MONKEY HOLDING PEACH BRAND EXTERNAL ANALGESIC BALM-
camphor,menthol,methyl salicylate ointment
P.S.W. INC.

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 22%
Menthol 16%
Methyl Salicylate 3%

Purpose

Topical Analgesic

Uses

For temporary relief of minor aches and pains of muscles and joints associated with over-exertion,
simple backache, arthritis, strains and sprains.

Directions
¢ Rub well onthe affected area. Repeat 3 to 4 times daily.
e For children 2-12 years, consult a doctor before use.

Inactive Ingredients

Paraffin, Eucalyptus Oil, Cinnamon Oil, Peppermint Oil, Olive Oil.

Warnings

For External Use Only.

When using this product
e Avoid contact with eyes or mucous membranes.
¢ Do not apply to open wounds or damaged skin.
¢ Do not bandage or use heating pad.

Stop use and ask a doctor
¢ Condition worsens
Severe skin irritation occurs
Pain persistes for more than seven days.
Pain clears up and thenrecurs a few days later



If pregnant or breast-feeding

ask a healthcare professional before use.

Keep out of reach of children

If swallowed, get medical help or contact a Poison Control Center immediately.

Other information

This product may cause allergic reaction in some individuals. test on small area before use.

Principal Dis play Panel

Monkey Holding Peach Brand External Analgesic Balm
Export USA

Net Wt. 0.283 fl.oz. (8g)

NDC 57373-108-01

Product of Thailand



3239 URDN

e

[ .‘l.‘l“ln ““‘
urepeg, wo 8 wneiesn

> :

m m Monkey Holding Peach Brand

' ﬁ E'f; ) External Analgesic Balm

r—— <A N |

V — el o

' £ 25_5;‘ 5% \ MenthEnHlE-% e _anl;lanal‘ ilc

' cﬂ. § e B = ! & \ aﬁ;ﬁﬁeﬂ hgavrgr exemur:n mﬁgEicwh%mi%mﬂu;crﬁ?ﬁlgslmm& |
) =k Wartings ForExtmal use ol When using s

‘ e g E, = = é% \ whrane&ll)onnt:%iyt ndénu}.gml:gleﬂﬂ:ﬁ::égsx@n g:llrrnwusceﬂu“i

’- .EEE oy 'g @ .‘f: E e \ Ehmmmlwﬂ!ﬂsﬁ%a%"%ﬁ:gﬁ; tl'engmr;lgfewda}lshter

’g 2 2 % 2 Eg &3 & 2 §'€ \ walumg@rﬂeﬂnalwpur?ogiaaaﬂun&mua&mrvnm

'§§ _3, § : EE ig 5 & gg \ mﬂ%ﬁﬁmﬁm area, Repeat 3 to 4 times daily, W For children
LRI R R U2 Ez % N

AR D I

Bt ségﬂﬁ

it ps R \ Ll

AL EXTERNAL ANALGESIC BALM & ok,

N
\
\
/

y
\

|
\\\\\\\\\\\\\\‘

MO SNLAATYINT TOH ENTW HOHIWYD LY TAITIVS 1AHIIW \

WTVE 2ISIOTYNY TUNMILXT N
(NVYS HIY3d ONITTOH ATINOW N

A
e

Wy s/




of muscles and joints associated
, arthiitis, straing and sprains, -

nvoldconmwtheyes&mucws —

memw_&nd

o e R
ﬁu w%qr?en&ndm wnrse lSeveteskmlmlatlonuc lPar!H
pe stes oy mi then few [oter

athcare professiona fen. =
‘ﬂswaﬂwded [ me;%ghelpur EantanaPunsonComrol Cenler Jiately
DmtmshT Rub weII on the affected area. Repeat 3 to 4 times da\ly
1 chil
ng! Panﬁn. Eucalyptus Oi, Cinnamon oi, Peppermink i, love ol
Other information This product may cause allergic reaction in some
individuals. Test on small area before use.

MONKEY HOLDING PEACH BALM CO., LTD
'Est bu(ed&m,&wht.mh 291789
THAILAND
NET WT 0283 fl.oz. (89)

\.GES‘\Q’%

MONKEY HOLDING PEACH BALM EXTERNAL ANALGESIC BALM
Methyl Salicylate Camphor Menthol Eucalyptus Oil

Net Wt. 0.42 fl.oz. (12g)

NDC 57373-108-02

Product of Thailand
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Monkey Holding Peach Brand

External Analgesic Balm

Drug Facts

Active Ingredients = Purpose Drug Facts (continued)

qumn{m r1 6%’2{] %g‘g] analgesic Directions W Rub well on the affected area. Repeat 3 to4 times daily. W For children
Methyl Salicylate 3% Topical analgesic 2-12 years, consult a doctor before use.

Inactive Ingredients Paraffin, Eucalyptus Qil, Cinnamon oil, Peppermint (i, Clove ol

Otherinformation This product may cause allergic reaction in some individuals, Test on
small area before use.

Mfg by: MONKEY HOLDING PEACH BALM CO., LTD
Distributed by: P8.W. Inc. Welnut, Ca.91789

NDC: 57373-108-02, PRODUCT OF THAILAND
NET WT 0.42 fl.oz. (12g)

Uses: For temforary relief of minor aches and pains of muscles and joints
associated with ovér-exertion, simple backache, arthritis, strains and sprains.

Warnings For External use only, When using this product @ Avoid contract with eyes & mucous
membranes. B Co not apply to openwounds or damaged skin. B Do not bandage or use
heating pad. Stug us2 and ask a doctor if M Conition Worsens. B Severe skin iritation occurs.
1 Pain persistes for more than seven days. B Pain clears u%andmen ecurs & few days later,
If pregnant or breast-feeding, ask 2 heathicare professional before use. Keep out of reach of
children. If swallowed, get medical help or contacta Poison Control Center immediately. »
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Distributed by: PS.W. Inc. Walnut, Ca.91789

PRODUCT OF THAILAND
NET WT 0.42 fl.0z. (12g)
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MONKEY HOLDING PEACH BRAND EXTERNAL ANALGESIC BALM

camphor,menthol,methyl salicylate ointment

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:57373-108

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength
CAMPHOR (NATURAL) (UNI: N20HL7Q941) (CAMPHOR (NATURAL) - UNI:N20HL7Q941) CAMPHOR (NATURAL) 22 g in 100 g
MENTHOL (UNI: L7T10EIP3A) (MENTHOL - UNIEL7T10EIP3A) MENTHOL 16 g in 100 g
METHYL SALICYLATE (UNIL: LAV5U5022Y) (SALICYLIC ACID - UNI:0414PZ4LPZ) METHYL SALICYLATE 3 g in 100 g
Inactive Ingredients
Ingredient Name Strength

PARAFFIN (UNIL: ISO0E3H2ZE)
EUCALYPTUS OIL (UNIL: 2R040NI662)
CINNAMON OIL (UNII: E5GY4I6 YCZ)
PEPPERMINT OIL (UNI: AV092KU4JH)
CLOVE OIL (UNIL: 578389D6D0)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:57373-108-01 8 gin 1 CAN

2 NDC:57373-108-02 12 g in 1 BOTTLE



Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part348 04/14/2014

Labeler - p.s.w.INC. (802789420)

Revised: 4/2014 P.S.W.INC.
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