RAYO ACTIVE HEAT- menthol, methyl salicylate cream
RAYO ACTIVE ICE- menthol, camphor cream

RAYO BREATH CHAMOMILE- menthol, camphor cream
RAYO BREATH MENTHOL- menthol, camphor cream
RAYO POWER ICE HEAT DUAL ACTION- menthol gel
RAYO BREATH CHAMOMILE- menthol, camphor ointment
RAYO ACTIVE ICE SACHET- menthol, camphor cream
Quimicas Handal de Centroamerica SA de CV

Directions
e Adults and children 2 years of age and older:

Rub a thick layer well over throat and chest

Use 3 to 4 times daily

Keep clothes loose about throat and chest to help vapors reach nose and mouth
For muscle and joint minor aches apply to affected area no more than 3 to 4 times
daily

W=

e Children under 2 years: do not use.

e For external use only; avoid contact with eyes
e Ask a doctor before if you have: sensitive skin

Do not use

e by mouth

¢ in nostrils

e on wounds or damaged skin

When using this product

e Avoid contact with the ayes or muccus membranes
e Wash hands after use with cool water

e Do not microwave

Stop use and ask a doctor if:
e Cough occurs with too much mucus (phlegm), or if symptoms persist for more than
7 days or clear up and occur again within a few days.

T
Directions
Adults and children 2 years of age and older:

Rub a thick layer well over throat and chest

Use 3 to 4 times daily

Keep clothes loose about throat and chest to help vapors reach nose and mouth

For muscle and joint minor aches apply to affected area no more than 3 to 4 times daily

Children under 2 years: do not use.

Keep out of reach of children: If accidentally ingested, get medical help or contact a



Poison Control Center immediately.

When applied to chest and throat, temporarily relieves cough due to minor throat and
bronchial irritation associated with common cold.

Mentol, Camphor (synthetic)

info@quimicashandal.com
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| FECHA DE EMISION: 11-03-2022 SUSTITUYE A:01-02-2022 EDICION: 1 |
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A , o Made in Honduras by:
QUIMICAS HANDAL

ACTIVE QUIMICAS HANDAL DE CENTROAMERICA S.A. DE C.V.
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g. H E A I Distribuido Por: DROMEINTER - HN, DICASA - PA
© %
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Muscle pain relief Registro Sanitarie:,
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DEPARTAMENTO DE ARTE Y DISENO

QUIMICAS HANDAL

COLORES

126 mm

Drug Facts
H Active ingredients Purpose

Menithol

Uses
B Rayo Power Ioe & Heat Rol-On temporariy relieves
pains and aches of sore muscies and s assodialed
IAS  Sprans & Simple DACK ache m Sport
s = bruses & Gamps

= For extemal uso any,avod contactwih eyes.
sk adoctorbefore fyou have:
Sensitve s

S,  innostis
= on wounds or damaged, broken or intated skin

When using this product
= Use only as drected
= Avoid contact it the eyes or mucous membranes
¢ Ve tancs e us s anc et
* Atensnt g sr
but generaly ey
= Do o xpo66 he v el wihpocuctoheat o
direct sunlght

Stop use and ask adoctorf:
= ¥ severe buming sensaion 0o m redhess s present
= iskndoalte = cotipunmons
Yauexperent s sk such as el pan,
® orbiionng whers ho poduct was
2 Sl pors o exatrn o carp
‘oacur agan witin a ew days

97.43 mm

1 prognant or breast eeding: Ask aheath professional

o reac o ccrn: scidntaly st
P St aFokin ot o

Directions

S £ et

Jam i oy et gor
P e e

wCridan 2 years or younger: ask a doctor

Oth formation
Store i a cool dry place with i cose ighty.

Inactive ir
Weter, lsopropyt koo, Carbamor, oot &0,
Trethanolamine, Methyisotr

Questions?  inoaqumcasiandaicon

pagione W Full Color

ICE
| DUAL ACTION

} HEAT

INSTANT MUSCLE

E £\St£hepu'n
!) HEAT

Soothes sore muscle

ROLL-ON
Net. Cont 80 mL (2.7 OZ.FL)

Made in Honduras by:

QUIMICAS HANDAL

Bl QUIMICAS HANDAL DE CENTROAMERICA S A. DE OV |

www.quimicashandal.com

Expiration date and lot number printed
on label. Producto de venta Libre.

Distribuido por:
DDROMEINTER - HN.

Registro Sanitario:
HN-M-0219-008, SV, NI, GT.

Reg. San PA99S17

01077110

ADG - 1602

ELABORADO POR: REVISADO POR:

APROBADO POR:

Axel Hernandez: ../ 4 Lic. Isi Banegas:
Disefio 4 ¢ Desarrollo de Productos

Orlando Henriquez:
Disefio Mercadeo

Lic. Christian Henriquez:

Yaroni Sosa:
Ing. de Productos

Dra. Julissa Paz:

Lab. Fisico-Quimico

Dr. Fuad Handal:

Presidencia

Ing. Fuad Handal:

Gerencia
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DEPARTAMENTO DE ARTE Y DISENO

QUIMICAS HANDAL

COLORES

ADG APRA REVISION

4" pulg

Pantone
123C

575" pulg

Drug Facts

Active ingredients  Purpose
Menthol, Camphor (synthetic)

Uses
Rayo Active lce is a fast-acting cold therapy

in gel that relieves pains and aches of sore |

muscles and joints associated with
= arthiis = sprains = simple back ache
= sport injuries

Warnings
= For extemnal use only.

X sk @ doctor beote B you v
Sensitive

Do not use:

= bymouth = innostils

= on wounds or damaged skin

When using this product

= Avoid contact with the eyes or mucous
membranes

= Wash hands after use with cool water

Stop use and ask a doctor if: condifon worsens,
orif symptoms persisfor more than 7 days.

If pregnant or breast-feeding: Ask a health
professional before use.

Keep out of reach of children: If accidentally
ingested, get medical help or contacta
Control Center immediately.

Directions

= Adulsend cidon 2 yearsof age and ocer:
Rub a thin film well over the affected

repeat 3 1o 4 times daily

= Children under 2 years: do not use.

Other information
Store in a cool dry place with i ciose tighty.

Inactive ingredients

Water, Carbomer, Polysorbate 80,

aloohol,
Methylisothiazolinone, Triethanolamine, Blue 1

Questions?  itoaqumicashandalcom

Pantone
072C

ICE

(F*' COLD THERAPY

Muscle pain relief

(c/8

Net. cont 226.8 g. (8 Oz)

Full Color

WIMICAS HANDAL DE CENTROAMERICA S.A. DE CV.

Expiration date and lot number printed
on label. Producto de venta Libre.

Distribuido Por: DROMEINTER - HN,
ICASA - PA

Reg. San. HN, CR, SV, NI, GT No.

{ ELABORADO POR:

REVISADO POR:

APROBADO POR:

Jose Mejia
Disefio

Orlando Henriquez:
Disefio

ADG-1600
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QH DEPARTAMENTO DE ARTE Y DISENO

QUIMICAS HANDAL

PRODUCTO RAYO ACTIVOETIQ. ICETUBO 113.4 G (4 OZ)

COLORES i ABAJODESCRITOS ,i
éFECHA DE EMISION: 11-03-2022 SUSTITUYE A:01-02-2022 EDICION: 1

ADG APRA REVISION

Drug Facts Drug Facts e
Activeingredients  Purpose | if pregnant or breastfeeding: Ask a heaith
Menthol, Camphor (synthetic) PRASCRAbS ee

ingested, get mecical help or contact a Poison
Uses ‘Control Center immediately.

RayoAcive lce i a fastacin gooldmeapy
goltnat el»%ves‘ulg ins and achesof
muscles and joint
“arinils » Sprains. = Smpi back ache m”""‘

e
A cl ” *sportin S RS
Warnings

ommen Inder 2 years; do not use.
= For external use only.

Do not use: Other
= bymouth = innostris ‘Store in a cool dry place with i ciose tghty.
= o wounds or damaged skin

When using this product Inactive ingredients
= Avoid contact it the eyes o mucous membianes xserm%l alcohol, Water, Carbomer,
' Wash hands after use wih Cool waler tc 80 lithyisoinazolnone,
or f symptoms persist for more than 7 days.
e " » | Questions? [—

@ COLD TH ERAPY ‘ Made in Honduras by:

QUIMICAS HANDAL DE
CENTROAMERICA S.A. DE C.V. QUiMICAS HANDAL

www.quimicashandal.com www.rayocare.com

expiration date ond istribui iro
lotnumber printed on lobel. | DROMENTER-HN, | ReOIStrO
Producto de venta Libre. ‘ DIGASA- PA R A

Menthol
3.3%

Muscle pain relief

34474

01077106
GEL
Net. cont 113.4 g. (4 Oz.)

Pantone
123C

(I;;arzmtg ne 1 Full Color

ELABORADO POR: REVISADO POR: APROBADO POR:

{ — } ADG-1598

Orlando Henriquez:
Disefio
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Pantone
127U

5cm
S CHA MOMILE
v Camphor and Menthol
I~ L
g’ ”j,
<Y
OINTMENT
Net. cont 4 g(0.14 oz)
Pantone Pantone
360 C 485 C

s by.
QuwucAs TNDAL
‘CENTROAMERICAS A DE CV.

QUIMICAS HANDAL  wwwauimicashandal.com
www.rayocare.com
COMENTARIOS Y SUGERENCIAS AL TEL (504) 2617-8700

@aui

Reg. San. HN-M-1IT7-0046, HN, SV, NI, GT, PANO, 112646

7 |

‘ 34474 71417| 9

Full Color

ELABORADO POR:

REVISADO POR:

APROBADO POR:

{Jose Mejia o Mo
Disefio - -

Orlando Henriquez:
Disefio

J ADG-1612
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QUIMICAS HANDAL

PRODUCTO |

Pantone
123C

DEPARTAMENTO DE ARTE Y DISENO

5cm

RAGTI VE

7cm

(22 COLD THERAPY.

Muscle pain relief
GEL
Net. cont 4 g. (014 Oz)

ggrzmtg ne 1 Full Color

COLORES : ABAJODESCRITOS

{ FECHA DE EMISION: 11-03-2022 SUSTITUYE A:01-02-2022 EDICION: 1 !

QUIMICAS HANDAL
www.rayocare.com
(COMENTARIOS Y SUGERENCIAS AL TEL. (504) 2617-8700
£-maik info@quimicashandal.com
Distribuido Por:
Expirotion date

Reg. San. HN-M-1217-0070, CR. SV, NI, GT

7 |34474 7140111118

ELABORADO POR:

REVISADO POR:

APROBADO POR:

|||||

Orlando Henriquez
Disefio

t Jose Mejia s Mesie
o= T Me

J ADG-1609
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QUIMICAS HANDAL

PRODUCTO |

Pantone
123C

DEPARTAMENTO DE ARTE Y DISENO

COLORES : ABAJODESCRITOS
: FECHA DE EMISION: 14-03-2022 SUSTITUYE A:01-02-2022 EDICION: 1

7cm

Pantone
1795 C

ACTIVE

(]
(*2 HEAT THERAPY
A0
QUIMICAS HANDAL  ¥*Vauimicoshandal doom
‘www.rayocare.com
i 'COMENTARIOS Y SUGERENCIAS AL TEL. (504) 2617-8700
E-m¢ fo@quimicashandal.com

({ o Extra Strenght
—f

Reg. San. HN-M-0219-0076, SV, NI, GT.

3447417140210 5

CREAM

Muscle pain relief
Net. cont 4 g. (0.14 Oz) | I‘

Pantone

200C 1 Full Color

[
................................................................................................

[ ELABORADO POR:

REVISADO POR:

APROBADO POR:

Jose Mejia ~sc Mt
Disefio o
Orlando Henriquez:

Disefio

J ADG-1610
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QUIMICAS HANDAL

5cm

RAYO

BREATH

g ¥7) Relieves cold ¢
Q/

OINTMENT

Net. cont 4 g.(0.14 02)

Pantone
485C

Pantone

Pantone
348C

123C

|:| Blanco

DEPARTAMENTO DE ARTE Y DISENO

ve ingradients
T

» | Questions?

Made in Honduras by:
QUIMICAS HANDAL
DE CENTROAMERICA SA. DE CV.

QUIMICAS HANDAL  wwwauimicashandal.com
www.rayocare.com

COMENTARIOS Y SUGERENCIAS AL TEL. (04) 2617-8700
E-mai:

Distribuido Por: DROMEINTER - HN, DICASA - PA
Expiration date and lot number printed on label
Producto de venta libre.

Reg. San. HN-M-117-0046, HN, SV, NI, GT, PA NoTI266.

341»74 71416

ADG-1611

1 Full Color

(ELABORADO POR: REVISADO POR:

APROBADO POR:

|

Lic. Isi Banegas:
Desarrollo de Productos

Lic. Christian Henriquez:
Mercadeo

. » /
Axel Hernandez: ../ -

Disefio

Orlando Henriquez:

Dr. Fuad Handal:

Yaroni Sosa:
Presidencia

Ing. de Productos
Ing. Fuad Handal:

Dra. Julissa Paz:
Gerencia

Lab. Fisico-Quimico

Disefio
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DEPARTAMENTO DE ARTE Y DISENO

QUIMICAS HANDAL

COLORES

..A.BA:’Q.RE.S.SZR.'I% .................................................................... ;
FECHA DE EMISION: 11-03-2022 SUSTITUYE A:01-02-2022 EDICION: 1 |

ADG APRA REVISION

Drug Facts Drug Facts ot

y Active ingredients  Purpose | tprsgant o bresstfocing: sk heatn
Methyt sacyate, Merthol professiorel o
Keepoutotrech o o! entaren:tacocertaly
ingested, get hep or contact a Poison
Uses Froomltoolamtin
Rayo At Heat s a peneratingfastactng
Sore

cream that relieves pains and Directions

uscles and joints. It warms up.
joints before physical activity.

musdles and
= Adus and cien 2 years of age and oder. R
aiinfimuel Over e afiocied &rea. repeat 3 04
daily.
Warnings s oo oA
= Forextemaluse oy
= Ask

Do not use:
Store ina cool iy place with i cose tighty
Inactive ingredients

Water, Emuisitying wax, Cety loohol
Ceteareth 20, Mneal Of, Methylisothiazolinone.

= bymouth = innostis
= on wounds or damaged skin
‘When using this product
= Avoid coniact wilh the eyes or mucous membranes
= Wash hands after use with cool water
Stop use and ask a doctor i condtion worsens,
orif symploms persist for more than 7 days.

(F2 HEAT THERAPY

P | Questions? o@quimcashandalcom
Made in Honduras by:

QUIMICAS HANDAL DE

CENTROAMERICA S.A. DE C.V. QUiMICAS HANDAL

www.quimicashandal.com  www.rayocare.com

Registro Sanitario:

nurmbor prin HN-M-0000-0000, SV, NI, GT.

= D .
DROMEINTER - HN,
o i o vente

DICASA- PA

34474 7

\\ Extra
) Strength

Muscle pain relief

01077107
CREAM

Net. cont 113.4 g. (4 Oz.)

Pantone
123C

Pantone
200C

Pantone
1795 C

1 Full Color

ELABORADO POR:

REVISADO POR: APROBADO POR:

Orlando Henriquez:
Disefio

tJose Mejia ~. 1/
Disefio o

J ADG-1599
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DEPARTAMENTO DE ARTE Y DISENO

QUIMICAS HANDAL

o m O m W R W R W W R W R MmO m R EEEmg

PRODUCTO : RAYO ACTIVO ETIQ. HEAT PUMP 226.8 G (8 0Z). :

emmmEEEEEEEEEEEEE s e e ...
o m e e ey

COLORES : ABAJO DESCRITOS

e EEEEEEEEEEEEEEEEEEEEEE SRS RS EEEEEEEEE SRS RS EE SRS RS EEEEEE SRS RS RS A S EEEEEEEEEEEEEEEEEEEEEEEEEEE=

FECHA DE EMISION: 01-02-2022 SUSTITUYE A:11-01-2021 EDICION: 1

ammn? ‘anma

ADG APRA REVISION

575" pulg

Made in

Drug Facts Honduras by
Active ingredients  Purpose

Methyl salicylate, Menthol

QUIMICAS HANDAL
‘QUIMICAS HANDAL DE CENTROAMERICA S A. DE CV.

Uses

RayoActve Heatis apenetrating
fast-acting cream that relieves pains an -
aches of Sore muscles and joints. It warms boweiquimicashandalicom
up muscles and joints before physical -
ivity Expiration date and lot number printed
on label. Producto de venta Libre.

Warnings
= For external use only. Distribuido Por: DROMEINTER - HN,
= Ask a doctor before if you have: EUROSA -NI, DICASA -PA.

Sensitve skin
Do notuse: Reg. San. HN-M-0219-0076,SVNI.GT.
= bymouth = in nostils

= on wounds or damaged skin

¥ ot i e ayescr s HEAT THERAPY

membranes
= Wash hands after use with cool water

‘Stop use and ask a doctor if: condition worsens,
orif symptoms persistfor more than 7 days.

4" pulg

If pregnant or breast-feeding: Ask a health
professional before use.

Keep out of reach of children: If accidentally
ingested, get medical help or contact a Poison

Control Center immediately.
Directions {
= Aduls and chiren 2 years of age and older

Ruba thin im well over the affected area,

repeat 310 4 tmes daly.
= Chidren under 2 years: do ot use. StEXtmth
reng!

Other information
Store in a cool dry place with lid close tighty.

Inactive ingredients Muscle pain relief
Water, Emulsifying wax, Cetyl alcohol,

Ceteareth-20, Mineral O,
Methyiisothiazolinone CREAM

Questions?  iooqumicastandalcon Net. cont 226.8 g. (8 Oz)

Pantone Pantone Pantone
123C 1795 C 200C 1 Full Color

( ELABORADO POR: REVISADO POR: APROBADO POR:

ADG-1601

Jose Mejia e Me b
Disefio - g

Orlando Henriquez:

Disefio

RAYO ACTIVE HEAT



menthol, methyl salicylate cream

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
MENTHOL (UNII: L7T10EIP3A) (MENTHOL - UNII:L7T10EIP3A)
METHYL SALICYLATE (UNIl: LAV5U5022Y) (SALICYLIC ACID - UNIl:0414PZ4LPZ)

Inactive Ingredients

Ingredient Name
MICROCRYSTALLINE WAX (UNIl: XOF597Q3KY)
WATER (UNIl: 059QFOKOOR)
MINERAL OIL (UNII: T5L8T28FGP)
CETYL ALCOHOL (UNII: 936JST6JCN)
POLYOXYL 20 CETOSTEARYL ETHER (UNII: YRC528SWUY)
METHYLISOTHIAZOLINONE (UNII: 229D0OE1QFA)

Item Code (Source)

NDC:83033-1610

Basis of Strength Strength
MENTHOL
METHYL SALICYLATE

lginlg
lginlg

Strength
lginlg
lg
lg
lg
lg
lg

inlg
inlg
inlg
inlg
inlg

Packaging
# Item Code Package Description Marketing/ Start Marketing| End
Date Date
NDC:83033- :
1 1610-1 1in1BOX 11/01/2023
1 4 g in 1 POUCH; Type 0: Not a Combination

Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO017 11/01/2023

RAYO ACTIVE HEAT

menthol, methyl salicylate cream

Product Information
Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Item Code (Source)

NDC:83033-1595



Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
MENTHOL (UNIl: L7T10EIP3A) (MENTHOL - UNII:L7T10EIP3A) MENTHOL lginlg
METHYL SALICYLATE (UNII: LAV5U5022Y) (SALICYLIC ACID - UNI:0414PZ4LPZ) METHYL SALICYLATE lginlg

Inactive Ingredients

Ingredient Name Strength
MICROCRYSTALLINE WAX (UNIl: XOF597Q3KY) lginlg
WATER (UNIl: 059QFOKOOR) 1ginlg
MINERAL OIL (UNII: T5L8T28FGP) lginlg
CETYL ALCOHOL (UNII: 936JST6JCN) lginlg
POLYOXYL 20 CETOSTEARYL ETHER (UNII: YRC528SWUY) lginlg
METHYLISOTHIAZOLINONE (UNII: 229D0E1QFA) 1ginlg

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:83033- f
1 1595-1 1in 1 BOX 11/01/2023
1 113.4 g in 1 TUBE; Type 0: Not a Combination
Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End

Category Citation Date Date
OTC Monograph Drug MO017 11/01/2023
RAYO ACTIVE HEAT
menthol, methyl salicylate cream
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:83033-1599
Route of Administration TOPICAL
Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

MENTHOL (UNIl: L7T10EIP3A) (MENTHOL - UNII:L7T10EIP3A) MENTHOL 1ginlg

METHYL SALICYLATE (UNII: LAV5U5022Y) (SALICYLIC ACID - UNII:0414PZ4LPZ) METHYL SALICYLATE lginlg

Inactive Ingredients
Ingredient Name Strength



MICROCRYSTALLINE WAX (UNIl: XOF597Q3KY)

WATER (UNII: 059QFOKOOR)

MINERAL OIL (UNIl: TSL8T28FGP)

CETYL ALCOHOL (UNII: 936JST6JCN)

POLYOXYL 20 CETOSTEARYL ETHER (UNII: YRC528SWUY)
METHYLISOTHIAZOLINONE (UNIl: 229DOE1QFA)

l1g in
lg in
1g in
1g in
lg in
lg in

lg
lg
lg
lg
lg
lg

Packaging
# Rem Code Package Description Marketing Start Marketing End
Date Date
NDC:83033- :
I Eaot 1in 1 BOX 11/01/2023
1 113.4 g in 1 TUBE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO017 11/01/2023
RAYO ACTIVE ICE
menthol, camphor cream
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:83033-1600
Route of Administration TOPICAL
Active Ingredient/Active Moiety
. Basis of
Ingredient Name Strength Strength
MENTHOL (UNIl: L7T10EIP3A) (MENTHOL - UNII:L7T10EIP3A) MENTHOL 1ginlg
CAMPHOR (SYNTHETIC) (UNII: 5TJD82A1ET) (CAMPHOR (SYNTHETIC) - CAMPHOR 1qin1
UNII:5TJD82ALET) (SYNTHETIC) 9 9
Inactive Ingredients
Ingredient Name Strength
POLYSORBATE 80 (UNIl: 60ZP39ZG8H) 1ginlg
WATER (UNIIl: 059QF0KOOR) 1ginlg
TROLAMINE (UNII: 903K93S3TK) 1ginlg
ISOPROPYL ALCOHOL (UNIl: ND2M416302) 1ginlg
FD&C BLUE NO. 1 (UNII: H3R47K3TBD) 1ginlg
CARBOMER HOMOPOLYMER, UNSPECIFIED TYPE (UNIl: 0A5SMM307FC) 1ginlg
METHYLISOTHIAZOLINONE (UNII: 229DOE1QFA) 1ginlg



Packaging

# Iem Code Package Description Marketing Start
Date
NDC:83033- ;
1 1600-1 1in 1 BOX 11/01/2023
1 226.8 g in 1 TUBE; Type 0: Not a Combination
Product

Marketing Information

Marketing Application Number or Monograph Marketing Start
Category Citation Date
OTC Monograph Drug MO012 11/01/2023

RAYO BREATH CHAMOMILE

menthol, camphor cream

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)
Route of Administration TOPICAL

Active Ingredient/Active Moiety

Marketing End
Date

Marketing End
Date

NDC:83033-1620

Ingredient Name :t?-zlr?g(t):\ Strength
MENTHOL (UNII: L7T10EIP3A) (MENTHOL - UNII:L7T10EIP3A) MENTHOL 1ginlg
CAMPHOR (SYNTHETIC) (UNII: 5TJD82A1ET) (CAMPHOR (SYNTHETIC) - CAMPHOR 1ginlg
UNII:5TJD82ALET) (SYNTHETIC)
Inactive Ingredients

Ingredient Name Strength

TURPENTINE (UNII: XJ6RUH004G) 1ginlg
EUCALYPTOL (UNII: RV6)6604TK) 1ginlg
PETROLATUM (UNII: 4T6H12BN9U) 1ginlg
CHAMOMILE (UNII: FGL3685T2X) 1ginlg

Packaging
# [Item Code Package Description Marketlngistant
Date
NDC:83033- .
1 6201 1in 1 BOX 11/01/2023
1 50 g in 1 TUBE; Type 0: Not a Combination

Product

Marketing End
Date



Marketing Information

Marketing Application Number or Monograph Marketing Start
Category Citation Date
OTC Monograph Drug MO012 11/01/2023

RAYO ACTIVE ICE

menthol, camphor cream

Product Information
Product Type HUMAN OTC DRUG Item Code (Source)
Route of Administration TOPICAL

Active Ingredient/Active Moiety

Marketing End
Date

NDC:83033-1594

Ingredient Name :t?-zlr?g(t):\ Strength
MENTHOL (UNII: L7T10EIP3A) (MENTHOL - UNII:L7T10EIP3A) MENTHOL 1ginlg
CAMPHOR (SYNTHETIC) (UNII: 5TJD82A1ET) (CAMPHOR (SYNTHETIC) - CAMPHOR 1ginlg
UNII:5TJD82ALET) (SYNTHETIC)
Inactive Ingredients

Ingredient Name Strength

POLYSORBATE 80 (UNIl: 60ZP39ZG8H) 1ginlg
WATER (UNIl: 059QFOKOOR) 1ginlg
TROLAMINE (UNIl: 903K93S3TK) 1ginlg
ISOPROPYL ALCOHOL (UNIl: ND2M416302) 1ginlg
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD) 1ginlg
CARBOMER HOMOPOLYMER, UNSPECIFIED TYPE (UNIl: 0ASMM307FC) 1ginlg
METHYLISOTHIAZOLINONE (UNII: 229D0E1QFA) 1ginlg

Packaging
# Item Code Package Description Marketing Start
Date
NDC:83033- :
N Eoi 1in 1 BOX 11/01/2023
1 113.4 g in 1 TUBE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date

OTC Monograph Drug MO012 11/01/2023

Marketing End
Date

Marketing End
Date



RAYO BREATH MENTHOL

menthol, camphor cream

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)
Route of Administration TOPICAL

Active Ingredient/Active Moiety

NDC:83033-1605

Ingredient Name SBt?’::fg:Ii; Strength
MENTHOL (UNII: L7T10EIP3A) (MENTHOL - UNII:L7T10EIP3A) MENTHOL 1ginlg
CAMPHOR (SYNTHETIC) (UNII: 5TJD82A1ET) (CAMPHOR (SYNTHETIC) - CAMPHOR 1g inlg
UNII:5TJD82ALET) (SYNTHETIC)
Inactive Ingredients

Ingredient Name Strength

TURPENTINE (UNII: XJ6RUHOO4G) 1ginlg
EUCALYPTOL (UNII: RV6)6604TK) 1ginlg
PETROLATUM (UNII: 4T6H12BN9U) 1ginlg

Packaging
# Item Code Package Description PRI
Date
NDC:83033- .
1 1605-1 1in 1 BOX 11/01/2023
1 50 g in 1 TUBE; Type 0: Not a Combination
Product

Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date

OTC Monograph Drug MO012 11/01/2023

RAYO BREATH MENTHOL

menthol, camphor cream

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Marketing End
Date

Marketing End
Date

NDC:83033-1611



Active Ingredient/Active Moiety

Ingredient Name

MENTHOL (UNII: L7T10EIP3A) (MENTHOL - UNII:L7T10EIP3A)

CAMPHOR (SYNTHETIC) (UNII: 5TJD82A1ET) (CAMPHOR (SYNTHETIC) -

UNII:5TJD82A1ET)

Inactive Ingredients

Ingredient Name
TURPENTINE (UNII: XJ6RUH004G)
EUCALYPTOL (UNII: RV6)6604TK)
PETROLATUM (UNII: 4T6H12BN9U)

Packaging
# Item Code Package Description
NDC:83033- :
1 6111 1in 1 BOX
1 4 g in 1 POUCH; Type 0: Not a Combination
Product

Marketing Information

Marketing
Category

OTC Monograph Drug MO012

Application Number or Monograph
Citation

RAYO BREATH CHAMOMILE

menthol, camphor cream

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL
Active Ingredient/Active Moiety

Ingredient Name

MENTHOL (UNIl: L7T10EIP3A) (MENTHOL - UNII:L7T10EIP3A)

Marketing
Date

11/01/2023

Marketing Start
Date

11/01/2023

Item Code (Source)

CAMPHOR (SYNTHETIC) (UNII: 5TJD82A1ET) (CAMPHOR (SYNTHETIC) -

UNII:5TJD82A1ET)

Inactive Ingredients

Basis of

Strength Strength
MENTHOL 1ginlg
CAMPHOR :
(SYNTHETIC) lginlg

Strength
lginlg

lginlg

l1ginlg
Start Marketing End

Date

Marketing End
Date

NDC:83033-1612

Basis of

Strength Strength
MENTHOL l1ginlg
CAMPHOR .
(SYNTHETIC) lginlg



Ingredient Name Strength

TURPENTINE (UNII: XJ6RUH004G) 1g inlg
EUCALYPTOL (UNIl: RV6)6604TK) 1g inlg
PETROLATUM (UNIl: 4T6H12BN9U) 1g inlg
CHAMOMILE (UNIl: FGL3685T2X) 1ginlg
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:83033- :
1 6191 1in 1 BOX 11/01/2023
1 4 g in 1 POUCH; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO012 11/01/2023
RAYO POWER ICE HEAT DUAL ACTION
menthol gel
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:83033-1602
Route of Administration TOPICAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
MENTHOL (UNIl: L7T10EIP3A) (MENTHOL - UNII:L7T10EIP3A) MENTHOL 1ginlg
Inactive Ingredients
Ingredient Name Strength
POLYSORBATE 80 (UNIl: 60ZP39ZG8H) 1ginlg
WATER (UNIl: 059QFOKOOR) 1ginlg
TROLAMINE (UNIl: 903K93S3TK) 1ginlg
ISOPROPYL ALCOHOL (UNIl: ND2M416302) 1ginlg
CARBOMER HOMOPOLYMER, UNSPECIFIED TYPE (UNIl: 0A5SMM307FC) 1ginlg
METHYLISOTHIAZOLINONE (UNII: 229DOE1QFA) 1ginlg

Packaging
P P T Ry T Marketing Start Marketing End



+H+ 1Ll WOUUC ractvrRayce wvesuiipuvuil

Date Date

NDC:83033-

1 1602-1 1in1BOX 11/01/2023

1 80 g in 1 TUBE, WITH APPLICATOR; Type 0: Not a
Combination Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

OTC Monograph Drug MO017 11/01/2023

RAYO BREATH CHAMOMILE

menthol, camphor ointment

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:83033-1606
Route of Administration TOPICAL

Active Ingredient/Active Moiety

Basis of
Strength
MENTHOL (UNII: L7T10EIP3A) (MENTHOL - UNII:L7T10EIP3A) MENTHOL lginlg

CAMPHOR (SYNTHETIC) (UNII: 5TJD82A1ET) (CAMPHOR (SYNTHETIC) - CAMPHOR lain1
UNII:5T)D82A1ET) (SYNTHETIC) 9 9

Ingredient Name Strength

Inactive Ingredients

Ingredient Name Strength
TURPENTINE (UNII: XJ6RUH004G) 1ginlg
EUCALYPTOL (UNIl: RV6)6604TK) 1ginlg
PETROLATUM (UNII: 4T6H12BN9U) 1ginlg
CHAMOMILE (UNII: FGL3685T2X) l1ginlg

Packaging

# Item Code Package Description g S atkatingpess
Date Date
NDC:83033- .
1 6061 1in 1 BOX 11/01/2023

1 50 g in 1 TUBE; Type 0: Not a Combination
Product

Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End



Category Citation Date Date
OTC Monograph Drug M017 11/01/2023
RAYO ACTIVE ICE SACHET
menthol, camphor cream
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:83033-1609
Route of Administration TOPICAL
Active Ingredient/Active Moiety
. Basis of

Ingredient Name Strength Strength
MENTHOL (UNII: L7T10EIP3A) (MENTHOL - UNII:L7T10EIP3A) MENTHOL 1ginlg
CAMPHOR (SYNTHETIC) (UNII: 5TJD82A1ET) (CAMPHOR (SYNTHETIC) - CAMPHOR 1qin1
UNII:5TJD82ALET) (SYNTHETIC) 9 9
Inactive Ingredients

Ingredient Name Strength

POLYSORBATE 80 (UNIl: 60ZP39Z G8H) 1ginlg
WATER (UNIl: 059QFOKOOR) 1ginlg
TROLAMINE (UNII: 903K93S3TK) 1ginlg
ISOPROPYL ALCOHOL (UNII: ND2M416302) 1ginlg
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD) 1ginlg
CARBOMER HOMOPOLYMER, UNSPECIFIED TYPE (UNIl: 0ASMM307FC) 1ginlg
METHYLISOTHIAZOLINONE (UNII: 229DOE1QFA) 1ginlg

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:83033- :
1 1609-1 1in 1 BOX 11/01/2023
1 4 g in 1 POUCH; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO012 11/01/2023

RAYO ACTIVE HEAT



menthol, methyl salicylate cream

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:83033-1601

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
MENTHOL (UNII: L7T10EIP3A) (MENTHOL - UNII:L7T10EIP3A) MENTHOL 1ginlg
METHYL SALICYLATE (UNII: LAV5U5022Y) (SALICYLIC ACID - UNI:0414PZ4LPZ) METHYL SALICYLATE 1g inlg

Inactive Ingredients

Ingredient Name Strength
MICROCRYSTALLINE WAX (UNIl: XOF597Q3KY) lginlg
WATER (UNII: 059QFOKOO0R) lginlg
MINERAL OIL (UNII: T5L8T28FGP) lginlg
CETYL ALCOHOL (UNII: 936JST6JCN) l1ginlg
POLYOXYL 20 CETOSTEARYL ETHER (UNII: YRC528SWUY) lginlg
METHYLISOTHIAZOLINONE (UNII: 229D0OE1QFA) lginlg

Packaging
# Item Code Package Description Marketing Start Marketing| End
Date Date
NDC:83033- :
1 1601-1 1in1BOX 11/01/2023
1 226.8 g in 1 TUBE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO017 11/01/2023
RAYO ACTIVE ICE
menthol, camphor cream
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:83033-1598

Route of Administration TOPICAL



Active Ingredient/Active Moiety

Ingredient Name SBt?'::fg(t):\ Strength
MENTHOL (UNII: L7T10EIP3A) (MENTHOL - UNII:L7T10EIP3A) MENTHOL lginlg
CAMPHOR (SYNTHETIC) (UNII: 5TJD82A1ET) (CAMPHOR (SYNTHETIC) - CAMPHOR 1ginlg
UNII:5T)D82ALET) (SYNTHETIC)
Inactive Ingredients

Ingredient Name Strength

POLYSORBATE 80 (UNIl: 60ZP39ZG8H) 1ginlg
WATER (UNIl: 059QFOKOOR) 1ginlg
TROLAMINE (UNIl: 903K93S3TK) 1ginlg
ISOPROPYL ALCOHOL (UNIl: ND2M416302) 1ginlg
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD) 1ginlg
CARBOMER HOMOPOLYMER, UNSPECIFIED TYPE (UNIl: 0ASMM307FC) 1ginlg
METHYLISOTHIAZOLINONE (UNII: 229DOE1QFA) 1ginlg

Packaging
# Item Code Package Description [Marketlngistant MarketingiEnd
Date Date
NDC:83033- q
1 1598-1 1in1BOX 11/01/2023
1 113.4 g in 1 TUBE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO012 11/01/2023

Labeler - Quimicas Handal de Centroamerica SA de CV (850638768)

Registrant - quimicas Handal de Centroamerica SA de CV (850638768)

Establishment

Name Address ID/FEI Business Operations
Quimicas label(83033-1611, 83033-1620, 83033-1594, 83033-1595, 83033-1598, 83033-
Handal de 1599, 83033-1600, 83033-1601, 83033-1602, 83033-1605, 83033-1606, 83033-

850638768 1609, 83033-1610, 83033-1612) , manufacture(83033-1620, 83033-1594, 83033-
1595, 83033-1598, 83033-1599, 83033-1600, 83033-1601, 83033-1602, 83033-
1605, 83033-1606, 83033-1609, 83033-1610, 83033-1611, 83033-1612)

Centroamerica
SA de CV

Revised: 11/2023 Quimicas Handal de Centroamerica SA de CV
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