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Review of a Waiver Request

Objective:

The firm has requested a waiver of bioequivalence study
requirements for its product Hydralazine Hydrochloride Injection,
20 mg/mL. Innovator product is Apresoline® Parenteral 20 mg/mL,
manufactured by Ciba. Hydralazine Hydrochloride Injection is an
antihypertensive available in a 1 mL vial for intravenous and
intramuscular administration. The pH of the solution is
Hydralazine HCl is a white to off-white, odorless crystalline
powder. It is soluble in water, slightly soluble in alcohol, and
very slightly soluble in ether.
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Formulation Comparison : (Not to be released under FOI) ;_
-
Hydralazine Hydrochloride Injection, 20 mg/mL };
Test Product Reference Product
Per mlL Per mL

Ingredients
/Hydralazine Hydrochloride, USP 20 mg 20 mg
“Propylene Glycol, USP 103.6 mg 103.6 mg
/Methylparabenr NF 0.65 mg 0.65 mg
vPropylparaben, NF : 0.35 mg 0.35 mg
Water for Injection, USP gs
Sodium Hydroxide, NF for pH adjustment
Hydrochloric Acid, NP . for pH adjustment

Commentg:”™ * -r

.. -
1. The active and inactive ingredients and their concentrations
for the test product are the same as those of the innovator's
Apresolimneb=krydrochloride -Parenteral, 20 mg/mL, manufactured by
Ciba. IR

2. Waiver of in vivo biocequivalence study requirements may be
granted base on 21 CFR 320.22(b) (1).

Recommendation:

The Division of Bioequivalence agrees that the information
submitted by Luitpold Pharmaceuticals, Inc., demonstrates that



Hydralazine Hydrochloride Injection, USP, 20 mg/mL falls under 21
CFR 320.22 (b¥(1). The waiver of in vivo biocequivalence study for
the test product is granted. From the biocequivalence point of
view, the Division of Biocequivalence deems the test injectable
formulation to be bicequivalent to Apresoline® Parenteral 20
mg/mL, manufactured by Ciba.
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