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More sleee, better sleep, 
through the night 

AMBIEN' 
(ZOLPIDEM TARTRATE)@ 

S·MG & 10·MG TABLETS 
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From a unique class of 
non-benzodiazepine sleep agents 

More sleep 
Total sleep time significantly increased 
compared with placebo. Patients fall asleep 
quickly; generally within 20 to 30 minutes.2
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Better sleep 
Awakenings were reduced, compared to placebo. 
Through the night 
No evidence of increased wakefulness during the 
last third of the night. Normal sleep stages are 
generally preserved2 (clinical significance unknown). 
Mean percent of time in each 

1 Sta 2 

In this multicenter, double-blind, randomized, controlled study of 631 
healthy volunteers, no significant differences were found between the 
durations of sleep stages~ 

Short half-life 
Mean 2.5-hour half-life, with no active 
meta boli tes. 

With no objective evidence of tolerance or 
rebound insomnia 
In studies of up to 35 consecutive nights at 
recommended doses.2

•
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favorable safety and tolerability profile 
Adverse events with dosages of ~ 10 mg that were 
statistically significant vs placebo 

Short-term: ~ 10 nights Long-term: 28 to 35 nights 

drowsiness 2% 
dizziness 1 % 
diarrhea 1% 

Recommended dosage 
... -: one 10-mg 

For adults: ,'/ tablet 

For elderly! 
debilitated ~~ one 5-mg 
patients: ViY tablet 

dizziness 5% 
drugged 
feelings 3% 

Patients should take 
AMBIEN right before 
going to bed and 
when ready for sleep. 

AMBIEN is indicated for the short-term treatment of insomnia. Prescriptions 
should not exceed a l-month su~ply. Hypnotics should generally be limited 
to 7 to 10 days of use. Reevaluation of the patient is recommended if they 
are taken for more than 2 to 3 weeks. 
In patients with hepatic dysfunction, treatment should be initiated with a 
5-mg dose and patients closely monitored. 
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MORE SLEEp'~~II~~L~, !BROUGH THE ~GHT 

~leQse see references and brief summary of prescribing 
Information on the last page of this advertisement. 

vs placebo 
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BRIEF SUMMARY 
INDICATIONS AND USAGE 

Amt»en tzolpidem tartrat.} it. rocated fOf ~ ~-tefm tfeBtment 
of Insomnia. HypnotICS should genef'alty be timrted to 7 t~ 10 days 

~ ::818= fo~~t:.,o~ t:: fa=.~ reconvnended tf they are 
Amblen should not be prescribed in quantntes exceeding • 1-month 

_ply lsee Wammgs,. 
CDNTRAINDICATIONS 

None known. 
WARNINGS 

Sine. sleep disturbances may be the presenting _a<ion of • 
physlC8f and/or psychlatnc du~()(der. symptomatIC treatment of In
somtua should be Ifltttated only after I carefut evaluattOn of the 
pattent. The miMe of insomnta to remit aft.,. 7 10 10. days of 
treatment may iOdtCate the presence of. pnmary psychlatrtc and/or 
medlCa '"""_ whK:h shoo\d be evaluated. Worsenmg of InSOJ1\lU 
or the emergence of new thinking or behavior abnormalitieS ~y be 
the consequence of an unrecognized p5ychtatnc (N phys.caj dIsorder. 
Such flO(hog8 h:&Ye emer~ dunng the cours. of treatment With 
sedatlw/hypnotIC drugs. ~udng Ambten. 86C8UH some of the 
important adverse effects of A~. ~ar to be dose «dated (see 
PrecautionS and Dosage snd AdmlfllStratlOfl'. i1: is important to use 
the smaUest POSSible effective dose. especlalty '" the e'derly. 

A vanetv of abnormal thinking and behavlOf' changes have been 
reported to occur '" aasocaattOfl with the use of sedatlve/hypnotacl. 
Some of these changes may be charactenzed by decreased mhlbltMln 
teg. Itggressw8"8S$ and extroverSion that seemed out of character'. 
Slmllsr to effects produced by ak:ohoI and other eNS depressants. 
Other reported behavlOfai changes ~ included bizarre behaVfOf', 
BgltattOn, halluetnattOnl. and depersonalizatIOn. AmneS18 and other 

=:=~:nt:~:~=-ntng ~ ::s:r.r=Su~='!! 
ing, has been reponed in asSOCiatIOn With the use of Jedanvel 
hypnottes. 

It can rarely be determined with cenainty whether • parttcular 
instance of the abnormal behavNlra hsted abo\I8 are drug Induced. 
spontaneous '" Of.g.n. 0( • resuh of an underIylllg psychlatnc or 

phys~ :,:;=.~~-:~~of~= 
"'oIlOWlng the rapid do .. decrease or abrupt dtSContlnuatlOO of 

=!,~~hi~':t-:~~~th~=: ~~herang~= 
sam drugs (s .. Drug Abu •• and o..~,. 

Ambaen, hke other l8datlw/hypnotlC drugs, hBt CNS-depressam 
effects. Due to the raptd onset of actIOn, Amblen Ihoukt only be 
mgested Immediately poor to gOIng to bed. PatMtntl ahouki be 
C8UtJOf18d agatnst engaglflg in hazardous OCCUpatlOOS requtnng com
ptete mental alertnes. Of motor coordination IUCh as operatwtg 

=~:,ry~~ta:c:::~=,:=",':c~~v~' ~~ 
occur the day foUOwtng IngestIOn of ArnbMtn. Amb+en showed addnlve 
effects when combtned With a6coho1 and should not be taken w.th 
alcohot. Pattents should also be cautIOned abolJt posStble combtned 
effects With other CNS-depressant drugs. Dosage adjustments may 
be necessary when Ambfen IS adm .... uitered wtth such &genes because 
of the potenttally addrtlw effects. 

0._ PRECAUTIONS 
u.. in "'" .,."., _lor __ ,..-: Impaired mot ... 

and/or cogntt.ve performance after repeated .~e or unusual 
sen.rtlYfty to sedat.w/hypnotlC drug' IS a concern III the treatment 
of elderly lind/or debthtatttd patients. Tnarefor., the recommended 
Ambfen dosage IS 6 mg 1ft such patl8nts ~aee ~ lind AdmI",.· 
uatJOll) to decrease the POSSlbtttty of SMie effecU. These patJenQ should be _y """"tontd. 
u.. in,..._ wid! __ : Clinical expenance with 

Amblen In patients With concomunt systemtC Illness .. limned. 
Caution .. advusable In UStng Amblen In patMtOts With diseases or 
conditions that could affect metabohsm or hemodynamic responses. 
Although preiffTWl8fY StudIeS did not. reveaf respiratory depressant. 
effects at hypnotIC doses of Ambten In normalS, precaunons shoWd 
be ooserved " Ambien is prescnbed to patfents wtth compron'Msed 
resptratory functton, SInce sedatlw//lrPnOttCS have the ~tr to 
depress respttatory drI .... ~-marlI:etrng reportS of respiratory in
SufflClencr. mo .. of whfch IIlYOfved pBtNtOts with pr&-eJIlstll19 respi
ratory mpalrment, have been received. Data WI tnd--stage renal faNure 
patients repeatedly treated Wlth Ambten d!d not demonstrate drug 
accumum.lon or aheratlOnS In pharmacotun&t1C parameters. No dosage 
adtustment In renally wnpa4red patl8flt ... requtfed; howtNef, these 
pattents should be closefy monrtored (see Phatmacok.mettCS'. A study 

= :~':'!~It~.:~ =' ~rev:: .:::r~:~~ 
patients With hepauc comprOntlH, and they should tHt cIosefy 
motNtored. u.. in • __ : Aa with _ _ .. /hypnotic drugs. Ambien 
should be admtrwstered with C8Utton to patients exhttHbng SIgns Of 
symptoms of depres8tOf1. Sufcldal t8fldencles may be present If1 such 
patlltms and protective measures msy be reQUITed. lntentK>flll OV8(-

~"':":::"'J ~ ': ~OO:;':'J"'':'~~::: 
patteM It any one tJme. 
,nIomuIfion "". 1M';""': htient information ;, printed '" the co:m
ptete prescnbeng .mormaoon and .. evatIab6e til pads for "'stnbuttOn 
10 pattel'us. 
~ _: ThenI .. no specific iIIbomor! ___ . 

OruginterKtiona 
CNS~acti .. dnJga: Ambien was evaluated in heatthy volunteers in 
atngMt-dose ",teract.,., studtes for severa' eNS drugs. A study ..... 
"""'ong halopendol and zo/podem revealed no affect of haIopendoI on 
the pharmacokltWtJCS or pharmacodynamtcs ot zolp!dem. tmtpramme 
in combination With z~pld8m produced no pharmaco'unetJe IIltereo
!JOn other than a 20"- decrease 1ft peak tevels of tmlpf'8nl'ne, but 
tOere was an adcfitfve effect of decreased ...... ness. $imdarly, chIor
promBZI08 1ft combnatton with zotp!dem produced no ph8nnecok ... 
netIC mteractlOl1, but thefw WH an addnwe ef18ct of decreased 
•• rtJ18H and psychomotor performance. The Jack of a drug Inter
actJOfJ foHowHlQ Slngle--doH admIntstrabOn daft: not predK:t • Iact 
foUOW'tng chronic admw .. strattOn. 

An add_ affect on psychomoteM' performance _ alcohol 
.nd zoIptdem was demonstrated. 

Stnce the systematIC evaHJatJons of .Ambien in combmatJon with 
otho< CNS...,."., druga have been Iirnoted. careful c:onaoderanon I_ be goyan to the pharm8coIogy of any CNS-ac1MI drug to be 
used with lOIpIdern. All'( drug with CNS-depressam effecta could 
potantJally """"""" the CNS-<lepraaaant affects of zo/pIdem. 
0thM dnJp: A otudy ........ ng c:onetMIK>e/zo/pIdem and .-.dine/ 
zolpodom c;ornbor1aOOns revealed no affect of _ drug on the 
ph8nnecok .... .,. eM' p/IamIacodynamI 01 zo/pIdem. Zo/pdem had 
no effect on dtgOxtn klnettel and dtd not affect prothrombtn time 
when Qlven With warfann en I'KJf'T'Ni subtects. Zc:Mp.de,,1'. ~ 
hypnotte effect was reversed by flurnazend; however. no StgflIficant 
lItterattOl'll 1ft zo6ptdem phatrmaco4unetICs were found. 
Orug/~ .... __ : Zolpodem • not "'-' II> ... 

terfere With convnorMv emptoyed cInCaI laboratory tests. 
c.n:; .................. __ ................ oI_ty 
~: ZoIptdem WH admtntstered to rats and mtce for 2 

::. ~te2~ ~rnr::.4~'~. ~~~k3:e~='l= = ~3~c:8~(~ ~~n::, ~lSS·~~~:,:sl= 
~= :O~kJ =88~~:a:J':"~ 
went seen In 4/100 ratS 13 mates, 1 tern_, receMng 80 mg/kgl 
<loy and • .- IIj>oma w .. _ WI.",.",* mat ... t8 mgI 

kg/day dose. Incidence rat .. of lipoma and Iipo .. rcoma for zo/pIdem 
were comparable to those seen in historical controls and the tumor 
findltlgS are thought to be I spontaneOUS occurrence. 
~enesis: ZoIptdem did not have. ~erric activity in several 
tests IncJudmg the Ames teSt, geno~oJOCny In mouse lymphoma ceUs 
in vitro, chromosornat aberrattonS '" cultured human lymphocytes. 
unscheduled OOA syntheSIS WI rat hepatocytH in vitro. and the 
mtcronucleus test in 1IlIC8. 
Implli_ of fwtil;ry: In • rot reproduction .... dy. the high do .. 
(100 mg base/kg) of zolptdem resutted '" Irregu_ estrus cycles and 

~fe9r!If:~~ ::;W~ ~sesme; :: ~ ~ ~/~':r C; 
to 130 _ the reconvnended human do .. in mg/"",. No eIIacto 
on any other fertJtity parameters were noted. 
Pregnancy 
Category B. Studies to assess the effects of zolpidem on human 

re~e~= ~:V::~~ed": ="I~~: 
In r8ts. adverse matemal and fetal effects occurred at 20 end 100 

~ ~~t::d~= ~S=~~':.f~=r~ ~a~xu1 
bones. 

In rabbits. _e-related matarnal aedation and - ::Jr.' 
~ ~:":: ::!c~~~': -=:!~~:::~:,:-s 1~ ~=o'.:: 
ficatlon of .. ernebfae '" VI8~e fetu .... 

Tt» drug should be uaed dunng pregnancy only w cteanv needed. 
Nom.retogenK: effecg: Stud"s to a81881 the effects on ctwldren 
whose mothers took ZolPldem dunng pregnancy have not been 
conducted. However, children born of mothers taking sedatMt/hyp-. 
notl(; drugs may be .. some risk for withdraw. symptoms frl?"" the 
drug dunng the postnatal period. '" addlnon. neonatal f\aCCldJty ~ 
been reponed In mfantl born of mothers who recewed aedatlWl 
hypnonc drugs dunng pregnancy. 
UIb« _ deliwry: AmbMln has no .. _ialled ... in labor and 
delIvery. 

~.=~~~~St:= ~o':t~~== =--:=.=r:: 
mtlk, but the effect of zotpldem on the mfant it unknown. 

~::,: :~:~~her~ 7t!. r:.~.:!. noc 
been Htabllshed. 

ADVERSE REACTIONS 
~.tad with diacontinuation of _tment: Approxim8101y ." 
of 1!101 patMlt'lts who recetved ~olptc:sam It all doses (1.26 to 90 
mg) In U.S. premarketlng cMnteal mals discontinued treatment becau.18 
of an adverse clrtmcal event. Events mosl commonty asSOCiated With 
discontlnuatK)l'l from U.S. trials were davttme drowsiness (O.69b" 
dozz,neaa (0.4"'. _ 10.5"'. nausea 10·6"'. lind vomrting 

IOl;::!roximatoly 6" of 1.320 patients who recoivwd zoIpidem 81 .. 
doses (6 to 60 mg) WI SfI'llIIar forefgn tnats diSCOl1tfnued treatmem 
because of an adverse event. Events most commonty assOCNIted 
with citsconttnUatJon from these tnals were daytime drowsiness 
(1.6'1(". am"""", 10.6"'. dizzinaaa 10.6"'. headache (0.6",. lind 
""" ... 10.6'1(,'. _in_eII __ . 
Moot commonly _____ In __ trt.,., 
Dunng shorHetm treatment (up to 10 nights, with Ambien at do~ 

:.: ~~ 7.e ':. rr:s~;nz~ -::::;;'!~~d= 
differences from ptacebo-treated patients w ..... drOWStn8SS (reported 
by Z" 01 lolpodom pat"",,,,. diu .... " 11"'. and diarrhea 11"'. 
Ounng longer-tenT! treatment (28 to 36 ntghts. With zoIpidem at 
doses up to 10 me;!. the most commoNy obS8N8d adverse event8 
ISSOClBted wtth the use of zolptdem and seen at stattl~lC8t1y SI~ntfi~ 
=t~e;:;-,..::(r.:roo-.... ted pa_ ...... dlUlnaaa 5", 

_ of T .. atment·Emergent AdwrM ~ in 
Short· ...... PIace~ Clinical Tria .. 

\l'8<oontage 01 potionto reportlngl 

Central and ParipIleraI NeM>uo System __ 7 

" OrCM'smest. 2 
~aa I 

Go .... """_ Syotem Nausea 2 3 
Doarrhea I 

_Syotem 
Myalgia 2 

Of_to roporuod by at ..... 1" of Amboen patiantl .. included. 

-u.:t~~~in 
(Peroontage of p81I8nt8 roport'"ll' 

Body System! 
Adverse_ 

Autonomic Nenoouo System 
Dry mouth 

Body ... Whole 
Allergy 
I\acII. pain Influenz __ orne 

Chest pa.n 
Fat.gue 

CardOOYll_ Syotem 
Palpotatoon 

Central and ParipIleraI NeM>uo Syot .... --Orow .. _ 

DlzzN'teo 
l_gy 
Orugged -.g 
light_ 
Depr ....... 
AbnormaI_ 
Arnnesoa 
Anx .. ty 
-.nes. 
~do_ 

Go_Syatem -~ 
A_pain 
ConItlp8bOn 
Anore ... 
Vomrtong 

Immunologic Syatem 
Infectoon 

Mu...--rotSyatem 
My_ 
ArthoJIgoa 

Zolpodem 

t~O,i21' 

3 

• 3 
2 
I 
I 

2 

19 
S 
5 
3 
3 
2 
2 
I 
I 
t 
t 
t 

II 
5 
3 
2 
2 
1 
I 

7 • 

Placebo 
1N-1611 

I 
2 

2 

22 
5 
I 
I 

t 
3 

II 
6 
2 
2 
t 
1 
I 

7 • 

_ of Treatment·Emergent Adverse Experien_ in 
Long ........ Placebo-Controlled C~nical Trials ICont'd, 

(Percentage of patients reporting) 

Body Systeml 
Adverse Evem-

Resptratory System 
=i~8plratory infection 

Pharyngitil 
RtNnitlS 

Skin and Appendages 
Rash 

Zolpidem 

1~015'!z~' 

5 • 3 
I 

2 

Pfacebo 
(N=1611 

6 
2 
1 
3 

Urogenital System 
Unnary tract Infection 2 

~venu reponed by at leest 19b of patients treated with Ambten. 

~:or!:ht-;~~:: ~~!ror::::e~ !:::::,:'::9:~~~Jp~C: 
use, partICUlarly for certain eNS and gastrointestinal adverse eventS. 

Adverse events are further classtfied and enumerated in order of 
decreasing fr~uencr using the follow~g definitions: fr~U8nt adversB 

==~ == e::.~:ea:~:g :~~:;i~~~l~O ~ lpr~ 
patients; flIre events are those occurring In les. than 1/1.000 
patlellta. 

='J:~,~:;:= =:n.r.~~n.!~= 
feeling. dry mouth, dyspepsia, euphona, fatigue, headache, insomnll, 
lethargy. ijghtheadedness. myalgia, nausea. upper respiratory infeC-' 
bon, vertigo. V'SIOO abnorma\. vomiting. 
Infrequent: 89ftatlOn. anergy, anorexia, anxietY, Irthra~i., arthrm •• 
.lthenl8, back pam, bronchitis. cerebrovascular disorder, chest pal~' 
constipatIOn. cou\lMg. cystlti~. decreased cOQIlItion. detached, dlf~ 
ficul!'( concentrating, dyNnhria, dysphagll, dyspnea. edema, emo-
=I::~' ::U';,ita~~~rg'r~~~~~p~~~:~: R::~O:::!~: 
infectIOn. Influenza-like symptoms, mabtlSa, menstrual disorder. ""~ 

r;;ehv:'7:'::pre~~, ~:~~~~rtt:.r::::~~' K~1n~~~~:. 
:=:~~ ~r~:hV:::.:-1~=''' pe~:~n.ctc;~~~~s,It:'~, 
citsorder. uauma. tremor. unnary incontinence. urinary tract Infection. 
vaginitis. 

::;~~~re!::~';~~':~=i:V =~:::!:,.=h~~~C 
shock. 1f'MtmIB, appetite increased, arrhythmia. artentll, 8rthrosl~' 
btlirubineml8, brea.t fibroadenosis. breast neoplasm, brealt pal" 
female. bronchospasm. buUous eruption. BUN increased~ circulatory 
failure. comeaJ ulceration, deiuSK)l'l, dementia. depersonalization, dar· 
matltls, dysphaSia, dysuria. edema periorbtt81. enteritis. 8pistax~., 
eruct.anon, esophagospa.m, ESR increased, extras.vstole.,.~ pain. 

=.~'~:;~~·Z"~iit!':~:;:~~tt!;,~t:mg::: 
~~y~;~:~~,~~~=':!~~~h~:~:.~~ 
nla, hypoxtl, hysteril, IliuSlOll, mpotence. injection site Inflammalwn, 
inte.tml obstruction, mtoxicated feeling. lacnmation abnormal, lar
yngitiS, leg cramps, leukopenia, libido decreased, lymphadenopathy. 
macrocytic lnemta, manic reactton. mlCturitton frequency, muse" 
w~kne~s. myocardial ~~ctio~, neuralgia •. neuritle. neur~8thy, JMM,I# 
roBl', otitIS externa, Otltll media, patn. pante It~ack, par.el.s, peraolt" 
ality dISorder, phlebttts. photopsia, photoS80s.tfvitr reacllOn. pneu-
monia, polyuria. pulmonary edema, pulmor:-ary embohsm. pu~u"" 

:::":!:~~. ':''f~a~~~~e~=I. =n=~~:m~icfd!Of~: 
t~, syncope. tendinitis. tene.~s, tetanY. thinki~ abno~. 

::;:;::r.:: ~~:~t=~C;~~~~~~r::n.!~~~=~· 
DIIUG __ RUSE __ NO DEPENDENCE 

Con1n>IM _tanee: Schedul.IV. 
Abuse and dependence: Studies of abu •• _mial in former dNll 
abuB8~ found that Ihe effects. of .!ngle do~s of zolpidem .. nra.ta 
40 mg were similar, but not idenvca4, to ~18ze:P8m 20 mg. whi" 

zO~~~~=~s ~Y8W:o~~c:'!,.,~~t!~~~~:r= ==m. 
:=~.~~ho:~~=m"n':~ =~:~,:;~ra~~ 
may inctude abdofTllnai and musele crampl. ~fTlltlng. sweatIng, 
tremora. and convu'SIOf'ta. The U.S. d'Inica\ trial experience fTof1\ =:::-= 7~:: c:'::V:=n!~ :~~~w: strst::'~ 
=:~n~.::!P!t~~9b -=::~~l~':"V;~~s~:~~e~= 
IUbstitutJOn OCCtMTing within 48 hou~ following IISI lotpKlem tr .. '~ 

=~st;s~:::n::~~~j~~~=~~=~:~~~~i~ 
dUlcomfort. 

atc~~ :'ri~k ·othi:.~:.!"~~o;.:~:n:'~·'::~ :! 
under careful survedlance when ~ving any hypnotic. 

OVERDOSAGE 

:~ we;' z:r::.:;r:. ~~:.t=~~t!. of~ 
from lICHllrlCl4ence to light come. With one case each of cardiovascular 
and F'8SINratory compronllle. individuals have fuMy recovered frott' 

~;':='o: :S:O~,!: ~~"~N~~~~~ 
.ant agenta, including ~pIdem, nave resulted In mQfe l4MKe symP'" 
tomotoIogy. incIudong fatal outcomeo. fIe_ tr..-nt: Go .... symptomatic and suppor1iYO 
measures should be used along with mmediate gastnc "vage where 

~em::;r=~~u:. ~,t;w~~~eredpruaa.uc~~ 
other appropnate ~gns .hould c-monitored and general IUpportl .... 
musur .. employed. Sedating drugs ehould be Withheld fotlowInQ 

"'ft:'" ~::;7'~~:.~is~:I=~ be considered. 
Canion: Federal low prohibito diapenaing without prescription. 
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