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rasone Sodium Phosphate and Betamethasone Acetate
e Suspension

Sodium Phosphate and Betamethasone Acetate Injectable Suspension is a sterile preparation of Betamethasone Sodium
lution and Betamethasone Acetate in suspension in Water for Injection. It contains an amount of betamethasone sodium
'lstNazOsP) equivalent to not less than 90.0 percent and not more than 115.0 percent of the labeled amount of

(C,,H,,FO,), and not less than 90.0 percent and not more than 115.0 percent of the labeled amount of betamethasone

106).
»rage—Preserve in multiple-dose containers, preferably of Type | glass.

DARDS (11)—
\cetate RS
3odium Phosphate RS

MATOGRAPHIC IDENTIFICATION TEST (201)—

Jilute 2 mL with 2 mL of methanol.

>n—Prepare a solution of USP Betamethasone Sodium Phosphate RS in a mixture of methanol and water (1:1) having a
»f 2 mg per mL.

ent system, Spray reagent, and Procedure—Proceed as directed for Identification test B under Betamethasone sodium

-Use the Test solution prepared for Identification test A.
»n—Prepare a solution of USP Betamethasone Acetate RS in a mixture of methanol and water (1:1) having a concentration of

ent system and Procedure— Proceed as directed for Identification test B under Betamethasone.

s Test (85) —It contains not more than 29.2 USP Endotoxin Units per mg of betamethasone.
16.8and 7.2.

repare a filtered and degassed mixture of methanol and 0.075 M monobasic potassium phosphate (7:5). Make adjustments
2 System Suitability under Chromatography (621)).

"solution—Transfer about 50 mg of methyltestosterone to a 50-mL volumetric flask, add methanol to volume, and mix.
ition—Transfer about 63 mg of USP Betamethasone Sodium Phosphate RS, accurately weighed, to a 25-mL volumetric flask,
e to volume, and mix (Solution 7). Transfer about 45 mg of USP Betamethasone Acetate RS, accurately weighed, to a 25-mL

add methanol to volume, and mix (Solution 2). Pipet 5 mL each of Solution 1 and Solution 2 into a 100-mL volumetric flask.
nternal standard solution, dilute with Mobile phase to volume, and mix to obtain a Standard preparation having known

»f about 126 pug of USP Betamethasone Sodium Phosphate RS per mL and 90 pg of USP Betamethasone Acetate RS per mL.
n—Using a “To contain” pipet transfer an accurately measured volume of the well-mixed Injectable Suspension, equivalent to
stamethasone acetate, to a 100-mL volumetric flask. Rinse the pipet with about 10 mL of Mobile phase, collecting the rinse in

ask. Add 10.0 mL of Internal standard solution, dilute with Mobile phase to volume, and mix.
> system (see Chromatography (621))—The liquid chromatograph is equipped with a 254-nm detector and a 3.9-mm x 30-cm

tains packing L1. The flow rate is about 1.2 mL per minute. Chromatograph the Standard preparation, and record the peak
ected for Procedure: the resolution, R, between the betamethasone phosphate and betamethasone acetate peaks is not less
' resolution, R, between the betamethasone acetate and internal standard peaks is not less than 3.0, and the relative standard

Documents

Document Sharing Hub

Full document details: Betamethasone Sodium Phosphate and Betamethasone Acetate Injectable Suspension


https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://store.usp.org/product/1067001
https://store.usp.org/product/1068004
https://online.uspnf.com/uspnf/current-document/1_GUID-DC3E6EDA-7CEE-4429-9788-D504DEEC0A1B_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-DC3E6EDA-7CEE-4429-9788-D504DEEC0A1B_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-DC3E6EDA-7CEE-4429-9788-D504DEEC0A1B_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-DC3E6EDA-7CEE-4429-9788-D504DEEC0A1B_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-DC3E6EDA-7CEE-4429-9788-D504DEEC0A1B_2_en-US
https://store.usp.org/product/1068004
https://online.uspnf.com/uspnf/current-document/1_GUID-38625A75-EB14-4EF1-B9ED-F2602CD8386E_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-38625A75-EB14-4EF1-B9ED-F2602CD8386E_2_en-US
https://store.usp.org/product/1067001
https://online.uspnf.com/uspnf/current-document/1_GUID-9DAE31A5-D960-4972-ACDC-7F68E20A7C97_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-F9D9BFA5-099F-452C-9711-47674B37C1CC_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-F9D9BFA5-099F-452C-9711-47674B37C1CC_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-F9D9BFA5-099F-452C-9711-47674B37C1CC_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-F9D9BFA5-099F-452C-9711-47674B37C1CC_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-1DE4082B-E660-4E89-A199-2344AE2E03EB_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-1DE4082B-E660-4E89-A199-2344AE2E03EB_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-1DE4082B-E660-4E89-A199-2344AE2E03EB_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-1DE4082B-E660-4E89-A199-2344AE2E03EB_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-AFAE78DE-CFF4-46D3-9FAA-9507553FC215_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-AFAE78DE-CFF4-46D3-9FAA-9507553FC215_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-AFAE78DE-CFF4-46D3-9FAA-9507553FC215_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-AFAE78DE-CFF4-46D3-9FAA-9507553FC215_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://store.usp.org/product/1068004
https://store.usp.org/product/1067001
https://store.usp.org/product/1068004
https://store.usp.org/product/1067001
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
http://www.avadocuments.com/doc/betamethasone-sodium-phosphate-and-betamethasone-acetate-injectable-suspension
http://www.avadocuments.com/doc/betamethasone-sodium-phosphate-and-betamethasone-acetate-injectable-suspension

ich mL of the Injectable Suspension taken by the formula:

O.1C/V(RU/RS)

concentration, in pg per mL, of USP Betamethasone Acetate RS in the Standard preparation; V is the volume, in mL, of
nsion taken; and R and R, are the peak response ratios obtained for betamethasone acetate and methyltestosterone from

ation and the Standard preparation, respectively. Calculate the quantity, in mg, of betamethasone (C F05) equivalent to

22H29

etamethasone sodium phosphate (C22H28FNa208P), in each mL of the Injectable Suspension taken by the formula:

(392.46/516.41)(0.1C/V)(R /R,)

and 516.41 are the molecular weights of betamethasone and betamethasone sodium phosphate, respectively; C is the
I ug per mL, of USP Betamethasone Sodium Phosphate RS in the Standard preparation; V is the volume, in mL, of Injectable
n; and R, and R are the peak response ratios obtained for betamethasone phosphate and methyltestosterone from the

n and the Standard preparation, respectively.
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