150 Alumina / Official Monographs

» ARSENIC, Method [ (211) |
Standard preparation: Prepare as directed in Arsenic

(211), except prepare it to contain 5 ug of arsenic in-

stead of 3 ug.

Test preparation: Dissolve a portion of Oral Suspen-
sion, equivalent to 0.5 g of aluminum hydroxide
TAI(OH);], in 20 mbL of 7 N sulfuric acid.

Acceptance criteria: NMT 10 ppm, based on the alu-

minum hydroxide [A{OH);] content

1 -
. " L - - [T wat s m ] - - LT 4 L M [ Hom ] o ™ P . .
. [ BN . £ L} ' PR S s LT Goh L -2 - ' , 0 oL i ZIH-\.- B S IS e ":. T A f N A A b - -
. u . P - R . ! - - i - - A T LR "‘1 3 b . .‘_‘:" - ", IL-'.. - :":-5 .] _Lt "".'L"'-\. Lt R N T T R B ".\,I'\-:l < oam oy, % .- b 3 ".;_
' - e - H " =
. - ; . , ; i vhon . ! ot 3 A ! . .
' P N T ' . .
Yo P y M7 . — = ﬂ - - - ; e .. - U g ";l "i.:'\-' A -'-\.-"": "-F-':' =t \'r{ l\.': Y ..-' i I-\. - : ' . I
L . ' '
< 2 = " e ' B T TR L o e, e ey . T, S E-..-.-'\- Ty kN an.":": L. — ~
- i [ L R P e Il - S A I R T A B N L (R M P i L = L A I D, T D
v - ] e T R L wiimra ST T R P R 1 P I pR P
- - oL, . - . T e Al T e e AL W T et B . =TV N ok r
. o, e - - ., P S, . ; e T = T 2 T T T - L R T e A -'-:'-'.:-'- i i L T A "
- . ot o . N .o . L = ~ .- A T e . LR AT . g L LE s e . -t 1o E M- P '
K - - - : . L T otieg . .
- - o - [ L e - .

- ) R i . on e e I L N P
. [ .o, W [ - L 4" - e, San M L - N
" ) IR " on, O k] [l - Al
b £ 4 - = [ 1 b
- 1 oy o a ] - ko ." B " -
e - i WA
.2 " e . i A A e " . - e x P~ Y
] ] ' L ER LN P ~ o - - =, P
o & = + - SR LU R R N P Y, .k,
. 7 ) - B * » P -
__,.;.--.".-__ :--..-I'L__ =R i e N PO ok e B kit R > A BT X ,
waet 7 N A Wt - . o . - -- Ve P ' P - - ' ' — - -
LT . T -\.':1-% L LAPRC I T ety F oA, e T LS ; . . v .\,1"' Bl o T -, . o L : N e T DA L ey,
i - P - - Py - = .'ﬁ.'_.' [ ." - e " R - - - - . " - . ERue e - ." "
R SR - LT R S e sttt oL NS i L LA LT T o e ot e ke - TN, N 5 K Tt [ T LU
. . e g, - v ) . H -
- ' - iy, r [ R . - Py = Y PR 1 - - PR n L H b 1N 3 = -
. T - = - . . i T A P by ) % I P e o TR F..F " A i N ER R R o L
. - A~ - c i - - -\.& TS = - L . - + . - . - A -X. - 15 - N - s L = B i
L - - AL b Rl I e s i et - ] e R e e A e T e R L I R ety 2 et
BrIvL T dew ot Vg oA mst A e R R L S Lo trE s IR P S e A e L T S T S M . v o
oL L T A . S el g e - H - N h
- :‘_":"5 R A T R I T X P W BOR e Do wgar s e gntad gt 0T E R VORI Ty 0 - - =T ’:!;;_._.\,___.\_. P .. R LRI I 3 ':.-!_J-\.__..- TR e e
< [ R - - ; [T - el P AT ., - Y . e 1 i - I L LT - IR P WL A
N 3 . L. \ 4 . e T x A B - - . i gy ] A o
e il : g n L S Oy . : ; Ay N S S t
- I M. Ed - " w (O TR - - . ' - - - ) . . i
. A | I3 TR ik e " E " A ] g '
i EI - . N -, .;!.:. . _.;.IU_\. __.‘-\. A :-q,'\- by = R XL T '\.‘ - - -\.:' s - ¥, - 3
R . ol s - P . o A . : .
A, IR S H H et E R A T I TR R - w a .o 7 - - S A oy T ey . T e e
- 4 L . v R 3 ' - s T et I R I T TR
p vae g el
=T,
2

-
WA TR e 1 -3 PR Toeale e 3
[ g . T T S G R LT gt - - L, T ; . RN L x PR
™. K ""'-' - T Tl TN o Az o W T '-._E y el e T CE S e T T : PR *.L;.-"-'-' '-"'":_.-:,,_.-.- \.__.;.- 'C‘E'-'" o *;‘._"'-_-: "-:.; e P o BeR AL
PR N N AR R G SR S o TR S I L g R e Fue ¥ okt 2 1 L I gl " i R i :
- HL ; - - s s o i [ R AT - - ' - -r . ' e i : - BY B B -
" i PR PR O Foel L T i i I T B o ] o RF AR B . e o . EF I P b
= ) I b F= Ak F LS K e FL ~ % S et Bl 5 - = P N - P s R R R B 3 RN ook,
LT v R B I R A L R LT LY S T 3 T e LW A N - I L
L oS R CO s T LI R L S e o - R K I L PR L RN o o i T U TR LV L T AT
M "a.'-}-h"- . A *-._:-" LR F RN P ".-\.#‘ﬁ -\.-\.‘!«. = e W] _{\.1'\.1-\:_:.'_':'\. " _,t_c- ~ . -;"\-._-. - Il:- ':l'j-' 5_1:1_: [ ;__._1-' _.-3.'._.-.\;..._:-\.._:.\._.\_':__“.__%_“_ - N: !
' ' - - . I x ' - - - - [ ] PR ) FreR P . v [
L) LY Al "~ "~ - - - s 1 L
a ; )ﬂ e | E‘a e LR A & N 1 ey ok G e 3k N SR S e i £ 3 ¥4 IS e TERE WF W o oo Akl
- SO 2 pacl PR 3 - : : nhon . b . H - b B . el
- XA - L - P LT h - . ' b - - - TR N [ - G
- - Er 2 . R - ' a - ) A - - - L - - b - - . -
k " - " b1 = s s e f«. - L, e ') o - 4 i bt =2 Wy i .y s - -2 . PIEE:r JORRA b H ! e
e D U L R A 'ff E A R i A B R AT S~ A R R e L LA S ST A L v
.
> oE [t [
- W . P '\';-\.: -E
b - ~ L9
':-\.F - : It DL
o R o
j - b 2 T
- :"2\? RN e - oA T " I I L L LR T - [ Iy L " e ' - - [P ' (Y] [ - - . P A
: Apm I gt e Pl REe R T N S P BTG S W R A ALl SO S A o T AL A L S O R T P T B S I S F I
L L n = o F . < - Ll - T amn, -7 Al L T o b - - . Fl s [l L g Fr LU T ] N
4 VT N A T P 1 N - T -:-.'E-'-._-:-ﬂ" e eae N F ) *-':'-:;- o A T L1 -E" . LT L =L PR D LRI NI S
. g = I , T L e 7 S ok R A e s : e I , v iy o
g By . Tk - - ey - ' w P BT -, - . . ot ' ok e . -
2 e N i . - ' bl 1B r l.i-' ' E I ! = N n ' i - - . 2. ' P E
:ﬂ-:' :ﬂa- -*-,}._g'-: -:,:a i - o e Ll LT S S B . ko o . TR A i A ]
LR y ¢ L W ._.""::1 puainl i Tt 3 - ' L :'f' e I T :. T Lﬁc% e e, e g -\.'-.-,: . ':,.\,':F".\_.L- ] --"",'- i L ':1 sl AL L h P - "L
. .E_j_ﬂ;u -\.;__j_.l._____ _.-_-; [ :E-\."--\. ?{ -\.'::,, - r':"\-"‘!" S W e ) . _.I:- H sl =g L . T = vt . __d__'\-;?-_.\, . -m-'r_l- ",_‘-.;'::.--..' ﬁ-;:"-. :-\--.- IR T P R R 3 :-'.1- z.-\.l E"-'.\.'"l--' : Rty TEl =
L. Vo
o B

e

Al -

-'-""'\-"\-'_'\.-_."-'

[

L R L b

- .

n S T

' 3L

v

L i

L S LM PR = Ty - oot a3 [ A - . ' b

D Es " 'n . 4 R S LY L] =i 'n ] bl o ~ e i et [ ' e 5 . " -

agbnn L I R R AR PR Y SR A 75! "i AN T SO N e T e T M T TR et BT Ly L RRT L T ey

b 1 ol ol - - ., - - LR P | - ) - - b - - =
G 3 ..;"'\. l:';' .\_"-.:-"'\-.\,:'2'.-5-\-'\- '..\_'.;_. v o it k__ - v i - A ﬁ;ﬁ' ¥ - Mo :'\'.\"I.' " -h-'v--'}-\- S .\,__.1;-.1': R o i __.:
- ' 1 - 3 - by ¥ - - - ' - oF It - - L L 1 - L'
- L o o - - B e T - - F0"H% - 4-F K. - ol CERE L - B - EE Lo ol - -'F - b 1

LR ARAE T LU I BL Ry Sl - ot Rl Ll K2 TRl 3 St ol LAt % *-@'ffﬁiiazﬂa ~EANEZ RS
LES .-\.l__h'\- - - - - o “- a Sl afle b LI P S - L. N L -~ LU A ¥ R & - B - 3 2 no A ket

SPECIFIC TESTS

MICROBIAL ENUMERATION TESTS (61) and TESTS FOR SPEC-

FIED MIICROORGANISMS (62): lts total aerobic microbial
count does not exceea 102 cfu/mL, and it meets the re-
guirements for the absence of Escherichia coll.

o PH (791): 7.3-8.5

» ACID-NEUTRALIZING CAPACITY (307)
Acceptance criteria: The acid consumed by the mini-

mum single dose recommmended in the iabeling is NLT

5 mEg, and NLT the number of mEqg calculated by the
formula:

Result = 0.55 % {F,q X A) + 0.8 X (FM X l\/f)

Fa = theoretical acid-neutralizing capacity of
aluminum hydroxide [AI{OH)s], 0.0385 mEg

A = amount of aluminum hydroxide [AI(OH)s] in
the specimen tested, based on the labeled
quantity (mg)

Fu = theoretical acid-neutralizing capacity of
magnesium hydroxide [Mg(OH),], 0.0343
mic

M = amagm of magnesium hydroxide [Mg(OH)2]
in the specimen {ested, based on the labeled

guantity (mg)

ACKAGING AND STORAGE: Preserve in tight containers,

and avoid freezing.
LageriNg: Oral Suspension may be labeled to state the
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aluminum hydroxide content in terms of the eguivalent
amount of dried aluminum hydroxide gel, on the basis
that each mg of dried gel is equivalent to 0.765 mg of
aluminum hydroxide [Al(OH)s].

DEFINITION
Alumina and Magnesia Tablets contain NLT 90.0% and
NMT 110.0% of the labeled amounts of aluminum hy-

droxide [Al(OH);] and magnesium hydroxide [Mg(OH):].

o A. IDENTIFICATION TESTS—GENERAL, Magnesium (191)
Sampie solution: To a 0.7-g portion of finely powdered
Tablets add 10 mL of 3 N hydrochloric acid and 5 drops
of methyl red TS, heat to boiling, and add 6 N ammo-
nium hydroxide until the color of the solution changes
to deep yellow. Continue boiling for 2 min, and filter.
Acceptance criteria:  The filtrate meets the

requirements.

USP 41

D. IDENTIFICATION TESTS—GENERAL, Aluminum (197

Sample solution: Wash the precipitate obtained in
ldentification test A with hot ammonium chloride solu-
tion (1 in 50), and dissolve the precipitate in hydrochlo-
ric acid.

Acceptance criteria: The solution meets the

requirements.

ASSAY
ALUMINUM HYDROXIDE

Edetate disodium titrant: Prepare and standardize as
directed in Reagents, Volumetric Solutions, Edetate Diso-
dium, Twentieth-Molar (0.05 M).

Sample solution: Finely powder NLT 20 Tablets. Trans-
fer a portion of the powder, equivalent to 1200 mg of
aluminum hydroxide, to a 150-mL beaker. Add 20 mL
of water, stir, and slowly add 30 mL of 3 N hydrochloric
acid, Heat gently, if necessary, to aid solution, cool, and
filter into a 200-mL volumetric flask. Wash the filter
with water into the flask, and add water to volume.

Analysis: Pipet 10 mi of the Sample solution into a
250-ml beaker, add 20 mL of water, then add, in the
order named and with continuous stirring, 25 mL of
Edetate disodium titrant and 20 mL of acetic acid-am-
monium acetate buffer TS, and heat near the boiling
noint for 5 min. Cool, add 50 mL of alcohol and 2 mL
of dithizone TS, and mix. Titrate the excess edetate di-
sodium with 0.05 M zinc sulfate VS until the color
changes from green-violet to rose-pink. Perform a blank
determination, substituting 10 mL of water for the Sam-
nle solution, and make any necessary correction. Each
mL of Edetate disodium titrant is equivalent to 3.900 mg
of aluminum hydroxide [Al(OH);].

Acceptance criteria: 290.0%-110.0%

WIAGNESIUM FIYDROXIDE

Sample solution: Prepare as directed in the Assay for
Aluminum Hydroxide.

Analysis: Pipet a volume of the Sample solution, equiva-
lent to 40 mg of magnesium hydroxide, into a 400-mL
beaker, Add 200 mL of water and 20 mL of triethanola-
mine, and stir. Add 10 mL of ammonia—ammonium
chloride buffer TS and 3 drops of an eriochrome black
indicator solution (prepared by dissolving 200 mg of er-
iochrome black TS in a mixture of 15 mL of triethanola-
mine and 5 mL of dehydrated alcohol), and mix. Cool
the solution to between 3° and 4° by immersion of the
beaker in an ice bath, then remove, and titrate with
0.05 M edetate disodium VS to a blue endpoint. Per-
form a blank determination, substituting 10 mL of water
for the Sample solution, and make any necessary correc-
tion. Each mL of 0.05 M edetate disodium consumed is
eguivalent to 2.916 mg of magnesium hydroxide
[IMg(OH).].

Acceptance criteria: 90.0%-110.0%

DISINTEGRATION (701)
Time: 10 min, simulated gastric fluid TS being substi-
tuted for water in the test
Acceptance criteria: Meet the requirements
o UNIFORMITY OF DOSAGE UNITS (905): Meet the require-
ments for Weight Variation with respect to alumina and
to magnesia

SPECIFIC TESTS

o ACID-NEUTRALIZING CAPACITY (307): The acid consumed
by the minimum single dose recommended in the label-
ing is NLT 5 mEg, and NLT the number of mEq calcu-

lated by the formula:
Result = 0.55 X (Fa x A) + 0.8 x (Fy x M)

Fa = theoretical acid-neutralizing capacity of
aluminum hydroxide [AI(OH)3], 0.0385 mEg
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