USP 41 Official Monographs / Gauze 1927
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Samples: Standard solution and Sample solution

Calculate the percentage of the labeled amount of
ganciclovir (Col13NsOy) in the portion of Oral Suspen-
sion taken:

Ganciclovir Compounded Oral Suspension contains NLT Result = (Ru/Rs) x (Cs/Cy) x 100

.QO_O%Iand NMT 1'10.(;% of the labeled amount of Ry - peak res?anse ratio of ganciclovir to the
ganciciovir (CoHisNsOa). ' f. . .
Prepare Ganciclovir Compounded Oral Suspension 100 mg/ P _ g;tf?;? giﬁszdfgggfrgm ;Egégﬁf If;?éimn
ml as follows (see Pharmaceutical Compounding—Nonster- > pimemafstandard fmn’? the Standard solution
ife Preparations {(795)). Cs = concentration of USP Ganciclovir RS in the
Standard solution {mg/mbL)
Ganciclovir 10 g Cu = nominal concentration of ganciclovir in the
Vehicle for Oral Solution (regular Sample solution (mg/mL)
or sugar-free), NF, a sufficient Acceptance criteria: 90.0%-110.0%
guantity to make 100 mib SPECIEIC TESTS
Add sufficient Vehicle for Oral Solution to wet the Ganciclovir o PH (791): 4.0-5.0
powder, and triturate to form a smooth paste. Add addi- T A P A B e K A
tional Vehicle for Oral Solution to about half the final vol- ADDITIONAL REQUIREMENTS o C .
» PACKAGING AND STORAGE: Package in tight, light-resistant

ume, and transfer the contents of the mortar to a cali-
brated bottle. Using additional Vehicle for Oral Solution,
rinse the mortar, and transfer the contents, stepwise and
quantitatively, to bring to final volume. Mix well.

CAUTION--AvVOid skin contact or inhalation of ganciclovir b . o
[ S, y o LABELING: Label it to state that it is to be well shaken

using protective gioves and a fume hood or surgical _
g J J before use, and to state the Beyond-Use Date.

mask.} » USP REFERENCE STANDARDS (11)
ASSAY USP Ganciclovir RS

o PROCEDURE
Solution A: 25-mM monobasic sodium phosphate solu-

tion. Adjust with phosphoric acid to a pH of 2.5.
Mobile phase: Acetonitrile and Solution A (2.5: 97.5).
Internal standard solugtion: 0.4 ma /mL of TARTDUI D DU Wl B b Bl vl i

containers. Store at controlled room temperature.

o BEYOND-USE DATE: NMT 90 days after the date on which
it was compounded when stored at controlled room
temperature

hypoxanthine . ,
Stggdwd stock solution: 1.0 mg/mL of USP Ganciclovir  » Absorbent Gauze is cotton, or a mixture @f cot-
RS | ton, and not more than 53.0 percent, by weight,
Standard miufﬂ@m 6 ug/mL of ganciciovir and 4 ug/mL of rayon, ang is in the form of a pjam WOoven

of hypoxanthine prepared from Standard stock solution cloth conformina to the standards set forth

and Internal standard solution hereai b b 'J Cal hat has b J
Sample solution: Transfer about 1 mL of Oral Suspen- erein. Absorbent Gauze that has been ren ered
sion from each bottle to a plastic weighing cup, and sterile is packaged to protect it from

weigh 1o determine density. [NOTE—The exact volume contamination.

of Oral Suspension taken from each bottle is calculated {NOTE___C@ﬁdﬁ;@n all Absorbent Gauze for not
by the suspension density.] Transfer the Oral Suspension 1 cc than 4 hours in a standard atmosphere of

to a 100-mL volumetric flask, and add 50 mL of water. | g R ,
Place the volumetric flask on a mechanical shaker for 30 63 = 2% relative humadaty at 271 + 1.71° before de-

min, and dilute with water to volume. Transfer 0.6 mL termining the weight, thread count, and absor-
of this Sﬁgﬁégﬂ iﬂd f mitﬁf ?1”*@ k’f’?fﬁ’fgﬂé gf@”dﬂfimm- bency. Remove the Absorbent Gauze from its
tion to a 100-mL volumetric tlask, and afiute with water T - S N T TP
to volume to obtain a solution with a nominal concen- WIappings bemreﬂpﬁ’aqﬂg It in the Cmd’m“m@
tration of 6 ug/mL of ganciclovir and 4 pg/mL of atmosphere, and if it is in the form of bolts or
hypoxanthine. rolls, cut the guantity necessary for the various
Chromatographic system o tests from the piece, excluding the first two and
(See Chromatography <621), System Suitability.) the last two meters when the total quantity of

Gauze available so permits. ]

Packaging and storage—>Preserve in well-closed contain-
ers. Absorbent Gauze that has been renadered sterile is so





