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MYLAN PHARMACEUTICALS INC

HYDROXYCHLOROQUINE SULFATE
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HYDROXYCHLOROQUINE
SULFATE TABLETS, USP
208 mg*

*(Eseh tablot sontains 208 my

of hydrazyehiorsquine suiiele
oqwivaiont 10 158 mg o Sase)

DESCAIPTION: Wydroxychio-
roquing Sulfate 15 3 whits or
practicaily white crystailing
solid, saluble in water to 3t

least 20 percont.

drug 18 2-({4-{{7-Chloro-4-
quinolyl)amino|pentyijsthyi-
amno} ethano! suitate (1:1).
Hydroxychioroquine Sultate has
2 molecular wawght of 433.98
and 13 represented by the fok
lowing structural formula and
molecutar foemule

2

the following thactive 1ngre-
Gonts: anhydrous [acI008. Crov-

Carmelioes Sodium, glycenyl tn-

atae. hydroxyprooyl methyt-

Ccotiuiose, MIQNESHAT: SIBArEe,
catuiose,

dextross. polyethylene glycol.
POVIION, SOGIM laury! Suilse
and TaMUM 310008,
CLINICAL PHARMACOLOGY:
The drug POSSESSes antimalan-
3l actions and also exens a
ofiect i upus eryihe-
matosus (chronic discoid of
systemic) and aCUA8 OF CIFOME
rheumatoud arthrtrs. The pre-
Cise Mechamam of action 3 not
KnOown,
NICATIER ANO ISABE: Hy-
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Usoge in Preguaney: Usage
", tis drug duning pregnancy
should be

the mnoﬁmq nactive ingre-
dWnts: annydrous iactone. cros-

aextrose, potyethylene glycol.
POVIOONS, SOt lsuryl sultate
ind e,

CLINICAL PHARMACOLOGY:
The drug possesses

anpmatan-

l aclions and aiso exerts a
oftect m

matasus (Chronic discoid or
Systemic) and acute or chrome
rReumaioud arthrrtis. The pre-
134 mechamam of acthon 13 not
knows

]
eIl

CONTRAMDICA

thes drug s contrancecated n
in the presence of retinal or
vIsual fisg Movtadle
10 any 4-ammogumohne com-
pound. (2) ' patients with
known hypersensitivity to 4-
aminoguinciine compounds,
and (3) for long-term theragy m
chidren,

Chioroquine. sometimes in relg-
tively smal doses (0.7S g or 1 g
1N ONe 3-year-0id cheid). Patents
Shouid e strongly warned to
kesp these drugs out of the
8ach of chilgren.

Use of hydroxychioroquine
suifate in pabents weih psoria-
SIS may precipitate a severe
attack of peonasss. When used
n palients with porpnyna the

The preparation showid not be
I 1o oormem o s oo
" judgment

Clan the Denefit 10 the patient
GUtweghs the possible hazare.

ot

" the

caution
palwnat': naving G-6-PD (giy-
cose-8-phosphate dehydroge-
nase) deficency.

OVERDOSAGE: The ¢-amino-

in 30 mimstes. These consrst of
headache. drowsiness. visyat
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\ 00y
. PRECAUTIONS. Gesersl: Ant-
\ maianal compounds should be
used with caution In patients
with hepatic 0isease Or Co-
noksM of In conunction wth
KNOWR REOtetoxic Grugs.
Penodic biood celt counts
. shouid be made 1t oahents are
) b grven Drolonged Merapy, It any
- \ severe Dicod disorder JoDears
)
1

Jp——

wimch 1s not Jnbutadie to the

gisease under treaiment. dis-

connbnuation of the drug Should

be considered. The arug snoud

be administersd with caution in

paents having G-8-PD (glu-

. ‘ cose-6-phosphate aenyaroge-
Lo T nase) oehcHNCY. ...

S ’ OVERDOSAGE: The 4-amino-

~ ) quinohng cOMpounds are very

e e t0C SYmpIDMS My OCCur wiih-
N . R s R n 30 mirutes. Thess consist o
: v . . - neadachs. drowsiness, visual
disturbances. cargiovascular
) collapse. and convuisions. fol-
. lowed by Su00en and Sl res-
pIFatory a0 CIr0iaC arrest. ™
#leCtrocardiogram may reveal
atnat standstilt, nogal rhythm,
arolonged ntraventncuiar con-
gquction ime, and Drogressive
. Dradycardia jeacdng 10 ventncu-
- 1at hibrilation ang/or arrest.
Treatment 13 symptomatic and
must b DFOMOt with mmediate
: evacuation of the stomach by
' emesis (2t home. betore trans-
DOFLANON 0 the NOSIVAN Of Qas-
tnc lavage until the stomach i3
comoigtely emptied. If finely
powoered, activated charcodl 1§
mniroduced by the StomMach tude.
amer 3vage. ang witmin 30 rwn-
utes after ngastion of the tab-
I8ts. 11 May infedrt further foest-
nal ansorption of the arug. To 0s
effective. the dose of actvated
charcoal should e at least fve
. timves the estimated d0se of hy-
droxyeniorogune ingested. Con-
vulgiong, 1if present. shouid
. caniroled defore attemoting

non of an ultrashort-actng bar-

nypotansion, by vasopressor
therapy. Because of the impor-
12nCe Of SUDPOTUNG TESDIANON,
tracheal intubation of frache-
ostomy. foliowed Dy gastnc la-
vage. may aiso be necessary
Exchange transtusions have
Desn U300 10 reducs the ivel of
4-aminoquingling drug sn the
04004d.

A patisnt who survives the
acule phase 3nd 1s asympto-
matic  should be closely
observed for at least six hours.
Fiuis may be forced. ang suth-
cient ammomum chionoe {8 ¢
Gasly 0 dvided 00SES o aGUNS)
may bs adminisiared 107 2 few
Gays to acgidly he unne 10 hep
promote unnsry excretion in
cases of both overdosage and

sensinay.
sy - MALARIA: Clinieal Pharms-
) cology: Lika chioroquine phos-

w pnate, USP. hydroxychioro-
quing sulfate 18 mghly active
. . ganst the erythrocync torms
b of P vivax ana maiariae and
R most strans of P. faiciparum
(but not the gametocytes of P

- {aiciparum).

AR Hydroxychioroquine suitate
does not pravent relapses in
patients with vivdx O Maiaae
malaria because 13 not etfec-
Ve agMNSt exo-erythrocync

- torms of the parasita. NOr wil 1t
Orevent ¥Max OF Malanae infec-
fion when agmimistered as &
prophytache. it & highly effec-
live ag 3 Suppressive agent in
patents with vvax of Malanee
maiana. i terminating acute
attacks. and SQrehicantly lengihy-
enng e mierval Detween ireat-
ment and reiapse. In patients
with faicioersm maiana. 1t abok-
shes the acuts attack and
aftects comolets cure of the -
fection, uniess due 10 2 resistant
stran of P faicsparum
indications and Usege: Hydros-
ychoroquine suilate indicated
for the treatment of acute attacks
NG SUPOIESION of Makana.
WErniagE in recent years. it has
been found that cenn strang
of P falciparum have pecome
resistant 10 4-aminoquinohne
compounds (nNCluding hydroxy-
chioroguine) as shown Dy the
tact that normally adequate

“iiae m1 a taire te acm e e
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T INT %4038 Y dgente
«TN UCOB UM MU T 300
snes tne acute Jttack ang
effects compste cure of the n-
feChon. uniss Gue to 2 resistamt
sranof # facoarum.
Indieations 3nd Usege: Hyorox-
vchiorogquine suitate indicared
for the treztment of acute artacks
ang suopression of maizna
Warmegx: in recent vears. t has
aeen tound Ihat ceran strans
of P 1aeiarem have become
resistant 10 4-aminogquionne
COMEOUNaS (1NLIUONG Mvdroxy-
ChIOroguine) s shown By the
fact thal normally adequate
d0ses nave faled 10 prevent or
cure chnical malana or dara-
sitemia. Treatment with quinine
Or otner speceic forms of therg-
OY 1S theretore a0vised tor pa-
1entS intected with a resistant
Stram of parasites.
Adverss Resstions: Following
the agmitistration in doses aoe
Quate tor the treatment of an
acule malanal 3ttack. mug ana
ransient neadacne. dizziness.
aNa Qastrointestnal comonmnts
(3lATheA. anorexia. naused. ab-
dominal cramps and. on rare
0CC2SIONS. vOmIting) May occur.
Cargiomyopathy has been
rarety reported with mgh oaiy
4033ges 0f hydroxvChioroguine.
Ossage And Administration:
Qne 13biet ot 200 mg of nvarox-
yCRIOTOquIng Suitate 1s equiva-
et 10 155 mg dase.
Msiaria: Suoression’ in agunts.
400 mg (= 310 mg base) on ex-
actly the same day of each week.
0 nfants ang criren. the week-
v siporessive gosage is 5 mg
Caiculated as base. per xg of
D00y weight. but Should not ex-
ceed the adult dose regaroless ot
wegnt.

It circumstances permit. suo-

Oressive therapy should pegin
WO wegNS priof to exposure
However laling thrs. i aduits
an 1nitial doudle (i0ading) sose
of 800 mg (s 620 mg base), or
1 chiidren 10 mg basaxg may
Do 1aken in two diviged doses.
Six hours apart. The suppressive
therapy snould be continued foe
eIgNT weeks after leaving the
engemsc area.
Treatmen: Of The Acute Attack:
in agunis an 1nal dose of
800 mg (= 620 mg dase) to)-
towed by 400 mg (+ 310 mg
Dasel n six 1o eight hours and
400 mg (310 mg base) on each
of two consecutive days (total
2 Q nyoroxychloroquing sulfate
or 1 55 g base). An aiternative
method. emptoying a singie
dose of 800 mg (= 620 mg
ase). nas a0 proved effective

The dosage lor aduits may
IS0 De caiculaied on the basis
of body wewnt: this method s
oreterred for iatants and chil-
gren A 1012l doss representing
25 mq ot base per kg of body
weIQRt 1S aaminigiesed i three
days. as fouows:

First dose. 10 mg base per ng
10Ul N0t excesting 2 SINge dose
ot 620 mg oase)

Second dose: 5 mg dase oer
g (DUl NOI exceeding a Single
dose of 310 mg base) 6 nours
aher first cose

Trirg dose 5 mg oase per kg
18 hours aner second dose

Fourth dose 5 mg Dase per
XQ 24 nours atter Imra dose

For 1a0ical curq of vivax ang
Maldriae MAlat concamitant
therapy wiih an 8-aminoguing-
line COMPOUNd 1S NeCesSary
LUPUS ERYTHEMATOSUS AND
RHEUMATOID ARTHRITIS: in-
Aicalions ang Usage: Hydroxy-
Chgroquine sullate 1s usetul w
0atents witk Ing tOlIovINg O1$0r-
4e1S \/no NJve Not responded
SanusIacIoniy 10 0rugs with iess
ootentia 101 sendus Sige ettecrs
'w0uS ervingmatosus rcnrome
Q1SCOI0 30 SYSTEMMIC) ang acule
Of CNIONC rheuMatoId arthrtis
Warmngs: PHYSICLANS SHOULD
COMPLETELY FAMILIARIZE
FHEMSELVES WITH THE COM-
PLETE CONTENTS OF TS
LEAFLET BEFORE PRESCRIBING
=+ JROXYCHLOROQUINE SUL-
F37E
SIDIe retinal gamage
» observed in some
Ddlents &N N3d seceved (OnQ-
semoor mgr-aosage 4-aming-
Jwingnne therapy tor giscoig
417 L,51mIC uDus ervinemalg-
LT RLT A0 Arinses
aift, nag peen reported
-tz eaaleg
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ent ¢ '35 g ase

Maiana: Suporeson i auns.
400 mq 1= J10 mq daser on ex-
CT Ihe same dav Of each week.
" INIANTS aNG CNiaren. the week-
v SuDDressIve dosage 1S S mg
catculated as dase. oer kq of
00Cy welght But SNOUIO nOt ex-
Seed the a0y Gose regardless of
weignt

It circumszances perma sup-
oressive thergoy snould begin
WO weexs Dror 10 exposure
However fang ths. i aduits
an mitia) doutne tioaawng) dose
ot 800 mg i= 520 mg base) or
0 chudren 10 mQ baseskg May
be taken in two Givided doses
Six hours apart The suporessve
therapy shoula be continued for
e1Qht weeks after ieaving the
endemic area
Treatment Of The Acute Aftack
0 aguits. an inial gose ot
800 mq 1= 6§20 mg tase) tol-
fowed by 400 mg (= 310 mg
2ase n six 10 &ight hours and
400 mg 1310 mg tase) on each
of two consecutive days (totat
2 g hygdroxychloroguine suifate
or 155 g vases. An anternative
method. employing a single
dose of 300 mg 1= 620 mg
base). Nas 30 provea etfactive.

The dosage tor aduits may
50 be caiculated on the basis
of dbody weight: this metnod 1s
oreterred for intants ang cril-
aren A 1012l gose represanting
25 mg of base per xg of dody
weignt (s agminisiered mn theee
aays. as foliows:

First dose: 10 mg base Der kg
(DUt HOH EXCOR0YNQ 3 SINgle doSe
ol 620 mg base)

Second 0038 § Mg oase Der
XQ (DUt NOt exceeding 2 SIngie
aose of 310 mg pase’ § hours
after hrst dose.

Thirg dose: § Mo base per kg
18 hours after sacond d0se.

Fourth dose: § mQ base per
g 24 hours afver third dose.

For ragical cure of vivax and
Malarae M3Iana coNCOMant
merapy wih an 8-aminoquino-
‘ine COMDOUNd 1S necessary
LUPUS ERYTHEMATOSUS AND
AHEUMATOID ARTHRITIS: in-
dications ang Usags: Hyoroxy-
chioroquing sulfate 1s usefut (n
patients with the following drsor-
0ers who have not responded
satistactonly to drugs with less
oglential for serious side effects:
lynus erythematosus (CRFOMIC
2ISCOIQ aNG systemic) and acute
Of CRIOMC MEUMatoN annnts
Warnings: PHYSICIANS SHOULD
COMPLETELY FAMILIARIZE
THEMSELVES WITH THE COM-
PLETE CONTENTS OF THIS
LEAFLET BEFORE PRESCRIBING
HVrDEﬂOXVCHLOROOUINE SuL-
FATE.

Itreversidie retinat damage
nas been gbserved in some
Dalients wha Nag recenved 1ong-
1efm 0f NIGH-0sage 4-aming-
quinoling therapy tor drscoid
ang Systemic wous ¢
SuS. Of rheumatord arthntis
Retinopathy has been reported
10 be dose relatey.

Whean proionged therapy
with any animalanal comoound
1S CONtEMDIatEn nitial (DAsE
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line} and penodic (every three
MONtRS ) ODNIRIMOIOGIC exam-
1300NS LINCIUdING VISUM acury.
expert shi-lamo. tunduscogic
and visual helg Lests) snoysy be
perormeg

1 tnere 1 any indication of
40n0Mmaiity i the visuar acurty
viISual hieid. or retinal macuar
areas (such as pigmentary
CRaNQES. 108S of lovear retiax)
or any visval symotoms (sych
43 light tashes #0u sirpaks)
whICh are not tully explainable
Dy dithcuites of accommoaanion
0f corneal opacities. the orug
$SNouig e discontinued :mmaegs-
ately ana the patent closaty
0bserved for possidie progress
SIoN. Retina {and vy~
 disturdances) may progress
even afier cessanon of therapy.

All patients on iong-term
therapy with thig oreparation
$hould 08 Quesboned ang sxam-
nea penodicatly, ncluaing the
lesting of knee ang ankie refiex-
85, 10 detect any evsgence of
MUSCULIr waanness. (f waskness
OCCUrS. drscontinug the drug.

in the treatment of reyma-
toud arthriis. if ovective im-
pravament (such as reducen
104t SWeNINg. 1NCTeased Mobw-
ty) does not occur within x
months, the drug should de drs-
conhnued. Sake use of the drug
0 Ihe traatment of juvemie
arthritis has aot been estap-
ished.
Procautions: Dermarologic reac-
hons 10 Sk
fate may occur and. meretore,
0rODEr Care SRS e exsrcrsed
when it 13 admisiered to any
patient receming a drug with 3
SIgnehcant tendency to proguce
dermants.

o 2 00 cnare.
for earty dugnosis of "o
Quine rebnogathy” consist of (1)
funduscopic examinabon of the
macuia for fine prgmentary dis-
turbances or toss of the foveal
reflex and {2) examination of
the cantral visual field with 3
Smait red test obyect for pen-
central or scotoma
or determination of retina)
threshoids 10 red Any unex-
olaned visusl Oms. such
a5 light Hashes or streaks
should aiso be regarded with
SUSBICION a3 possibia Mantes-

It sarious toxic symproms
OCCUr frOMm Overdosags or sans:-
Tvety. 14 has basn sugQestes that
Ammomum chionde (8  daily
41000 Goses for aduits) be ad-
mimstersd orally three or four
42y 2 week for severst months
after therapy has been stopped,
28 2cdihcaton of the unne -
182303 renal excrenon of the 4.
AMiNGquInoline compounds dy
20 10 90 percent. However. ca-
lion must be exercised pa-
Tients weih wmosrsd renal fung-
11N and/or MetadoC scdoss.
Atverse Resetions: Not alt of
1he lotlowing reachions have
besn obuserves with every 4-
MHNOQUIOkNE COMPOUNnd dir-
Ing long-term therapy. dut they
have been reported wen one or
more and should be borne m
mind when drugs of thrs clags
are adminisiered. Advarse eof-
fects with difteremt compounds
vary i type and irequancy.

CNS Asastions: irraztwiny, ner-
voushess. emotions) changes.
nightmares, osychosis. nead-
ahe, tnnwus,

nystagmus. nerve eainess,
COMUIBONS. taus,

Newrsmuseaisr Resetisns:
Extraocular muscie oaisies,
Sheletal muscle weakness.
10380t O hypoactve deep Len-
00N retiexss.

Disturbance of accommosation
with symptoms of diurrea
vision Tiis reaction is dose
Teialed ang reversibie with cos-
saton o therapy

Cornea’ Transwent sdems, punc-
tate to hineal apacitres, g:'
creasst comeal sensitvty
COrneal Changes. with or without
4CCOMDINYING Symptoms (iur-
red vision. hNalos aroung Ingims.
ohotophotia). are tarrr; com-
mon but reversidig. Comeal ge-
0SS May appear as zarly 33
three weeks tollowng nitiation
of theragy
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Ovurtions. dand.
Nearsmussaiar Reastiens:
Extraocusar muscle gaisies.
skeletat muscle weaknass.
avsent or hypoactve deep ten-
00N retiexes.

Ocwise Resutions: Cikary Body:
Drsturbance of accommodation
with symgtoms of dlurred
vision. This reaction 1s gase
reiated and reversibie with ces-
SaUon of therapy.

Commea. Transient e0ema. punc-
tale 10 nneal apacities. de-
creased comeal sensitrvity. The
comaal changes. wrth or without
ACCOMOINYNG SYMDToms {Diur-
red VISION. KOS Jround hghts.
pROtopAGDIa). are fairty gom-
mon. dut reversible Comeat de-
DOSHS May 200ear 38 darty 3
three weeks following mitiation
of therapy.

The incidence ot corneas

Changes and visuai side effects
appears to be considerabty
lower wth Rydroxychioroguing
N3N with CHOrOQUING.
Retng: Macwia: Egema. atrophy,
aonormal pigmentation (mild
ogment SUPPINg 1o 3 “Dul's-
eys” appearance). loss of foveal
refiex, INCTased Macuiar recov-
ery hme following exoosure 10 2
anght hont (pNOtO-Stress test),
vated retinal thrashold 1o red
hght 1n macuiar. paramacular
and penoheral retnal areas.

Otner fyndus changes in-
Clude oo diSC pakor 3ng atro-
phy. anenuation of retinal ane-
notes. fine granuiar
QIStUrDances In the penpherat
retina and prominent choroidal
panems in aavanced stage.
Visual Fied Detects: Percantral
or paracentrai scotoma. central
SCOT0Ma with decreassd visusl
acunty. rarsty haid constnetion.

The most common visual
sympioms attriduted to the
reunopathy are: reading and
seang dithicuities |woroas. et-
1ers, Of parts of objects miss-
1ng), photophoda. diurred dis-
tance vision. missing or
Diacked oul areas in the central
or penpheral visual heid. hght
flashes and stresks.

Retnopathy appears to be
dose reisted and has occurred
withn Several montns (rarely) 10
several years of dauly therapy; a
smalt number ot casas have
BOSN repONad saveral years after
antimaiansl drug therapy was
discontinued. 11 has not been
notsd dunng prolonged use of
weekiy doses of the 4-amino-
quinoiing compounds for sup-
pression of matana.

Patints with retinal changes
may have visudl symptoms or
may De SyMPIOMINC (weih o
withaut visual lisid changes).
Rarely scotomatous vision of
held defects may occur without
0bvious retnal change.

Astinopathy may progress
even Jiter the drug «S discontn-
ued. In a numoer of panents,

py was 3

SCOLOMA 10 re0 targets (some-
times cailed “premacuiopathy”)
18 GV Of Sarty cehngl dys-
UNCUIoN wimeh & usudly rever-
Siie with Cas3aN0N Of therapy.

A sman number of cases of
reunal Changes have been re-
D016 33 OCCUTING 1N DRINMS

racemes AYOrCXyChNO-

04« OPRRIIMOIOYIC examrna-
Hon' wsydi fieid detects were
80 Presem i sOMEANSIaNCes.
A caga of deiayed retinopathy
has Deen 18pOrted with ioss of
ISION S1aring one year atter
admimstrabon o hydroxychio-
OQUNY N30 DESN GISCONNNUGG.
Oermaisiogic Resctions:
Bieaching of haw. iopecia. pru-
ntus. SKin 300 MUCOSM Dromen-
taton. skin erupbons (urticanal.
mortullitorm, hehenod. macu-
10p30ular. PUIBUNC, erythema
annuiare centritugum and exto-
Iiatrve Germatrtis)

Hemmaiogic Resetions: \/3nous
Dio0d gyscrasias Such as apias-
te anemia. agranulocytosis,
eukopenia. thrombocytopema
tnemolysis In individudls with
gtucoss-6-0hosphate dehyadra-
Qenase (G-6-POI oehciency)
Gastreintestingl Reactions:
Angrexd. Naused. voming. diar-
‘Nea ang abdomnal cramos.
Micratiangous Reacltons:

»
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~0ie W™ ESSanon o1 Terapy

A sman numoer of cases ot
reUNI CNANGES Nave teen re-
00rled as occumng in panents
whO receVen onvy
oqune. These usually congisted
of JNSTAN0N N AN pugments-
hon winch was detected on per-
0dic ophthaimologic examing-
ton: visuzl feig defects were
ASY present i .
A case of delayed retnopatny
Nhas been reorte wrth iosy of
vISION S13rLing one year atter
aoministration of fydroxycnio-
rOQUING Nad deen disconnnueg.
Dermsteiegic Resctions:
Bieaching of harr, dlopeca. pny-
Mus. sion and mucosal pigmen-
anon. skin erupdons (umcanal,
mordiitorm, iichengid, macy-
'0030uiar. urpune. srythama
annulare centntugum ang exto-
liatrve Germantrs).
Homatologie Aesstions: arous
btooa SUCh a3 aplas-
lic anemia, agranuiocytogis.
‘eukopenia, thrombocytopen:s
(hemolysis in individuals with
Olucoss-6-pnosonate denyaro-
Qenase (G-6-PO) i
Gastraiatostingt Reastions:
Anorexis. nausea, YOrmItng, dur-
™e2. and abdomnal cramps.
Missailaneons Mesetions:
Weint loss, lassituce, exacer-
0ation or preciortation of por-
Py ana nonight-sensitive
osonaus

Carunomvoumy has been

rarply repored with high canly
dosages of hydroxychioro-
Quine.
Osasge Ang Administration:
One tabiet of 200 mg of hyarox-
vehioroguine sulfate 1s equrva-
lent 10 185 mg base,

he average acuft dose 15 400 mg
{= 310 mg base) once or Twics
Gady. Thns may be contmued for
SEVETM wesks Or months, depen-
ding on the response of the
pahem. For prolongea maime-
nance therapy. a smailer doss,
from 200 mg 10 400 mg
(= 155"'0'0310"'0“0)0'{
will froquently suthcy.

The incidence of retnopathy
has been reported 1o be mgher
when ths maintenance dose ig
excesded.

Arfiritis: The com-
POUNd 15 curmiative i action
a0 wil require severas weeks 1o
X211 its beneticial therapeunc
etfects, whereas mnor side
effects may occur reiatvely sany
Severs months of
be raquired betore mximym
oHtects can be obtamned. If odvec-
live improvement (such g3

ot

e S
223 10t occur wil

SIx months, the arug shouid be

discontinued. Sate yse of the

drug m the of uvendg

Iheumatond arthrins nas not

Deen estabished.

imitiat Dosage: in 0ults. Irom
400 m 10 600 mg (« 310 mg
(0 485 mg bage) darly. sach
uosnoutmnmamnm
4 Q1ass of mikc. in 3 smaN per-
centage ot patients. 1rounie-
Some vde sftects may require
lemporary reduction of the iny-
lial dosage. Later (usually from
fve 10 ten days), the goge
raduatly be increased to tne
OpMum response levey, often
wWihOut retum of sute sftects.
Mantenance Dosage: When 3
900d response 15 SN fysy
ity n 10U 10 tweive waeks), e
05308 13 reduced by 50 percent
and conhinued 3t 3 ysuy mamte-
nance levet of 200 m, to
400 mg (= 15§ mg to 310 mg
base) daily. each doss 10 be
(aken with 3 et or 2 giags of
Mk The of retnopa-
{hy has been reporteq 1o pe
nigher when this mantenance
0058 13 excoeted.

Should 2 relapse occyr aner
MeACIt0n 13 withdrawn, thera-
Py may be resumed or contn.
ued on an intermment Schedule
't there are no ocular cantrain-
gicanons
Corticestereigy And
Miy Oe used in COnNCon with
s comoound ang they can
generaity oe decreased Qraduaiy
N 005308 or emingteg aer the
9rug nas deen useq for Severy
weexs When gradua reduction
O steroit dosage 15 maicare. 1
may Oe done by reducing
'our 10 tive days the a0se of cor-
lisone by no more |han from
Smgio 15 ™. of hydrocom-
sone trom 5 mg 1o 19 mg. of
Preanisarane ana pregnisone

PP 330
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aceeded

Absanaiosd Artrlis: Te om-
0OUnd 13 Cumulative i action
NG will TRQUING SIVETD weeKsS 10
exert its DenehCId therapeutic
titects, whereas minor side

be required betore mammym
effects can be odtmned. if obec
tive improvement (such as
fe0uCed i Swewng. ncreased
motuiity} 0OES N0t OCCur within
Six Months. the drug should de
discontinyed. Safe use of the
ang In the treatment of juvense
ragumatoid arthatis nas not
DOON eSTADNENN].

inthal Dosage: In agusns. trom
400 mg t0 800 m¢ {= 310 mg
to 465 mg Dase} daily. each
d0se to be taken with a meal or
2 glass of mulk. In a smali per-
centage 0f patients. troybie-
SOme Side efects May require
temporary raduction of the -
hal dosage. Later (usually trom
trve o ten days). e dose may
Qraduaily de increased to the
optmum responss ievel, often
without return of side etfects.

Maintenance Dosage: When 2
9000 reSPONSS 1S OOWMMNG (uSu-

and continued at 3 uSUN mante-
nance tevel of 200 mg to
400 mg (= 155 mg to 310 mg
base) daity. each dose to be
taen with 2 maal of 2 glass of
mitk. The incioence of retinops-
thy has deen reporied to be
higher when ths mamntenance
13 exce0080,

~ Shouid 2 relapss occur atter
Medicabon 18 withdrawn, thers-
Oy may be resumed of conbn-
usd On an IMtermmtem schedule
it there are no ocuiar contran-
dicanons.

Corticonirvids And

™3y e USAd I CONUNCHON with
ths compound. and they can
generatly be decreased gradually
n oSage O ehmnated after Me
drug has Deen used for severa
woeks. When gradusl reduchon
of Steroed GOSA0R 1§ Mihcaned. 1t
may be done by reducg every
four 10 freg G2ys the dose of cor-
11S0Nne by na More than trom
5 mQ to 15 my: ot hydrocom-
sone from § mg to 10 mg: of
prednisoione and orednisons
from 1 mg to 2.5 mg; of et
£reamsolone &nd INAMGINDIONS
from Y mg 10 2 mg: and of dex-
amethasone trom 0.25 mg to
0.5mg.

NOW SUPPLIED: Hydroxyctwor-
oquine Sultate Tablets, USP

Groxychioroquing suitste. equw-
alent to 155 mg of base. The
200 mg tablet 13 & whrtg. tilm
Coated. unscored. round. con-
vex 12Dt with M sngraved on
ane si0e and 373 engraved on
the reverse sige. It 1S avaiabie
as follows:

NOC 0378-0373-01
dotties of 100 tadlets
STORE AT CONTROLLED
ROOM TEMPERATUAR

15°-30°C (38°-08°F).
Oispsnse in 3 tght. isght-
rast 25 Ovhned
the USP using a chid resistamt
clogure.
CAUTION: Federal law prorbns
AISPENSNG WIthOUL Drescnp-
tion
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