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HYDROXYCHLOROQUINE 
SULFATE TABLETS, USP 

Rev. 2 

HYDROXYCHlOROQUIME SllJAll 1Ulm, USP 

DlSOUPllOM 
Hydn:ixythloroquine sulfate is a white or prodlcoltf whita, uystallin1 p:iwd1~ flfft( soluble in water; pmtlcolly insoluble in alcoho~ 
chloroform. and;, ntlot Thochom;col nomo hr hi<illlXl'hloroqu;no sulfm. ;s 2-[[4-ll7.clloro4qu;no~I) om;no]pontrO 
o!hilom;noJo•onol Sulfate (1:1). lh 1ruclullll formulo ;s; ao I H 

~/N'~N/".. 
I Ill I CH3 
NV CH3 ~OH 

The moleculorwtight of hY!lrnYthloroquine sulfota is 433.9S, and mole<ulor formula Is <11H26CINaO • HPQ4. 
HydlllXl'hloroqu;no SuWoi. Toblll\ USP conto;n 200 mg hydroxychloroqu;no lUlfolt, oquMlhntlo Ill mg bast, ond ore forollll 
odministf\'ltion. 

lnodln lngod~nlt Corn llo<~ Cros1>1~don\ 1tydrOkJpro11I mntl~<0Uulos\ lldo11 lfonohydroi., Mogn.,;um S~orolt, 
Po~othylooo G~col (Mrt 3350~ Pol!"f;nylAkoho~ Toi~ Titon;um l);ox~o. 

CLINICAi PHARMACOLOGY 

~lcs: Folbw;ng o ~nglo 200 mg orol do11 of Hydroxychloroqu;no lulfoto loblot~ USP• hoolthy mol11 •• moon 
pookbbod concontrot;on of hyfaXY<hlolllqu;nowos 129.6 ng/ml, 11Gchod ;, 3.26 hourswlth a hoW llfoof 131 houo (22.4days). 
In the some tudr, tbe plosmo p1okconc1ntrution wos S0.3 nQ/ml reoched in 3.74 hours with a half-llfaof 2963 hours (123.S 
days). ur;no hydrOkJchblllQu;no h .. ls wo~ stm dotecloblo allot 3 montls with oppm;mato~ ICll\ of•• do11 ornotod as•• 
parent drug. Result following a single dose of a 200 mg tablet wnus i.Y. infusion (lSS mg~ demonstrated o ha ff.life of about 40 
doys and a laroenlume of distdbutlon. Ptak blood concentrations of metabolites were obserY1d at the sometime os peak lenls of 
hydraychloroquine. The meon &odlonofthedow abmbedwos 0.74.Afteradministrotionof'Slnole lSS mgand310mo 
;ntrmno'" dos11 pook blood concontrat;ons lllngod &om 1161 ng/mlto 2436 nlfml (moon 1118ng/ml)follow;ngtho111 mg 
infusion ond 6 months followino the 310 mg infu'Slon. Phormacokinetlc poro11111ters were not significantt( different mt the 
theropautic dose range of !SS mg ond 310 mo indicoting lineor kinelks. 
Folbwing chronic oral admin~oti>n of lrydnixychbn:quina, significant lanls of threa metobolltts, desethylhydraychloroquine 
(OHCQ~ d"'lhilchlooqu;no (OCQ). ond b;d..othylhyjoXY<hlolllqu;no (80<0) hOfo boon found;, plosmo ond blood, wllh OHCQ 
being th major mslobollte. The absorption haff~ifewos apirsima1etf 3 to 4 hours ond the terminal holilife ranged from 40 to SO 
doys, The long hoff-life con lit a1tributed to Dnsln tissue up aka rother than thll)ugh decreosed •crstion. Peok plosma lenls of 
hydraychloroquinewert Sffll in about 3 to 4 hours. Riina! clearunce in rheumatoid ortbrttis (RA) jQtient\ toking 
Hydn:ixythloroquine Suffate Tablets, USP for ot leost sll months seemed to bt simibr to thDt of the single dose studies innlunteers, 
sugges11ng that no chonga, occurs with chronk dosing. !tinge for renol clearance of unchonged dn.gwos opprcs:ima1etf 16 to 30% 
ond did not con elate with crea11nine clearunce; thertfora, a dosoge adjustment is not raquirtd for pa1ium with rtnal impoinnent In 
U. pa11ent\, there was lorge YOriabilltyos to the &oction of the dost absorbed (te. 30 to lOax.}, and mean hyil"xythloroquine 
lmls wert signlflcanttf hither in potien15 with lessdiseose adtflty, Cellular lmlsof patient\ on doily hydraychloroquine hon 
been ~own to be hi9her in mononuclearcells than iotfmor~onuclear 111-ucocrhM. 
Ml~·Mlltrta 

M1:hanism of action: The precise mechonlsm by which lrydrcaychlon:quine•hiblts octHtty ogoinst ffasUimo Is not known. 
Hydn:ixythloroquina, Rb chloroquine, is oweak bose and moy atert it\ efftct by concentroting in the ocid Y1siclesof the jXlll)Sitt 
ond by inhibiting pot(merillltlon of heme. n con also inhibit certoin tRZymes by II\ interoctionwltb DU. 
ActMIY in Yltro and in Cl'nical Infections: Hyiln:ixythloroquine is adtn ogainst tht erythll)(ytlc forms of chloroquine senslttn stroins 
of PlasmodluD/dcjm111 ffmmd1111 r1d~lot, l'l>smoO... omit, ond ff ... odotrullor. Hydllll!<hloroqu;no ;s notadln 
ogoinstthe gametocytts and llOlliythrocytic forms inch.ding the hypnazolta stage (P. Yiraxond P. <.rdt) of the ffmoditr• 
parasites. 
Dru1 ltslstance: P. fakipll'tNll struinsexhiblting rtdlKed susceptibility to chloroquine also show reduced suKaptibility to 
hydraychloroquine. 
Ros;sJonco of ff ... odotrr1 poro~Ms N chloroqu;no ;sw;dOli:road (soo IMDICATIOMSAMD U!AGl - M1larl1). 
Pa11ent\ in whom chloroquine or lrydrcaychlo"quine hm faded to prmnt or cure clinicol mol1do or paros1temi1, or patlan15 who 
ocquirtd mol11i> in o geographic alff where chbn:quine resistonce is known to occur shoukt betl90tadwltb 1nothertonn of 
ont;molariol••lllPI (s., INDICATIONSAMD U!AGl - M1larl1 andWAllNIMGS). 

R~11nto1Hrt.lis m4 Sy•-llJts llyt\_,.., 
M1:hanism of DCtion: The mechanisms undert(ing th• ant'Mnfl1mmatuy ond immunomodulatory efftds of tt(drcaychloroquine 
Sulfate Tobi~ USP ore unknown. 

INDICATIONSAIC>USA61 
Mable 
Hydn:ixythloroquine Suffate Tablets, USP is indicated for the treotmant of un<omplicotad molario due to P. lddporr111, P.111aloriat, 
P.flfd1

0 
ondP.Yim. 

Hydn:ixythloroquine Suffate Tablets, USP is indicated for the proplrtla:tis of molari1 in geographic areas where chbn:quine 
resistoncaisnotreported. 
Umilatlonsof U'Slinl*Jlari1 

Hydn:ixythloroquina Suffate Tablets, USP is not 11<ommendtd for the trea1mant of compGcated malori1. 
Hydn:ixythloroquine Suffate Tablets, USP is not sffedtn ogoinst chloroquine or hydn:ixythloroquine.rulstont stmins of 
/'lasmodlull spo<;RI (s" QJttCAlPllARMACOl06Y - Mtcrtl>i~tty). 

Hydn:ixythloroquine Suffate Tablets, USP is not 11<ommendtd for the trea1mant of mol1do 1cquirtd in gcog11phic ams whert 
chloroquine resistance occurs orwhantha ffmodituo species hos not been l:tan11fled. 
Hydn:ixythloroquine Suffate Tablets, USP is not 11<ommendtd for molari1 p"phylais in geogruphic OlffS whert chloroquine 
resistoncaoccurs. 
Hydn:ixythloroquine Suffate Tablets, USP dotS not prmnt relapses of P. YW«f or P. ordt bec1use It is not CKtlra ogoinst the 
hypnazoite forms of thtst p1mltts. For 11dical cure of P. yMJr ond P. orM infection~ concomitant theropywith on 
a-0minoquinoline comjXlund is nects'SOry (m CllMICll PKlRMACOlOGY -Miaol>ioltgY). 

Prior to prw_ribing Hydn:ixythloroquina Suffate Tablets, USP for the treotmant or proplrtla:tis of molariD, consult the Canters for 
Dimsa Control ond Prmntion (CDC) #abrintbslt• f http:lj!ww.cdc.qOf/ malori>l. 

UJIS lryinotOM 
Hydn:ixythloroquina Suffate Tablets, USP is indicated for the treotmant of chronic diKoid lupus ..,thematomond systemic lupus 
eiythematominadufls. 

R~11nto1Hrt.lis 

Hydn:ixythloroquina Suffate Tablets, USP is indicated for the treotmant of acute ond chll)nic rhtumotoid arthritis in adults. 

COMTllAINDICATIONS 
Use of ltf'dn:ixythloroquina Suffate Tablets, USP is contmindicottd in potiants with known hypersansltH!ty to 4-ominoquinoGna 
comp:iunds. 
WARMINGS 
Rtsistml slrtiu tf ..al•ia: lt(draychloroquina Sulfote Tablets, USP Is not sffectlv; ogoinst chloroquine.resistant strains of P. 
ldd-(sff QJttCAlPllARMACOl06Y - Mtcr11i1loty). 
Oe1b: lnmrsibla r;tinol dom1ge his betn o~emd in some jQlient\ who hcd recatffd hydrcaychloroquint sulfate. Significant 
r~kfocloo hr 111;nol cbmago ;nclt.do do;~ do11s of hydlllXl'hloroqu;no suWoi. grooler thon 1.5 mg/I; (I mllll bo11) of adual 
bodf wt~h\ durotions of use gmter thon flv;yeor~ subnormol glomerulor flltra11on, usa of some concomnont drug product uh 
ostomcs:ifancitrat•andconcurrtntmocubrdiseast. 
A baseline ocular atamina11on is 11<ommendedwlthin the flrstyear of starting tt(draychloroquina Sulfate Toblat\ USP. The 
bo11Gno oJDm mould ;ncludo: bort cor11d1d d;m,ncn~uol ocuHy (llYA). on oulomoi.d •"'hold•~ool f;old ~F) of tho contol 
10 degfffS (with retning If on abnormality is noted), and spectrol domoin ocul1rcoherenca tomogro~y (SD-OCT). 
For ;ndlf;duols wllh s;gn~;contr~k h<Nn (do;!y dose of hydroxychloroqu;no sulfote groatec thon 1.0 mg/kg base of oclool body 
weight subnormal glomerulor fillratlo\ use of tames: If an citruta or concurrent mocular disease) monitoring should include annual 
txnminations whk:h include IKW., Vf ond SD-OCT. For indiYlduols wltbout significont risk factor~ onnuol 1t1ms can usuolt( be 
dsftrrtd until frfayeon oft1911tment. 
In indttiduols of Asi1n dtscant rvtinol toxicity mayflrstbt noticed outside the maculo. In IQ!ient\ of Asian cltscafl\ ltis 
11<ommendtdthatflsualfield testing be performed intha centrul 24 degrtes instead of thecentrol 10 degfffS. 
It Is recommended thDt lrydrcaychlo"quine be dis<ontinued if ocubr lal:icity is suspected ond the pa1illnt should be closet( obsemd 
gtn n that retinal changes (ind Ylsual d isturl:onces) moy irog ms mn after cessa11on of the ru py, 

C..St< Elldt, ind•••t <•4toq.,1ty m4 GTJrtloo911111: Portmorbfing casos of llf,;hroatoo;ng ondfatal 
c11diom'f'IKJlfiY hm been reported with use of lt(draychloroquina Sultot. Toblet~ USP as wall 1s wltb use of chloroquine. Polient\ 
moy prtS11ntwltb a1ri0fall1ricular block, pulmonary hypertension, sick sinus syndll)mt orwltb cardiD< complkations. ECG findings 
moy include atrimntricubt r~h't or l;ft bundle brunch bbck. Signs or symptoms of canli>c compll)miw hon appeartd during 
acute ond chll)nic trtatment. Clinicol monitoring tor s~ns ond symptoms of cardi>myopothy iso6'1st~ including use of appropriate 
diognostic took such os ECG to monitor potiants tor canliomyopa1hy during Hyil"xythloll)quine Suffa19 Tabl;t\ USP therupy. 
Chronic toxicity should bt considered when conduction disorders (bundle branch blo<k/otri).v;ntrkulor heart block) or btnntriculor 
hypertrophy are di1gnostd. If cordiotaxici1y is suspeded. promp discontinua11on of tt(draychloroquina Sulfate Toblat\ USP moy 
prmntllft.thrta1eningcompGcotions. 
Hydn:ixythloroquina Suffate Tablets, USP P"bngs the QT intemil. Yall1ricul1r ouhythmios ind llnodts de pointas hon b1111n 
!1p)rted ;, pot;onl5 tok;ng HydrOkJchblllQu;no Sulfate Tabl~ USP (s" O'lllll>OSA 61). Thoohr\ HydrOkJchblllQu;no Sulfate 

11.0000" 

Tobi•; UIP should not bo odm;n;storedw;~ o•or drugs •at h°" •• potenllol lo pllllong •• QHnNmil (sff DRUG 
IMTIRACTIONS). 

Wwst1il9 1f JSOlltfutd por1'y~t: Uso of HJd""l'chblllQu;no Sulfate Tobi~ USP;, patlooh wllh psor;o~s may 
precipitate a smra otlock of psori1sis. When used in patlan15 with p:irphyri> the condition moy lit amcerlKJtad. The prepara1i>n 
should not be used in thtst cond'itions unless in the judgment of the physician the benefit to the potiant outwai9hs the iossible 
h12ord. 

Pml•ll .,.,,fly tnd Notrtpcfty: Sknlatal muolo myopothy or noulllpathy lood;ng lo plllgrR1s1" woo kn"' ond atrophy of 
pro::timol muKla groups, dapmsed tendon rllflces, ind abnormal nerYI conducti>n, hm been reported. M~lt and nern bio~ies 
hora been associotedwith cuMlineor b>dits ond muscle fiber a1rophywithncuolor chonges.Asms musde strength ond detp 
Nndon rol11co1 poricd;col~ ;, 1>1fionl5 on bog.teem •ocopywlth Hydroxychlooqu;no SUWoto Tobi~ USP. 

M11,.,syd11olll< OVHI!, l1<luli19 111dltllty: SU;ddol bohOf~r hos boon O~ !1p)rted ;n pot;onl5 treated wllh 
Hydroxychloroqu;no Sul~ loblll\ UIP. 

ltyJf!lly-: HydrOkJchlooqu;no SUifate Tobi~ USP hos b"n shown to""' sonco hlJIOg~com;o ;nclt.d;ng loss of 
consdousntss thot could be lifethrlKJtaning in potillnts trlKJtad with orwithoutonrrdi1b;t1c medicoti>ns (see ORUG 
IMTIRACTIONS andAD'IUSI REACTIONS~ Patlooh t~dwllh HydlllXl'hloroqu;no SuWoi. Toblll\ USP should bowamod 
about the risk of hyiogt(cemio ond the ossoci1ted dinkol 'Signs and •mptoms. Patient\ presenting with dinkol symptoms 
suggtstlra of lrJ'pogtftemio during treotrnant with tt(draychloroquina Sulfate ToHet~ USP should hDv; their blood olu<ost checked 
and trea1mant rwiewed as nects'SOry, 

PRECAUTIONS 

6••11: U..wlto .. 11111 ptllnhwl6 !Jll-ti1toS1111~ ,....,lglOll." ~lood diJ0<4on, m4IIt\.,.wlto1 
Mlfilvltyto'!'ilbt. 
Htftl</Roal Oistasf: Antinoloriol comp:iunds should be usadwith caution in patient\ wltb hepotic disease or alcoholism or in 
conjunctlonwltb known hepotolal:ic drugs. A reduction in dos11a moy be n1:tssary in pa11ent\ wltb hepotic or renal diseosa, 1s wall 
1sinthosataking mtdicintsknowntoafuctthtstorgans. 
Henltltgl< Eftt<tl/l4'ordtty Tests: Antimabrial compounds ~ould be used with coutlon in patients with hepatic diseose or 
alcoholism or in conjunction with known hapa1otaxic drugs. Periodk blood cell counts should be performed If polient\ art gtffn 
prolonged the ru py, If any smra bb>d disorder such os opbstic onem ia, og ru nulocytosi~ 111-ukopanig, or th ll)mboqtopanio. oppears 
whk:h is not atlributoblt to the disease under trea1mafl\ considerdiKontinuatlon of Hyiln:ixythloroquine Suffa19 Tablets, USP. 
tt(draychloroquina Sulfote Toblets, USP should be odministeredwltb caution in pa11ent\ h0ting glucose-6-phosphate 
dohydrogoooso(6-6.PO) dofk;onrr. 

Otnncfeltf< Efftcts: Dtnna1olcgic reoctions to tt(drcaychlo"quine Sulfate TDbl;I\, USP may occur ond, thertfora, p"percort 
should be eurcistd when It is 1dminislertd to a"f potiant 11<airing 1 dn.Qwith a significant tendency to produce dermatitis. 

O.tgllt•t<tlool 
ID.ei!: Con<omllont Hydn:ixythloroquina Suffa19 Tablets, USP and diga:tin thergpy moy result in increased serum d~o::tin ltv;k: 
serum digaxin lmls should be closet( monitored in patlan1511<ttflng combined theropy. 
Insulin or 1ntidiabttk drugs: As tt(draychloroquina Sulfote Toblets, USP moy enhance the effect of 1 hypoglycemic treatment, a 
decrease in doses ofinsuGn or ont1di1litlk dn.gs may be requirtd. 
Druos that Prolong QT irrlvfal ind other au!rrthmoqank drugs: tt(draychloroquina Sulfate Toblat\ USP prolongs the QT intarml 
and shoukt not be adminlsttrtdwltb other dn.gs that hm the jOtentk:JI to induce cordi1< 1rrhytbmios. AISQ, there moy bt on 
increosed risk of inducing nntriculor orrhythmi1s If tt(drcaychlo"quine Sulfate Tabl;I\ USP is used concomllofrllywith other 
arthytbmogenicdrugs. 

0¥1RDO!AGI 
The 4-omincquinolina compounds orneiy rupidly ond completely absorbed after ingestion, ond in occidrintol mtdosoga, or rorely 
with lower doses in lrtperstnsltlra patlan15, toJSc symptoms mayoccurwltbin 30 minutes. Tht symptoms of orertbs1ge moy include 
heodocha, dniwsints\ Ylsuol disturloncts, c11diowt1Kul1tcollopw. colrfulsion~ hyiokalemia, rhythm ond conduction disorders 
including QT pll)longot1011, tonades de pointa~ Y1ntrkulor t1chycordio and nntricul1r fllrilbtion, followed by sudden potenti1lt( 
fulol respirutory and cordioc a nest. TrlKJlment is symptomatic and must be prompt. Immediate g1stdc IOfOOt until tht stomach is 
com pl;tet( emptied Is indicated. After loroga, octlvoted chorcoa I is introdlKed by the stamoch tubt within 30 min utts of i n9estlon of 
the drug moy inhibit further irr19s110DI o~orption . To beeffecttn, the dose of odtrntad charcoal should be ot least frfatimes the 
ostlmoteddosoofhyjllll!<hloroqu;no;ng~d. 

Consl:tarution shoukt be gtnn to administering diazapam porenteralt( since studias suggest thot It moy bt beneficial in rmrsing 
chloroquineandh'f'll"JYthloroquine cardiotaxiclty. 
l~irullry support ond shock flllnogemant shoukt be instituted 1s nects'SOry, 
Exchonga tronsfusions ort used to reduce the lerel of 4-ominoquinolina drug in the blco:I. 
A polientwho survtfes the o<uta phase and is osymptoma1k should be cbset( obstl'fed for ot least sll hours. flul:ts may be forced 
ond strffk:iant omflllnium chlorl:ta (8 g d1it( in dlfided doses forodults) moy be administered for o f;w doys to Acidify the urine. 
This will p"mot• urinary atcrstion in cases of both mtdosooa ond senslttflty, Howmt caution must bt eDtcised in jXJtiants wltb 
imp1iredre0Dlfunctbnoncl/ormetobolicacidosis. 
DO!AG!AMDADMIMISTllATION 

One Hyiln:ixythloroquine Suffa19 Tablet\ USP conloins 200 mg of hydraychloroquina sulfate, which is equtralent to lSS mg bDse. 
lob Hydllll!<hloroqu;no SuWoi. Toblol5, USPwllh o moal or a gloss of mHk. 

Mol•la 
Prophx!a:tis Adults: 400 mg (310 mg bose) once wttkly on the soma d1y of each wttk storting 2 WM ks prior to atposura, ond 
continued tor 4 wttks after ltoring the endemic ort0. 

w.lght.bmod®slnglo O!Mts ..i podlitl!:,.,....r. 6.1 mllll (I mg/kg bo11l nat • oxcood 400 mg (310 mg bosel onco 
wttktf on the soma doy of the wttk starting 2w1111 ks prior to atposura, ond continued for 4 weeks after lecwln g the endemic oreo. 
Treatment of Uncomplicatad M1lari1 
Adults: 800 mg (620 mg bo11)followod hr 400 mg (310 mg boso) ot6 hour~ 24 hours ond 41 hoursafloctho ;nlt~I do11 (~I 
2000 mg hydllll!<hloroqu;no suWoi. or 1510 mg bo11). 

w.tgit ""•ddi>s'flOla "*'Ill ••d pom.tl'. pdlwlls: 13 mg/kg (10 "111111 base). n~ to occood 100 mg (120 mg boso) followed 
hr 6.1 mllll (I mg/kg bo11~ not lo oxcoed 400 mg (310 mg bosol at 6 hour~ 24hoursand 48 hoursofl.,•o;nn;al dos• 
Hydroxychloroqu;no lulfote Tobhll, USPflln><ooted tobhh cannot bo dlw;do( •ocofo~ •or mould not bo used •t11Gtpafionl5 
whow~gh loss •on 31 kg. 

for ll)di<ol cure of P. tiwr ond P.111dariat infection\ con<omitant thera,,wltb 1n 8ominoquinoGne comjXlund Is necessary, 
lt!lf• lrr"'ll•-Thoraommondod aduh dosage ;s 200 to 4-00 mg (Ill to 310 mg hose) dour. odm;n;sto~ osa ~ngh 
doit( dose or in two dtflded doses. Doses a'°'94DO mg o doy ore not recommended. 
The incl:tanca of r;tinopotby hos betn reported to bt higher when this mointananca dose ls atcteded. 

lll-t1Hrt\~11 

The oction of hyiln:ixythloroquine is cumulatlra and may raquirawttks to flllmhs to ochien the mcs:imum theropautic effect (see 
CllMICAl PMARMACOlOGY). 
lolld "*i*dos0V9: 4-00 mg lo 600 mg (310to 465 mg base) doUt odm;n;1011d osa s;nglodo;~ cb11 or;, two dlw;ded do11s. In 
osmoll pertenlogeof patient\,sidaeffectsmayrtquireternporaryreductlonofthainltiol dosogt. Mllflcouin• ond ottuw dnm known to lower the convulstn thmhold: tt(drcaychlo"quine Sulfate Tabl;I\ USP can lower the 

colrful'Slv; threshold. Co-1dministrution of ltf'dn:ixythloroquina Suffate Tablets, USPwltb other on1lmalori1ls known to lower the 
colrful'Slon threshold (e.g., mefloquine) may increose the risk of colrfulsions. Ala.illlt1111Mrs odt* dos0g9:When D 9)0d response is obloined, the dosoga, may be reduced by SO percent ond continued at o 
Antieoiloofin: The adlri1y of on11epdeptic drugs might be impoirtd If coodministered with ttrdraychloroquina Sulfate ToHet~ USP. mointenonca lenl of 200 mg to 400 mg (lSS to 310 mg bose) cbily, administered as 1 sin9le doity dost or in two dlfidtd doses. 
Mlllbotrtnte: Combined use of methotrw:ate with ttrdrcaychlo"quine Sulfate Tabl;I\ USP hos not bll9n studied ond moy increase Oo not atmd 600 mg or 6.S mt/ka (S mQ/kg lxist) per d1y, whichmr Is lower, os the incidence of rttinopothy hos been reported 
the incidence of ohw eff1:.t. to be higher when this mointenonca dost is •mded. 

Cydomrin:An increosed plos11t1 l)'dosp:idn Im! wos rtp)rtadwhan cyclosporin and Hydraychlon:quine Sulfate T1bl;I\ USP were 
co-1dminislertd. 

II• ltlowll9 llf .. Gd;o.slm !oot ol>soml,. ,,,.,_, wU •• ""'""''""•' •kt•1a1 .if .. tpll• 
,,. .. ,..~ Olltl•nt ......... ,,.,.,,,..,,.,., .... ..,cA ...... 11•. 
Prm.i1uontel:Chloroquinahosbeenreportedto rtducathebioorail1bilityof praiquontel. 
Ant1cidsond loolin: Antacids and loolin con reduce akorpion of chloll)quine; on irr191'1ol of at leo'lf 4 hours bst.1111n intake of 
thtst ooents ond chloroquine ~ould be okmtd. 
Cimotidino: Cimetidine con inhibit the metabolism of chloroquine, incrtaSing II\ pl1smo Im!. Con<omitant use of cimetidine should 
boOfo~od. 

Am picill'n: In 1 study of heoflhy nluntw~ chloroquine sig nlf kontt( rtduced the biCXMI dobility of ompicilli n. 
llftrnlt1 f• PttiHb: Patient\ ~ould lit informed of the early s~ns ond symptoms of taxk:ltysuch as rash orflsual changes. 
Potillnh must m their plry'Slci>ns pll)mptt( in case of the appeoronce of these or of ony unusual sfftds. Periodic laboratory tests 
may be recommended in soma potian15. Potian15 shoukt be fult( informed of the potanti1I risks of the use of Hydn:ixythloroquina 
Suffa19 Tablet\ USP, ~ially in preonancr ond in chddren. 

C..-dnof•tsl•, ••tof•tsl•, ·-tf letllty: 
Long.term studies in onimols hm not b1111n conducted to waluatt the carcinogenic potanti1I of tt(draychloroquina Sulfote Toblets, 
USP. 

tba mulogenk potential of hydraychloroquinawos not rnlua19d. Howent chloll)quine hos b1111n shown to be a ca1tlt(tic inhibitor 
of DU repoireflZJ'mllS (toioisomerow U) ond to producawtok oanotaxk sfftds th"i.ghthis mode of action. 

Pl"l!Jlll<Y 
Ttt1ttgHI< lfte<ts: Human pregnancies rK1hing in ltn birtbs hora been rtp)rtad in the literotura and no incrt0sa in the rate of 
birth def 1:.t his betn demon stroted. Em b1Y9n ic deaths and malformotbns of a nophthalmi1 and m icll)ph'thalm iD in the offspring 
hora been rtp)rtadwhan prtgnant rots 11eeiv;d larva dos ts of chloroquine. 

M•1i•t Mti•s: Coution shoukt be ••rcisedwhen cdministering tt(draychloroquina Sulfate ToHet~ USP to nursing women. It 
hos b1111n danonstf\'ltad that hydraychloroquina administered to nur'Slngwomen Is atcrttad in human milk ond It is known that 
infants ore atrtrnet( sen'Slttn to the toxk sffects of 4-ominoquinoGnts. 

rfflotri< U..: Sofoty ond ofllcorr ho .. not b"n ostobl~hod ;, •• chron;c use of HydrOkJchloroqu;no lulfoto lobhll, USP hr 
systemic lupus tl'flh• motosus and jooni It idiopa1hic ortb rttis in child 1911. Chi ktrt n ore especiolt( sensltlra to the 4-1mi noqui noline 
comjXlunds. Most reported fa1alities followed th• a<cidarrtol ingestion of chloroquine, som;times in smoll doses (OJS g or l g in 
ono ~l'Orold ch;ij). Pot;onts should bo strong~wamod It katp • .,. drugs out oftho rooch of chddron (Sff O'llROO!AGl). 
6wllhl< Ulf: O;n;col rtud;Ol of Hydo>rchlolllqu;no SuWato Toblof\ USP ~d not ;ndt.do suffk;ont numboo of su~Kh aged 1.S 
and mt to dsterminawh;tber thq respond difftrantt( from younger subject. Howmr, this drug is known to bt sub'lf1ntiolly 
mrvted by the kidnff, and the risk of toxic mcti>ns to this drug may be gmter in potian15 with impaired renal function. Because 
eldert, patlan15 are mo rt liket( to hm decreostd renal functi>A, cart should be token in dose selection ind It moy bt ussful to 
monltorraODlfuncti:ln. 

AD'llRSl RfACTIONS 

lie hllow;ng odwor11 roortbns h°" b"n ~oonf;ed during 1>1s>opi:rlfol '"'of Hydroxychloroqu;no Sul~ Toblll\ USP orotloc 
4-ominoquinoGna compounds. 8'cousa these mcti>ns art rtp>rtednluntorily from o populoti>n of uncertoin sila, it Is not ohrays 
possible to reliabt, estimate their &equency or estoblish o cousol rela11onship to drug •P09.lrt. 

lbd m4 ty"liicrl< syrle• 4istnl•s: Iona morniw fodura, anemi1, oplostic anemi1, ogranulOtYIDsi~ laulopanio. ind 
th "mbOtYID pe nio. He molysis rt iortad in indtfiduols with glue ost-6fhosphata delrydrogenosa (6-6.PD) dtf k:iencr, 
f.i1'•1< lh:wders: Cordiomyopntlrf which moy 1tt1lt in cordi1< fodura ond in some coses o fotol outcome (m WARNINGS ond 
O'llRDO!AGl). HyjoXY<hloroqu;no SuWoi. Toblof\ USP l prolongs•• QT ;nter1ol l'eotrkularor~yllm;os andlollOdo do 
po;ntos hm boto 11ported ;, pafionl5 tok;ng Hydo>rchlolllqu;no SuWato Toblof\ USP (Sff O'llllDOSA6E ond DRUG 
IMTIRACTIONS). 

l• nd ltlryr11' cSsonlers: Yert~o, tinnitus, 1r1stagmu\ nern dtofnes~ deafness. 
Eye 4istnltn: lnmrslbla rstinolXJl!ry with r;tinal pigrnarrlation changes (bulrs eye appearonce), Yisuol flald dsftct (IXl!l)Ctll1ral 
Kotom1s) ondYisool disturbancas (visuol 1cu1tyL mowbpa1hits (m1cul1rdeganera1lonL dec.1911std dork adaptation, colorYision 
abno nnaliti115, cornea I chonges ( edarn1 ond opacities) including cornea I depo'Sltlon of drug w ltb or without 1ccom ponying symptoms 
(holo oround Gghll, phataphob;o, bluood ~~on). 

6trlr0i1'8sl1 .. 4.istrdws: NOU58CI, womlting, diorrheo. ond abdominol pain. 

6••11 disordon 1td oclri"i1•11111 -to <llldil1111: rot;gu• 
Htfttollliary 4istrdws: ltftr function tests abnormai hapotk failure acute. 

lmwusys'819 ch:wdcrs: UrticariD, ongioedarn1, b"nchospasm 
Motllloli1• tnd 111111111 disOfdon: Ot<rooiod opp•lt\ hil"ll~"m;o, porphyria. w~ght d0<11Gsod. 
Mlsalosblelal ttd cwtcttvttisstt clsorWs: Sensorimotor disonler, sleletol muKle rnyopa1hy or neurornyopa1hy leading 
to pn:gmstn weokntss and atrophy of pnxtimal m1B:la oroups, depression of tendon r;flaes ond abnormal nma conduction. 

If ..,•ts sysH !Ssorders: Headocha, dizzints\ sailurt, ofa:tiD and atlrapyrumid1I disorders such os df~onio. lfskinesiD, and 
tremor hm been reported with this class of drugs. 
PsycHtll1< •wWs: Afftd/ arnotionol l1bili1y, nmousntss, irritobalty, nightmare~ psyt:hosis, suicicbl behavior. 
SU. m4 ~lltfts lsslt clsorWs: Ros~ pruritu~ p~menta11on disordrirs in skin and mucous membll)nt~ hoir cobr 
chonges, abptciD. Dermatitis bullous eruptions inch.ding eiythema multlforma, Stwens.Johnson syndrome, and lal:ic epidermol 
necrolysi\ drug 1911ction with eosinophili> ond systemic S'f!1lptoms (ORE$ syndrome), photosenslltflty, dermotltisexfoli11tf\ 1cuta 
oaneroUud •onthematlus pustulosis (AGEP), AGEP hos to bt distinguished from psoriosi\ although tt(draychloroquina Sulfate 
Toblet~ USP moy p11Cipltate a11ocks of psorbsis. n moy btossoci1tadwltb pyrw:i1 and hyperleukocytosis. 

To rtJWtSUSPICTtDAD'llRSl RfACTION!, <«"lld AJJ<I l'tHt llC It l-8SW1UT26 tr fOA It 
J.100fOA·l088•www.ldam/..Hw1kl. 

Front 

Cortkostaroidsond solicylotes may be used in coniunction with tt(drcaychlo"quine Sulfate Tabl;I\ USP, ond they can g11namlt( bt 
decmsed gll)dual tf in cbs1ge or al iminated after a ma intena nee dost of Hydn:ixyth loroquin a Suff a19 Tablets, USP has been 
ochiend. 

HOWSUPPlllD 
Hydroxychloroqu;no lulfoto Tobhll, USPorowhlto lo off.white fHm<oatod capsule moped tablols dobosiod with 'AC 314" on ono 
side ond pl1in on the other side. Each tablsl con loins 200 mg hydraychloroquina wlfatt (equtnlentto lSS mg bast). 

lottlos of lOOto~•s NO C: 11801-3~1 
lottlOlof l000loblo15MOC:lllOl.384-02 
Oo notcrum or dlw~oHyjoXY<hlolllqu;no SuWato Toblof\ USPfHm<0otodloblol5 (soo DO!AGUNDADMIMISTllATION). 

Dispense in a tight lightrtsistant container os dsfined in the USP/Mf, Kffp outoftha reoch of chddran. 
Storaot room tamperatura[20°to2S°C(61°ton°f).. allowsatcunionsbetween 1S0 ond 300C(S9°and86°m. 
Mc111f1<twtd m4 Di.,,.,.ttd b,: 
Appco Phormo LLC 
Somooot. Ni USA, 08873 
Rw;s;on datO< 03/20U 




