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Futy sy followi may include: mausea, vomiling, diaphodesis and generat maiaise. Clinicai ang
nboulu:y svidence ol heplllc |ou:uy lmy not be apparent until 48 16 12 hours pust-ingestion

1n aduits, hepatic toxicily has tarely heen reported with acule overdoses of less than 10 grams, o fatalitles with leas ihan 135 grams.

Trestmast: A slngle of multipls ovssdoss with hydrocodona and acetzminophen 15 2 potentially lethal polydrug ovirdose, and cumsutiation
with 2 (eglonal poisoa conltgl centm 13 teconmended.

Wwunediale Liestment actudes tuppast of

v luncton and measursy 1o taduce drug 2bsorption. Vomliing shoutd be induced
_mechanlcatty, ot with sywup of lf;u: 1] tiant 13 ateil (adequate pharyngeal and faryngeal ullms) Oat activated charcoal (1 ql\?)
stiould fullow Qastiic enptying. The sl doe should be accompanied by au appropriate cathartic. If repsaled doses ae wsed, the Calhul

might be Included with atisrmate doses 33 uQulltd H; ien is usually hypovalemic and should tespoad lo flufds. Vasopressurs ang

othet should be A culled £nda-tached! ube $hould ba saseded belore gasitic favage of the
GHCOASIOUS Paliend and, whea ascessaty, o 9umd| assisled tasphation.
umculnus nmumn nuuld be givea lo dequate put foa In sevare ases of lalorlcatica, putitoneat dlatysis, of

occuts dus lo &

may be U nypop . vilamin K shouid De admini-

leted laluunwsly

Halonone, 3 auigolic antagonlst, Caa revaise y & nd coma !
10 7 mg i3 given parenieniiy. Since ing duediion of xllan of iy ulucoonnl way aieed e aioxong, ihe palicnt 3iouid Dé Sept vider
conlinudul Sutvelllinge and tepealed dosey ol Uw should be 2% netded 1o auinlaia soaquate Haspuativa. A martotic
anlagoalst should acl be nlmlnltlmd 1n the abseace ol ¢l|nlu|ty 1|gu|ll¢lnl 1aspltaloty o8 cadiovasculae dapiession.
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130 mgiy, iy should bs i Seium
{evels shauld Da obialned, 3ince tavels four of moie houss [ lon hetp pradict ac nop mklly Do aol awan mununopma
2332y fesults befors luillaling Lreatingal. Hepatic eazyines should e oblataed o Hally, and. fepeatsd {-hout Intervals
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The toasc dose for adults foe acetaminophea is 10 ¢,
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Dosage shoutd be-adjusted according o saverity of pain aud rsponss of ts patient. Howaver, W should 14 tapt fa ming 13t 1olanance Lo
tydrocoduns can devefop wilh continued use and that the lncldenca ol unioward elfscts 13 dose ratated.

The usual adult dosage is one 1abiel every Tour 10 six hours as needed for pain. ine fotat daiiy dosage shouid noi excerd & tadists.
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Loimav® 10/500 fHydrocodons Bitarisais and Acciaminophes fabisls, USP) conidln hydiocodons bitirualy 10 mg {Wunlag: Miy be habk
forming) and acelaminophen 500 mg They are supplied s pink capsula-shaped tabiets debossed “ucty910." in ¢outainers of 100 tablets
HOC MJU( 910-0% and 500 Lblsts HOC 50474-910-50.

1t _‘ Stofs at tealrolied ioom lemp 13°:30°C (59°-86°F).
Dupenu Ia 4 tight, tight-tesistant contalner with 3 child-iesistant closwe.
£s s fedaral aw pratublis dinpenting withou! rexcription.

A Scnedute Citi Narcotic. .

Manvlactered for:
UCE PHARMA, 1XC,
Mhantz, GA 30080

Manutacluted dy:
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Hotiait, New Yorh 13738
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LORTAB® 10/500 »

HYDROCODONE® BITARTRATE AND ACETAMINOPHEN TABLETS, USP "
10 mg/500 mg

.__

*Warning: May he hablt farming.
DESLRIPTION
bhartrate and acetam) it supplied 1 tablet lotm for ocal adminisination

Hydrocodong dilattrats i3 2a opioid anatgesic and anlilugsive and occurs as line, whue crysialy of 23 3 Ciys-
taline powcser K is altecied by tight he chemical name i3 4.5u-tpoay-d-mnzinaay- 11 -methylnoiplunan-6 ane
Bactrate (V1) hydrale (28) W has the deliowing stuctural lormula
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mhpyuhc  has the Toltowing structural lotmuta:

C,HyNO,y MW o 15118
fach Lorab 19/500 iabiet conising;
Hydrocodons Bitaddaate . . . . ... P L X 7]
{Waning: May be Rabil louamq)
Acataalnoplied .. L e iie i aa.. .. 500 Mg

I8 additlon aach liblet containg the latlowing inactive ingredients: DAC Red No 27 Alumisum Late, DAC Red No. 30 Atuminum Lake,

eroscameliose sodiy crythatline eafiutose, colloidal gilicos dinnds, starch frorm) steasic acig, prege
ctospovidone.
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CLINICAL PHARMACOLORY

Hydrocodonr i3 & ic marcotic and wilh mutliple actioas qualmnvely simitir to those of codeine Most of
Inese dnvolve the central Anrvous sysiem and SOOI Awiscle. Tne precse of actioa ol h 08 oihes opates s 8ot
iaown, tithough o is beligved {0 fafafe 1o {hs ulmnc ! opuu ecepors §n the central nesyous mum 1n addition to anatgesu, AMColCY
@iy piaduce Siowsingss, chadqes la moad aad m Clouding.
110 r.' dcnan ol hen involves I ntluences. but the specitic mechanism is as 1:! uadeteimned  Antippretic dhonity
it wnu?h inhibity peostaglindin doses of acet

i 114 iy Sysicms, DOwevEl, i00C d03E3 AUy Cause cuguiatory iniute gng L@, shatiow
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breattung
an-lukluﬂu' he behavin of the

folipwing 2 10 ag onai dose of hywumm: ominisieied 10 hve adult male subjects, the mean peak concentizlion was

2]6 s 52 agiuit. Mazimum setum levels were ummd Wil M homs mo Ihe hall-tite t
n,mmdom uhlhxls i lu w"m " 3 Nl was determuned 1o be 38 ¢ 03 hows.
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See OVERDOSAGE lor tosicity intarmation.

Acet hies 13 12pndly absoided lrom the i tiact and ts distilbuted nast body tissues. The plasma
halt tite g 174 lu 3 haug, M may ba anceeased by lxet damage a0d toliowing ovetdusage Chumination of acelaminophen 54 petacipally by

Tived balism {c ) and tengt of metsbulies Approxismatety 85% of an 0tad dose appears in the unne wilhin
24 houts of Jdumistiativn, mast s the plncmomde conjugste, with smalt amounts of othier conjugates and uachnged divg.

See OVLADUSAGE ot Woucity mloimativn

INDICAVIONT ARD USASE

tedab 107500 (fty dorn B and Ac Tabiels, USP) are indicated fot the relie! of modutate to moderately sevare paia.
i LONTARIBCATIONS
This pvoducl should aot be administersd to patisnts who have p y bited hyp itivity 12 A o1 acetaminoph
WARNINES

Respirstesy Deptavsien; Al high doses or ia senshive patienls, Dydrocodone Sy produce
guectly on the biain ste
ulat and pencdic Leedtinag

Mand laloey aud tuceensed futeucensing P he 1 eiiects of aarcolics and iheir cagacily 10 tievate ceoree

biospinat Huid pressuse hay be markedly exagyetaied o tie pmencz o! head Injury, other intracaznia! lesions of a pieexisting increase in
wdisctamal pressuce Futlhigemofe, natcolies produce advesse feactions «hich may cbscuie Ihe chinical course of palients wilh head injurres.

Acula Abdeminal Conditlens: The admuaisiralion of naccolics ay 0bsture the duagnasiy ot clinicat cowse of patieats with xuls abdome
it conddions

joss-rei. by acting
1espetatory centet Hydiocudone aise affects the ceatar $hal comdtuly cespatalory lhylmn ann My produce ineg-

PRELLUTIANE

Saxarsl: Speciat Risk Palients: At with any aarcotic analgesic agent. Lortab 107500 tablets shoutd be uted with cavtlon la e1desty & dedli-
aated paneny  umphiment of e of tanal lum\u ny»\hymmw Addison'y d1suse. prostatic Aypettiaphy of

ettt ae whauld ha and the foa thoutd he Yept in gund.
uigihial ns should be y o 7 deprestion should he

Cough Rellex HyGrocoduns Suppresses the Cough fefles a3 ‘with all AMCONics. Caution shoutd De gawicised whaa Lortab 10/500 Lablats are
used postuperalively and 1 palients with pulmonary disease.

intermatisn lsr Patiasts: Mydtocodons, lite 21l aaicolics may Mnoaii maslal andjor physicai abiiifies requited ios ine patiormance of
polentially harardous tasks such as dilving 2 ¢ar os operating machinery, patiants should be caulioned accoidingly

Alcohol ang olhes CNS depesssants may ploduce 3a additive CNS deplession, whea taken wilh 1his combination product, and should be
woised.

Mydrocodons may be Mabit-torming Patients should tate the drug only for 2y tong as W i3 presciibed, Ta the amaunty presciibad, and a0
m trequenity than prestubed

taberatery Toats: In patients wilh severs hepatic or renad disease, stfects of therapy should be moniloced with secial tiver and/or 1amal

|uu(lmn lesis.
Ding Tataracii Falieniy

stcohol} cancommtsntly with hydlocwom tilateate and aulumlwphcu uMm nay sxhbil 3a additive CNS depresslon Whea comibined lhmpy
15 Contempiaizyd. tha duse of uas OF Lo agents should Le 1educed.

ihs ute of MAD inhiditary 0 Incyciic antidepit
hydiocedune

BragAaveratary Yout isteracitens: Acetaminaphen may pioduce talse-posiive tesl results tor urlnary $-hydiosylndolescstic acld.
Carclasgenanis, Melagenssls, tmpalimont of Fortiilty: No adequate studies have basa ¢ 18 aninyls 1o whathes
hydrocodone ur acelaudnophea have a putential for curcinogeness, muligenasis, ot Impaitment of ferlifily

1 23

lmnmmc Eects: Pregrancy Category € Theta are wo adsquale and weli-conliolied siudies ia pregnant womes Lotlab 10/500 Ladlets
snoutd be used during pregaancy only ¥ the potentiat banelit justihies ihe potential risk to the tetus.
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CAbnse and Bapand Paychic dapandance, physical dupandence, and 1od

Nonletatogenic Effects: Babias bota 1o molhers who have been taking oplolds requiarty prioe to deflvery witt be physically dependent The
withdrawal sigas includs ummnly and oxcessive crying, Uemors, hyperactive sztlexes, increased sespitalory sale, increased siools. sneetun)
yéwing, vomiting 3nd fever. The Iniensily of ine Syndiome does nol Jiways conrelate wilh Ihe Guranion of aatendt opiord use or dose Thew
is no consensus o the best mathod of manageng wilhdsawal

Lader aud Bellvery: At wilh alt adcolics, admimsiration of this product 1o Ihe mother shonly dalots delivery may rasull in some degree
of tesprialoty deprassivn sa e newbyra, especiatly il migher doses arg used
Aneslag Molkers: Acetaminophen I3 axceetod in Lieast mifk in smal) amounts, bul the significance of ity elfects oa mursing ialants 15 ot
haowd. i is 0ot known whether hydrocodune is sxcretedin humnan milk Because many drugs e macieled 10 humin muik 3nd Lecausy ol
the polgmnl fos seelous adverss teactions in awising nfanis lrom hydiocodons and acetaminophen, 3 decision should de aude whethes 1o .
discontinus aursing o to discoatinue the divg. taling 1nto dccount the importance of the drug fo ¢ molher.
Petintile Use: Salely and eltactivenass in the peditric poputation have nol beza sstablished

ADYERSE REACTIONT

The moyt mqucnlly repoited adverse lons arg fight-h di sedation. Aausea and vomliting. These effacts seem 1o e more
P y 1has in non

Y patients, and Some of Ihese adverse cractions may be alievialed it the patienl hies da-u .
Omu mum maum nclude:

Luctoms ) 1
system:

ptycmc dependence, w1008 Changes.
Gastralatostingl Syctom: Fralonged admialsication of Lottab 30/50Q lablais may produce conslipation.
Sonltonmilanry Systom; Usetanai spasm, spasm of vesical sphinciaes ana uetnary retention have bean teporied with opiates.

Respiratary © len; Hydtocodons ditarliaie may praduce dose-relaled sesplratory dapression dy acHng directly oa bizla stem respi-
taloly centers (se OVIHOOSAGU
Darmateiegleal: Skin 1ash, putilus.

e loliowing 20veise Grug evinis may be botat la mlad a3 potentiad ellacts of acetaminophen: allergic soactions, 1ash, lhlomboqlnpem

mite.
SRUS ARUSE

€ ANS
Controlted Substance: Lorlad 10/500 tablels (Hydrocodons Bilartsate and
contiolied sudslance

S

claminophan Tablels, USP) mea classified 3 3 Schedule i

may deviiop upon sepwaled adminliralion of aatcolcs,
thaselote, s product should bu prescnbed and administered with cautica. However, piychic depandence is unlinely to dmlop when
lydrocodone bitastiale and Jcetaminophen lablels ate used for 3 shott tiine for the tesatmeat of pain.

Physicai @ s, e ion in which of the dsug i3 tequited 1o prevent the appedrance o a withdsawal syn-
diona, dasumes ulmczuy s1gmticant propontions only alter sevarat weeks of continued naicolic use, atthough some mild degree of physical
dependence muay develop altee 3 low Jdays of rarcotic therapy. loltrance, in whith increasingly latge doses ar 1¢Quited in oedes 10 produre

_tha same degise of analgesia.  manilested initially by a shortaned duratlon of anaigeste sltect, and subsequeatly by decoeases in ine inten-

uly of anatgesia fhe rale ol duvelopmanl of lotesance varies among palisnts.

Followlng an scute ovardossge, toxiclly may essult hom hydrocodone o: acelaminophen.
Stgne and Sympte

ilydsocodone. Serfous ovaedose with Aydrocodona is ¢ d by deprassion (2 docrease Ia respinatosy fale andfor 1ida) voluma,
Cheyna-Stokes tespiration, Cyansis) eatiems somaatence progtessing 10 stupor of coma, sheletal muscle Haccidiy, cotd and clammy s\m
104 somelimes dradycardia and hypolension. to mm aveidosage. aposa, clreutatory coliapse, cadise arrest and death may occur.
Acelaninophen. ¥ a¢ y Jlat hapalic necrosly s Ine must serious advesse ellecl. Renat
lubutar nectosis, hypoglycemic coma and lluomhocytoptnn ny “ils0 occur.
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