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USP/NF

BP

IP

Eur. Ph.

FP

DAP

JP

United States Pharmacopeia and National Formulary

British Pharmacopeia

International Pharmacopeia

European Pharmacopeia
Frensh Pharmacopeia
Germany Pharmacopoeia

Japenese Pharmacopeia
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Browse: British Phamacopoeeia 2009
British Pharmacoposia Yolume | & 11

Monographs: Medicinal and Phamaceutical Substances
Acebutolol Hydrochloride

Acebutolol Hydrochloride

General Notices

(Fh Eur monograph 087 1)

o CHa
H OH
ﬂ\)\_/”

o 1 e
/\\,/JI\ CHs
HyC

M
H and enantiomer

C,sHsN-O, HCI 3729  34381-68-5

Action and use
Beta-adrenoceptor antagonist.

Preparations
Acebutolol Capsules
Acebutolol Tablets

Oy Frer
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DEFINITION

N-13-Acetyl4-[(2RS)-2-hydroxy-3-[( 1-methylethyl)amino]propoxy]phenyl]butanamide
hydrochloride.

Content
99.0 per cent to 101.0 per cent (dned substance).

CHARACTERS

Appearance
White or almost white, crystalline powder.

Solubility

Freely soluble in water and in ethanol (96 per cent), very slightly soluble in acetone and in
methylene chlonde.

mp

16
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IDENTIFICATION
First identification B, .
Second identification A, C, [
A Uhltraviolet and visible absorption spectrophotometry (2. 2. 25).

Test solution Dissolve 20.0 mg in a 0.1 per cent Vv solution of hydrochlonc acid H and dilute
to 1000 ml with the same acid solution. Dilute 5.0 ml of this solution to 100.0 ml with a 0.1 per
cent Vv solution of hvdrochforic acid R.

Spectral ranges  220-350 nim.

Absorption maxima AL 233 nm and 322 nm.

Specific absorbance at the absomtion maximorm 555 to 605 at 233 nm.
B. Infrared absorption spectrophotometry (2.2 24).

FPreparation Discs.

Comparison acebutolol hivdrochloride CRE.
C. Thin-layer chromatography (2. 2. 27).

Test solution Dissolve 20 mg of the substance to be examined in rmethano! A and dilute to 20
ml with the same solvent.

Reference solution (a) Dissolve 20 mg of acebutolol hydrochloride CRE In methanol K and
dilute to 20 mil with the same solvent.

Reference solution (b)) Dissolve 20 ma of pindolol CRS in methanol K and dilute to 20 mil with
the same solvent. To 1 mil of this solution add 1 ml of reference solution (a).

Flate TLC silica gel Fzsy plate K.

Nobile phase Perchiorc acid R, methanol R, water K (5395600 WVAA)
Application 10 pl.

Development Ower 3/4 of the plate.

Dinying  In air.

Detecticonn  Examine in ultraviolet light at 254 nm.

Swsterm switabity  The chromatogram obtained with reference solution (b) shows 2 clearly
separated principal spots.

Reswits The pnncipal spot in the chromatogram obtained with the test solution is similar in
position and size to the pnncipal spot in the chromatogram obtained with reference solution

(a).

r“l,fi/niunc; remctinm % nf crhilondoaee ©2 3 1)
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Loss on drying (2.2.32)
Maximum 0.5 per cent, determined on 1.000 g by drying in an oven at 105°C for 3 h.

Sulphated ash (2.4.14]
Maximum 0.1 per cent, determinedon 1.0 g.

ASSAY

Dissolve 0.300 g in 50 ml of ethanol (96 per cent) K and add 1 ml of 0.1 M hydrochloric acid .
Carry out a potentiometric titration (2.2.20), using 0. 1 M sodium hydroxide. Read the volume
added between the 2 points of inflexion.

1 mlof 0.1 M sodium hydroxide is equivalent to 37.29 mg of CygHxCIN,O,.

STORAGE
Protected from light.

18
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CAPSULES

Soncral MoStcas
(Ph Ewr mormograods i 76l

Capsiries comoly with the requiramments of the Evropaary Phiarmacopoaa. T IS0 reguiraimartis
are reprodced badlow.

~h Eur

T he raguyrevrrartts of s monograodt OO nol mracassarmy S0y o proparabions sl aro
prasairriod as capsales rfandaed for wse othier ftharn by oral agdmrwsirator. Hoequiirsmeaents for
sl prepara iorns may Do found, where aoporoomane, i offior general momnographs, for
aexampie Hoects! proparaions (7 1745) sand Vagins' oroparaions (77650

DEFINITICHN

Cap=ulass are solid praparat:ons with hard or soft shaells of varnows shapoes and canacitios,
usually containing a single dose of actve substance(s). Theay are intenrdaed for oral
administration.

The capsula shalls are meadsa of gelatin or other substances, the consistancy of which may ba
adjusted by the addition of substancos such as gliycarol or sorbitol. Excipiants such as
surface- active agenis, opaque fillars, antimicrobial presorratives, swoatenars, colourimg
matter awtfworisad by the compatant authority and flavouring substances may o addaed.
capsulas maEy Doaar surfacse markings.

Tha contaents of capsulas may ba solid., iowid or of a paste-liks consistoncy. Thay consist of
e or more acthve subsiancaes with or without excipients such as solvants. dileents, lubrncants
and disintegrating agaenis. Tha contenis do ot cause detaroration of the shall. Tha shall,
howowar, is attackoed by tha digastivs fluids and the contants ars relaassd .

W hars asoplicabls, contanars for capsubes compby with the resguirameants of Adstorma's wsad for
the manufaciures of comdainers (2 7 and sub=secions, and Cormdainers (5.2 and subsections,

Sovaral categories of capsulas may be distinguishad:

— hard capsulas;

— soiit capsulkeis;

— gastro-resistant capsulas:
— micdified-reloass capsulas;
— cachots.

PRODUCTICMN

In the manufacture, packaging, storage and disirbution of capsules,. suitables measures ara
faken to ensure thair microbial guality; recommandations on this aspect are provided in the

taxit on Adicrobiciogica’ qualty of pharrmacouhical proparaliions (5. 7.5

https://manara.edu.sy/
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symbol unites e
gtts Drops allad
m minim Bylad
g Gram plyt

mg Milligram e

pg Microgram 2

gr Grain dxad

mL Milliliter o

Oz Ounce WY

Ib libra Lol

pL microliter 9,8

L Liter A
gallon gal Oyl
tbsp (T) tablespoon elus> daale
tsp (t) teaspoon gl daale

dr dram @2y
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Table 9-1. Prefixes for Fractions and Multiples of S1 Units
Fraction Prefix

10-1
10-2
10+
106
10°#
1012
10-13
1014

deci
centi
milli
micro
nanoc
pica
femto
atto

Symbol  Muliiple
d 10

10
102
106
109
1012
1015
1018

m oD 3 = 3 0O

https://manara.edu.sy/

Prefix

deka
hecto
kilo
mega
giga
tera
peta
exa

Symbol
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metric system ALl a Uil

apothecary system dugall allas

arabic weights au 2l 159!
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Metric system g ALl aUaill / poleddl dolas!

A Slas o) o sseiun
&u)j—" Busg

A paz." Busg

Ao dglatl fusg o

1 Liter 1000 Milliliters(mL)
1 Gram 1000 Milligrams(mg)
1 Milligram

1000 Micrograms(mcg) pg

25
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Metric system g | allaill / poledll dolas!

AL A LAt o UasY s oy

Ladls 508 8> milliliters A Ao e &1l (mL) of Liter i Ao A1 (L) LS cumy v/
(not | or ml) 3pie 8,>K uuly

alyko,See e JIdl Lais¥ls (mg ) milligrams alye e e JIad 3 Lais¥l o Goyaddl v
(pg ) micrograms

(cc ) sbars¥ ! puseind ¥ LT ¥) Ja 1 g9lua (cubic centimeter) *os 151 (o p&fdl de
(mL) ;bars¥l Lails ausius dic Lo geg milliliters ol Aldd e aI¥us
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Apothecary systemaaall allas / ldll dolas!
AL Sl gl Ay
(gr) (grain) a=esll v/
(oz) (ounce) uasgdl v
(Ib) (pound) wigldl v/

(gal) (gallon) & gLl v

weight volume
grains ounces
pounds minims

drams

https://manara.edu.sy/



28

Arabic weights _yyall aUadl/ poleall dalas]

2 G 3eY pasiay
($212~) 43981 v

(¢ 1282) 28¥

(3 5264) Jbo)Jl v
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volume

ads drops (gtt)

L& 4aals teaspoon (tor tsp)

¢l 4dals tablespoon (T or tbsp)

4l asgl ounces (oz)

iy 8 Cup

il pSLAS) AUAL / yoledll 2olas)

Household system units of measure

https://manara.edu.sy/
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Metric system

1 Liter 1000 Milliliters(mL)
1 Gram 1000 Milligrams(mg)
1 Milligram 1000 Micrograms(mcg)
1 Kilogram 2.2 pounds(lbs.)
5mL 1 Teaspoon (tsp)
30 mL 1 Ounce (oz)
240 mL 8 0z.or1cup
500 mL 16 oz.
1000 mL 1 quart
4000 mL 4 quarts or 1 gallon

Apothecary system Household system
1mg 1/60 grain TmL 15 drops
60 mg 1grain
1000 mg 15 grains >ml Tesp
0.06 mL 1 minim (min) 15mt 1Tbsp
10z 15 drams 8 0z Tcup
10z 28.35g
11b 16 OZ
11b 453 ¢g

https://manara.edu.sy/




Examples

» Examplet: Convert 154 [b into kg
(kg) 55 J1 (b) wisls 154 J3> >

1kg = 221b
Xkg = 1541b

X=(154*1) /2.2 = 70Kg

31
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Examples

4 ExampleZ: Convert 5.2 L into tsp.

5mL
521L

5200 mL =
X = (5200 *1)/ 5= 1040 tsp

32

1 tsp
X tsp

XtSP

(tsp) sl 4aale JI (L) Ad 5.2 J5> P
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Vohmetric Flask

TR ....|....|....|1

Buret Graduated Cylinder Graduated Pipet
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