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combination preparations with antihistamines and decongestants
for the symptomatic relief of symptoms of the common cold.
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Preparations

BP 2008: Atropine Eye Drops; Atropine Eye Ointment; Atropine Injection;
Atropine Tablets; Morphine and Atropine Injection;

USP 31: Atropine Sulfate Injection; Atropine Sulfate Ophthalmic Oint-
ment; Atropine Sulfate Ophthalmic Solution; Atropine Sulfate Tablets;
Diphenoxylate Hydrochloride and Atropine Sulfate Oral Solution; Diphe-
noxylate Hydrochloride and Atropine Sulfate Tablets.

Proprietary Preparations (details are given in Part 3)

Arg.: Endotropina; Klonatropina; Austral.: Atropt; Belg.: Stellatropine;
Braz.: Atropion; Sulfatinat; Canad.: Atropisolt; Fin.: Oftan Atropint;
Ger.: Atropinolt; Dysurgal; India: Bell Pino-Atrin; Indon.: Isotic Cycloma;
Israel: Atrospan; Malaysia: Atropt; Mex.: Atro Grint; Atro Ofteno; At-
ropisa; Tropyn; NZ: Atropt; Port.: Atropocil; Switz.: Bellafit N; Skiatro-
pinet; Turk.: Atrosol; USA: AtroPen; Ocu-Tropine; Sal-Tropine; Venez.:
Atropicelt.

Multi-ingredient: Arg.: Asmopult; Otorinazolt; Saldevat; Trixolt; Yanal;
Austral.: Donnagel; Donnalix; Donnatab; Neo-Diophent; Austria: Causat;
Ichtho-Bellol; Lactolavol; Myocardon; Braz.: Espasmocron; Neogrein; Or-
migrein; Sedabelt; Tonaton; Vagostesyl; Chile: Buton; Dipatropin; Dispas-
molt; Dolospam; Papatropint; Cz.: Spasmoveralgin Neot; Ger.: Ichtho-
Bellol compositum St; Ichtho-Bellolt; Mydrial-Atropint; Hong Kong: Vir-
ulex Forte; Hung.: Meristint; India: Atrisolon; Brovon; Pino-Cort; Indon.:
Aludonna; Israel: Patropin; Spasmalgin; Ital.: Cardiostenol; Deltamidrina;
Genatrop; Mex.: Paliatil; Redotex; Redotex NF; Pol.: Tolargin; Port.: Cos-
maxilt; S.Afr.: Colstat; Donnatal; Famucaps; Millerspas; Virobist; Spain:
Abdominol; Midriati; Sulmetin Papaver; Sulmetin Papaverinat; Tabletas
Quimpe; Swed.: Dilaudid-Atropin; Switz.: Dilaudid-AtropinT; Dolopy-
rinet; Nardyl; Spasmosol; Thai.: Alkamine; Alumag; Alupep; Donnatal;
Droximagt; Stomac; UK: Actonorm; Brovon; Nerve Agent Antidote L4A|;
Valonorm; USA: Accuhist LAT; Alkabel, Antispasmodic Elixir; Atrosept;
Barbidonnat; Bellahist-D; Bellatal; Dolsedt; Donnatal; DuoDote; Emergent-
Ez Hyosophen; MHP-A; Prosed/DS; Stahist; Susano; Trac Tabs 2XT; UAA;
Uridon Modifiedt; Urised; Uriseptic; Uritact; Venez.: Butropina; Carbargal
con Atropina; Eumidral; Fenopol.
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Used as an adjunct in: Austral.: Lofenoxal; Lomotil; Braz.: Colestase; Lo-
motil; Canad.: Lomotil; Cz.: Reasec; Fr.: Diarsed; Hong Kong: Dhamotil;
Dimotil; Lomotil; Hung.: Reasec; India: Lomofen; Lomotil; Irl.: Lomotil;
Malaysia: Atrotilf; Beamotil; Dhamotil; Lomotilf; Setmotil; NZ: Diastop;
Lomotilt; Pol.: Reasec; Port.: Lomotilt; S.Afr.: Lomotil; Singapore:
Beamotil; Dhamotil; Lomotil; Remodilt; Thai.: Dilomilt; Lomotil; Turk.: Lo-
motil; UAE: Intard; UK: Dymotil; Lomotil; USA: Enlon-Plust; Logen; Lomo-
til; Lonox; Motofen; Neostigmine Min-I-Mix; Venez.: Lomotilt.

Azamethonium Bromide 34N, iNN)

Azamethonii Bromidum; Azaméthonium, Bromure d’; Bromuro
de azametonio; Pentamethazene Bromide; Pentaminum. 2,2'-
Methyliminobis(diethyldimethylammonium) dibromide.
AzameToHus Bpomua,

C3H33BrN3 = 391.2.

CAS — 60-30-0 (azamethonium); 306-53-6 (azamethoni-
um bromide).
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Profile
Azamethonium bromide is a ganglion blocker used in the treat-
ment of hypertension.

Azapetine Phosphate 3ANM)

Atsapetiinifosfaatti; Azapethine Phosphate;  Azapetinfosfat;
Azepine Phosphate; Ro-2-3248. 6-Allyl-6,7-dihydro-5H-di-
benz[c,eJazepine dihydrogen phosphate.

C7sH;;N,H;PO, = 333.3.

CAS — 146-36-1 (azapetine); 130-83-6 (azapetine phos-
phate).

ATC — C04AX30.

ATC Vet — QC04AX30.
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Profile
Azapetine is a vasodilator that has been used, as the phosphate,
in peripheral vascular disorders.

Preparations

Proprietary Preparations (details are given in Part 3)
Mex.: Peridil.

Azelnidipine (iNnN)

Azelnidipino; Azelnidipinum; CS-905. 3-[|-(Diphenylmethyl)-3-
azetidinyl] 5-isopropyl (%)-2-amino- | 4-dihydro-6-methyl-4-(m-
nitrophenyl)-3,5-pyridinedicarboxylate.

AZEAHUAMMIUH

Cy3H34N4Of = 582.6.

CAS — 123524-52-7.

Profile

Azelnidipine is a long-acting dihydropyridine calcium-channel
blocker used in the management of hypertension.

¢ Reviews.

1. Wellington K, Scott LJ. Azelnidipine. Drugs 2003; 63: 2613-21.

Azimilide Hydrochloride Banm, iNNm)

Azimilide, Chlorhydrate d; Azimilide Dihydrochloride (USAN);
Azimilidi Hydrochloridum; Hidrocloruro de azimilida; NE-10064.
I-{[5-(p-Chlorophenyl)furfurylidene]amino}-3-[4-(4-methyl- | -
piperazinyl)butylJhydantoin dihydrochloride.

Asnmmnanaa Mapoxaopuia,

Cy3H,5CINsO5,2HCI = 530.9.

CAS — 149908-53-2 (azimilide); 149888-94-8 (azimilide
hydrochloride).
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Profile

Azimilide hydrochloride is a class 11l antiarrhythmic (p.1153)
being studied in the management of supraventricular arrhythmi-
as. It has also been tried in ventricular arrhythmias.
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Azosemide (UsAN, INN) ®

Azosemida; Azosémide; Azosemidum; BM-02001; Ple-1053. 2-
Chloro-5-(1H-tetrazol-5-yl)-4-(2-thenylamino)benzenesul-
phonamide.

Asocemua,

Cy,H,,CIN,O,S, = 370.8.

CAS — 27589-33-9.

I
Cl
Profile

Azosemide is a diuretic with actions similar to those of furosem-
ide (p.1292) that has been used in the management of oedema.

Bamethan Sulfate (UsAN, iNNM)

Bametanu siarczan; Baméthan, Sulfate de; Bamethan Sulphate
(BANM); Bamethani Sulfas; Sulfato de bametdn. 2-Butylamino- |-
(4-hydroxyphenyl)ethanol sulfate.

BameTaHa Cyabdat

(C13H19NO,),,H,SO, = 516.6.

CAS — 3703-79-5 (bamethan); 5716-20-1 (bamethan
sulfate).

ATC — CO4AA3I.

ATC Vet — QCO4AA3I.
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(bamethan)

Pharmacopoeias. In Jpn and Pol.

Profile

Bamethan sulfate is a vasodilator used in the management of
peripheral vascular disorders.

Bamethan nicotinate and bamethan succinate have been used
similarly.

Preparations

Proprietary Preparations (details are given in Part 3)

Arg.: Dilartan; Braz.: Vasculat; Ger.: Emasex At

Multi-ingredient: Arg.: Flaval; Grafic Forte; Vefluxant; Fr.: Escinogelf;
Ger.: Emasex-NT; Medigelt.

Barnidipine Hydrochloride (innw

Barnidipine, Chlorhydrate de; Barnidipini Hydrochloridum; Hid-
rocloruro de barnidipino; LY-198561; Mepirodipine Hydrochlo-
ride; YM-730; YM-09730-5. (+)-(3'S,4S)- | -Benzyl-3-pyrrolidinyl
methyl | 4-dihydro-2,6-dimethyl-4-(m-nitrophenyl)-3,5-pyridin-
edicarboxylate hydrochloride.

BapHuannvHa Mapoxaopua,

Cy7H,sN3O¢ HCI = 528.0.

CAS — 104713-75-9 (barnidipine); 104757-53-1 (bar-
nidipine hydrochloride).

ATC — CO8CAI 2.

ATC Vet — QCO8CAI 2.

(barnidipine)



Profile

Barnidipine is a dihydropyridine calcium-channel blocker with
general properties similar to those of nifedipine (p.1350). It is
given orally as the hydrochloride in the management of hyper-
tension (p.1171). The initial dose is 5 to 10 mg once daily, in-
creased, according to response, to a usual maintenance dose of
10 to 20 mg once daily.

O Reviews.

1. Malhotra HS, Plosker GL. Barnidipine. Drugs 2001; 61: 989-96.
2. Liau CS. Barnidipine: a new calcium channel blocker for hyper-
tension treatment. Expert Rev Cardiovasc Ther 2005; 3: 207-13.

Preparations

Proprietary Preparations (details are given in Part 3)

Arg.: Dilacort; Belg.: Vasexten; Cz.: Vasexten; Gr.: Vasexten; Ital.: Libra-
din; Osipine; Vasexten; Jpn: Hypoca; Neth.: Cyress; Libradin; Vasexten;
Philipp.: Hypoca; Port.: Cyress; Libradin; Vasexten; Spain: Libradin;
Thai.: Hypoca.

Bemetizide BAN, iNN) ®

Bemetizida; Bémétizide; Bemetizidum; Diu-60. 6-Chloro-34-di-
hydro-3-(a-methylbenzyl)-2H- | 2,4-benzothiadiazine-7-sulphon-
amide |, |-dioxide.

bBemeTtnana,

CsH ,CIN3;O,S, = 401.9.

CAS — 1824-52-8.
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Profile

Bemetizide is a thiazide diuretic (see Hydrochlorothiazide,
p.1307) that is used, often with triamterene, in the treatment of
oedema and hypertension.

Preparations

Proprietary Preparations (details are given in Part 3)
Multi-ingredient: Belg.: Diucombt; Ger.: dehydro sanol tri; Diucomb.

Bemiparin Sodium @an; inn

Bemiparina sédica; Bémiparine Sodique; Bemiparinum Natricum.
BemunapuH Hatpui

CAS — 9041-08-1.

ATC — BOIABI 2.

ATC Vet — QBOIABI 2.

Description. Bemiparin sodium is prepared by alkaline degra-
dation of heparin obtained from the intestinal mucosa of pigs.
The majority of the components have a 2-O-sulfo-4-enepyrano-
suronic acid structure at the non-reducing end and a 2-N,6-O-di-
sulfo-p-glucosamine structure at the reducing end of their chain.
The average relative molecular mass is about 3600 (3000 to
4200). The degree of sulfation is about 2 per disaccharide unit.

Units
As for Low-molecular-weight Heparins, p.1329.

Adverse Effects, Treatment, and Precau-
tions

As for Low-molecular-weight Heparins, p.1329.
Severe bleeding with bemiparin sodium may be re-
duced by intravenous protamine sulfate; 1.4 mg of pro-
tamine sulfate is stated to inhibit the effects of
100 units of bemiparin sodium.

Interactions
As for Low-molecular-weight Heparins, p.1329.

Pharmacokinetics

Bemiparin sodium is rapidly absorbed after subcutane-
ous injection with a bioavailability of about 96%. Peak
plasma activity is reached in about 2 to 4 hours, de-
pending on the dose. The elimination half-life is about
5to 6 hours.

The symbol T denotes a preparation no longer actively marketed

Azamethonium Bromide/Benazepril Hydrochloride 1223

Uses and Administration

Bemiparin sodium is a low-molecular-weight heparin
(p-1329) with anticoagulant activity. It is used for the
prevention and treatment of venous thromboembolism
(p-1189), and to prevent clotting during extracorporeal
circulation.

In the prophylaxis of venous thromboembolism dur-
ing general surgery with moderate risk, bemiparin so-
dium is given subcutaneously in a dose of 2500 units
once daily, with the first dose given 2 hours before or 6
hours after surgery; in patients undergoing orthopaedic
surgery with high risk of thromboembolism the dose
should be 3500 units initially and then once daily.
Treatment should be continued for at least 7 to 10 days
and until the patient is fully ambulant. For treatment of
thromboembolism, a dose of 115 units/kg is given sub-
cutaneously once daily.

In some countries bemiparin sodium is used for proph-
ylaxis in non-surgical patients at moderate or high risk
of venous thromboembolism, a dose of 2500 or
3500 units being given daily according to risk. Bemi-
parin sodium is also used in some countries for second-
ary prevention of venous thromboembolism in patients
with transitory risk factors, a dose of 3500 units being
given daily for up to 3 months as an alternative to oral
anticoagulant therapy.

For the prevention of clotting in the extracorporeal cir-
culation during haemodialysis, bemiparin sodium is
given into the arterial side of the dialyser in a single
dose of 2500 units for patients weighing less than
60 kg and 3500 units for patients weighing more than
60 kg.

O References.

1. Kakkar VV, et al. A comparative double-blind, randomised trial
of a new second generation LMWH (bemiparin) and UFH in the
prevention of post-operative venous thromboembolism. Thromb
Haemost 2000; 83: 523-9.

. Chapman TM, Goa KL. Bemiparin: a review of its use in the
prevention of venous thromboembolism and treatment of deep
vein thrombosis. Drugs 2003; 63: 2357-77.

3. Martinez-Gonzalez J, et al. Bemiparin: second-generation, low-
molecular-weight heparin for treatment and prophylaxis of ve-
nous thromboembolism. Expert Rev Cardiovasc Ther 2008; 6:
793-802.
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Preparations

Proprietary Preparations (details are given in Part 3)

Arg.: Badyket; Cz.: Zibor; Gr.: Ivor; lvormax; Hung.: Zibor; Ital.: vor;
Port.: lvor; Spain: Hibor; UK: Zibor:

Benazepril Hydrochloride
(BANM, USAN, rINN)

Benatsepriilihydrokloridi; Bénazépril, chlorhydrate de; Benazepril
Hidroklorir; Benazeprilhydroklorid; Benazeprili  hydrochlori-
dum; Benazeprili Hydrochloridum; CGS-14824A (benazepril or
benazepril hydrochloride); Hidrocloruro de benazepril. {(3S)-3-
[(15)-1-Ethoxycarbonyl-3-phenylpropylamino]-2,3,4,5-tetrahy-
dro-2-oxo- | H-1-benzazepin- | -yl}acetic acid hydrochloride; |-
Carboxymethyl-3-[ | -ethoxycarbonyl-3-phenyl-( | S)-propylami-
noJ-2,3,4,5-tetrahydro- | H- | (35)-benzazepin-2-one hydrochlo-
ride.

Berasenpuaa Mmapoxaopua
CyaH N, O, HCI = 461.0.

CAS  — 86541-75-5  (benazepril), 86541-74-4
(benazepril hydrochloride).
ATC — CO9AA07.
ATC Vet — QCO9AAQ7.
COOH
o [
H3C\/O (0] N
®
=

(benazepril)

Pharmacopoeias. In US.

USP 31 (Benazepril Hydrochloride). A white to off-white crys-
talline powder. Soluble in water, in alcohol, and in methyl alco-
hol. Store at a temperature below 30°, preferably between 15°
and 30°.

Adverse Effects, Treatment, and Precau-
tions
As for ACE inhibitors, p.1193.

Interactions
As for ACE inhibitors, p.1196.

Pharmacokinetics

Benazepril acts as a prodrug of the diacid benazeprilat,
its active metabolite. At least 37% of an oral dose of
benazepril is absorbed. Benazepril is almost complete-
ly metabolised in the liver to benazeprilat. Peak plasma
concentrations of benazeprilat after an oral dose of
benazepril have been achieved in 1 to 2 hours in the
fasting state or 2 to 4 hours in the nonfasting state. Both
benazepril and benazeprilat are about 95% bound to
plasma proteins. Benazeprilat is excreted mainly in the
urine; about 11 to 12% is excreted in the bile. The ef-
fective half-life for accumulation of benazeprilat is 10
to 11 hours after multiple doses of benazepril. The
elimination of benazeprilat is slowed in renal impair-
ment, although biliary excretion may compensate to
some extent. Small amounts of benazepril and
benazeprilat are distributed into breast milk.

O References.

. Kaiser G, et al. Pharmacokinetics of the angiotensin converting
enzyme inhibitor benazepril HCI (CGS 14 824A) in healthy vol-
unteers after single and repeated administration. Biopharm Drug
Dispos 1989; 10: 365-76.

. Kaiser G, et al. Pharmacokinetics of a new angiotensin-convert-
ing enzyme inhibitor, benazepril hydrochloride, in special popu-
lations. Am Heart J 1989; 117: 746-51.

. Kaiser G, et al. Pharmacokinetics and pharmacodynamics of the
ace inhibitor benazepril hydrochloride in the elderly. Eur J Clin
Pharmacol 1990; 38: 379-85.

. Macdonald N-J, et al. A comparison in young and elderly sub-
jects of the pharmacokinetics and pharmacodynamics of single
and multiple doses of benazepril. Br J Clin Pharmacol 1993; 36:
201-4.
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Uses and Administration

Benazepril is an ACE inhibitor (p.1193). It is used in
the treatment of hypertension (p.1171) and heart failure
(p.1165).

Benazepril owes its activity to benazeprilat to which it
is converted after oral dosage. The haemodynamic ef-
fects are seen within 1 hour of a single oral dose and the
maximum effect occurs after about 2 to 4 hours, al-
though the full effect may not develop for 1 to 2 weeks
during chronic dosing. The haemodynamic action lasts
for about 24 hours, allowing once-daily dosing.
Benazepril is given orally as the hydrochloride.

In the treatment of hypertension, the usual initial dose
of benazepril hydrochloride is 10 mg once daily. An in-
itial dose of 5 mg once daily is suggested for patients
with renal impairment (see below) or who are receiv-
ing a diuretic; if possible the diuretic should be with-
drawn 2 or 3 days before benazepril is started and re-
sumed later if necessary.

The usual maintenance dose is 20 to 40 mg daily,
which may be given in 2 divided doses if control is
inadequate with a single dose; doses of up to 80 mg
daily have been used.

In the treatment of heart failure the usual initial dose
of benazepril hydrochloride is 2.5 mg once daily, ad-
justed according to response to a maximum dose of
20 mg daily.

Administration in children. Experience with benazepril in
children is limited. US licensed product information recom-
mends an initial oral dose of 200 micrograms/kg once daily for
hypertension in children 6 years of age and over. Maintenance
doses up to 600 micrograms/kg daily (maximum 40 mg daily)
have been studied. Insufficient evidence is available to recom-

mend doses for younger children or for any children with creati-
nine clearance below 30 mL/minute.

Administration in renal impairment. In patients with a cre-
atinine clearance of less than 30 mL/minute, the initial dose of
benazepril hydrochloride for hypertension is 5 mg once daily
and the maintenance dose should not exceed 40 mg daily.

The symbol ® denotes a substance whose use may be restricted in certain sports (see p.vii)



