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ntin Compounded Oral Suspension

ounded Oral Suspension contains NLT 90.0% and NMT 110.0% of the labeled amount of gabapentin (CQH NOZ).

17
tin Compounded Oral Suspension 100 mg/mL from powder as follows (see Pharmaceutical Compounding—Nonsterile

25)).
ipsules@ or Gabapentin powder, equivalent to 15¢g
Nix.2 a sufficient quantity to make 150 mL

J-mg capsules, Apotex Inc., Weston, Ontario.

1aceutique Inc., Montréal, Quebec.

pentin powder or empty the contents of the capsules into a suitable container and triturate to a fine powder. Add a small

cle, and mix well to form a smooth paste. Add a sufficient amount of Vehicle to make the contents pourable. Transfer the

ise and quantitatively to a calibrated container using the remainder of the Vehicle. Add a sufficient amount of Vehicle to bring
and mix well.

1M solution of monobasic potassium phosphate adjusted with 1 M sodium hydroxide to a pH of 6.2

.cetonitrile and Solution A (84:16)

n: 2.5 mg/mL of USP Gabapentin RS in Mobile phase

12 Add 0.05 mL of Oral Suspension to 0.45 mL of methanol, and vortex for 20 s. Centrifuge at 10,000 rpm for 15 min, and

L of the supernatant to a 1.5-mL centrifuge tube. Add 0.3 mL of Mobile phase, vortex for 10 s, and then transfer to HPLC vials.
ic system

agraphy (621), System Suitability.)

210 nm
im x 10-cm; 5-um packing L8

r: 5°

mL/min

me: 20 pL

ity

lard solution

antion time for gabapentin is approximately 2.9 min.]
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Result = (r/rg)) x (C/C) x 100
ieak response of gabapentin from the Sample solution
ieak response of gabapentin from the Standard solution
:oncentration of USP Gabapentin RS in the Standard solution (mg/mL)

iominal concentration of gabapentin in the Sample solution (mg/mL)

eria: 90.0%-110.0%

JUIREMENTS
srace: Package in tight, light-resistant containers. Store at controlled room temperature. Do not refrigerate.

NMT 90 days after the date on which it was compounded when stored at controlled room temperature
to indicate that it is to be well shaken before use and to state the Beyond-Use Date.
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