
TABRADOL- cyclobenzaprine hydrochloride  
Fus ion Pharmaceuticals  LLC
Disclaimer: This drug has not been found by FDA to be safe and effective, and this labeling has not been
approved by FDA. For further information about unapproved drugs, click here.
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TABRADOL  
cyclobenzaprine hydrochloride kit

Product Information
Product T ype HUMAN PRESCRIPTION DRUG Ite m Code  (Source ) NDC:430 9 3-10 1

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:430 9 3-10 1-0 1 1 in 1 KIT; Type 0 : No t a  Co mbinatio n Pro duct

Quantity of Parts
Part # Package Quantity Total Product Quantity
Pa rt 1 1 BOTTLE, GLASS 0 .28  g

Pa rt 2 1 BOTTLE, PLASTIC 125 mL

Pa rt 3 1 BOTTLE, PLASTIC 125 mL

Part 1 of 3

CYCLOBENZAPRINE HYDROCHLORIDE  
cyclobenzaprine hydrochloride powder, for suspension

Product Information
Route  of Adminis tration ORAL

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

CYCLO BENZAPRINE HYDRO CHLO RIDE (UNII: 0 VE0 5JYS2P)
(CYCLOBENZAPRINE - UNII:6 9 O5WQQ5TI)

CYCLOBENZAPRINE
HYDROCHLORIDE

0 .28  g
 in 0 .28  g

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 0 .25 g in 1 BOTTLE, GLASS; Type 0 : No t a  Co mbinatio n Pro duct

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

unappro ved drug o ther 0 9 /17/20 0 9



Part 2 of 3

STRUCTURED SUSPENSION VEHICLE  
suspension liquid

Product Information
Route  of Adminis tration ORAL

Inactive Ingredients
Ingredient Name Strength

WATER (UNII: 0 59 QF0 KO0 R)  

GLYCERIN (UNII: PDC6 A3C0 OX)  

SO RBITO L (UNII: 50 6 T6 0 A25R)  

SACCHARIN SO DIUM (UNII: SB8 ZUX40 TY)  

PO TASSIUM SO RBATE (UNII: 1VPU26 JZZ4)  

SO DIUM BENZO ATE (UNII: OJ245FE5EU)  

DIMETHYL SULFO NE (UNII: 9 H4PO4Z4FT)  

CITRIC ACID MO NO HYDRATE (UNII: 29 6 8 PHW8 QP)  

Packaging

# Item
Code Package Description Marketing  Start

Date
Marketing  End

Date

1 125 mL in 1 BOTTLE, PLASTIC; Type 0 : No t a  Co mbinatio n
Pro duct

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

unappro ved drug o ther 0 9 /17/20 0 9

Part 3 of 3

STRUCTURED FLAVORING VEHICLE  
flavor liquid

Product Information
Route  of Adminis tration ORAL

Inactive Ingredients
Ingredient Name Strength

WATER (UNII: 0 59 QF0 KO0 R)  



Fusion Pharmaceuticals LLC

WATER (UNII: 0 59 QF0 KO0 R)  

GLYCERIN (UNII: PDC6 A3C0 OX)  

CHERRY (UNII: BUC5I9 59 5W)  

XANTHAN GUM (UNII: TTV12P4NEE)  

SO DIUM CITRATE (UNII: 1Q73Q2JULR)  

PO TASSIUM SO RBATE (UNII: 1VPU26 JZZ4)  

SO DIUM BENZO ATE (UNII: OJ245FE5EU)  

CITRIC ACID MO NO HYDRATE (UNII: 29 6 8 PHW8 QP)  

Packaging

# Item
Code Package Description Marketing  Start

Date
Marketing  End

Date

1 125 mL in 1 BOTTLE, PLASTIC; Type 0 : No t a  Co mbinatio n
Pro duct

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

unappro ved drug o ther 0 9 /17/20 0 9

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

unappro ved drug o ther 0 9 /17/20 0 9

Labeler - Fus ion Pharmaceuticals  LLC (021420944)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

Fusio n Pharmaceutica ls LLC 0 21420 9 44 manufacture(430 9 3-10 1)

 Revised: 1/2016
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