NEUROCOMFORT PAIN RELIEF- neurocomfort lotion

NEUROCOMFORT PAIN RELIEF ROLL-ON- neuro comfort roll-on gel
NEUROCOMFORT PAIN RELIEF GEL EXTRA STRENGTH- neuro comfort gel extra
strength gel

NEUROCOMFORT PAIN RELIEF GEL- neuro comfort gel gel

NEUROCOMFORT PAIN RELIEF ROLL-ON EXTRA STRENGTH- neuro comfort roll-on
extra strength gel

Harmony Products LLC

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.

NeuroComfort Line

For NDC 73096-021 NeuroComfort Pain Relief

058
Topical Analgesic

Learn more about this
miraculous plant:

Do nof use
= if you are allergic to any ingredient
5, dam: imitated skin

harmonyhemp.com Wi hong e o TERS dovce

NeurocComfort &=

=_avoid contact with eves or mucous

|Stop I.‘Ij!lt and ask a doctor if
- 2 2 = CONQILION WOrsens
Pa I n Re I l ef Lot I o n - Eﬁ.’#ﬂ%ﬁﬂ?ﬁﬂﬁ”&?ﬂ“ imitation of the skin develops
= _symnioms clear up and occur again within a few days

73096-021-01 Tf pregnant or breast feeding, ask a healin professional DeTore USe.

Directions for adults and children 12 years of age and over:
= shake well

Keep out of reach of children. If swallowed, get medical help or contact a Poison
Distributed by Harmony Products [Control Genter right away.

2550 S Decker Lake Blvd Ste 22
West Valley City; uTt 84119, U.S.A. W|th massage painful area until absorbed into skin

= wash hands after each use with cold water
888.WHY.HEMP Clllldrnn under 12 ears of age: consult a doctor
E. E || | | | | ‘ | = storein a cuo\ place away from direct sunlight

= apply to affected area not more than 4 times daily

= store with lid closed tightly

el
H Arnica Montana Flower Extract, Capsaicin, Dimethicone, Ethylhexylglycerin,
% 8 54118 00866 9 Fu I I speCtrum Eucalyptus Globulus Leaf Oil, Glycerin, Helianthus Annuus (Sunfiower) Seed Qil,
Hemp Extract NET WT 8oz (226.79) Hemp Extract, + Oil, Ph ), P ¥ (and) C13-14

Isoparaffin (and) Laureth-7, Symphytum Officinale [Cumlrey] Leaf Extract, Water

Active ingredient Lidocaine 2%

Inactive ingredients Arnica Montana Flower Extract, Capsaicin, Dimethicone, Ethylhexylglycerin,
Eucalyptus Globulus Leaf Oil, Glycerin, Helianthus Annuus (Sunflower) Seed Oil, Hemp Extract,
Hempseed Oil, Phenoxyethanol, Polyacrylamide (and) C13-14 Isoparaffin (and) Laureth-7, Symphytum
Officinale (Comfrey) Leaf Extract, Water

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

Stop use and ask a doctor if -condition worsens -rash, itching, redness or excessive irritation of the skin
develops -symptoms last more than 7 days -symptoms clear up and occur again within a few days

Uses: For the temporary relief of minor pain
Purpose Lid0oCaine 2%........coecueevuieriiieniienieiiesieesieesie et st Topical Analgesic

Directions for adults and children 12 years of age and over: -shake well -apply to affected area not
more than 4 times daily -massage painful area until absorbed into skin -wash hands after each use with
cold water

Warnings: For external use only



For NDC 73096-022 NeuroComfort Pain Relief Gel
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Uses: For the temporary relief of minor pain
Warnings: For external use anly
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. |f you are allergic to any ingredient

™
= o open woungs amaI:g’.I imitated skin
= witha heatlngrﬂ?d or TENS device
" after expirati ate
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- - = do not bandage tig

= use only as directed

paln Rellef Gel = avmdogntactwnh €5 Of Mucous
Stop use and ask a doctor if

= condition worsens

= rash, |tch|nf; redness or excesswe irritation of the skin develops
N symptums [ast more than 7 days
= symptoms clear up and occur again within a few days

pregnant or breast feeding, 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.
with Directions for adults and children 12 years of age and over:
= shake well

= apply to affected area not more than 4 times daily
= massage painful area until absorbed into skin
= wash hands after each use with cold water

Chlldren under 12 years of age: consult a doctor

= store in a cool place away from direct sunlight
Full Spectrum - Store with i closed hghily °

nactive ingredients
H em p EXt I'a Ct Arnica Mon%ana Flower Extract, Capsaicin, Dimethicone,
Ethylhexylglycerin, Eucalyptus Globulus Leaf Oil, Glycerin, Helianthus
Annuus (Sunflower) Seed Oil, Hemp Extract, Hempseed Oil,
Phenoxyethanol, Polyacrylamide (and) C13-14 Isoparaffin (and)
Laureth-7, Symphytum Officinale (Comfrey) Leaf Extract, Water
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NET WT 3.40z (96.49)

Active ingredient Lidocaine 2%

Inactive ingredients Arnica Montana Flower Extract, Capsaicin, Dimethicone, Ethylhexylglycerin,
Eucalyptus Globulus Leaf Oil, Glycerin, Helianthus Annuus (Sunflower) Seed Oil, Hemp Extract,
Hempseed Oil, Phenoxyethanol, Polyacrylamide (and) C13-14 Isoparaffin (and) Laureth-7, Symphytum
Officinale (Comfrey) Leaf Extract, Water

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

Stop use and ask a doctor if -condition worsens -rash, itching, redness or excessive irritation of the skin
develops -symptoms last more than 7 days -symptoms clear up and occur again within a few days

Uses: For the temporary relief of minor pain
Purpose LidoCaing 2%........ccccveevueerriienieinieiiesieesie et Topical Analgesic

Directions for adults and children 12 years of age and over: -shake well -apply to affected area not
more than 4 times daily -massage painful area until absorbed into skin -wash hands after each use with
cold water

Warnings: For external use only
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For NDC 73096-023 NeuroComfort Pain Relif Gel Extra Strength



Dnig Facls
Active ingredient Purpose

LIOCATI TR, oo v st e i Topical Analgesic

Uses: For the temporary relief of minor pain
l‘l’amings FDI external use only

™
NeuroComfort i
Open woun imtated skin
: wi”h a heatin pad or TENS device

ration date

er e:
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H i * do not ban tightt
Paln Rellef Gel ] ugenonlyags |rgcllgd i
= avoid contact with eyes or mucous

top use and ask a doctor if

= condition worsens
1 0 0 0 Extra = rash, it:hlnF redness or excessive irmitation of the skin develops
= symptoms [ast more than 7 days
st rengt h = symptoms clear up and occur again within a few days

If pregnant or breast feeding, ask a health professional before use.
Keep out of reach of children. If swallowed, get medical help or contact a
: Foison Control Genter right away.
with Directions for adults and children 12 years of age and over:
* shake well

= apply to affected area not more than 4 imes daily
= massage painful area until absorbed into skin
= wash hands after each use with cold water

Children under 12 years of age: consult a doctor
Other information

F uI I s pect r u m = store in & cool place away from direct sunlight

= store with lid closed tightly

Hemp Extract Inactive ingredients

Arnica Montana Flower Extract, Capsaicin, Dimethicone,
Ethylhexylglycerin, Eucalyptus Globulus Leaf Oil, Glycerin, Helianthus
NET WT 3.40z (96.49) Annuus {Sunflower) Seed Oil, Hemp Extract, Hempseed Oil,
Phenoxyethanol, Polyacrylamide (and) C13-14 Isoparaffin (and)
Laureth-7, Symphytum Officinale (Comfrey) Leaf Extract, Water
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Active ingredient Lidocaine 2.25%

Inactive ingredients Arnica Montana Flower Extract, Capsaicin, Dimethicone, Ethylhexylglycerin,
Eucalyptus Globulus Leaf Oil, Glycerin, Helianthus Annuus (Sunflower) Seed Oil, Hemp Extract,
Hempseed Oil, Phenoxyethanol, Polyacrylamide (and) C13-14 Isoparaffin (and) Laureth-7, Symphytum
Officinale (Comfrey) Leaf Extract, Water

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

Stop use and ask a doctor if -condition worsens -rash, itching, redness or excessive irritation of the skin
develops -symptoms last more than 7 days -symptoms clear up and occur again within a few days

Uses: For the temporary relief of minor pain
Purpose LidoCaine 2.25%0......ciiciiiieiiieeiieeeeieeeecireeeetee e veeeesere e e aee s vaeeeaes Topical Analgesic

Directions for adults and children 12 years of age and over: -shake well -apply to affected area not
more than 4 times daily -massage painful area until absorbed into skin -wash hands after each use with
cold water



3%

harmonyhemp.com

TI096-003-02

Distributed by Harmony Hamp™
3EEQ § Dackar Laka Bivd Sto 32
st Vallay CRY, UT BAIT, LLS.A

Armaon

pe—

hemp

harmony
hemp

NeurcComfort™ e
= Smibeegen

Paln Rellef Gel

o

- mﬂ

- mh rea ndl Mo han 4
o

- =I-I1In'-'lll-ﬂ|ﬂﬂ
‘Caildeen under 12 years of age: conml

2 S
C€BD

BEEWHYHEHR -. Ft.::nSpe:t'r:cm
N i i
' s S 1 s
/ , s
/ | _A
e 1= 1Tyt 1Ty —=— 12Ty —]

For NDC 73096-024 NeuroComfort Pain Relief Roll-on
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= shake wall
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Full Spectrum s oo

Arnica Montana Flower Extract, Capeaicin, Dimethicons,
H em p Extract Ethylhaxyighycann, Eucalyptus Globulus Leaf Oil,

Gilycerin, Halianthus Annuus {Sunflower) Seed Od, Hemp

Extract, Hempesed Oil, Phenoxyethanal, Polyacrylamids

(and) C13-14 |soparaffin (and) Leweth-7, Symptytum
NET WT 3oz (85.05g) Officingle {Comirey) Leaf Extract, Watsr
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Active ingredient Lidocaine 2%

Inactive ingredients Arnica Montana Flower Extract, Capsaicin, Dimethicone, Ethylhexylglycerin,
Eucalyptus Globulus Leaf Oil, Glycerin, Helianthus Annuus (Sunflower) Seed Oil, Hemp Extract,
Hempseed Oil, Phenoxyethanol, Polyacrylamide (and) C13-14 Isoparaffin (and) Laureth-7, Symphytum
Officinale (Comfrey) Leaf Extract, Water

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

Stop use and ask a doctor if -condition worsens -rash, itching, redness or excessive irritation of the skin
develops -symptoms last more than 7 days -symptoms clear up and occur again within a few days

Uses: For the temporary relief of minor pain
Purpose Lid0oCaine 2%........coccueevuieriiiiniiinieiie ettt Topical Analgesic

Directions for adults and children 12 years of age and over: -shake well -apply to affected area not
more than 4 times daily -massage painful area until absorbed into skin -wash hands after each use with
cold water

Warnings: For external use only
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For NDC 73096-025 NeuroComfort Pain Relief Roll-on Extra Strength



Drug Facts
Active ingredient Purpase
Lidocaine 225% ... ... Topical An;lgesic

Uses: For the temporary relief of mnor pain
am
2550 5D o Exieimial tese only
Lake Blvd Sults 22 Flammabde: ¥eep away from fire or
flame and haated surfacs:

West Vallay Clty, UT 0 NOt UsE
= if you are aliargic to any ingredient

™™
B4TIS, LLS.A. r
= = on open wounds, damapsd imtated skin
BEEWHY.HEMP = with a hagtng pad or TENS device
= gfter expiration date

When using this pi
= dp nat bandape tightly

- . . pr. ) d
Pain Relief Roll-On e oo MRS
Stop use and ask a doctor if
" CONGMiOn WOrsens

® rash, itching. redness or excessive
E t irritation of the skin oavelps
Xtra % sympioms |ast more than 7 days .
symptoms clear up and pocur again within
Strength ae days

It pregnant or breast feeding, ask & haalth profassional
before w=e.

Keep out of reach of children. If swalowed, gst medical
help or contact & Paison Gontrol Centar right away.

Directions for adults and children 12 years of age
and over:

Distributed

Harmeny

y 10 affected area not mare than 4
" times daily
with = massage painful area uniil
absorbed into skan

= wash hands after each use with cold water
Children under 12 years of age: consult 3 doctor
Other information

= sioe in & cood place away from direct

sunlight
= store with lid closed tightly

Inactive ingrédients

Fu I I S pECtru m Amica Montana Flower Exiract, Capsaicn. Dimathicona,
Emylhexylghycerin, Eucalypius Globulus Leaf O

H e m p EXtra Ct Glycarin, Helianthus Annuus (Sundlower) Seed Oil, Hemp
Extract, Hempsesd 04, Phenowyethanol, Polyacrylamide
{and) C13-14 ksoparaffin (and) Laureth-7, Symphytsm

MNET WT 30z (35_059) Officinale (Comiray) Leaf Extract, Water

wordwayluouuey

Active ingredient Lidocaine 2.25%

Inactive ingredients Arnica Montana Flower Extract, Capsaicin, Dimethicone, Ethylhexylglycerin,
Eucalyptus Globulus Leaf Oil, Glycerin, Helianthus Annuus (Sunflower) Seed Oil, Hemp Extract,
Hempseed Oil, Phenoxyethanol, Polyacrylamide (and) C13-14 Isoparaffin (and) Laureth-7, Symphytum
Officinale (Comfrey) Leaf Extract, Water

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

Stop use and ask a doctor if -condition worsens -rash, itching, redness or excessive irritation of the skin
develops -symptoms last more than 7 days -symptoms clear up and occur again within a few days

Uses: For the temporary relief of minor pain
Purpose LidoCaine 2.25%0......ciiciiiieiiieeiieeeeieeeeiteeeteeeevee s sere e e aee s aaeeenes Topical Analgesic

Directions for adults and children 12 years of age and over: -shake well -apply to affected area not
more than 4 times daily -massage painful area until absorbed into skin -wash hands after each use with
cold water
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Warnings: For external use only

NEUROCOMEFORT PAIN RELIEF

neurocomfort lotion

Product Information
HUMAN OTC DRUG

Product Type
Route of Administration

TOPICAL

Active Ingredient/Active Moiety
Ingredient Name

Item Code (Source)

1% =

NDC:73096-021

Strength

Basis of Strength



LIDO CAINE (UNI: 98P1200987) (LIDOCAINE - UNII:98P1200987)

Inactive Ingredients

Ingredient Name
SUNFLO WER OIL (UNI: 3W1JG795YI)
GLYCERIN (UNIL: PDC6A3C00X)
WATER (UNIL 059 QFOKOOR)
CANNABIS SATIVA SEED OIL (UNI: 69 VJ1LPN1S)
EUCALYPTUS OIL (UNI: 2R0O40NI662)
COMFREY LEAF (UNIE: DG4F8 T839 X)
DIMETHICONE 1000 (UNI: MCU2324216)
ETHYLHEXYLGLYCERIN (UNI: 147D247K3P)
ARNICA MONTANA FLO WER (UNI: OZ0E5Y15PZ)
CAPSAICIN (UNIL: S07044R1ZM)
PHENO XYETHANOL (UNII: HIE492ZZ3T)
C13-14 ISOPARAFFIN (UNI: E4F12ROE70)
HEMP (UNI: TDIMUT01Q7)

Packaging

# Item Code Package Description

1 01 Product

Marketing Information

Marketing Category
OTC monograph not final part348

NDC:73096-021- 226.7 gin 1 BOTTLE, PUMP; Type 0: Not a Combination

Application Number or Monograph Citation

LIDOCAINE 4534 mg in 226.7 g

Strength

500 mg in 226.7 g

Marketing Start Marketing End
Date Date

07/10/2019

Marketing Start Date
07/10/2019

Marketing End Date

NEUROCOMEFORT PAIN RELIEF ROLL-ON

neuro comfort roll-on gel

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name
LIDO CAINE (UNIE: 98P1200987) (LIDOCAINE - UNIE98PI200987)

Inactive Ingredients

Ingredient Name

Item Code (Source) NDC:73096-024

Basis of Strength
LIDOCAINE

Strength
1701 mg in 85.05 g

Strength



SUNFLO WER OIL (UNI: 3W1JG795YI)
GLYCERIN (UNI: PDC6A3C00X)

WATER (UNIE: 059 QFOKOOR)

CANNABIS SATIVA SEED OIL (UNI: 69 VJILPN1S)

COMFREY LEAF (UNI: DG4F8T839X)

DIMETHICONE 1000 (UNI: MCU2324216)

ETHYLHEXYLGL YCERIN (UNIL: 147D247K3P)

ARNICA MONTANA FLO WER (UNI: OZ0E5Y15PZ)

CAPSAICIN (UNIL: S07044R1ZM)

PHENO XYETHANOL (UNIL: HIE492ZZ3T)

C13-14 ISOPARAFFIN (UNI: E4F12ROE70)

HEMP (UNII: TDIMUTO01Q7) 500 mg in 85.05 g
EUCALYPTUS OIL (UNI: 2RO40NI662)

Packaging
# Item Code Package Description BLALEUNE Bt b Aol e
Date Date
NDC:73096- .
024-02 1in 1 CARTON 07/10/2019
NDC:73096- 85.05 g in 1 BOTTLE, WITH APPLICATOR; Type 0: Not a
024-01 Combination Product

Marketing Information
Marketing Category  Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part348 07/10/2019

NEUROCOMFORT PAIN RELIEF GEL EXTRA STRENGTH

neuro comfort gel extra strength gel

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:73096-023

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
LIDO CAINE (UNI: 98P1200987) (LIDOCAINE - UNIL:98P1200987) LIDOCAINE 2169 mg in 96.4 g
Inactive Ingredients
Ingredient Name Strength

SUNFLO WER OIL (UNII: 3W1JG795YI)

GLYCERIN (UNII: PDC6A3C00X)

WATER (UNIL: 059QF0KOOR)

CANNABIS SATIVA SEED OIL (UNIL: 69 VJI1LPNI1S)



COMFREY LEAF (UNI: DG4F8T8 39 X)
DIMETHICONE 1000 (UNIL: MCU2324216)
ETHYLHEXYLGLYCERIN (UNIL: 147D247K3P)
ARNICA MONTANA FLOWER (UNII: OZ0E5Y15PZ)
CAPSAICIN (UNI: S07044R1ZM)

PHENO XYETHANOL (UNIL: HIE492ZZ3T)

C13-14 ISOPARAFFIN (UNII: E4F12ROE70)

HEMP (UNI: TDIMUTO01Q?7)

EUCALYPTUS OIL (UNI: 2R040NI662)

Packaging

# Item Code Package Description

1 31?073096'023' 1in 1 CARTON

1 01 Product

Marketing Information

Marketing Category
OTC monograph not final part348

NEUROCOMFORT PAIN RELIEF GEL

neuro comfort gel gel

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name
LIDO CAINE (UNI: 98P1200987) (LIDOCAINE - UNIL98PI200987)

Inactive Ingredients

Ingredient Name
SUNFLO WER OIL (UNIL: 3W1JG795YI)
GLYCERIN (UNIL: PDC6A3C00X)
WATER (UNIE: 059 QFOKOOR)
CANNABIS SATIVA SEED OIL (UNI: 69 VI1LPN1S)
COMFREY LEAF (UNIE: DG4F8 T839 X)
DIMETHICONE 1000 (UNI: MCU2324216)
ETHYLHEXYLGLYCERIN (UNI: 147D247K3P)

Application Number or Monograph Citation

1000 mg in 96.4 g

Marketing Start Marketing End
Date Date

07/10/2019

NDC:73096-023- 96.4 gin 1 BOTTLE, DISPENSING; Type 0: Nota Combination

Marketing Start Date Marketing End Date

07/10/2019

Item Code (Source) NDC:73096-022

Basis of Strength
LIDOCAINE

Strength
1928 mg in96.4 g

Strength



ARNICA MONTANA FLOWER (UNII: OZ0E5Y15PZ)
CAPSAICIN (UNII: S07044R1ZM)

PHENO XYETHANOL (UNII: HIE492ZZ3T)

C13-14 ISOPARAFFIN (UNII: E4F12ROE70)

HEMP (UNII: TDIMUTO01Q?7)

EUCALYPTUS OIL (UNI: 2RO40NI662)

Packaging
# Item Code Package Description

1 NDC:73096-022- 1in 1 CARTON

02

1 01 Product

Marketing Information

500 mg in96.4 g

Marketing Start Marketing End
Date Date

07/10/2019

NDC:73096-022- 96.4 gin 1 BOTTLE, PUMP; Type 0: Nota Combination

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

OTC monograph not final part348

07/10/2019

NEUROCOMFORT PAIN RELIEF ROLL-ON EXTRA STRENGTH

neuro comfort roll-on extra strength gel

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
LIDO CAINE (UNII: 98P1200987) (LIDOCAINE - UNI:98PI1200987)

Inactive Ingredients

Ingredient Name
SUNFLO WER OIL (UNI: 3W1JG795YI)
GLYCERIN (UNIL: PDC6A3C00X)
WATER (UNIE: 059 QFOKOOR)
CANNABIS SATIVA SEED OIL (UNIE: 69 VJ1LPN1S)
COMFREY LEAF (UNI: DG4F8 T839X)
DIMETHICONE 1000 (UNI: MCU2324216)
ETHYLHEXYLGLYCERIN (UNI: 147D247K3P)
ARNICA MONTANA FLO WER (UNI: OZ0E5Y15PZ)
CAPSAICIN (UNI: S07044R1ZM)
PHENO XYETHANOL (UNI: HIE492ZZ3T)
C13-14 ISOPARAFFIN (UNI: E4F12ROE70)

Item Code (Source) NDC:73096-025
Basis of Strength Strength
LIDOCAINE 1914 mg in 85.05 g
Strength



HEMP (UNI: TDIMUTO01Q7) 1000 mg in 85.05 g
EUCALYPTUS OIL (UNI: 2R040NI662)

Packaging
# Item Code Package Description WIS i BT 8l
Date Date
NDC:73096- .
1 025-02 1in 1 CARTON 07/10/2019
NDC:73096- 85.04 g in 1 BOTTLE, WITH APPLICATOR; Type 0: Nota
025-01 Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part348 07/10/2019

Labeler - Harmony Products LLC (117041828)

Registrant - Steuart Custom Manufacturing (116952121)

Establishment
Name Address ID/FEI Business Operations
Steuart Custom Manufacturing 116952121 manufacture(73096-021, 73096-022, 73096-023, 73096-024, 73096-025)

Revised: 10/2019 Harmony Products LLC
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