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ine Compounded Oral Suspension, Veterinary

ounded Oral Suspension, Veterinary contains NLT 90.0% and NMT 110.0% of the labeled amount of doxycycline
epare Oral Suspension, Veterinary 50 mg/mL 4in a paraben solution, (USP 1-May-2020) @s follows (see Pharmaceutical

Jonsterile Preparations (795)). For this preparation, a Paraben solution needs to be separately prepared.

l 25mg

12.5mg

a sufficient quantity to make 50 mL

solution by dissolving the Methylparaben and Propylparaben in a sufficient amount of Purified Water to bring to final volume.

s Doxycycline Hyclate) powder4 (USP 1-May-2020) 2.5 g of doxycycline (calculate)@

xide® 4 (Usp 1-May-2020) Calculate (see below)2
12.5mL

Y& 4 (USP 1-May-2020) 0.063 mL

isulfite® 5 (Usp 1-May-2020) (granular) 0.05g

Icellulose

P 1-May-2020)
sity) 0.25¢g

des 95% 0.15¢g

on, a sufficient
ke 50 mL

nount of Doxycycline Hyclate powder required by dividing the weight of doxycycline required by the potency of the

'ate powder obtained from the Certificate of Analysis. 4[Note—Unit conversion is needed in the calculation.] (USP 1-May-2020)

nount of Calcium Hydroxide needed, in grams, by multiplying the amount of Doxycycline Hyclate needed, in grams, by 0.21.

d amount of Doxycycline Hyclate powder into a suitable mortar, and mix with about 12.5 mL of Paraben solution until all the
ved. Do not use more than 5 mL of Paraben solution for each gram of the calculated amount of Doxycycline Hyclate. Add the
int of Calcium Hydroxide to the mortar, and mix with the pestle until the mixture thickens up and has a pasty consistency.
may take a few minutes to occur. The pasty mixture may look dry and harden up which is an indication that the reaction is
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ymethylcellulose Sodium through a 40-mesh sieve, and mix into the suspension until homogenous. Add sufficient Paraben
to final volume. Mix well.

pension, Veterinary 100 mg/mL in a fixed oil base as follows (see Pharmaceutical Compounding—Nonsterile Preparations

s Doxycycline Hyclate) powder 10 g of doxycycline (calculate)?
des 95% 0.3g

stassium 0.3g

), grilled, natural, oil miscible)h 3mL

| Suspension Vehicle,2 a sufficient quantity to make 100 mL

nount of Doxycycline Hyclate powder required by dividing the weight of doxycycline required by the potency of the

'ate powder obtained from the Certificate of Analysis. [Note—Unit conversion is needed in the calculation.]

JTX.

ated amount of Doxycycline Hyclate powder, Steviol Glycosides 95%, and Acesulfame Potassium into a suitable container and
y powder. Add a sufficient amount of PCCA Fixed Oil Suspension Vehicle to form a smooth paste. Add Flavor and mix

a sufficient amount of PCCA Fixed Oil Suspension Vehicle to make the contents pourable. Transfer the contents, stepwise

ly, to a calibrated container using the PCCA Fixed Oil Suspension Vehicle. Add sufficient PCCA Fixed Oil Suspension Vehicle to

ume, and mix well. 4 (usp 1-May-2020)

AL SUSPENSION IN PARABEN SOLUTION 4 (USP 1-May-2020)

M monobasic sodium phosphate containing 0.74 g/L of sodium hydroxide. Adjust with phosphoric acid to a pH of 7.0.

e Table 1.
Table 1
Time Acetonitrile Solution A
(min) (%) (%)
0 1 99
7 80 20
8 80 20
8.1 1 99
14 1 99

rile and 1 N hydrochloric acid (50:50)
n: 0.5 mg/mL of doxycycline prepared from USP Doxycycline Hyclate RS in Diluent
: Shake each bottle of Oral Suspension, Veterinary thoroughly. Transfer 0.5 mL of Oral Suspension, Veterinary to a 50-mL

k, add approximately 10 mL of Diluent, and vortex for 30 s. Dilute with Diluent to volume, and mix well.
> system
aphy (621), System Suitability.)

70 nm
m x 15-cm; 5-pm packing L1
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= NMT 2.0

dard deviation: NMT 2.0% for replicate injections

dJard solution and Sample solution

» percentage of the labeled amount of doxycycline (C Nzog) in the portion of Oral Suspension, Veterinary taken:

22H24
Result = (r,/rg) x (C/C ) x 100

2ak response of doxycycline from the Sample solution

aak response of doxycycline from the Standard solution

»ncentration of doxycycline in the Standard solution (mg/mL)

>minal concentration of doxycycline in the Sample solution (mg/mL)

wia: 90.0%-110.0%

AL SusPENsIoN IN Fixep OiL

/mL of trifluoroacetic acid in water
/mL of trifluoroacetic acid in acetonitrile

2e Table 2.
Table 2
Time Solution A Solution B
(min) (%) (%)
0 90 10
2.6 70 30
2.8 10 90
3.0 90 10

n: 0.125 mg/mL of doxycycline prepared from USP Doxycycline Hyclate RS in methanol

. Transfer 0.5 mL of Oral Suspension, Veterinary to a centrifuge tube and add 39.5 mL of methanol. Vortex for 1 min, sonicate
vortex again for 1 min until the solution is mixed well. Centrifuge this solution for 10 min. Transfer 1 mL of the supernatant to
etric flask and add sufficient methanol to bring to volume. Centrifuge again for 10 min.

> system

graphy (621), System Suitability.)

50 nm

m x 50-mm; 1.7-pm packing L1

amperature: 4°

nL/min

1e: 1.0 pL

y

ard solution

ntion time for doxycycline is about 2.7 min.]
lirements

dard deviation: NMT 2.0% for replicate injections

dard solution and Sample solution

: percentage of the labeled amount of doxycycline (C22H24N203) in the portion of Oral Suspension, Veterinary taken:
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»minal concentration of doxycycline in the Sample solution (mg/mL)

ria: 90.0%—1 1O~0%A (USP 1-May-2020)

n in paraben solution: , (usp 1-May-2020)

UIREMENTS

race: Package in tight, light-resistant containers. 4Store the Oral Suspension, Veterinary in paraben solution in a refrigerator.
sension, Veterinary in fixed oil at controlled room temperature, or in a refrigerator. , (ysp 1-may-2020)

to indicate that it is to be well shaken before use, and to state the Beyond-Use Date. Label it to state that it is for veterinary

n, Veterinary in paraben solution: NMT 30 days after the date on which it was compounded when stored in a refrigerator
, Veterinary in fixed oil: NMT 60 days after the date on which it was compounded when stored at controlled room

‘ina refrigeratorA (USP 1-May-2020)

aNDARDS (11)
ite RS

'lease check for your question in the FAQs before contacting USP.
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