LABOFLEX ARNIPATCH MUSCLE AND JOINT PATCH- arnica montana patch
Laboflex, Inc.

Disclaimer: This homeopathic product has not been evaluated by the Food and Drug
Administration for safety or efficacy. FDA is not aware of scientific evidence to support
homeopathy as effective.

LABOFLEX Arnipatch Arnica Muscle and Joint Patch

Drug Facts

Active Ingredients
Arnica Montana 1X - 1% HPUS

Purpose

Muscle strain, Bruising

Uses

e * For the temporary relief of muscle pain and stiffness due to minor injuries,
overexertion and
falls. Reduces pain, swelling and discoloration from bruises.

Warnings

For external use only.

Do not useif you are allergic to Arnica montana or to any of this product's inactive
ingredients. Do not use if you are allergic to the dressing or any of its components.
When Using This Product

When using this productll Use only as directed Bl Do not bandage tightly l Avoid
contact with eyes Wl Do not apply to open wounds or damaged skin

Keep Out of Reach of Children

Keep out of reach of children. If swallowed, get medical help or contact a Posion
Control Center right away.

Stop and ask doctor if

Stop and ask doctor iflCondition worsens W Irritation occurs W Symptoms persist
for more than 7 days or clear up and occur again within a few days

If pregnant or breastfeeding



If pregnant or breastfeeding, ask a health professional before use.

Directions
Adults and children 12 years of age and over

B Clean and dry affected area ll Remove patch from film @l Place healing patch
on intact skin @l Patch may be worn up to 12 hours.

Children under 12 years of ageConsult a doctor

Inactive Ingredients

Carboxymethylcellulose Sodium, Dihydroxyaluminum Aminoacetate, Edetate Sodium,
Glycerin, Methyl- paraben, Mint Oil, Partially Neutralized Polyacrylic Acid, Polysorbate 80,
Povidone-K90, Propylparaben, Propylene Glycol, Sodium Polyacrylate, Tartaric Acid,
Titanium Dioxide, Purified W ater

Questions of comments?

Call toll-free 1-800-655-0252 or email: wooshinlabo-us@wooshinmed.com

Product Packaging



A
|~ |

-

LABO
FLEX

e

Drug Facts
ingredient Purposl
ﬁ:‘wmnms 19 " nising

“The letters HPUS' indicate that the companant in this product i officially mnrmnmmne
Homeopathic Prarmacopoeia of he Unied States.

Usas * For the tsmporary refief of muscle panaml stiffness due 10 minor injuries, overexertion and
falts. Reduces pain, swelling and descoloration from brutses.
Claims based on traditional homeopathic practios, not accepted medical evidence. Not FOA evaluated

Warnings

For external use only

Do not use 1 you are aliergic 10 Amica montand nm any of ihis product's inactve inredients.

D not usa if you are allergic o the dressing or any of

When using this product = Use only 5 direcied ® D0 ot bandage tighty ® Avoid contact with eyes
= Do nat apgly to open wounds ar damaged skin

Stop anel ask docine 1t @ Dondfior worsens 2100 becurs B Syptoms persist o more tan

7 days On clear up and oczur again within a few days.

M pregnani or breastfeeding, sk a heat professiona! before Lse.

Keep out of reach of chikdron. If swakowed, pat midical help or contacta Poisan Gontrol Ganter right
gy,

Directions

‘Adults and children 12 years of age and over

® Clan and dry affected area ® Remane patch from fim ® Placs healing patch on intact siin ® Patch
iy ba wom up ta 12 hours.

Children under 12 years of age Consult a doctor,

Other information

= Do not use i pouch is opened or damaged

= Tightty reseal pouch cantaining unused patches
= Siore 2 oom temperature

= Do gt freeze

Inactive ingredients

Alpghal, G . Edetate sodium,
Glycerin, Ma:lwnmd Pnr,somaneﬁa Sodium pobyacrylate, Tartaric acid, Titanium dicodde, Water,
1,2-Hewandiol

Questions or comments? C:all toll-froe 1-800-655-0252 or email wooshintaba-us@woashinmed com

LaboFlex”

LaboFlex”

NDC 83655-106-21
Pain relief

LaboFlex”
ARNIPATC

Arnica Muscle and Joint Pa

Homeopathic Hydrogel Patch
\\ (

LabolFlex"

Natural Pain Relief

® Convenient use
* Easy to apply

Manufactured for s Stretchable
LaboflexINC.
46 “meparig Suite 140 ‘l m | ® Lasts up to 12 hours
Ivine CAB2606
Made in Slovenia ol B Patches o5 s0mx12m
I \ Vg
b
g
3 B
Sore muscles, bruising, and sprains NDC 83655-106-15
Drug Facts
Active ingredient Purpase
MMMI){HM\‘ e —Mmsmrﬂum
*The letiers HPUS' inthis productis by

dh
-1
B2
o=,

LABO
FLEX

Mum!aelurfd Tor
ex INC.

rporate Park, Suite 140
Imne CA92606

Made in Slovenia

Hemsoputhes Purmcngoes of B Lt States

Uises * For the temporary reief ol mmmuu\ sifiness dus 10 minoe injuries, ovention and
talks. Reduces pan, swelling and discoloration from bruises.
Claims based on radiional ’mumaun: vamx nuauxpims mecical evidence. Not FOA evaleated.

For external use anly

Dnnﬂlmn,mamuk'unnmmlx\au‘nawnl this product's nactive ingredients
Danotuse i
Whan using this pmﬂm-usem;asm'mrc -Dommaq:w-mncmmm— es
10 ot gy 40 Dpen wounds or damaged skin

Sto if ™ Cor ® lritation ocous @ more than
7 cays OF ciear uD and 0Cou 303N within a few days.
f prognast or breasteeding. zsk 3 health professional befcre use.

Keep out of reach ol children. I swallowed, get medical 'EDE[DCKURJPM Control Center nght
awy

Directions

Adsits and chilzre 12 years of 258 and over

@ (daan and dry affected area @ Remove patch from flkm ® Place healing patch o intact skin @ Patch
iy b2 wom up 1o 12 hours.

Children under 12 years of age Consult 1 doctor,

Other information

Iwwwtwmrﬁwzw:tmm
Tighty reszal pouch containing unused paiches

ore al ioom temperatwe
® Do ot froeze:

Inaetive ingrodionts

Aigohal, Car Aose sodum, Dy n Edetate sodum.
Glycerin, Pobyacryti acid, Puysarbate B0, Sedium polyerylate, Tartaric acse, Teanium dioside, Watsr,
1.2-Heandol

Deestions or comments? Call 1ol 1-B00G55-0252 or el wooshiniabo-us@woashinmed com

R in relief
) AN ’
/

Labollex:
ARNIPAITCH

Natural Pain Relief

® Convenient use

® Easy to apply

® Stretchable

® Lasts up to 12 hours

L
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LABOFLEX ARNIPATCH MUSCLE AND JOINT PATCH

arnica montana patch

Product Information
Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name

ARNICA MONTANA (UNII: 0O80TY208ZW) (ARNICA MONTANA -
UNII:080TY208Z W)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)

Item Code (Source)

NDC:83655-106

Basis of

Strength SHEr9L
ARNICA MONTANA 1[hp X] inlg
Strength

CARBOXYMETHYLCELLULOSE SODIUM, UNSPECIFIED FORM (UNIl: K6790BS311)

DIHYDROXYALUMINUM AMINOACETATE (UNIl: DO250MGOWb)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

POLYACRYLIC ACID (8000 MW) (UNII: 73861X4K5F)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)

SODIUM POLYACRYLATE (8000 MW) (UNII: 285CY0341L)
WATER (UNIl: 059QFOKOOR)

TARTARIC ACID (UNIIl: WA888I119H)

ALCOHOL (UNII: 3K9958V90M)

1,2-HEXANEDIOL (UNII: TRO46Y3K1G)

EDETATE SODIUM (UNII: MP1J8420LU)

Packaging

# Item Code Package Description

1 NDC:83655-106- 5 g in 1 POUCH; Type 0: Not a Combination
15 Product

NDC:83655-106-

2 21 5in 1 CARTON
2 5 g in 1 PATCH; Type 0: Not a Combination
Product

Marketing Information

Marketing Application Number or Monograph
Category Citation
unapproved

homeopathic

Marketing Start
Date

Marketing End
Date

07/29/2024

07/29/2024

Marketing Start
Date

Marketing End
Date

07/29/2024



Labeler - Laboflex, Inc. (128394050)

Registrant - Laboflex Inc. (128394050)

Establishment
Name Address ID/FEI Business Operations
WOOSHIN LAPACHE d.o.o. 507385209 manufacture(83655-106)

Revised: 7/2024 Laboflex, Inc.
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