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Citrate Compounded Injection

ympounded Injection contains NLT 90.0% and NMT 110.0% of the labeled amount of fentanyl (C__H,_N_O). It contains no

ither preservative.

2228 2

sitrate Compounded Injection, 50 mcg/mL, as follows (see Pharmaceutical Compounding—Sterile Preparations (797)).

:ntanyl citrate) 5000 mcg (7870 mcg)
tide solution or

cid solution To adjust pH

Je for Injection (0.9%), a sufficient quantity to make 100 mL

Citrate in sufficient Sodium Chloride for Injection (0.9%) to bring to final volume. Adjust with Sodium hydroxide solution or

1 solution to a pH of 4-7.5. Pass the solution through a suitable sterile filter of 0.22-pm pore size into appropriate sterile

ainer(s). [Note—Do not use a cellulose ester filter membrane for sterilization due to potential for adsorption.]

2.72 g of dibasic potassium phosphate to 800 mL of water. Adjust with phosphoric acid to a pH of 5.8. Add 200 mL of

mix well.
e Table 1.
Table 1
Time Methanol Solution A
(min) (%) (%)
0.0 20 80
3.0 20 80
28.0 50 50
28.5 55 45
34.0 55 45
345 20 80
40 20 80
n: 2 mcg/mL of fentanyl prepared from USP Fentanyl Citrate RS in water
: Transfer 1 mL of Injection into a 25-mL volumetric flask, and dilute with water to volume.
> system
aphy (621), System Suitability.)
Documents

Full document details: Fentanyl Citrate Compounded Injection

Document Sharing Hub


https://online.uspnf.com/uspnf/current-document/1_GUID-A4CAAA8B-6F02-4AB8-8628-09E102CBD703_8_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-A4CAAA8B-6F02-4AB8-8628-09E102CBD703_8_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-A4CAAA8B-6F02-4AB8-8628-09E102CBD703_8_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-A4CAAA8B-6F02-4AB8-8628-09E102CBD703_8_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-A4CAAA8B-6F02-4AB8-8628-09E102CBD703_8_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-A4CAAA8B-6F02-4AB8-8628-09E102CBD703_8_en-US
https://store.usp.org/product/1270005
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_8_en-US#GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_8_en-US#GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_8_en-US#GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_8_en-US#GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_8_en-US#GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_8_en-US#GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B#C621S12
http://www.avadocuments.com/doc/fentanyl-citrate-compounded-injection
http://www.avadocuments.com/doc/fentanyl-citrate-compounded-injection

ntion time for fentanyl is about 24.6 min.]
lirements

= NMT 2.0

dard deviation: NMT 2.0% for replicate injections

dard solution and Sample solution

: percentage of the labeled amount of fentanyl (szstNzO) in the portion of Injection taken:

Result = (r /r)) x (C/C ) x 100
2ak response of fentanyl from the Sample solution
2ak response of fentanyl from the Standard solution
»ncentration of fentanyl in the Standard solution (mcg/mL)

>minal concentration of fentanyl in the Sample solution (mcg/mL)

wia: 90.0%-110.0%

b

1), Test for Sterility of the Product to Be Examined, Membrane Filtration: Meets the requirements
ns Test (85): NMT 50.0 USP Endotoxin Units/mg of fentanyl
R IN INJECTIONS (788): Meets the requirements

UIREMENTS

rAGe: Package in a light-resistant single-dose container. Store at controlled room temperature or in a refrigerator.

A|n the absence of passing a sterility and endotoxin test, the beyond-use dates in Pharmaceutical Compounding—Sterile
apply. After successful completion of sterility and endotoxin testing, NMT 90 days after the date on which it was

1 stored at controlled room temperature or in a refrigerator. 5 (cN 1-May-2020)

to indicate that it is for use in a single patient only, and to state the Beyond-Use Date.

ANDARDS (11)
s

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

opic/Question Contact Expert Committee

ATE COMPOUNDED Brian Serumaga

) CMP2020 Compounding 2020
Science Program Manager

:abase Information: Chromatographic Database

red In:
volume No. 50(1)
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