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HYDROXYCHLOROQUINE
SULFATE TABLETS, USP

HYDROXYCHLOROQUINE SULFATE TA BLETS, USP
DESCRIPTION
Hydreocyehloroquina sulfate is o white or practically white, crystallin powder, frealy solubla in water; practically insolubls in alcohel,

chloroform, and in ether. The chemical noma for hydroocychloroquing sulfata is 2-[[4-[{7-Chloro-4-quinatyl) amino Jpantyl]
afhyloming Jathanol Sulfute (1:1). Hs structural formula is:

e

AHMH

] SR L

The moleculor waight of hydroxychloroquine suffata is 433.95, and molaculor formula & CgHas N0 = HyS0y.

Wrwuin! Sulfate Tablets, USP contain 200 my hydrocychloroquine sulfote, equivalent to 155 myg bass, ond are for onl
ministrotion.

Inaciive ngredients: Corn Starch, Crospavidans, Hyd racypropyl methylcalluloss, Lactuse Menchydrate, Mognesium Stearats,
Polyethylene Ghycol (W 3350), Pobprinyl Akahol, Talt, Titanium Dioxide.

CLINICAL PHARMACOLOGY

Pharmocokinatics: Fallowing a single 200 mg oral dosa of Hydroxychloroquing Sulfuta Tablats, USP fo healthy moles; the meon
paak blood wancentration of hydroxychloroquine wos 129.6 ng/mL, mached in 3.26 hours with o half ife of 537 haurs 22.4 duys).
In the sama study, tha plasma paok concantration wos 50.3 ng/mL reoched in 374 hours with o haltlfa of 2963 hours (123.5
duys). Uring hydracychloroquing levals ware still detactabla ofter 3 manths with approximately 10% of the duse acereted os the
‘parnt drug. lasn!hiﬁlwmn usingle dosa of 0 200 mummrsmr ifrhnlun (155 mg), demonstrated o hotélifa of abaut 40
duys and o lorge voluma of distrik Paak blood warg obsarvud ot tha sama tima os pealk leveks of
Mmﬁhlﬂrnunu The maon frocion of the dass ahsarbed wos 074. After administeation of singla 155 mg and 310 mp

o5 pook blood ged from 1161 ng/mL to 2436 ng,/ml {meon 1918 ng/mL ) fallowing the 155 mg
infusion and & mmhs Tollowing the 310 mg miuﬁu n. Phormacokinatic poromefars wers not significantly differant ovar the
tharopautic dosa ranga of 155 mg and 310 my indicating linaar kinatics.

&Mmdrﬂnl(wnln&mmﬁwdmmd\bmum wiﬁnmhdnhhm bolitas, dasathylydroxychle

*Hy504

Tabhsts, USP should not ba odministerad with other drugs that have the potential fo prolong the O infarval (see DRUG
INTERACTIONS).

g el p y Sulfute Tablets, USP in patients with psorinsis may
sugm ] smra ﬂﬁmkofr.wmn Whan md'm pa!iumsu% porphyria he condition may be exacerbated. The preparation
should not be used in thess conditions unless in the judgment of the physician tha benefit fo the patient outwaighs the passible
hazard.

Preximal Myopathy and Newrspathry: Skelatol musde myapathy or neurapathy leoding to prograssive wenknass ond afvophy of
procimal muscla groups, dapressad tendon raflaces, and abnormal nerve condluction, have baen reported. Muscs and nerve biopsias
hava bean associoted with curvilinaar bodios and muscla fiber atrophy with vatuslor changes. A ssass musdla strangth ond dasp
tandin raflaces periodicolly in patiants on kang-tarm tharapy with Hydrocychlorquing Sulfote Tablats, USP.

Hewropsychiatric events, inchuding swiddality: Suicidol behovior has baen mrely reported in patiants tragted with
Hydroychloroquing Sulfate Tablats, LSP.

OVERDOSAGE

Tha 4amineguinaline compounds ora very rapidly and completely absorbed after ingestion, and in accidental overdosage, or raraly
with lowar doses in lywmitku pnam,m !ymphms fm umr\ﬁﬂhﬂ 0 mlnntm The symptams ﬁwmdesngemw include
headucha, drwsiness, wisual disturb h thythm

indluding QT prolengation, forsudes de paintes, ventriculor mh'fmfd‘n and m!mulm fibrillation, followed by sudden potentiolly
fainl raspiratory ond cordiex amest, Treatment is symptomattic and must ba prompt. Immadiots gostric Iovage uiil the stomach is
comypletely smptied i indicated. Ater lzvog, activatad charcoal is introducad by tha stamach tube within 30 minutes of ingestion of
the drug may inhibit further intestinal absorption. To b sffactivs, the dosa of aciatad charcoal should be of least five fimes the
asfimated dose of hydroxyehloroguine ingested.

unsﬁaruﬁnn dmuH bomnh d

Raspiratory support and shock management shnuH b instituted 05 necessary.

P—

dinzapam suggast that it may be banaficial in ravarsing

Hyp Hydroeychlorgquine Sulfata Tablats, USP hos been shown to couse sevara hypagh including loss of
tonsciousness that could be lifa threatening in potients treated with or without antidiabetic medications (see DRUG
IHTERACTIONS and ADVERSE REACTIONS). Pafionts ractod with Hydroychloroquine Suffae Tablsls, USP should be wamed
about the risk of hjpﬁ{mnuﬂhs nsmh'rd clinical signs ond symptoms. Patients prasanting with clinical symptoms

suggestiva of hypogh drucey chi Sulfata Toblats, USP should hawa their blood glucass chacked
und fragiment mmcd ® nmrr

PRECAUTIONS

Gemeral: Use with coufien in p th g | legical, or bloed disorders, cond in thesewith @
sensifivily fo quinine.

Hopatic/Renal Disease: Antimaloriol ds should be usad with caution in putiants with hapatic dissasa or aleahalism or in
canjunction with known hepatotaxic drugs. A raduction in desaga may be nacessary in patients with hepatic o ranal diseass, s wall
us in those tuking medicines known to offect thesa organs.

dogic Effacts/ Laboratery Tasts: larial ds should be used with coution in patiants with hapatic disaose or
akohalism orin conjunction with known hapatataic drugs. Porindic blnod col courts should bo psrfnrmnd i patiants ore givan
prolongad thempy. I any sevars blood disorder such as oplastic anamia, blé:qmlv, ur thrombacytopenia, appear
which is not atiributobls fo the disaase under franiment, consider di of hi Sulfata Tablats, USP.
Hydroxychloroquine Sulfate Tablats, USP should be odministared with coution in pafiants hoving glucose-6-phosphate
delrydrogenasa (6-6-P0) daficiancy.

{0Hca), desst (0Ca), ond bidssathylhyd {80Ca) hova boan foune in plosma and blood, with DHCD
‘being the major metobolite. The absarption halflife was appraximataly 3 fo 4 hours and the terminal haltife ranged fram 40 o 50
duys. Tha fong hott-life con be aitributed fo acensivs tissua uptaka rother than through decreased eccration. Peok plosma laveks of
fydruxychlaroquine ware ssen in about 3 fo 4 hours. Renal dearanca in rheumatoid arthritis (RA) patients faking
Hydrewychloroquing Sutfate Tablats, USP for ot lost six manihs seamed fo be similar to fhat of the single dosa studies in voluntears,
suggesting that no change occurs with chronie dosing. Rnnphlrunfdwnm uf unchonged drug wos appraximately 16 fo 30%
and did not corvelate with cragtining o tharefors, o dosoge od is not required for patisnts with ranal impoimmant. In
4 patients, thara wes lorge voriability os fo the fraction of the doss absorbed {ie. 30 o 100%), ond mean hydroxychloroquine

Iwals wara significontly higher in patiants with lass disanse actiity. Cellular lavels of patiants an doily hydrocychloroquing hewvs
‘boen shewn fo be higher in monenuclear calls than polymarphonuclaor leucacytas.

Micobiology -Malaria
Machanism of action: The pracisa machanism by which hydrocychloroquine echibits octivity ogainst Flosmadiom i not known.

Hydreocyehloroquine, liks chloroquine, is o weak bose ond may exart its affect by concantrating in the acid vasicles of the parmsite
and by inhibiting palymarizntion of hame. It can also inhibit carioin anzymes by its intaraction with DNA.

m[ muﬂn wdin dmml{nfacﬁeas Hydroocychloroguing is octive ogoinst &swfmofmimqm sansitive sirains

um, Flosmodi minrlw. fesmodiom ovale, ond Flesmodivm vie is net active
unnlnsl tha d t forms indhuding the hypnozoite stga (P. vivex and P, wdsi of the Flesmodivm
parasifes.

Drug Resistnca: P. fakciparom siins exhibiting raduced suscapiibility fo chloroquing ko show reduced susceptibility fo
Irydruxychlorogquing.
Rasistanca of Mesmodivm porosites o chloroquine is widespraad (see INDICATIONS AND USAGE - Maloria).

Patiants inwhom chloroquine or hydruxychlomquine hove fuiled fo pravent or cura dinicol molaria or porasitemia, or patiants who
ocquired maloria in o geogrophic oren whare chloroquine resistoncs is known fo ocour should be treatad with another farm of
antimalarial therapy (sea INDICATIONS AND USAGE - Malaria ond WARNINGS).

Rb d Arthitis and Systamic Lupus Eryth

Mochonism of action: Tha undarkying the ontiinf nd ful
Sulfato Tablats, USP ore unknown,

INDICATIONS AND USAGE

Malaria

y affucts of Hy droxychl

Sutfote Tablets, USP is indicated
P ads, and F. vivex,

dremychl Sulfota Tablats, WSP is indicatad for the prophyl
MMKHSMW;M

Limifotions of Usa in Maluria
*  Hydrooeychloroquine Sulfate Tablats, USP is not ded for tha of complicafed malaria.

*  Hydromychloroquine Sulfote Tablats, WSP is not effactive against chls o hydroocyehi
Plosmodiom spacies (se0 CLINICAL PHARMACOLOGY - Micrebislogy).

+  Hydrorychloroquina Suffata Tabliats, LISP is not rscommandad for the traaiment of molaria acquired in geographic arans whara
chloroguine resistance acours or when the Flesmodiom spacias has nat bean idantifisd.

*  Hydreoychloroquing Sulfabe Tablals, USP s not
SEiONGa 0TS,

+  Hydrowychloroquine Sulfate Tablats, USP does not provent relupses of P. wx or P. ovela bacouse it is not ortiva agains the
rppnozaite forms of thesa porasites. For rodicod cwre of P. vivex ond P. ovale infactions, concomitunt therapy with on
B-aminoquinaling compound is necessary (see CLINICAL PHARMACOLOGY - Microbiolegy).

Frior tu prastribing Hydrexychloroquina Sulfate Tablets, USP for the traotment or prophylods of malarie, consult the Conters for
Disansa Control and Prevention (COC) Malaria website (it www.cde.qov /malaria).

Lupws Erythematosus

droychl Suffata Tablets, LSP s indicated for t
orrfhmmsum ndults.
Rbeumatoid Arthritis
Hydreyehloroquing Sutfote Tablsts, USP is indicatad for tha traotmant of ncute ond chronic heumateid artheitis in odufts.
CONTRAINDICATIONS

licated malaria dua to . foldiparem, P. makerios,

the treatment of

of malarin in geographic arens whara chloroquine

strains of

dod for malaria prophyl

in geagraphic araas whars chl

of chronic discoid lupus arythematosus and systemic lupus

logic Effects: logic reactions fo Hydroxychl Sulfute Tablets, USP may occur ond, thersfore, proper care
should b isad whan it is odr d fo oy patiant receiring o drug with o significont tendaney to produca dermaditis.
Drug Interactions

Digoin: Concomitant Hydramychloroguing Sutfabe Tablsts, USP ond digeocin therapy may result in incrensed ssnum digoin levals:
sarum digucin levals should be desaly monitorad in patients receiving combined therapy.

Insulin or antidinbatic drugs: &5 Hydrocychloroquine Sulfate Toblats, USP moy snhance the affects of o hypoglycamic frestment, o
docronsa in doses of insulin or ontidiobetic drugs may be required.

Drugs that prolong OT interval and ather arrhythmonenic drugs: Hydruocy chlaroquine Sulfata Toblats, USP prolongs the O infarval

Exchonga tronsfiusions are used to raduce the level of 4-aminoquinaling drug in the blood,

& patientwho survives the aruta phasa and s osymptomatic should be chosaly obsarvad For ot laast sic hours. Fluids may be forcad
ond sufficient ammanium chlorida (8 g daily in divided dosas for adults) moy be administerad for o few doys to acididy the urina.
This will promote urinary axcration in msas of both ovardosage and sensitivity. Howawar, coution must be axsrcisad in patients with
impuired ranal function andl/ar matabolic acidosis.

DOSAGEAND ADMIHISTRATION

Ona Hydroxychloroquing Sulfate Tablats USP contains 200 my of hydrucychloroquine sulfte, which is aquivalant fo 155 mg base.
Take Hydroocychloroquina Sulfate Tablats, USP with o meal or o gloss of milk.

Malaria

Prophyleocis Adults: 400 mg {310 mg bosa) once waakly an the sama doy of sach week storting 2 waels prior to axposure, and
tontinuad for 4 waeks ufier laoving the endamic ara.

Weightbasad dsing in odiéts and padiatric patiants: 6.5 ma,/kg {5 my/kp bose), not o excaed 400 mg (310 mg boss], onea
waakly on the soma doy of the weak starting 2 weeks prior to axposurs, and continued for 4 waaks ofter leaving the endemic orao.

Treatment of U Malorio

Adults: 800 mg (620 my basa) followad by 400 mg (310 my bose) ot & hours, 24 hours and 48 hours after the initial dose {fotol
2000 my hydroocychloroquin sulfate or 1550 mg basa).

Weight based dvsage in adlts and padiairic pationts: 13 my/kg {10 mg/g basa}, not to axceed BO0 my {620 my bese] followad
by 6.5 mq/kg {5 mg/ky bosa, net to axcead 400 mg (310 my base], of & hours, 24 hours ond 48 hours after the initial dose.
Hydroychloroquing Sulfuta Toblets, USP film-cooted foblets connot ba divided, therafore they should not ba used to traat patiants
who waigh loss thon 31 kg

For radical cura of P. wivax and P. malavine infactions ompound & neczssry.
Lupus Erythematoses The recommended adult dosage is 200 o 400 mg {155 to 310 mg busa) daily, odministered o5 a single
ity dose o in fwo divided doses. Doses obove 400 my o day ora not recommendad.

The incidenca of retinapathy hos been raported fo be higher when this maintenance dosa & axceeded.

tharapy with on

und should nat b administarad with other drugs that hov the potantial to induca cardiac arrhythrmios. Alsa, thera may be on
incransed risk of inducing vantriculor ardhythmins if Hydroopchiorguine Sutfte Tablats, USP is used coneomitantly with ather
urrhrythmoganic drugs.

Meftogquine and other drugs known to lower the convubive thrashold: Hydracychlorquine Sulfate Toblats, USP can lower the
comvulsivg thrashold. Co-administration of Hydromychloroquine Sulfote Tablats, USP with other antimalarioks known fo lower the
comvulsion thrashold (a9, mefloquing) may e risk of comrulsi

Antiepilagtics: The uctiity of drugs might be impoired i epad }with Hydraeychl sulfata Toblats, USP.
‘Mthoimunts: Combined ma of mathotracate with mdranmqmmSﬂfthm ISP hos not bean studied and may increase
the incidence of advers aff

Cyclusporin: An incransed plnsnn tyclusporin level wos raportad when eyclosporin and Hydrowychloroquing Sulfata Tablats, USP wera
to-odministered.
l‘hfd'mhgh‘dwhm have been observed sn mnm with to strwdurally related substance dilorequine
an

be relod out For bydr

rziquantal: Chioroquing has been raported to Mmﬁubmmdﬂi&ﬁ of praziguantel.
lmmk and kaolin: Antocids and kaolin con reduca absorption of chlsroguing; an intervol of ot least 4 hours batwean intuka of
thase ngents ond chloroquing should ba obsarvad,
(Cimatiding: Cimatidine can inhibit the metabolism of chloroquing, increesing its plasma level. Concomitont wse of dimatidine should
bo ovoided
Ampicillin: In o study of healthy voluntaars, chl ifwantly reduced the bicavailability of ampicillin.
Information for Pationts: Patiants should ba informed of the sarly signs and symptams of taucicity such s rash or visual changes.
Patients must saa their physicians promptly in cse of the appanranca of these or of any unusual effecs. Pariodic Inboratary tests
may be racommanded in some patiants. Patiants showkd be fully informad of the patantial risks of tha uss of Hydrocychlarogquina
Sulfate Tablats, USF, aspacially in pragnancy and in childran.
g " pairucat of fortity:
Long-farm studies in animals have not b Jucted fo avaluata tha potantial of Hydroxychl Sulfte Toblals,
UsP.

Tha mutageni potential of hydraxychloroquing was not evalunted. Howaver, chloraquing has bean shown to be o catalytic inhibiter
of DINA rapair arzy mes (o poisomerasa 1Y) and tn produca weak genotcik affects theough this moda f action.

Pregnancy

Teratogenic Effects: Human pragnancies resulfing in five births hove bean reported in the literatura and no inreasa in the rata of
birth dafacts hos been dsman sirated. Embryonic deaths ond malformations of anophtholmin ond microphthalmia in the offspring
hove bean raportad when pragnant rats racaived langa doses of chloroquina.

Horsing Mdm [nn‘ﬂnn shnu"d Bu mfmmflhun dmuls‘rung Hydrueychloroquine Sulfata Toblats, USP fo nursing women. It
hos leen d d to nursing women is axcrated in human milk and it is known that
infonts oro ectremety mmw ﬂmm uffacts of 4-ominoquinolines.

Podiairic Use: Sufaty and efficacy have not bean estoblished in the chronic usa of Hydrocy chloroquine Sulfate Toblts, USP for
spstermic lupus erythematosus and juveniks idiopathic arthrits in children. Chitdren ore espacially sensitiva fo the 4-aminoquineline
tompounds. Most raported fafalities followad the nccidantal ingastion of chloroquing, sometimes in small doses (075 gor 1gin
one 2year ol child). Patiants shauld be strongly womed to kaep thess drugs out of the ranch of childran [2e OVERDOSAGE).
Gerkatric Use: Clinical shudiss of Hydroxy chloroquine Sulfate Tablats, USP did not includs suficient numbers of ged 65
und over to datermina whethar they respond diffarantly from younger subjacts. Howaver, this drug is known fo be substantially
wacrated by tha kiclney, and the risk of fouic reoctions to this drug may be graater in potiants with impaired ranal function. Bacousa
aldarly patiants are mars likely to hove dacreased ranal function, care should be taken in dose ssktion and it may bs usehul fo
manitor renal function,

ADYERSE REACTIONS

Thufaﬂumu udvarsa reactions hva besn identified during poskapproval use of Hydrocychloroquine Sulfats Tablas, USP or other
line compounds. Bacmusa these reactions are reported veluntarily from o population of uncertuin siza, it & not ohvoys

1sa of Hydroocychlorogquina Sulfate Tablats, USP is contraindicated in potients with known b 4 I
compounds.
WARHINGS

Resistonl strains of malaria: Hydroxychloroquing Sulfote Tablsts, USP & not effactive against chloroquine resistant strains of P.
ficiparom (see CLINCAL PHARMACOLOGY - Micobiology).

Oaulor: Ieversible ratinal domage has been sbserved in soma patisnts who hod racaived hydrocychlorogquine sulfate. Significant
risk foctars for ratinal domage indude doity doses of hydreooychlorogquine sulfate greater than 6.5 mg/kg 5 my, g base] of octual
‘body waight, durations of use granter than five yeors, subnormal glomarular filtration, use of some concomitont drug products such
s famacifon citrate and concurrent macular dissose.

A basaling vcular examination is recormmancledl within the firstyaar of starting Hydrucychloroquine Sulfate Tablsts, USP. The
basaline exam should include: best cormected distonce visual acuity (BOYA), on outomated threshold visual field (VF) of the cantral
10 dagraas with ratesting if an bnormality is notec]), ond spaciral domain ocular coharanca fomogrophy (S0-0CT).

Fur indheiduls with significant risk factors (daily dos of hydraxychloroquine sulfate greater than 5.0 mg/kg base of achual bady
waight, subnormal glarmarulor filtration, use of tamaxifan itrate or concurrent mocular dissass) manitoring should includa sanual
waminations which includa BOM, YF and S0-0CT. For individuals without significant risk factors, annval axoms can usually be
defarred until five yaars of treatmant.

In individuals of Asion destent, retinal tuxicity may first be noticed outside the maculo. In patients of Asion descant, it is
recommandled that visual fiald fusting be parformed in tha tentral 24 degrees instead of the cantrol 10 degrees.

Itis ded that hydeoeychl bad 'ifﬂwhrnldy lssuspoddmdlhawhm should ba closaly obsarved
gmmmtmw [lnd'mum ) moy progress

Cordiac ENods, induding Cardiomyopathy ond QT prelongatien: Postmarksting ms“oerm;ﬁn ond fatal
cardiomyopathy have bean ropum;! with mnnfh‘ri:mnhhmqm Sulfuta Toblats, USF s wall a5 with wsa of chloroquina. Patiants
muy presentwith luck, pulmonary sick sinus syndrome ar with cordioc complications. ECG findings
‘may include airioventricular, right or laft bundla brunch black. Signs or symptoms of condiac compromisa hove oppearad during
wowhe and chronic treatment. Clinicol monitoring for signs ond symptoms of cordiomyopathy is ndvised, induding vss of

pnssubim raliably astimate thair fraquency or astublish  cousal relutionship fo drug mposure.

Bloed ond bymphatic systom diserders: Bone marow failure, anomia, oplostic onemia, ogranulocytosis, laukopenia, and
thrambocytopanin. Hemolysis reparted in indiriducls with glucese-t-phosphate dehydrogenasa 6-6-P0) deficiancy.

Cardiac disordars: Cordiomyopothy which moy result in cordiac failure and in soma cases o fatal sutcom (see WA RMINGS and
OVERDOSAGE). Hydrxychloroquine Sulfate Tablats, USP L prolongs the T interval. Yentricular arthythrmios und torsade de
‘pointes hava bean reported in patiants taking Hydroxychloraquine Sulfate Tablats, USP (sse OVERDOSAGE and DRUG
INTERACTIONS).

Ear und labyrinth disorders: Vertigo, tinnitus, nystogmus, nerva denfnass, deafnass.

Eyo diserders: Irrevarsibla retinopathy with ratinal l.hlms [inlh y ), wisual fiald defucts (paracantral
seotomas) andvisual disturbances frisual acuity), morulapathies (macula dork adaptation, color vision
ubnormalities, coraal changes {edema and opocities) induding mnui Wepqd&nnofdmu\uﬂh ar without occompanying symptoms
(hale around lights, photophobia, blumad vision).
Gastrointestinal disrders: Nousao, vomiting, diorheq, and abdominal pain.
Gemeral disordors and admindstrafien site condifiens: Fatigue.
Ilnpmllim diserders: Liver function tusts obnormal, hmk failure aeuta,

ystom disordars: Uriarig, o
Metabolism and nuiriien disorders: Dcransad appatits, iy poglycemia, parphyria, weight decraasad.

loskoletol and tisswe disord disondar, skeletal muscle myapathy or neuroryopathy leading
fo prograssiva wenkness and airophy of preximal muscla groups, dapression of tendon reflaces and abnormal nerva cond uckion.

Merveus systom disorders: Headache, dizziness seizure, ahacin and axiropyramidal disarders such as dystonia, dyskinesio, ond
tramar hova bean raportad with this duss of drugs.

Prychiatric diserdors: Affec /omutional labiliy, nervousness, irritability, nightmares, peychosis, suicidal behavior.
Skin ond sub fissue disorders: Rash, pruritus, disordrs in skin and mucous membranes, hoir clor

dingnestic fools such os ECG to monitor patiants for condiomyopathy during Hydrexydhloroquing Sulfata Tablats, USP therapy.
Chronic tmcicity should be considerad when conduction disorders [bundla branch bluck/atrio-vemtricular haart Block) or biventricular
Trypartrophy ara diognosed. If corditeicity is suspacted, prompd discontinuation of Hydrucychloroquine Sulfate Toblsts, USP may
prevant lifa-threatening complications.

Hydracychloroquine Sulfate Tablats, USP prokngs the O interval. Ventricular archythmios and torsades de pointes have besn
‘aportad in patients fuking Hydrucy chloroquine Suffta Toblats, USP (see OVERDNOSA GE]. Tharafore, Hydruychloroquing Sulfata

changes, nlapecia. Dermatitis bullous srupdions induding seythema muliifarme, StavansJohnson syndrome, ond toic apidermal
necralysis drug maction with aosinophilia and systemic symptoms (DRESS syndroma}), phatosansilivity, dermatitis exfoliative, acute
genarolized aconthematous pustulosis (AGEF). KGEP hﬂsh badlsmmdfmm psarinsis, nlﬂlmh Hydroxychloroquing Sulfute
Toblats, USP may pracipitute aitacks of psoriasis. i may be with pyracia and b

To repert SUSPECTED ADVERSE mcmms. contac Appee Pharme LLC ut 1-855-67 27 726 or FDA at
1-800-FDA-1088 or wwrw. itk .gev/ modwak

Rk d Arthrifis
Tha action of hydrocychoroquing is cumulative and may raquira wesks fo months o nchiers the moximum tharopeutic ffact {see
CLINICAL PHA RMACOLOGY).

Il el desage: 400 my o 600 mg (310 o 465 mg busa] doily, administered 05 o singla duily dose or in two diided doses. In
o small parcantuge of patients, side affacts moy raquira ternporary reduction of the initiol dosage.

Maintengace oduf dosge: When a good rasponse is obiined, the dosage may be reduced by 50 percant ond continued of 0
maintananca lavel of 200 mg o 408 mg {155 fo 310 mg base) duily, administerad o5 a singla daily dose or in two divided dosas.

Do not excaed &00 mg or 6.5 mgy'ky {5 mg,/ky bose) per duy, whichevar s lower, os the incidence of ratinopathy hos been raported
1o be higher when this maintenance doss is excoedad.

Corticasteroids and salicylotes may be usad in m{umﬂcn with h;drmquumSﬂmem USP, and they con panarally ba
ﬂs:ms:ﬂ gradually in dosoge or eliminated after quine Suffate Tablets, USP has heen
achisva

HOW SUPPLIED

Hydroxychloroquine Sulfats Toblets, USP ara white to off-white film-toated copsula shoped tablals debossed with “AC 384" on one
side and ploin on the other side. Ench tablat contuins 200 mg hydrocychlaroquine sulfate (equivalent fo 155 mg bass).

Bottles of 100 fublats NDC: 55601-384.01
Battles of 1000 tablats NDC: 5580138402

Do not crush or divida Hydroxychloroquine Sulfata Tablats, USP film-coated fablats {180 DOSAGEAND ADMINISTRATION).
Dispensa in o tight, lightsesistont container as definad in the USE/NF. Ksep out of the raoch of children.

Stota of room femparntura [20° to 25°C |68 to 77 °F|, allows axcursions babwaen 15° and 30°C {59° ond B6°F]].
Momufuctored and Distributed by:

Appuo Pharma LLC
Somarssi, NJ, US4, 073
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