BELERNAPHARM
Technical Data Sheet

Product: LORIS 2%CHG Solution (Bottle 500 ml, E/F)
Product Code: 108-02 DIN 02358018 (Canada)

Product Packaging

Solution content: 490 — 510 mL
Number of bottles per corrugate: 12
Corrugates per layer: 19

Layers per skid: 4

Product Label

Intended use: Antiseptic cleanser for personal/ domestic use, effective in destroying certain
bacteria and removing impurities to provide antiseptic cleansing.

Directions: Open bottle and use as part of a daily cleansing routine.

Warnings: For external use only. Avoid contact with the eyes. If contact occurs, flush eyes with
water. Discontinue use and consult a health care practitioner if irritation develops.

Caution: Keep in a cool and dry place between 15°C and 30°C (59°F - 86°F).
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Montréal (Québec), Canada H4S 183
1-866-322-4634 « www. lernapharm.com

Made in Canada
Fabriqué au Canada

Front label view

Page 1 of 3

Technical Data Sheet - Loris 2% CHG Solution, Bottle 500 mL Issued: August 07, 2018



ELERNAPHARM

Technical Data Sheet

Ingrédient actif: gluconate de chlorhexidine
2% PN USP.

Usage: Nettoyant antiseptique pour usage
domestique et a des soins d'hygiene
personnelle, efficace pour détruire certaines
bactéries et déloger les impuretés.

Mode d'emploi: Ouvrir la bouteille et utiliser
dans le cadre de la routine du nettoyage
quotidien.

Mise en garde: Pour usage externe seulement.
Eviter tout contact avec les yeux. Le cas
échéant, rincer abondamment les yeux avec

de I'eau. Si une irritation apparait, cesser
d'utiliser le produit et consulter un praticien

de soins de santé.

PRECAUTIONS: Entreposer dans un endroit sec
et frais entre 15°C et 30°C. (59°F - 86°F).

01154‘“3

Back label view

6180

In-Process Quality Controls on Finished Products

Test

Specification

Fill volume

S-MAN-003 Minimum 490 mL

Seal Integrity

No leaks found when a bottle is shaken upside down
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Chemical / Biological Analysis

Test

Method

Specification

Description

Organoleptic

Bottle containing clear colorless liquid

Visual inspection

Organoleptic

The solution is free of dirt, hair,
precipitates, and other foreign matter

The principal spot from the sample
solution corresponds in color, size, and

|dentification B TL-S-QUA-045 Rf value to that from the standard
solution

Assay Chlorhexidine Gluconate NPLC-1262 1.8% - 2.2%

(to be done on bulk solution)

pH (to be done on bulk solution) USP<791> 5.0-8.0

p-Chloroaniline i <

(to be done on bulk solution) NPLC-1263 < 100 pg/mL

Total Aerobic Microbial Count

(TAMC) TL-S-QUA-028 Report < 10 cfu/mL

Total Combined Yeast and

Molds Count (TYMC) TL-S-QUA-028 Report < 2 cfu/mL

S.aureus TL-S-QUA-053 Absence

P.aeruginosa TL-S-QUA-053 Absence

B.cepacia TL-S-QUA-053 Absence
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