Treatment of Adverse Effects
Withdrawal of hydralazine or dosage reduction reverses many of the adverse effects, Peripheral neuropathy has
been reported ro be alleviated by pyridoxine. If overdosage ocours the benefit of gastric decomtamination is
uncertain, but activated charcoal may be given if the patient presents within 1 hour of ingestion. Symptomatic
and incledi 1asrru1 panders far shock and a heta blocker for tachycardia, should be
given ns TSCEsEATY. Hypnteusmn ma}' respond top].wm the patient in the supine position with the feet raised. [T
possible, pressar drugs shonld be avoided. If a pressor is necessary, one should be chosen that will not cause
tachycardia or exacerbate arhythmias; adrenaline should not be used
Precautions
Hydralazine is contra-mndicated m patients with severe tmhw.auhal dessecting nulm. aneurysm heart failure wath
high cardiae output. cor-pulmonale. or myocardial insuffi due to I 1on, for exmmple
aoitic or mitral stenosis or constrictive pericarditis, Hydrala.zm: 15 a]so comtra-indicated in patients with
whogathic SLE and related disorders. Hydral tuced 1il. produces myocardial stimulation. 1t
should therefore be nsed with caution in pam.nts with 1schaemic heart disease since it can increase angina and it
should not be given dfler mywu'dia] wfarction uwtl the ;Jalm]l s condition has stabilised. Patzenls with

ted or heart disease should be given hydralazine nnder cover of a beta blocker, which
shml]d be started a few davs before hyrlralazme m ouder to prevent myocardial stimulation. If given to patients
with heart failure they should be itowed for Iy ion and tachycardia during the initial stages
of therapy. preferably in hospital. If weatment with hydralazine is to be stopped m]nmemz. with heart failure it
should Ity be withid gradually, Hydralazine should be used with caution in patients with
cerebrovascular disorders. The dose of lydralazine should be reduced or the dosage interval prolonged in
patients with hepatic or renal impanment. Complete blood counts and antnuclear antibody determinations
should be carried out about ev. ery 6 months during long-term therapy. Urine analysis {for microhaematuria and

aria) is also rec

Interactions
The hypotensive effect of hydralazine may be enhanced by other drugs with a hypotensive action. Severe
il)pdav.mn may occur if hydralazine and diaroxide are given together. However, some interactions with

may be beneficial: thiazide diuretics also the fluid ton cansed by hydralazine.
anl beta blockers diminish the cardi ac-accelerating effects
OVERDOSAGE:
Orverdose con occur due to accidental administration of excessive doses, miscaleulations, or misuse. Factars
increasmg the nisk include lack of proper medical supervision, dosing, or patient-specific variables such

as impaired renal or Lepatic fonction. In some cases, overdose may result from attemipts to self~medicate or
misuse the medication ontside of medical guidance.

of Overd

I ¥

The clinical presentation of an overdose can vary depending on the smount mgested and individeal patient
factors, Conunon symptoms nclude:

» Severe lypotension (low blood pressure)
» Reflex tachveardia (rapid heartbeat)

« Palpitations

# Flushing and sweating

+ Headache and dizziness

# Nansea and vomiting

» Wenkness and fatigne

In severe cases, overdose may lead to shock. arrhythmias, or even coma. Inmediate recognition of these
symptoms is vital for prompt intervention.

There 15 no specific antidote for hydmlazine overdose. Therefore, treatment focuses on symptomatic
managenrent and preventing complications. Hospitalization is often requived for close monitoring and
infervention.

Prevention and Precautions

Preventing overdose mvolves proper dosing, patient education. and careful itormg during ad

Healthcare providers should adbere to recommended guidelines and adjust doses based on patient-specific
factors. Patients should be mformed about the importance of following medical mstructions and reporting any
adverse symptoms immediately.

PREGNANCY.

For reports of thrombocytopenia and a hupus like synd after maternal with
hydralazine during pregnancy, see Effects on the Blood and Lupus Emhemamsus respectively, under Adverse
Effects, above.

PREGNANCY AND BREST FEEDING.,

Hydralazine concentrations were found to be similar i in maternal and umbilical M cord b]oud in a study of 6
women being treated with hydralazine for g during was
determined in the breast milk of 1 mother, but amounts detccled were unlikely to pmdl(:e clmically relevant
concentrations in the infant,

Storage: - Store Protect from light, at a temperature no exceeding 30°C

Tmproper Storage may deteriorate the product

Medicine: - Keep out of reach of children.

Presentation: - 10x1 ml ampoule in tray such tray in carton with insert.
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*Hydralazine Hydrochloride Injection USP
HYDRALZIN 20

Injection

FOR [VINFUSION USEONLY
Composition: -
Each ml Contains: -
Hydralazine Hydrochloride usp 20 mg
Water for [njection P 05
DESCRIPTION: -
Hydralazine Hydrochloride Injection USP is an antthypertensive available in a 1 mL amopule for intravenous
administration. Hydralazine Hydrochloride USP 15 a white to off-white, odorless erystalline powder. It is soluble
m water, slightly soluble m aleohol, and very slightly soluble in ether It melis at about 275°C. with

P and has a weight of 196.64. Molecular Formmula CH N HCL and its stroctural formmila
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Hydralazine Hydrochloride
PHARMACOLOGY
PHARMACOKINETICS

Hydralazine hxdmchlm]de mjacuou is a potent vasodilator primarily used in the menagement of lypertension
and byp ling its pharmacokinetics is essential for optimizing therapeutic
:.‘fﬁcnc}' an nimizing ad\ers& eﬁem This detailed overview covers rlw a!ssmpuan distrilntion, metabolism.
and excretion (ADME) of hydmalazi {rochloride when admini fvia

A‘Kllrphlll J‘\.‘- in llujccmbl: I‘ﬂrnmlanon ]I?ﬁ-lalarmc hydrochloride bypasses the gastromtestinal tract, leading
o y. When by, the drug rapidly enters systemic circulation,
providing quick onset of ac!wn typically withi 10 to 20 minutes. Intramuscular or subcutaneous routes result in
slower absorption, with peak plasma concentrations ocenrring withan 30 to 60 mintes. The bioavailability of
hydralazine via injection is considerad complete, ensiring predictable plasma levels.
D:smbulwn - li}d:alamle exhibits ext:.ns:vt distribution throughout body tissues. It has o moderate volume of
L appr 1.6 Lkg, i i fissie p The dmg binds to plasia proteins
at a rate of about 10-20%, which influences its free (active) coucemranon. Hydralazine crosses the blood-brain
barrier and placental barrier, raisimg considerations for central nervous system effects and fetal safety during
PrESIANCY.

hali

- - The primary pathway for hydralazme mvolves hepatic acetylation, converting the dug
into inactive metabolites. The rate of acetylation varies among individuals due to genztic polymorphisms,
classifying patients as slow or fast acerylators. Slow acetylators tend to liave higher plasma concentrations and
[rro]nugcd drug effects, which can increass the risk of adverse reactions such as dmg-mduced lnpus

The hepatic bolism also involves conjugation processes, further facilitating renal excretion

Exmamn. - Hydralazine and its holites are predomi: by elimi d via the kidneys. Approximately 80-
900 of the admimistered dose 15 excreted m the unne within 24 hours, The elimiation half-life of hydralazine
ranges fiom 2 1o 8 hows. depmdmg on individual metabolic rates and renal fusction. Impaired renal fanction
can prolong drug cl i dosage adj o prevent acc lation and toxicity,
USES AND ADMINISTRATION
Hydralazine 15 a direct-acting vasodilator that acts mamnly on the arterioles. 1t reduces blood pressure and
peripheral
resistance but }Jnxlllu:s Auid JxJe!I[luu Tachycardia and an increase i cardiac output ocour mainly as a reflex

P to the red inp L 1 Hydralazine tends to improve renal and cercbral blood fow
and its effect on diastolic pr\:’ssulc is qun: mked than on systolic pressure.
Hydralazine may be given intrav y in hypertensive crises. It 1s also used with 1sosorbide dinitrate w the
mamgeme.nt of heart failue. For ﬁll'ﬂm discussion of this use of hydralazine, The dose of hydralazine shonld be
reduced or the dosage mterval prolonged in patients with hepatic or renal
impairment. Inn hypertension.
In hypertensive crises, hyvdralazine hydrochleride is given by intravenous or intramuscular injection.
a dose of 510 10 mag 15 wiven by slow ntravenous inyection. repeated, if necessary, after 20 to 30 winutes.
Alternatively. a contimnous intravenous mfusion is given in an initial dose of 200 to 300 micrograms'minute: the
usual maintenance dose range is 50 to 150 micrograms/minute. In the USA.
higher doses are used: a dose of 20 to 40 me is given by rapid intravenons or infranmscular injection, repeated as
NECESSATy.
ADVERSE EFFECTS:
Adverse effects are commen with hydralazme. particularly tachycardia, palpitations, angina pectoris, severe
headache, and gastrointestinal disturbances such as anorexia, nansen, vomiting. and diarthoea. These adverse
eflects, and fushing, dizriness, mnd nasal congestion, which oconr less oflen, may be seen at the start of
treatment. especially if the dose s increased quchl) Thcy gmcmlly stbside with continued eatment. Other less
common adverse effects melude orthostatic hyg A with oedema and weight gain,
conjnactivitis, lachrymation, tremor, and mmscle cramps, Hydralazine mﬁydcplﬁe pyndoxme in the body. ani
can produce peripheral newropathy with munbness and tingling of the . Oce it
blood dyserasias. haemolytic anaemia, difficulty m unnating, glomernlonephritis, constipation, 1Jamlvhc ileus,
depression. and anxiety oocur
Hypersensitivity reactions including fever, chills. prumts, and rashes have been reported, and eosmophilia may
oceur, Auntinuclear antibodies may develop after prolonged vse of large doses, and a condition resembling SLE
may ocenr, The incidence is greater in slow acetylators, patients with renal impairment, women, and patients
raking more than 100 mg of hydralazine daily. The I usnally disappear when the dnog 15 withdrawm:
soumie patients may reguire teatment with corticosterids. Acute over dosage may produce hypotension.
rachycardia,
myocardial ischaemia, arrhythimias, shock, and coma,




