FANATREX- gabapentin
California Pharmaceuticals, LL.C

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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Gabapentin - Label
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Fanatex - Flavor Label
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Fanatrex - Principal package label
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NDC 70332-105-01 Rx only

. b’] Strawberry/Marshmallow/Banana Store kit at room temperature,
RapidPaq Oral Suspension Kit 15-30°C (59-86°F) )‘- California
DH&RH‘RE EUTICALS LLC
Fanatrex™ Repacked and Distributed By
{gabapentin 25 mg/mL, in Strawberry/Marshmallow/Banana oral suspension-kit) %l;'fg"}:a ﬁ:'uan“taccutlcals, LLC
¢ f N alle Plano
Anticonvulsant Camarillo, CA 3012
Description:
This kit contains active and inactive mataerials to prepare 420 mL of a gabapentin strawbamymarshmallow/banana
oral suspension containing 25 ma/mL gabapentin, This kit may only be vsed for prescrption compounding by
an appropriate licensed medical professional, in response to a physician's prescription, to create a medication
tailored to the specialized needs of an individual patient.
Active Ingredients:
- 108 g gabapentin, USP
Inactive Ingredisnts:
- 420 mL oral suspension vehicle (purlfied water, strawbermy flavor, marshimallow flavor, glvoarin,
acesulfamea polassium, banana flavor, xathan gum, pﬂl"!‘ﬁll m sarbate, monoammonium
ahyoyrrhizinate, sodium sacchann, sodrum banzoate, citic acid)
- Disposable funnal
Press-in bottle adaplor
- Oral dispensar T0332-105-01
- Inslructions
U. 8. Patents Pending Do not use if safety seal is broken CS95-A1 rev 2
gabapentin kit
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70332-105
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:70332-105-01 1in 1 KIT
Quantity of Parts
Part # Package Quantity Total Product Quantity
Part1l 1BOTTLE, GLASS 108 g
Part2 1BOTTLE, PLASTIC 420 mL
Part 1 of 2
GABAPENTIN

gabapentin powder, for suspension

Product Information

Route of Administration ORAL



Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
GABAPENTIN (UNI: 6 CW7F3G59 X) (GABAPENTIN - UNI:6 CW7F3G59 X) GABAPENTIN 10.8 g in10.8 g
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 10.5 g in 1 BOTTLE, GLASS; Type 0: Nota Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
unapproved drug other 01/01/2016

Part 2 of 2
ORAL SUSPENSION VEHICLE

suspension liquid

Product Information

Route of Administration ORAL

Inactive Ingredients

Ingredient Name Strength
STEVIA LEAF (UNI: 6 TC6NN0876)
WATER (UNII: 059QF0KOOR)
N-ACETYLGLUCOSAMINE (UNII: V956696549)
SODIUM PHO SPHATE, DIBASIC (UNI: GR686LBA74)
GLYCYRRHIZIN, AMMO NIATED (UNII: 3VRD35U26 C)
SACCHARIN SODIUM (UNIL: SB8ZUX40TY)
BANANA (UNII: 4AJZ4765R9)
STRAWBERRY (UNIL: 4J2TY8Y81V)
ALTHAEA OFFICINALIS LEAF (UNIl: E2QQV92338)
GLYCERIN (UNII: PDC6A3C00X)
ACESULFAME POTASSIUM (UNII: 230V73Q5G9)
XANTHAN GUM (UNII: TTV12P4NEE)
POTASSIUM SORBATE (UNIL: 1VPU26JZZ74)
SODIUM BENZOATE (UNII: OJ245FE5EU)

Packaging
Item G Marketing Start Marketing End
Code Package Description Date Date



420 mL in 1 BOTTLE, PLASTIC; Type 0: Not a Combination
Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
unapproved drug other 01/01/2016

Marketing Information
Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
unapproved drug other 01/01/2016

Labeler - california Pharmaceuticals, LLC (021420944)

Establishment

Name Address ID/FEI Business Operations
California Pharmaceuticals, LLC 021420944 manufacture(70332-105)

Revised: 1/2016 California Pharmaceuticals, LLC
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