SNO SWEDISH ARCTIC GEL SUPPORT- camphor, menthol gel
Natumin Pharma AB

Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may be marketed if they
comply with applicable regulations and policies. FDA has not evaluated whether this product complies.

Drug Facts

Active Ingredients
Camphor 2.8%
Menthol 2.25%

Purpose

Topical Analgesic

Uses

temporarily relieves minor pain associated with
simple backache

® muscle strains

® sprains

® bruises

Warnings

For external use only

When using this product us only as directed

Read and follow all directions and warnings on this label

Rare cases of serious burns have been reported with products of this type

Do not bandage tightly or apply local heat (such as heating pads) or medicated patches to the area of use
Avoid contact with eyes and mucous membranes

Do not apply to wounds or damaged, broken or irritated skin

A transient burning sensation may occur upon applicaiton bu generally disappears in several days

Stop use and ask doctor if

Condition worsens

Redness is present

Irritation develops

Sympotms persist for more than 7 days or clear up and occur again within a few days

You experience signs of skininjury, such as pain, swelling, or blistering where the product was applied

If pregnant or breas tfeeding



Ask a health professional before use

Keep out of reach of children

If swallowed, get medical help or contact a Poison Control Center right away

Directions

Adults and children over 12 years

Apply a thin layer to affected area

massage into painful area until thoroughly absorbed into skin

repeat as necessary, but no more than 3 to 4 times daily, allowing a minimum of 2-3 hours between
applications

After applying, wash hands with soap and water

Children 12 years or under, ask a doctor

Other Information
Store at 68-77°F (20-25°C)

Protect from excessive moisture

Inactive Ingredients

ammonium acryloyldimethyltaurate/ VP copolymer
arnica montana flower extract
ethylhexylglycerin

glycerin

helianthus annuus (sunflower) seed oil
isostearyl isostearate

PEG-40 hydrogenated castor oil
phenoxyethanol

propylene glycol

sodium hydroxide

water
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Arctic Support Gel provides the skin and

surrounding tisaws with wondariul warming
sanzation to distract from painful feslings in
the musaclsa.

The Nordic lifsstyls enjoyed in Swadsn positivaly
encourages physical sctvity. From foreat walks
and trail runzs to lake swimming, kayaking,
hunting, cross country akiing and sven reindser
herding! Life in Scandinavia demanda the body to
perform optimally.

And s0 and Swedish Arctic Gels were bom. A
rangs of three coametic products designed for
p=ople with an active lifsstyls - SUPFORT,
RELIEF and REGOVERY. The products can be
useﬂnbnenrncunblmonnsahebforomm
periomance and rscovery aftsr SxCEIEisE.

There ie abways a snd SWEDISH ARCTIC GEL
to fit your needs.
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SUPPORT

Warming Muscle Gel
Topical Analgesic

Thermotherapeutic
Pain Relief

Netwt 3.55 0z (100 g)

Drug Facts

Drug facts (continued)

Orther infoermation

g;:;: ingredientz w store at 68-T7° F (20-25°C)
% 2258 W protect from excessive moiature

Us ez tomporarily ralioves minor pain associated
with W gsimple backache B muscls straine Maprains
W bruizes

Inactive ingredients ammonium scryloy-
dimsthyitaw VPwpolymeI amica montana
flower extract, sthylhexgh

Warnings
For aamarrgjd use only

in, glycsein,
annuug 1aunﬂwel}sesd ol mrylmsamis
EG-40 i,

castor o
propylens g}yool sodum hydrowids, watsr

‘When uzing thiz product Buss only as dirscted.
Read and follow all directiona and wamings on this
labal Wrars casse of ssnious burns have s por-
tad with products of thiz type B do not bandage
tightly or apply local heat {such as heating pads) or
medicated patches to the area of uss B avoid contact|
with syes and mucous membranes B do not apply 1o
wounds or damaged, broken or imitated skin
Wa transient bumng EBNSINON My oCcur upan
in several days
Stop uaeandueka du-cmr if lomdmun WOrsEns
Nradnass iz prezant Bimitation devalops W aymptom:sy
perziat for mors then 7 daye of clear up and oceur
again within a few days Byou expariencs signa of
skln mjury, such ag pain, awslling, or blistering where
the product was applied

f pregnant of breast-feeding, azk a health pro-
fazzional befors use.

Keep out of reach of children. If swallowsd, gst
medical help or contact a Poison Control Centsr right
away

o .
Directions

adultz and children over 12 years: B apoly a thin
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AND WATER

children 12 years or younger: s=k 4 doctor
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Nutritional Products International
165 East Palmetto Park Rd Ste. 320
Boca Raton, FL 33432

Produced By:
Natumnin Pharma AB
SE-566 33 Habo, Sweden

www.snogel.com

514 32002-001-103
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SNO SWEDISH ARCTIC GEL SUPPORT

camphor, menthol gel




Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:70316-320

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
CAMPHOR (SYNTHETIC) (UNIE: 5TJD82A1ET) (CAMPHOR (SYNTHETIC) - 28¢g
UNIL5TID82A1ET) CAMPHOR (SYNTHETIC) in 100 g
MENTHOL, UNSPECIFIED FORM (UNIL: L7T10EIP3A) (MENTHOL, UNSPECIFIED FORM - MENTHOL, UNSPECIFIED 2.25g¢g
UNILL7T10EIP3A) FORM in 100 g
Inactive Ingredients
Ingredient Name Strength

AMMO NIUM ACRYLO YLDIMETHYLTAURATE/VP COPOLYMER (UNII: W59H9296ZG)
ARNICA MONTANA FLOWER (UNII: OZ0E5Y15PZ)
ETHYLHEXYLGLYCERIN (UNIL: 147D247K3P)

SUNFLOWER OIL (UNII: 3W1JG795YI)

ISOSTEARYL ISOSTEARATE (UNII: IV0Z586Z4Y)

PHENO XYETHANOL (UNII: HIE492ZZ3T)

WATER (UNIL 059QF0KOOR)

GLYCERIN (UNII: PDC6A3C00X)

SODIUM HYDRO XIDE (UNII: 55X04QC32I)

POLYOXYL 40 HYDRO GENATED CASTOR OIL (UNI: 7YC686 GQ8F)
PROPYLENE GLYCOL (UNI: 6DC9Q167V3)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:70316-320-02 1in 1 CARTON

1 100 g in 1 TUBE; Type 0: Nota Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part348 01/02/2016

Labeler - Natumin Pharma AB (426847083)
Registrant - Natumin Pharma AB (426847083)

Establishment
Name Address ID/FEI Business Operations
Natumin Pharma AB 426847083 manufacture(70316-320)



Revised: 1/2016 Natumin Pharma AB
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