compliance with the GMP requirements of
the local Regulatory Authority and with the specifications in the Marketing Authorisation of the importing

country. The batch processing, packaging and analysis records were reviewed and found to be in

compliance with GMP.

—

Taen ém\,\\m\ Lk/\_.L

Iné ICHE
Deputy Qualified Person
12/20/2023
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