ELERNAPHARM

Technical Data Sheet

Product: Loris 0.13% BZK 3-Swabsticks NDC: 68356-126-03

Product Packaging

Product Code: 126-03U

Pouch size: 150 mm x 70 mm

Solution content: Minimum 6.7 mL/pouch

Swabsticks: 3 rayon swabsticks per pouch; length of each swabstick 100 mm
Packaging Format: 500 pouches / corrugate

Product Label

Intended Use: First aid to reduce the risk of infection in minor cuts, scrapes, and burns.

Directions: Tear open pouch and use as part of your daily cleansing routine. Clean the affected
area. Apply this product on the area 1 to 3 times daily. May be covered with a sterile bandage. If
bandaged, let dry first.

Warnings: For external use only. In case of deep or puncture wounds, animal bites, or
serious burns, consult a doctor. Keep out of reach of children. If swallowed, get medical help or

contact a Poison Control Center right away.

Store at room temperature between 15°C and 30°C.

Page 1 of 3
Technical Data Sheet - Loris 0.13% BZK 3-Swabsticks Rev.1 Jan.13/2023



ELERNAPHARM
Technical Data Sheet
PRODUCT LABEL
Hold upright
DFHQ Facts Product # 126-03U NDC: 68356-126-03
Active ingredient Purpose |
Benzalkonium chioride, 0.13% vV ............. First Ald Antiseptic

Uses: First aid to help reduce the risk of infection in wRIS"' 0.13% BZ K

minor cuts, scrapes, and bums.

Forextom: I
For external use only. * In case of deep or puncture

wounds, animal bites, or serfous burns, consult a doctor.

Do not use * in the eyes or apply over farge areas of the < TEAR OPEN TEAR OPEN ’

body.» for longer than 1 week unless directed by a doctor.

Stop use and consult a doctor if the condition persists
or gets worse.

Keep out of reach of children. * If swallowed, get Three_ 4-inch antlsep_hc swabsticks
medical help or contact a Poison Control Center right away. impregnated with 0.13%
Directions: benzalkonium chloride solution

* Tear open pouch and use as part of your daily
cleansing routing. * Clean the affected area.
* Apply this product on the area 1 to 3 times daily.

* May be covered with a sterile bandage.

* If bandaged, let dry first. @
Other information: * Store at room temperature
between 59-86 °F (15-30°C)

Inactive ingredients: Purified water

Questions or comments? Call 1-866-322-4634,
weekdays between 8:00 am and 6:00 pm EST

For hospital and professional use only

MANUFACTURED BY
LERNAPHARM (LORIS) INC.
2323 HALPERN, VILLE ST-LAURENT
8 96180701169 7

QUEBEC, CANADA H4S 1S3

In-Process Quality Controls on Finished Products

Test Method Specification

Fill volume S-MAN-003 Minimum 6.7 mL

No leaks found after 15 minutes in

Seal Integrity S-MAN-014 vacuum chamber at 24” Hg
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ELERNAPHARM

Technical Data Sheet

Chemical / Biological Analysis

Test Method Specification

The solution is free of dirt, hair,

Visual inspection Visual precipitates, and other foreign matter
Sealed pouch containing three
Description Organoleptic swabsticks saturated with an odorless,
clear liquid
Benzalkonium chloride assa LC-LP-005 0.13% BZK —0.14% BZK
y (UHPLC)
Ratio of alkyl components L(%_ll:'E_LOCO)S Report ratio C12%: C14%
Total Aerobic Microbial Count
-S- - <
(TAMC) TL-S-QUA-028 10 cfu/mL
Total Combined Yeast & Molds
-S- - <
Count (TYMC) TL-S-QUA-028 2 cfu/mL
P.aeruginosa TL-S-QUA-053 Absence
S.aureus TL-S-QUA-053 Absence
B. cepacia TL-S-QUA-053 Absence
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