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HYDROXYCHLORO-QUINE
SULFATE TABLETS, USP

HYDROXYCHLOROQUINE SULFATE TA BLETS, USP
DESCRIPTION

Hydroorychloroquina sulfate is o white o practicolly white, crystalling pewdar, frealy soluble in waier; procticolly insoluble in alcohal,
chloraform, wnd in ather. The chemicol nama for hydreyehloroquing sulfate is 2-[[4-[{7-Chlaro-4-quinatyl) amino Jpentyl]
athyloming Jathanol Sutfta {1:1). s structural farmula is:
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Tha molseular waight of hydmxychloroquine sulfat i 433.95, and molaculor formul i Gt CN30 = HS0y.

Hydroarychloroquine Sulfata Tablats, USP contoin 200 myg hydrocychloroquine sulfate, equivalent fo 155 my basa, and are for oral
administration.

Inacths Ingredients: Corn Storch, Crospavidona, Hyd | mathyleellulosa, Loctosa Manohydrats, Mognesium Staaraa,
Polyathylane Ghycol (M 3350, Pabyringl Akohol, Tali, Titanium Dioxida.

CLINICAL PHARMACOLOGY

Pharmocokinetics: Fallewing o single 200 mg oral dosa of Hydrychloroquing Sulfate Toblets, USP fo healihy males the meon
paak blood wncentration of hydmaxythluroquine wos 129.6 ng/mL, mached in 3.26 hours with o half ife of 537 howrs (22.4 days).
In the sama study, the plasma peok tancaniration wos 50.3 ng/mL renched in 3.74 hours with o half4ife of 2943 hours {1235
darys). Urina hydrmoychboroguing levals were still detacabla ofter 3 months with opproximately 10% of the duse axcreted os the
‘paret drug. Results following o singla dose of o 200 my tablat varsus iv. infusion (155 mg), demonstroted o holflita of obout 40
days and o large voluma of distibution. Peak bload concanirations of metabolites wars obsarvad ot the soma time o5 peak lavels of
tydrcychloroquing. The meun fraction of the duse absarbed was 0.74. After adminisiration of singla 155 mg and 310 mg
dosas peak blood ged from 1161 nw’m{h 2436 ng,/ml. {meon 1918 ng/mL) following the 155 mg
mhsmaﬁ“mmthsh"whgthuﬂﬂmgmiuﬁu. wara not significantly differant over the
tharnpeutic dosa ranga of 155 mg and 310 my indicoting linaor kinatics.
Folkowing chronic oral administrotion of lydracy chloroquing, significont levals of thres metabalitas, desethyliydrucychloroquine
{DHCQ), desathylchloroquine (DCG]), und bidasathylhydroxychloraquine (BDCQ) hova been faund in plosma ond blaoel with OHEQ
baing the major metabalite. The absorplion halfifa was appracimataly 3 to 4 hours and the terminal holf ifa ranged fram 40 1o 50
days. Tha Jong hattlife can be aitributed fo sxlensiva tissua upbaka rother than through dacreasad eccration. Paok plosma lavels of
pdrucychloroguing wera saen in bout 3 fo 4 hours. Renal dearnca in rheumatoid arihiitis (RA) patiants faking
Hydreorychloroquing Sulfote Tablats, USP for of laast sic manihs seamed fo be similar to that of the single duse studias in volunfears,
suggesting that no change occurs with chronic dosing. Ranpfwmn#dwnmufunﬁmni drug wos approximately 16 to 30%
ond did not corvalate with crantinine dearance; therefors, o dosogs od s ot for patients with renal impairmant. In
i patients, thers wus lorge voriahility os fo ﬂufmmnu ofthe mmhdm 30 tu 100%}, ond mean hydroxychloroguine
lowals waro significntly highar in pationts with lass disoose aetivity. Callular lovels of patients on duily hydrucydhloroquing have
‘o shown fo be higher in manenucear calls than polymerphonudlear burocptas.
Mimobiology -Malaria
Mechanism of ction: The pracise machonism by which lydrocy chloroguine achibits activity against Fasmadiom i not known.
Hydroaychloroquing, like chloroquing, is awaak base ond may axertifs effect by concantrating in the acid vasidles of the parasite
and by inhihiting po lymerizntion of heme. It can olse inhibit cartoin enzymes by ifs interaction with DA,
MA‘ mfdﬂ wdin dﬂmllnfaﬁm Hydreychloroquing is active ogainst tha aryihrocytic forms of diisroquing sansitiva stroins
di ndrrlw. diom ovale, vnd Mesmodivm vivax. Hydrooychloroguine is not active
unnlndfhu d } forms induding the hypnozoite stage |P. vivax and P. ovols) of the Flesmodivm
parasifes.
Drug Resistonca: P. fakiporom strains exchibiting raduced suscaptibifity fo chloroquin oksn show reduced suscaptibility fo
ydrcychloroquina.
Rasistance of Hesmodi o chl iswidespraad (500 INDICATIONS A HD USAGE - Maloria).
Patiants in whom tioroquine or hydroxychlorguing hve fuiled fo prevent or cure dinicol malaria or porasitemia, or patients who
aequired maloria in o geogrophic orea whers thioroguine rasistoncs is known to ocur showld be treatad with another form of
ontimalarial therapy [ses INDICATIONS AHD USAGE - Malaria und WA RNINGS).
Rhi d Arthritis and Systemic Lup k
Mechonism of oction: The mechanisms underlying the ontiinflammatory and immunemodulatory effacts of Hydracychlaroquine
Sulfata Tablats, USP ara unknown.
INDICATIONS AND LISA 6E
Maloria
Hydreorychloroquing Sulfabe Tablats, USP is indicated for the fraoimant of uncomplicated maloria dus to P. folciparom, P. malaries,
P. owad, and P. wive.

Hydromychloroquing Sutfote Toblats, USP is indicated for the prophylais of malarin in gaogrophic arsos whers dhloraquine
resisianea is not reported.

*Hy504

Limitutions of Usa in Malaria
* Hydroxychloroquina Suffat Tablats, LSP is not dod for the trantment of complicated maloria.
»  Hydrowychloroquine Sulfata Tablats, WSP is not effaciiva ogainst chloraquing or hydroxpchi resistunt strains of

Plosmodliom spacies (se0 CLINICAL PHARMACOLOGY - I\inhilllgr]

+  Hydroxychloroquine Sulfote Toblats, USP is not racommanded for the trantment of moluria rquired in geographic arens whara
chloroquing resistanca ocours or whan the Plasmodivm spacias has nat baan identified.

*  Hydrowychloroquine Sulfate Tablats, USP is not racommendad for malario prophrylmeis in geagrophic amas whara thloroquine
TesEi0CA 0T,

+  Hydrowychloroquine Sulfote Toblats, USP doas not pravent ralapses of . winex or 7. ovala bacouse it is not octiva ogainst the
Typnozoite forms of thess parasites. For rodicol wra of P. wivax ond P. ovale infactions, concemitant thernpy with an
B-aminoquinoling compound is necessary (see CLINICAL PHARMACOLOGY - Microbiolegy).

Frior fo prascribing Hydroxychloroquing Suffate Tablats, USP for the fraotment or prophy leocis of malaria, consult the Camters for

Disensa Control and Prevention (COC) Malaria wabsite (bity:,' www.cdcgov,/molaria).

Lupus Eryth emsatosus

Hydroocychloroquing Sufota Tablats, USP is indicated for the fraotmant of chronic discoid lupus arythematosus and systemic lupus

weythamatosus in adults.

Rbewmatoid Arthritis

Hydrooeychloroquing Sulfote Tablets, USP is indicated for the trautmant of cute ond chronic rheumatoid arthrits in odults.

CONTRAINDICATIONS

Usa of Hydreoxychloroquine Sulfate Tablets, USP is contraindicated in patients with known hypersensitivity o 4-aminoquinaline

compaunds,

WARHINGS

Resistont strains of malaria: Hydrerychloroquine Sulfate Tablsts, USP & not effackive against chloroquine- resistant strains of P.
falciparom (520 CLINICAL PHARMACOLOGY - Miaobiology].

Ouulor: lrswersibla retinal domaga has been shsarved in some patients who hod racaived hydrucychloroguing sulfta. Significont
risk factars for ratinol domage induda doily doses of hydrocychloroquing sulfate graater than 6.5 ma/kg (5 ma/g bose) of octual
‘body waight, durations of usa graatar thon five yaors, subnarmal glomerular filtration, use of sume concomitont drug produets such
s tamaxifen dirote ond concurrent macular disense.

A basaline uculor axamination is recornmended within the first yar of starting Hydrmcychloroquine Sulfute Toblets, USP. The
basaline axam should includa: best cormctad distonca visual acuity {B0YA), an automated threshold visual field (VF) of the canral
10 deggrees {with ratesting if an obmarmality is noted), and speciral domoin vcular coheranca tomogrophy (SD-0CT).

For indbriduals with significant risk fuciors (daily dosa of hydrocychloroquine sulfutu graater than 5.0 my/ky basa of achual bady
waight, subnormal glomarulor filiradion, use of tammifan it or conturrent moculor dissasa) manitoring should includa aanual
wxominations which includa BOW, YF ond S0-0CT. For individuals without significont risk factors, annal axoms can wsually be
dafarrad until fiva yoors of treatment.

In individuals of Asion descent, rabinal foxcicity may first be noficed outside the maculo. In pationts of Asion descan, it is
meommanded that visual field fusting be parformed in the cantral 24 dgress instead of the carirol 10 degreas.

Itis fed tht hydrocychloraquine ba d 'ifnmbrﬁmdt;ususpuduimdlhupnhrﬂshnuh‘htlmh'oiw

gmmmtmw {and visual distur | may progress ewen of of thampy.
Cardiac Effeds, indwding Cardiomyopathy ond OT preloagation: Postmarkefing mses of life-throstening ond fatal
cardiomyapathy hove bean raported with usa of Hyd rcychloroquing Sulfta Tobliats, USP os wall as with use of chloroquina. Patisnts
may presantwith aivioveniviculor black, pulmanary hypertension, sick sinus syndrome orwith cordiac complioations. ECG findings
‘maoy include irioveniricular, right or laft bundla bronch black. Signs or symptoms of condinc compromise have appesrad during
acwte and chronic treatment. Chinical mnmdni for sbus ond sfmpfms of cordiomyopathy is advised, including use of appropriote
dingnestic tools such os ECG o monitor p during Hydmxychl Sulfata Tablats, USP tharapy.
Chronic towicity should hmsldarndwhunmmfmﬁnn disorders [bundlo bronch block/ atrio-vantriculor heart block) or bivantricular
fypartrophy are diognosed. if cordiateuicity is suspocted, prompi distontinuation of Hydrucychloroguine Sulfuto Toblats, USP may
prevant life-thragening complientions.
Hydreoeychloroquing Sulfabe Tablats, USP prolangs tha GT interval. Veniriculor archythmins ond forsndes da pointas hawe bean

}in patients foking Hydrucychiaroquine Sulfta Tablats, USP (siee OVERDOSA GE). Tharsfore, Hydrucychlsrequina Suffate

Talilats, USP should nat ba odministored with other drugs that have the potential to pralong the OF interval (s2e DRUG
INTERACTIONS).

gofp Usa of Hy drocy chi Sulfute Tablets, USP in patients with peoriosis may
prudﬂm [ smnm:kﬁmmm Whan mﬂm patiants with pyrphyria the condition may be @acerbated. The prapuration
shauld not be used in these conditions unless in the judgment of the physician the banafit 1o the patiant outwaighs the possible
hazard.
Preximal Myop athy and Newropathy: Skaletol musile myapathy or neuropahy leoding o progressive wenknass and araphy of
pruimall muscle groups, depressad tandon refleces, ond abnormal nerve conduction, haove bean raportad. Muscls and narv biopsias
hawa bean associated with curvilineor badias and muscla fiber atvophy with vocualar chonges. & ssess musde strangth ond deap
fandon roflaces pariodically in patients on long-erm therupy with ydrocychlomquing Sulfata Tablats, USP.
Hewropsydialric ovents, including suidd ality: Suicidol behovior fios baon rrely reported in potiants fragted with
Hydroxychloroquing Sulfats Toblats, USP.

Hydrocychlomaquing Sulfie Tablats, USP hos besn shown to couse severs hypoghycemia incuding loss of

OVERDOSAGE

The d-aminoquinoline corpoundls ora very rapidly and completely absorbed after ingestion, and in axidental everdosage, or roraly
with lowar duses in hyparsansitiva patiants, toxic symptoms moy eccur within 30 minutes. The symplams of overdosage may include
headacha, drow siness, visual dishurbances, cordionasculor eollopss, comeulsions, hypokolemia, rhythm and conduction disordars
inchuding T prolongation, torsodes da paintas, vemtriculor tachycordia and ventriculr fibeilation, followsd by sudden potantially
futnl respiraiory ond cordiac arest. Treciment is symptomatic and must ba prompt. Immediots gastic lovga il the stomach is
complately smptied & indicated. Affor levoge, aciwaiad chormal is introducad by tha stomach fube within 30 minutes of ingestion of
the drug may inhibit Furiher intestinal absarption. To be sffactive, the dose of activated charcoal should ba ot laast fiva times the
astimated dose of hydroyehloroquine ingested.

i should ba givan fo administering diczepam porantarally since studios suggest thai it moy b banaficial in reversing
chloroquine and hydroxychloroguine cordiotomicity.
Raspiratory support and shock management should ba instituted 5 necassary.
Exchonga fronshusions are used to raduce the leval of 4-aminaquinaline drug in the blood.

Hyp

consciousness that could bo lifa thraatening in potients freated with or without antidiabetic medications (e DRUG
INTERACTIONS und ADVERSE REACTIONS). Patients treated with Hydreychloroquina Suffate Toblets, USP should be womed
about the risk of hypoghycemia and the associated cinical signs and syrmplems. Patients prasenting with clinial sy mptoms

suggestiva of hypoghyeamin during traciment with Hydruorychloroquing Sulfate Toblats, USP should hava their hlnnhlmmdmd:ad
und treatment raviewsd e nacsssary.

PRECALTIONS

Gemeral: Use with confien in palients with gastreimtestinal, nevrolegical, or bloed disorders, ond in thesewith o
sonsilivity to quinine.

Hopalic/Ranal Disease: Antimaluriol fs should be used with coution in pationts with hapatic dissosa or oleahelism or in
conjunchion with known hepatotaxic drugs. A roduction in dosoga may be necsssary in patients with hepatic or ronal diseoss, o5 wall
us in thesa faking medicines known fo offect thesa organs.

Hemetelogic Effects Laboratery Tests: Antimalarial compounds should ba used with cowtion in patiants with hepatic disansa or
ulcohalism or in conjunction with known hepatoteosic drugs. Periodic blood call mmﬂisﬁnnkl ba parformed if patiants are given
prodonged thamypy. If any savara blood disonder such s oplastic anamia, lo oyt i, or hromboeyfapenia, appear
which is nuf atiribuoble fo the dissese under fraximant, considar discontinuation ofihimylﬂmuum Sulfata Tuhms, sp.
‘Hydroeychloroquine Sulfate Toblats, USP should be administared with coution in patients hoving glucose 6-phosphate
debydroganasa (6-6-P0) deficiancy.

Dermatelegic Effects: Dormatologic ractions fo Hydrarychi Sulfuto Toblets, USP moy occur and, tharefore, praper tare
should be marcised whan it is odministered 1o ony pntmm nuklng o drug with o significont fandeney to produce dermatits.

Druyg Interactions

Digaxin: Concomitant Hydroychloroquing Sulfate Tablats, USP and digeuin tharopy muy result in incransed serum digoxin lvals:
sorum digmcin lowls should be dlosaly monitored in patients receiving combined therapy.

Insulin or antidiobatic drugs: &5 Hydrmeychloroguine Sulfote Toblats, USP moy snhonce the effacts of o hypoghycamic trentmant, o
decronse in doses of insulin or antidiobetic dnugs may bo required.

Drugs thot prolong T intarval and other arrhythmopenic drugs: Hydroeychlaraquine Sulfata Toblets, USP prolongs the OT inturvl
und should not be odministared with other drugs thet hove the potantial to induce cordioe archythmios. Alsa, thers may be an
incraosed risk of inducing vaniriculor arrhythmins if Hydrooychlorguine Sulfiats Tablats, USP is used coneomitantly with ather
urrhythmoganic drugs.

Mafloguing and other drugs known to fowar the convuksiva thresheld: Hydracychlorgquine Sulfute Tablats, USP con lower the

comvulsive thrashold. Co-odministration of Hydroorychloroquine Sulfate Toblats, USP with other antimaloriaks known to lower the

comvulsian thrashold (2.9, mefloquing} may increse the risk of comvulsions.

Antiapilaptics: The ativity of amiepilaptic drogs might b impoired if co-adminisherad with Hydroxychloroquina Sulfate Toblats, USP.

Matho trexutu: Comnbined usa of methotracate with Hydrocychloraquing Sulfata Toblets, USP hos not bean studied and muy increase

the incidence of adverss effacts.

Cyclosporin: An incransed plosma tyclosporin lavel wos rapartud when eyclasparin and Hydroeychloroquina Sulfate Toblats, USP wers

to-ndministarad.

The fell owein g fnter have bean observed on with the s

phesphate, ond therefore cannet be rudod out for hydrexy dhloroquine.

Praziquantel; Chlnroguing hos been raported to reduca the bioowailability of proziquontal.

Antocids and koolin: Antocids and kalin cn reducs absorption of chioroquine; an intervol of ot least 4 hours batw sen infoka of

thesa ogents ond chloroquine should be ohsarved.

Gmﬁim Cimatiding can inhibit the matabolism of chloroquine, increesing its plasma level. Concomitant wsa of cimatidine should

b avoi

Amgicillin: In o study of healthy voluntears, chioroguine significantly reduced the bioavailability of ompicillin,

Information for Pations: Patiants should be informed of tha early signs and symptoms of teckity such as rash or visual chonges.

Patients must saa their physicians promptly in csa of the appearonea of these or of any unusuol effecs. Pariodic loboratary fasls

may be racommandad in sorma patiants. Patiants shoukd be fully informed of the patential risks of tha usa of Hydroxyehloroquing

w&mm USP, aspacially in pragnanty ond in childran.
impairment of hrlllr

Lunpammdlusmamwdsfumnd lbown cand the

ISP,

Tha mutnganic potentiol of bydracychlaroquing wos nol evalunted. Howsver, dhloroquing hos bean shown ta ba o catolytic inhibitar

of DA ropair anzymes {fopoisomarasa 1) and fo produce weak genotooci effacts through this moda of action.

Pregnancy

Torategonic Effacts: Human prognancios rasulting in live births hove bean reparted in the kteratura and no intraasa in the rata of

birth dafacts has been demansirated. Embryonic daaths and motformations of anophthalmia ond microphthalmia in the offspring

howa bean raported when pregnant rafs reesived larga doses of chloroquina.

Worsing Mothers: Coution should be scardsedwhen odministering Hydraxychlaroquine Sulfute Tablats, LSP to nursing women. It

hos been demenstrated thot hydrcychloroquing odministered fo nursing women & accreted in humon mill ond it is known that

infants ore actremaly sensitive fo the foxic effects of 4-ominoquinolines.

Pediairic Use: Sofaty and efficncy hava not bean estoblished in the chromic usa of Hydraxychloraquine Sulfate Toblats, USP for

systamic hupus arythamatosus and juvanile idiopashic arthiits in childran. Childran aro espacially sensifira fo the 4-ominoquinoline

tompounds. Most raported fatalities followed the ccidamtal ingastion of chloroquing, somatimes in small doses {0.75 gor 1 gin

una 3year ol child). Patiants should be strongly womed to baep thes drugs out of the reach of childran (s2e OV ERDOSAGE).

Geriatric Use: Clinical studias of Hydmoxydhloroguine Sulfata Tablats USP did not include sufficient numbers of ged 65

und over fo determing whethar thay respond difforantly from yaunger subjects. Howawar, this drug is known fo ba substantially

wacrsted by the kidney, and the risk of tewic renctions to this drug may ba greater in potients with impaired ranal function. Bacouss

aldarly puiamts ars mors likely to hove decremsed renal funcion, core should ba taken in dose selection and it may be useful fo

manitor ranal function.

ADVERSE REACTIONS

The following advarse reactions have basn identified during postapproval usa of Hydrooychloroquin Sulfote Tablals, USP or other

Laminaquinalina compounds. Bacausa thaza rooctions are raportad voluntarily from o papulation of uncertain siza, it & nat ohvys

possiblato raliably stimote their fraquency or astablish o cusal relufianship to drug sxposure.

Bloed and lymphatic system dissrders: Bone marrw failure, enemia, aplestic anamia, agranulocytosis, laukapenio, and

thrambocytoperia. Hemolysis reparted in individuals with glucose-b-phasphate dehydroganasa (6-6-P0) deficiancy.

Cardine disordars: Cordiomyopathy which moy result in cardiae foilura ond in soma cases o ftal aucome (sa0 WA RMINGS ond

OVERDOSAGE). Hydroxychloroquine Sulfata Tablats, USP L prolongs the 0T intarval. Yeniricular arthythmias and forsade de

‘pointas howa bean reported in paiiants toking Hydroxychloroquine Sulfats Tablets, USP (ses OVERDOSAGE and DRUG

INTERACTIONS ).

Ear and labyrinth disorders: Yertigo, tinnitus, nystagmus, nerve deafness, deafness.

Eye disorders: Imoworsibla retinpathy with retingl pigmentotion changes {bull's eye oppanronce), visual fisld dafects {paracantral

seotomas) andvisual disturhances visual acuity), marulopathies {macular deganaralion), dork ndaptation, wlorvisian

ubnommalities, tornaal changes {edema and opacities) indluding corneal dupasition of drug with or without accompanying sympfoms

(halo around lights, photophobia, blumad vision).

Gasirointostinal diserders: Nousaa, vomiting, diorrhea, and obdominal pain.

Gemeral disord d od: site condifiens: Fatigue.

Hepatobiliary diserders: Livar function fasts abnormal, hepatic failure aoute.

i yshom disorders: Urticaria, angioedama, branthospasm

Metabolism and nwirifien disordors: Dacraosed appatita, hypogtycemia, porphyria, weight decraasad,

Musculoskobotol and conmective tissue disordors: Sansorimotor disvrder, shelatal muscl myopathy or neurormyopathy looding

fo prograssive wankness and atrophy of preximal muscla groups, depression of tandon refleces and abnormal nerva condudtian.

Mervews systom disorders: Headache, diziness ssizure, otoxin ond axtropyrmidul disordars such as dystonin, dyskinasia, and

framar have baon raported with this dass of drugs.

Poychiatric diserdors: Affed ‘omotianal lobility, narrousness, irritability, nightmares, psychosis, suicidal behavier.

Skin ond sub fissue disorders: Rush, pruritus, disordars in skin and mucous membranes, hair whor

thanges, nlapacia. Dermatitis bullous eruptions induding srythema mulifarma, StevensJohnson syndrome, and toic apidarmal

nacrolysis. drug reaction with eosinephilia and spstoric symptoms [ORESS syndroma], photosensitivity, dermatitis exfoliotivs, acute

genernlized aconthamatous pustulosis (AGEP). AGEP has fo be distinguished from psorinsis, aftheugh Hydrexychloroguina Sulfite

Toblsts, USP moy precipitute: attacks of psoriasis. if may be associoted with pyraxia and hyperleukneytosis.

To rapart SUSPECTED ADVERSE I!ilClInNS. contad Appts Pharma LLC at 1-855-6727 726 or FDA at

1-800-FDA- 1088 or wowrwe. fedo.gov,/ modw ald

allyrelatod substono dfore guin

ic potential of Hydraxychl Sulfate Toblats,

A patientwho surwivas the oruta phesa ond is asymptamatic should be chsaty obsarved for of lsost six hours. Fluids may b forcad
ond sufficient ammoniom chlorids {8 g daily in diwided doses for adults) may be odministerad for o fw doys fo acidify the orina.
This will pramote urinary excration in msas of both werdasage ond sensitivity. Howevar, coution must be axercisad in patients with
impuirad renal function andar matabalic acidesis

DOSAGEAHD ADMINISTRATION

Ona Hydroxychloroquin Suffate Tablats USP contains 200 my of bydrocychloroquine sulfate, which is aquiralant o 155 my base.
Take tydroocychloroquine Subfata Tablats, USP with o meal or o glass of milk.

Malaria

Prophylencis Adults: 400 mg {310 mg base} onca waekly on the same doy of sach week starting 2 weels prior fo axposure, and
tontinved for 4 waeks offer leoving the sndemic oma.

Weightbased dsing in adéts and pediafric potients: 6.5 mg,/kg {5 my/kg bose], not o axcaed 400 mg (310 mg bosa], wnee
woekly on the soma doy of the week starting 2 weeks prior to axposurs, and continued for 4 waeks ofter learving the endemic arso.

Treatment of Un Maloria

Adults 800 mg (620 my basa) followad by 408 mg (310 mg buse) ot & hours, 24 hours and 48 hours wther the initial dosa {tetol
2000 my hydrewyehloroguina sulfate or 1550 my base).

Weight basad dosage in mdwlts and padairic pationts: 13 my/ kg {10 ma/Vag bass], not to mxcsed BOD my (620 my bese] follvwed
by 6.5 my, kg {5 mgky busa, net o xcaed 400 mg (310 mg basa], ot b hours, 24 hours ond 48 hours wher the initiol dose.
Hydruychloroquing Sulfate Toblats, USP film-contad inbleds connot ba divided, therafore they should not be used o freat pofisnis
who waigh lass than 31 ky.

For radical cure of P. vivix ond F. mafarios infactions. concomitont therapy with on Bominoquinoline compound is necessary.

5 Erythematosws The racommended odult dosoga is 200 fo 480 myg {155 o 310 my bosa) doily, odministared a5 o single
duiky dosa or in two divided dosas. Dosas obova 400 my o doy ora not recommendad.

The incidenca of ratinapathy has bean raported o be higher whan this mointenance dose s axeeded,
Rhevmateid Arthritis

Tha action of hydrexychloroguing is comulative ond may require weaks fo months fa achiove the mucimum theropautic sffact (see
CLINICAL PHARMACOLOGY).

Iniicl oot dosage: 400 my fo 600 my (310 o 455 mg boss] daily, edministered a3 o single duily dose or in twe divided dosas. In
o small percaminga of patiants, side affacts may require temporary reduction of tha initiol dusoga.

Mointeneace vt dosoge: When o good raspons is o binined, the dosoge may bo reducad by 50 parcent ond continued ot 0
maintenanc laval of 200 mg fo 408 mg (155 fo 310 mg base) daily, administerad o5 o singla doity dose or in two divided doses.

Do net excaed 600 mg or 6.5 ma/kg (5 mg/kn besa) per doy, whichevar is lowar, o the incidence of retinopathy has bean raporied
1 ba highar when this mainhsnanca dasa is scceedad.

Corticosturoids and salicylotes may be usad in conjunction with mdmy(quumSﬂfthm USP, ond they can genarally b
ducrensed gradually in dosoge or aliminated affer dose of Hydreocychloroquine Sulfate Hlm USP hes bean
wchisved,

HOW SUPPLIED

Hydropchloraquing Sulfate Tablets, USP are whitu fo off-white film-coated opsuls shaped tablats debossed with “AC 384" on ona
side and plain on the other side. Each tablet contuins 200 mg hydroxychloroquine sulfate {equivlent to 155 mg bass).

Bottles of 100 fublats NDC: 5580138401
Bottles of 1000 tablats NDC: 5580136402

Do ot rush or divida Hydroxychloraquine Sulfate Tablats, USP film-coated tablats {sse DOSAGEAND ADMINISTRATION).
Dispensa in o tight, lightresistant container s dofinad in the USP,/NF. Keep out of the rooch of children.

Stora of room fempernfura [20° fo 25°C (68° to 77 °F], allows axcursions betwaen 15° and 30°C {59° and B&°F}].
Mamufactured ond Distributed by:

Appeo Pharma LLC
Somarssl, N, US4, 0BE73
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