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HIGHLIGHTS OF PRESCRIBING INFORMATION Emerve=nt Cilrdio=ular Symp!Dlllli - Patients should undergo u Need far Co111prnb1nsln Tr1alm1nt Program AHanlng CardlllYUCIIIU S1llui In P1tlnnls b1lng Tr1a111• with A1amantlna grealErthan placebo) are listed in Table 2. Resul1s were similar in the BID and the ac trial eia:ep1 as shown in Table 3, which shaws both BID and OD resul1s I MEDICATION GUIDE 
promp1 cardiac evaluatioo. (5.3) AtamDXl!tine is indicall!d as an inlllgral part of a total ln!almant program for ADHD that may include other mnasuriis (115YGhDlogir;al, educational, social) Children, adolescents, or adults who are being considered for 1reatmerr1 with atomaxe1ine should have a careful history (including assessment for a family for selecrted adverse rnctioos based on statistically signHicant Breslow-Day tests. The mes! tDmmonly observed adwerse reactions in patients treated Atomoxetine Capsules, USP ThBH hlghllghl1 Ila not lllll~~B Ill Ille ln111rmallan IINl~ed la 1111 Et1ecte on Blood Pre88Ure and Heart Rate - Increase In blood 1arpatients with this syndrome. Drug treatment may not be indicated for all patients with this syndrome. Drug treatment is not intended for use in the patient history o1 sudden death or ventricular arrhythmia) and physical exam to assess for the presence o1 cardiac disease. and should receive fur1her cardiac w~h atomm«rtine (incidence o15\\ ar i,eater ind at least twice the incidence in pl1ceba pahnts, for either BID or QD dasinll) were: nausea, voniting, 

I ATOMOXETINE CAPSULES sa1cly a■d cffl=cllnly. h~ fill prcscrl~lng pressure and heart rate; orthostasis and syncope may occur. U88 who Bldlib~s symptoms secondary to environmental factors and/or other primary psychiatric disorders, incluting psychosis. Appropriate educational evaluation if findings suggest such disell88 (e.g., electrocardiogram and echo cardiogram). Patients who develop symptoms such as exertional chest pain, fatigue, decreased appetite, abdominal pain, and scmnalence [,see Tables 2 and 3) (a" toe mox e teen) 
lnla11111.tl1n for A.TOMOJCETINE CAPSULES. with caution in patients with hypertension. tachycardia, or placement Is essenUal In chlllten and adolescents with tto diagnosis and psychosocial Intervention Is otten helpful. When remedial measures alone are unexplained syncope, or other symptoms suggealive of cs.rdiac disease during alomoxetine treatment should undergo a promp1 cardiac evaluation. 

ATOMOXETINE ClplulBI, 1111 arlll HB cardiovascular or cerebrovascular disease. (5.4) lnsu!Hclent, 1he decision to prescribe drug trestmentmedlcatlon will depend upon the physician's as888smentofthechronlclty and severity of the patient's Addfflonal data from ADHD clinical trials (oontrolled and unoontrolled) has shown 1hatapproxlmately 5 to 10,:, ol' pedlat~c patlen1s experienced ixrtentlally 

I 
Read the Medicafion Guide that comes with atomoxetine before you or your child starts taking it and each time 

Psychotic or Manic Symptoms - consider dlsconUnUng symptoms. 5.4 Elfect1 on Blold Pre1n11 and Heart Rall clinically Important ohanges In heart rate (;:,:20 b891s per min) or blooa pressure (;e:15 to 20 mm Hg) {see C0111!1lnd/catlons (4) and wam111gs and you get a refill. There may be new information. This Medication Guide does not take the place of talking to your 
lnHlal U.I.Approval: 2002 atomoKEHne If such new symptoms ocour. (5.5) Atoml),"(ljtine should be used with caution in patients whose underlyin<J medical c011ditions could be worsened by increases in blood pressure or heart rate Precailtlons (5)] 

doctor about your treatment or your child's treatment with atomoxetine. Bipolar Disorder - Sc run patients 1111" bl~olar disorder. (6.6] ' DOSAGE AND ADMINISTRATION such 11s certain patients with hyperten9ion, Uchycardia, or cardiovtBcular orcerebrovasculs.rdisease. tt shoukl not be used in patients wi1h severe cardiac 

Aggressive behavior or hostility - Monitor for the appeam1Ce or ,.1 Ac1teTre11m1111 or vascular disorders whose condlUon would be expected to dete~orate II they expe~enced dl'llcally Important Increases In blood pressure Dr heart rate Tabla 2: C1mma1 Tratm11111-E111rg11111 Advuse Ra1cti11111 Assaci■led wi1h lb U11 of Atam11D11ina in A.cu11 (1p to 18 MIiks) c•ild and Adoleacant I WARNING: SUICIDAL IDEATION IN CHILDREN AND ADOLESCENTS Trials What Is Iba most Important Information I should know about atomoxallna7 
See full pretclfjiag infarm,fion fol eomptete INYed Wlll'lliag. worsening of aggressive behavior or hostility. (5.7} □P&ing pf childcen and ad01i16cflnts up tn ro kg body weight- -',tomollBtine should ba in~iated a1 a total daily dose o1 apprOltimately 0.5 mg/kg and increased [see Contra/lldkull/ons (4.5)]. Pulse and tllood pressure should be measured at baseline, following atomoxettne dose Increases, and periodically while on 

. lncreHell rid: ol sulcld•I lde11tl1n ~ chll•en er •dolenents (5.1] Possible allergic reactions. lnclullng anaphylactlc reactions. after a minimum of 3 days to a target total dally dose of apprOl<lmately 1.2 mg/kg admlnls1ered either as a &Ingle dally dose In the morning or as 8V811IY therapy to detect possible dl11cally Important 11creases. Ail'18rse RlactiDn' Parttnla1a DI P1tianl1 Ra,0rti1g Rlaction 

I . NI HICl~BI oocurred In cll■lcal 1~11111 [6.1) angioneurotic ijdema, urticaria, and rash. (5.8) divided doses in the morning and late afternoon/early evening. No additional benefit has been demonetral8d 1or doses higher than 1.2 mg/kg/day [$66 
The lollowlngtable provides short-tern,, placebo-controlled cllnlcal trial data !or the proportions ol patients having an Increase In: llastollc blood pressure The following have been reported with use of atomoxetine: 

Ettacts on Urin Outflow - Urinary hesitancy and retention may CJiniGa! SIi/dies (14)]. AtumoIBDll8 Placelo . Pat11nts llllltld on tlarapy sblUld bl monllorlld clOIIIJ !5.1J ;,,15 mm Hg: syalolic blood pressure i. 2D mm Hg; heart rite greater than or equ1I to 2D bpm, in both the pediatric and 11dult pDpulalions (866 Table 1) (N = 1517) (N =134) 1. Suicidal thgpght3 and actions in children and teenagers: occur. (5.9) 
Tlle total dally dose In chllDren ana adolescents should nat mcceed 1.4 mg/kg or 100 mg, whichever Is less. 

* 
NDICATIDNS A.ND USABE Priapism - Prompt medical sttention is required in the even1 of Table1• 

Gu1ro1nm111111 Dl11rde11 Children and teenagers sometimes think about suicide, and many report trying to kill themselves. Results 
AIDmoellne Is a &electlve noreplnepl"llne reuptake Inhibitor Indicated for suspected priapiam. (5.10, 17) □P&ing 01 chiklren and adnlescems mrer 70 kll bQdy weight and adults -Atami»:etine shoukl be initiated at a total daily dose of 40 mg and increased after Pedlalrlc Acute A•ulll'lc ■te from atomoxetina clinical studies with ovar 2200 child or taanaga ADHD patients suggest that soma children the treatment of AIIEntion-DeficiVHyperactivity Disorder [ADHD). (1.1) Growth - Height and weight should be monitored In pediatric a minimum ol 3 days to a target total dally dose 01 approxlma1ely so mg administered either as a single dally dose In the morning or as evenly divided doses Abdominal pain' 18 10 

patients. (5.11) PIICIIIO-CDnllOIIINI Placebo-Contr'Dll1d and teenagers may have a higher chance of having suicidal thoughts or actions. Although no suicides In the morning and lalE allErnoon/ea~y evening. Alter 2 to 4 addltlcnal weeks, the dose may be lnoreased to a maximum 01100 mg In patients who have vammng " • D9ABEAND ADMINISTRA.TIII Concomitant Un 01 Pctent CYP2Dll Inhibitors or Use In patients not achieved an optimal response. There are na da1a that support Increased elhlctlveness at higher doses [see CllnlClll SWd/es (14)]. Mnlmllll' Endp1lnl M.xlmu11• Endp1l1I occurred in these studies, 4 out of every 1000 patients developed suicidal thoughts. Tell your child or teenager's lnltlal, Target ana Maximum Dally □ose (2.1) known to be CYP2D6 PMs - □ose adjustment of atomm«rtlne may Nausea 10 5 
be necessary. (5.13) Tlle maximum reconrnended total daily doge in children and 1.dolescenll! over 70 kg and aduttg ia 100 mg. Alo111Dlin1 Plac1bo Alu110Xlllm1 Plllcllba Alamullli1111 Plllcllb1 Alom1utin1 Pl1cnbo I doctor if your child or teenager (or there is a family history of): 

(Acute ana Malntenance/E!dended Treatment) % • • ' • ' • • General Dl1111de11 and Ad11lnl1trallan Site C1111~llla111 • has bipolar illness (manic-depressive illness) DVERBE REACTIDM ,., MBlntena■ ce/Ell11ndlld Tr1atm1nl 
BlldyWBlg~I 1111111 Targ11T1lal MadmumTIIIII Most Hmma■ adverse rcacllans (Z:&% and at lcBII 11111cc ae lncldeace It Is generally agreed that pharmacologlcaltreatment of ADHD may be neaded forexl8nded periods. lhe benefit of maintaining pedlab1c patlen1s (agea 6-15 DBP (;e:15 mm Hg) 21.5 14.1 ,., 4.8 12.6 8., ., 3.5 Fatigue 8 3 I . had suicide thoughts or actions before starting atomoxetine 

DllllyD11e DIIWDHe DIIIIJ DHe u1 pllcllb1 padnntsl years} wi1h ADHD on atomoxetine after achieving a response in a dose range of 1.2 to 1.6 mg/kg/day was demonstrated in a controlled trial. Patients SBP (~20 rrrn HII) 12.5 8., 4.9 3.3 12.4 ,, 4.2 3.2 lrrllablllty • ' The chance for suicidal lhoughts and actions may be higher: Chiklren and 0.5 mg/kg 1.2 mg/kg 1.4 mg/kg Child and Adolescent Clinical T~als - N1usea, vomiting, fatigue, 
assigned to a1om0lleline in1he maintenance phase were generally continued on the same dose used to achMMI a responae in the open label phase. The 

adolescents up to physici1n who sleets to use a1omw:etine1or ex1endad periods should pariadicelly reevaluate the long-t&rm usafulness of the drug for the individual patient HR (;:,:20 bpm) 23.4 11.5 12.2 3.8 22.4 8.3 10.2 2.0 Tllerapeutic resp011se unp:pected 2 1 I • early during atomoxetine treatment 
70 kg 

decreased appetite, atldomlnal pain, and somnolence. [6.1) [see Clillicsl Studies (14.1)1. 
Alillt Clinical Tri1ls - Constipation, dry mouth, nausea, d11Creas1d ' Abbreviations: bpm~beats per mlnulE: DBP=dlastollc blood pressure: HR~heart rate: mm Hg=mllllmeters mercury: SBP~svstollc blood pressure. l111&11lglllon • during dose adjustments 

Chiklren and 40mg 80mg 100~ appetite. dizziness, erectile dysfunction, and urinary hesitation. ,., G1naral D111ln1 lnlormlllon I adolescents over (6.1) Atomoxetine may be taken with or without food. • Proportion o1 patients meeting tl"leshold at any one time during clinical trial. Weight decreased 3 D Prevent suicidal thoughts and action in your child or teenager by: 
70 kll and adults TG r11,ort SUSPECTED ADVERSE REACTIONS, ce■tac1 S1rldn Ph91ma In placebo-controlled registration s1udies involving pediatric patients, tachycardia was idantnied as an adverse event for 0.3~ [5/1597) of these Matabol1m and N■lrlllonlll Dllonlll"I • paying close attention to your child or teenager's moods, behaviors, thoughts, and feelings during 

Doalng adjustment- Hepatic Impairment, Strong CYP2D6 lnhlblt11r, and Inc. at 1-817-244-9125 or FDA 1t 1-IOO-FDA-1081 or www.fda.gow/ AlomllXlltine can bl! di3continnd without being tapered. 
atom0Jle1ine patients oompared with 0% (0/934) of placebo patients. The mean heart rate incrnse in extensive metabolizer (EM) pttients was 5.0 beala/ I in patients known to be CYP2D8 poormetabolizers (l'M8). (2.5, 12.3) medwtlch. minute, and In poor metabollm (PM) patients 9.4 beats/minute 

Decreased appetite 16 4 atomoxetine treatment Atomoxettne capsules are nll1 Intended to be opened, they should be taken whole {sllfl Pallflllt Cc!tJIISflilng lllfDrma!IOII (17JJ. 
keeping all follow-up visits with your child or teenager's doctor as scheduled 

-oSAGE FORNSAND STRENGTH~ Anorexia ' 1 • RUG INTERACTION Tlle saletv o1 single doses over 120 mg and total dally doses above 150 mg haVe nat been systemaucally evaluated. In 11dultclinical trials where EM/PM s1atus was availe.bla, Iha mean heart rate increase in PM patients Wll8 eirJntticantly higher thin in EM patiants (11 beala/ I Each capsule con1aiis atomoxetine hydrochloride equivalentto 10, 16, 25, Monoamine Oxidll9e lnhibi1ors. (4.2, 7.1) minute versus 7.5 be9.lll/minute). Tlle heart rtte et1ects could be clinically important in gome PM patients. NHIOIII System Dllonlll"I Watch for the following signs in your child or teenager during atomoxeline treatment: 
4D, SO, BO, or10D mg ofatomOJ181ina. (3, 11, 18) CYP2D6 Inhibitors - Concomitant use may Increase atomOJ1etlne ,., kr1111n 11r BlpDlar Olserd1r Prior to Star1l1g At1mox1tl■e 

steady-state plasma concentratklns In EMs. (7.2) Prior to initiating treatment with atomoxetine, screen patients for a pereonal oriamily history of bipolar disorder, mania, or hypomania {8'l6 W/lmings IIRd In placebo-controlled registration studies involving adult patients, tachycardia was identttied as an adverse event for 1.5% (61540) of atomoxetine patients Headache 19 15 • anxiety 
ONTRAINDICATION Antlhypertlmslve Drugs and P11mor Agenlli - Possltlle effects on PrecallliOfJ8 (5.6)]. compe.red with 0.5,:, (2/402) of placeba patiants. 

* 
• agitation Hypersensitivity to atomoxetine or other constituents of product. blood pressure. (7.3) Somnalence• 11 4 

(4.1) Albuterol (or other b!rta, auani3ts) - Aciian of albutarDf on !.5 Dosing in Spacilit P1pul1liDnl In adult cll~cal b1als where EM/PM status was avalable, tile mean change from baseline In diastolic blood pressure In PM patients was higher than In EM • panic attacks Dizziness ' 2 
Atomoxettne use within 2 weeks after dlsconunulng MACI or other cardiovascular system can be potentiated. [7.4) □Psfng adl11stment10r henaHcallY Impaired patients - For those ADHD patients who have hepatic Insufficiency (HI), dosage adjustment Is recommended patiente (4.21 verew 2.13 mm Hg) as was the mean change from baseline in syatolic blood pressure [PM: 2.75 versus EM: 2.40 nm Hg}. The blood I • trouble sleeping 
drugs that al'loot brain monoamlne concentraUons. (U, 7.1) 

""SE IN SPECIFIC POPULATIO""· 
as follows: For patients with moderate HI (Child-Pugh Class D), lnltlal and targetdo888 should be reduced to 50% of the normal dose (for pstlents without presaure effecte could be dinically important in some PM patiente. Skin Hd Subnlll■80H Ti Hut Diserdtl'li • irritability Narrow Angle lllaucoma. (4.3) HO. For patients with severe HI {Ch id-Pugh Class C), initili.l dose e.nd target doses should be reduced to 25% of normal {868 Usa in Specific Pr!pu/Btions 

Pheocl"lomocytoma or hlst11ry 111 pheochromocytoma. (4.4) H8patic lnsufficiem;y- lncrHS!ld ~xposure (AUC) to atomwurtina (6.6)}. Ortllostatlc hypotenslon and syncope have bean reported In patients taking alomoxetlne. In child and adolescent registration studlH. 0.2% (1215596) of Rash 2 1 I . hostility . Severe CardiUYasculir Disorders that might deteriorate with than w~h nam,al subjects in EM subjecte with moderate (Child- atomOJ1B1ine-treated patients experienced orthosta1ic hypotension and 0.8% (4615596) experienced syncDpe. In short-term child and adolescent 
• aggressiveness 

clinically Important Increases In HR and BP. (4.5) Pugh Class D) (.2-fold incre1se) and severe (Child-Pugh Cfm C) llg:iJng idlnsllmnt fl![ IIZ J!llh a :iilcgng ~::l'.e~c~ lnblbllltc gr In gatlcnll !ti!bP am ~ngwo IP bG l<!e21l§ et.ls - In chllDren and adolescents up to 7C kg body registration studies. 1.8% (6/340) of atomo.utine-treated patients experienced orthostatic hypotension compared with 0.5\\ (1/207) of placebo-1r8aled ' Reac1ians reported by at least 2% of patients treated with alDmoxetine, and greater than placebo. The following reacti011s did not meet this criterion 
(4-fold increase). (8.6) weight administered strong CYP2D6 lnhltlltor&, e.g., parae11ne, fluoKEHne, ana qulnlDlne, or 11 patlen1s who are known to be CVP2D6 PM&, atomoxettne patlente. Syncope was not reported during short-tern, child and adolescent placebo-controlled ADHD registration studies. Atomoxeune should be used but were reporlEd by more atomm«rtine-treated patients than placebo-treated patients and are possibly related to atomoxetine treatment blood I • impulsivlty 

WARNINBI AND PRECAUTIONS Renal lnsuttic:iency - Higher systemic e,;posure ta atomOJ1a1ine should be lnHlalEd at 0.5 mg/kg/day and only Increased to the usual target dose of 1.2 mg/kg/day H s\'IT111oms 1all to Improve after 4 weeks and the lnlHal with c1ution in any condition that may predispose patients to hypotenaion, or conditions associated with abrupt heart rate or blood pressure changes. pressure increased, early morning aw1kening (tem,inal insomnia), Hushing, mydriasis, sinus 1achycardi1, asthenia, p1lpitations, mood swings, . restlessness Suicidal Ideation - Monttor 1111" sulcldaltty, clinical worsening, and than healthy subjects 1or EM subjects with end stage ran al dieei:1&8 dose is well tolerated. 
5.5 Emer1111ni:e of flew 1'1-/chotic or M1rit SJ11pk1111 oonstipation, and dyspepsia. The following reactions were re parted by at least 2':li of patients 1rea1Ed with atomoxetine, and equal to or less than mania • unusual changes In behavior. (5.1) - na difference when expoaure corrected for mg/kg dose. (8.7) placebo: pharyngolarvngeal pain, insomnia (insomnia includes the terms, insomnia, in~ial insomnia, middle insomnia). The follcwing reaction did I Severe Liver Injury- Should be discontinued and not restarted In Patients with Concomitant Illness - Does not worsen tics in In children ana adalescents over 70 Ilg brxty weight amt adul1s admlnlsterea strong CYP2D6 lnhlbHalll, e.g., paronllne, nuoxa1tne, and qul11dlne, Psychotic or manic symptoms (e.g., halluclnaUons, dalwlonal thinking, or mania) In pstlents without a prl11r hlst11ry of psychotic Illness or mania can be 

not meet this crilErian but shows a statistically significant dose relationship: pruritus. • depression 
pa1ients w~h jaundice or labor1tory evidence of liver injury. (5.2) atommce11ne should be ln1Ha1ed at 40 mg/day and only lnoreased ta 1he usual target dose DI 80 mg/da)I If symptoms fall to Improve afl:Er 4 weeks and the cewad by atamllXlltine at usu1I doses. If such syr1111oms occur, consider discontiooing etomoxetine. 

patients with ADHD and oomorlJkl Tourette's Disorder. (8.10) ' Abdominal pain includes the tem,s: abdominal 1)3in up~er, abdominal p1in, stomach discomfort, abdominal tiscom1ort, epigastric discomfort • suicide thoughts Serious Cardiovascular Events - Sudden death, stroke and Patients with Conoomltant Illness - Does not worsen anxtBly In lnlHal dose Is well tolerated. ,., kr1111nlng PatlHIB 1,r BlpDlar Dlserdu ' Somnolence includes the terms: sedation, sormolence I myocardial ln1arcuon have been reported In association with pitlents with ADHD and oomorbld Anxiety Disorder&. (8.10) • DO BABE FORMS AND 8TRENB1118 Patients with bipole.r disorder Dr risk f1ctore 1or bipolar disorder may be at incre1eed risk of developing me.nie. or mixed episodes duriig treatmen1 with c,mma■ TIBBlm11111-E111rg11111 Adverse R111cll11111 Assacl118d wl1h t~a UH al AlamllDl11nB In A.Gu11 (1p ID 1B MIiks) C~lld and Adallacant Call your child or teenager's doctor right away if they have any of the above signs, especially ii they are atoml)l(Jltine treatment. Patiente should have a caratul history and Tabla 3: 

physical extm to assess !or presence o1 cardiovasculs.r disease. 81111 171111 PATIENT COUNIELINR INFORMATION ... Medle11t11n euldll. Atomoxettne Capsules, USP are avallalJle containing atomoxettne hydrochlDrlde, U5P equivalent to 10 mg, 18 mg, 25 mg, 40 mg, 60 mg, BO mg or 10D mg atomOJ181ina. tt may oot be possible to determine whether e m1nic or mixed episode thet appears during traalment with 1tOOICJlS!ina is dua to an 1dverae Trllll new, sudden, or severe. Your child or teenager may need to be closely watched for suicidal thoughts and or atomoxetlne. rellClion to a1omlllleline or a patient's underlying bipolar dis11rder. Before initiating treatment with etomoxetine. patients should be adequately screened !or I Alomoxetlne generally shoul d not be use d I n child ren or adoles cents 
Ra1i11d: 01/2025 risk !actors !or tllpolar dlsor~er such as a personal orlamlly history 01 mania and depression. AdYlrH Raactlo■ Pernn1111101 PatlHIB R1port1ng Reattlo11rorn BID Percent111111 ol PatlBnlli R11111rt~1 R1actlon 1rom QD actions or need a change in medicine. . ., known serious stniotural cardiac abnormalllles, . A size '3', red opaque cap 1.nd light yellow opaque body. hard gelatin capsule filed wnh white ID off-white powder. The cap imprinted with "Strides Trlals Trlal1 

cardlomyopalhy, se~ous heart rhythm abnam,alltles, or other logo• and body imprinted with •010• axially in black ink. ,., AggrHli¥8 Behavior or MOl~lily Atamuetln~ Pl■cellll Atamllfflln~ Placeba I 2 Sll!H[I liHt damagg: serious canHac problems that may place them at Increased . A size '3', ora1111e opaque cap and llgh1 yellow opaque body, hard gelaUn capsule !lied with white 10 off-white powder. The cap Imprinted with Patients beginning treatment wtth atomoxeHne should be monitored !or the appearance or w11rsenlng 01 aggressive behaVlor or hostility. There Is evidence (N=715) (N=434) (N=lll21 {N=SOO) Atomoxetine can cause liver injury in some patients. Call your doctor right away if you or your child has the 
i 

YUlnerability to ~s noradrenergic effects. Consideration should be "Sb1des logo• and body lmp~nted with '018" axially In black Ink. that atomoxetlne may c:ause the emergence Dr worsening 01 aggressive behavlDr or hostlllty. ADHD and other mental Illnesses can be assoolalEd with 
GD1rointa1ti11I Di11rdH1 given to not using atomo.utine in adutts with clinically signnicarr1 . A size •3•, Ilg ht blue opaque cap and whllE opaque body, hard gelatin capsule !lied with whtte to orr-whlte powder. The cap lmprlntea with •st~des lrrllllblllty, which can make It dlfflcult to dfflerml1e If the drug or1he underlying psychlatr1o condltlon Is c:auslng 1he emergence or worsening 111 aggressive 

* 
following signs of liver problems: 

! cardiac abnarmallUss. (5.3) logo' and body Imprinted wHh "025" axially In black Ink behavlDr Dr hostlllty In speclHc pitlents. tt such sym~toms occur du~ng treatmen~ consider a possible causal role o1 a!Ollllllle11ne. Abdominal 1)3in• " 13 18 ' • Itching 

I 
. A size '2', blue opaque cap and light blue opaque body, hara getalln capsule 1llled wl1h whHe lo Df1-whll:E powder. Tlle cap Imprinted with •st~des ... Allargl~ Ewe1t1 Vomiting 11 8 11 4 right upper belly pain logo' ana body Imprinted wHh "040" axtally In black Ink. 

. 
. A size •1•, vloletopaque cap and llltrt yellow opaque body, hard gelatln capsUe Hlled with white to off-white powder. The cap Imprinted with "St~des 

Although uncommon, allergic reactions, Including amphytacHc reactions, angloneurotlc edema, urticaria, and rash, haw been reported In patients taking Nausea ' 6 13 4 • dark urine 
j FULL PRESCRIBING INFORMATION: CONTENTS* ,.5 Effect of AtomollBUne on P450 Enzymes logo' and body Imprinted wtth "060' axfally In black Ink. 

atomaxe11ne. Constipation' 2 1 1 D ,., Alcohol • yellow skin or eyes . A size •o•, light orange opague cap and light yellow opague body, hard gelatin capsule filled with while ID off-whilE powder. The cap imprinted with ,., ElhlclE on Urlnl DuHla• IIDII t~a Bla~dlr General Ol1111d~11 I ' 
WARNING: SUICIDAL IDEATION IN CHILDREN AND ADOLESCENTS ,., Methytphenidate "Strides logo" and bady imprinted with '080" axially in bla&k ink. • unexplained flu-like symptoms 

~ In adult ADHD oontrolled t~als, 1he rates 01 u~nary retentlon [1.7\\, 9/540) amt urinary hesHa11on (6.6\\, 30/540) were Increased among atomoxetlne Fatigue I 6 I 4 I 9 I 2 

i I 1 INDICATIONS AND USA.OE 
,., Drugs Highly Bound to Plasma Protein . A size 'OEL", light pink opaque cap and light yellow opaque bady, hard gel1tin capsule filled with white to off-white powder. The cap imprinted with subjects compared wl1h placebo subjects (0%, 0/402; O.~ 2/402, respecbely). Two adult alDmoxetl'le subjects and na placebo sub]ec1s dlsconUnued ,., Drugs that A11eot Gast~c pH Ps~hlatrlc Dllonlll"I 3 Heart-rnlatllld Ptoblems= • 1.1 Attention-Deficit/Hyperactivity Disorder (ADHD) "Strides logo• and body imp~ntad with '1 oo· axially in black ink. 1rom corr1rDfll!d clinical trials bac1u88 of urinary retention. A complaint of urinary retention or urinary hesitancy should be considerDd potentially refat~d to I '; 8' 

l 1.2 Diagnostic C011sidarations 8 UBE IN SPECIFIC POPULATIONS 4 CONTRAINDICATIONS atomOJ1a1ine. Mood swings< I ' I D I 1 I 1 • sudden death in patients who have heart problems or heart detects •• -~ ii 13 Need for Co!lllrehensive Treatment Program 8.1 Pragnancy ., Hype11i111siti1ity • stroke and heart attack in adults -
' i.; • ' DOSAGE AND ADMINISTRATION 8., Lactation Atamoxetine i& contraindicated in patients known to be hypereensitiva to atomo...atiie or other cons1ituents 01 the produc1 {SI/fl Warnings and Pnlcautiolls 

UD Prl1pl1111 AbdDminal pain includes the tem,s: abdominal pain upper, abdominal pain, stomach discomfort, abdominal ciscomfort, apigastric discomfort I • f+ AlOMDXETINE capsules 8.4 Pediatric Use Rare pos1m1rkBting c;ases of priapism, dDfin~d as 1)3inful and nof1]ain1ul panile ~rection la3ling more than 4 hours, have be1m reported for plldiatric and ' Constipation didn't meal the statistical significance an Breslow-Day test but is included in the table because of pharmacologic plausibili1y. • incraasad blood prassura and haart rata 1, 2.1 Acute Treatmen1 (5.8)/. - E.lia 2.2 M eintenance/Extende d T reatmerr1 8.5 Geriatric Use adult patients treated with atomontina. The erections resolved ii casee in which 1ollow-up information was available. some fol owing discontinua1ion of Mood swings didn~ meet 1he statistical significance on Breslow-Day test at 0.05 level but p-value was <0.1 (trend). • fl • atomOJ1B1ine. Prompt medical at1ention is requi"ed in 1he event of suspected prispism. Tell your doctor n you or your child has any heart problems, heart defects, high blood pressure, or a family • i 2.3 Beneral Dosing Information 8.6 Hepatic Insufficiency u Manaari,lnc OJ.ldase ln.lblt1111 (MAOII The following 1dverse reactions oocurred in at least 2% of ctikl and adolescent CYP2D6 PM P3tients and were statistically significantly m11re frequent in I ! 2.4 Screen !or Bipolar Disorder Prior to Starting AtomoxeHne ,., Renal Insufficiency Atom11X11tine should not ba taken with an MAOI, or within 2 weeks 1fter discontinuing an MAOI. Tre1tment wnh an MAOI should not ha initiated within 2 PM patients oompared with CYP2D6 EM patients: insomnia (11% of PMs, s,; of EMs); weight decreised (7% of PMs, 4.,_ of EMs); constipation (r,; of PMs, history of these problems. Your doctor should check you or your child carefully for heart problems before •• i 
6.11 Elhlct1 on Brawth 

•• 2.5 Dosing in Specific Populttions 8.8 Gendar weeks after Discontinuing atamoxaflne. With other drugs that affect brain monaamlne concentretlons, 1here have been reports of serious, sometimes 1atal 
□ala on 1he long-1:Erm effects DI atomaxe11ne on growth come irom open-label studies, and weight and height changes are oompared ta nam,atlve 4% 01 EMs): depression' (7,:, 01 PMs, 4% 01 EMs):tremor (5,:, o1 PMs, 1% orEMs); exco~atlon (4'lolPMs, 2'lolEMs); mlddle Insomnia (3% orPMs, 1% starting atomoxetine . ! j! ·:i:' 

' DOSAGE FORMS AND STRENGTHS 8.0 Ethnic Origin reactions Qndudln<J hyperthermla, ~gldlty, myaclonus, autonomic lnstablltty wl1h possible rapid fluctuations 01 vllal signs, and mental status changes that po~ula1ion data. In general, the weight and height gain o1 pediatric patients 1rea1Ed w~h atomoxetine lags behind that predicted by nem,ative population o1 EMs); conjunctivitis (31 01 PMs, 1% ol EMs); syncDpe (3% or PMs, 1% 01 EMs): early morning awakening (2% or PMs, 1% 01 EMs); myd~asls (2"' ol I • .~ 8.10 Patients with Concomitant lllne88 Include extreme agitation progressing to delirium and ooma) when taken In combination wl1h an MADI. Scme cases presented with fealu"es resembling 
1l •! ' 4 CONTRAINDICATIONS neuroleptlc mallgnarr1 svndrome. Such reactions may occur when these drugs are given concurrently or In close pl'Wllmlty fsoo Drug /l!mra~OOm (l.1)/ 

data 1or abOIJ1 theiirst 9-12 months of treatment. SubsequenUy, weight gain rebounds and at about 3 years of treatmen~ patients 1r8aled w~h atomontine PMS, 1,:, 01 EMs): sedation (4% DI PMS, 2%orEMs). Your doctor should check your blood pressure or your child's blood pressure and heart rate regular1y during • "i • ' DRUGAIUSE AflD DEPENDENCE have gained 11.g l((J on average, 0.5 l((J more than predicted by1helr baseline data. After abaut 12 months, gain In height s1ablllzes. and at 3 yeare, patients • ~- .l 4.1 Hypersensitivity 
9.1 Controlled Substance ' Depression includ88 the1ollowing terms: depression, major depression, dapre133ive symptoms, depressed mood, dysphoria. I treatment with atomoxotino . 

! •• 4.2 Monoamtne Orklase lnhllJltors (MACI) u NarrowAn111 RIIUllOIII treated with 1i.lOOICJl81ine haVa gained 19.4 cm on average, 0.4 cm less than predicted by their baseine data (8118 Figure 1 below). 
Adul1 Cll1lclll Trlal1 9.2 Abuse ;,-, 4.S Narraw Angla lll:aucoma In clinical t~als, atomDXBtlne use was assoolated wl1h an Increased risk DI mydrlasls and therefore Its use Is not recommended In patients with narrow angle 65 65 BMHPM Im dim11l1irniation 011alil1ment d11a tn advoraa ceacNnn• in ar.,rta adult nlmhn-Mntmll@d trials - In the acute adult placebo-controlled trials, Call your doctor right away if you or your child has any signs of heart problems such as chest pain, shortness " 

,., Dependence , .. 4.4 Pheochromocytoma glaucoma. 11.3,:, (61/5-41) stomoxetine subjects ind 3.o,:, (12/405) ple.cebo subjects discontinued for adverse re1ctions. Among atomWC8tine-treated patients, • ~ of breath, or fainting while laking afomoxetine . 
ii •• 4.S Severe Cardiovascular Disordelll 10 OVERDOaA.GE .. • insomnia (0.9%, N=S): n11Usu (0.11%, N=S); chest pain (0.6%, N=3); fatigue (0.6%, N=3}; anxiety (0.4%, N=2): erectile dysfunction ~ 10.1 Human Ellpe~ence u Ph eoc hro11ooytorna 'EBO i:i60 • ATOMDXE11NE capsules • • WARMINGS AND PRECAUTIONS Serious reactions. lnclullng elevated blood pressure and tachyanhythmla. have been reported In patients with pheoohromocytoma or a history 01 8 J T T C (Q.41, N=2); mood swings (0.4%, N=2): nervousness (0.4%, N=2); palpitations {0.4%, N=2): and urinary retention (0.4%, N=2) were the reasons for 4 New mental (PSVCbiattiC) Qtoblem, in Cbild[lllO and tl!lll08Qlllrs: ll I 10.2 Manag1ment of llveraose • 5.1 Suicidal Ideation .111, 11 1 lss discontinuation reportijd by more than 1 patient 

• 5.2 Severe Liver Injury 11 DESCRIPTION 
pheochromocytoma who received atomm«rtlne. Therelore, atomoretlne shoukl not be taken by pattenlli with pheool"lomocytoma or a history 01 • l T I • new psychotic symptoms (such as hearing voices, believing things that are not true, being suspicious) or I pheochromocytoma. o.55 ·11111 ! 5.3 Serious Cardiovascular Ennis 1' " T 

~ - Atomo.utina has not boen sysblmatically evaluated in adUt patients with a seizure disorder as thase patients war~ l!lalfudad from cfiiical studios new manic symptoms ,, CLINICAL PHARMACDLOOY l l .T T I 1 during the product's premarkDltosting. In tha clirical dev11IDl]mont prDQram, 8'lizures wen rDparbld on 0.1% (1/748) of adultpatien13. In the8'l clinic1ltrials, 5.4 Effacte on Blood Pressure and Heart Rate 1'1 Mechanism DI Actkln .. Ill••• Ctnti01ucul1r Di1or•ar1 -~ ,,, 
I 5.5 Emergence 01 New Psychotic or Manic Symptoms ,!!50 ~50 

N:203 j 
no poor ITl!rtabolizDrs (0/43) repartod soizures compared to 0.1% (1/705) 1or utensive ma'tabalizDrs. 

'i / "' Pharmacodynamlcs Atomi»:etine should nat be used in patients with eevere cardiac or vascular disorders whose condition would be expected to deteriortte if they experience l l l Call your child or teenager's doctor right away about any new mental symptoms because adjusting or 
5.6 Screenln<J Patients 1or Bl polar Disorder 1'3 Pharmacokinetics Increases In blood pressure or heart rate that cauld be cllnlcally Important (for example. 15 to 20 mm Hg In blood pressure or 20 bea1s per mloote In heart C N=203 C :, 5., Agi,esslve Beha\11111" Dr Hostlllty 

~45 145 Commonly nhs@[Yftd a<IVUSA C"IG11MS In "Glib! am11t QlilG@bo-rontmllod Wall - Commonly observed advarse reactions associated with the use of stopping atomoxetine treatment may need to be considered. ralE) [see Warnings and Precautions (5.4)1. atommc&tlne (11cldenca of 2% or greater) and not observed at an e!Jllvalent Incidence am011g placabo-1reated patlents (atommcallne Incidence graatu than I l! ,., Allergic EYEnts 13 NONCLINICAL TOXICOLOGY 

i ,., Effec:ts on Urine Dlll11ow from the BlaDder 13.1 Carc;inDQenesis, Mutagenasis, lmp1irmDnt of Fartility ' WARNINGS AND PRECAUTION$ placebo) are listed In Table 4. The most commonly observed adverse reactions In patients treated wl1h atommcallne Qnddence ot 5% or greater and at least What ara atomoxetlna? •• ., Suicidlll ld111ion twice lhEI Incidence In placebo patients) wera: cons11patlon, dry mou1h, nausea, decreased appeH1,, Dizziness, erectile Dys1unctlon, and urinary hesitation ~· 5.10 Priapism 14 CLINICALSTUIHES 40 40 Atomoxetine is a selective norepinephrine reuptake inhibitor medicine. It is used for the treatment of attention -· (seeTable4) . I • •• 5.11 Effacts on Growth 14.1 ADHD Studies in Children and AdolSSGants Atomi»:etine incre1sed the risk of 9Uicidal ideation in short-term studies in chiklren and adolescents with Altention-DeficiVHyperllClivity Dieorder {ADHD) . 0 6 12 18 24 30 36 0 6 12 16 24 30 36 deficit and hyperactivity disorder (ADHD). Atomoxetine may help increase attention and decrease impulsiveness • •• 5.12 Laboratory Teste 14.2 ADHD Studies In Adulte Pooled analyses of short-1erm (6 to 18 weeks) placebo-controlled trials of atomi»:etine in chiklren and adolescents have rewaled a greater risk of suicidal Months of Treatmenl Months of Treatment • ., Additional data from ADHD clinical trials (oontrolled and uncontrolled) has shown that approximately 5 to 10% of adutt patien1e experienced ixrtentially • E.s 5.13 ConcomiUnt Use of Potent CYP2D6 lnhibit11rs or Use in 18 HOW SUPPLIED/STORA.GE AND HANDLING 
Ideation earty du~ng treatment In those recel\llng atomoxetlne. There were a total or 12 trials (11 In ADHD and 1 In enuresis) lnvolvfng over 2200 paUenlli clinically importarrt changes in heart rate (:!,2D beats per min) or blood pressure (;;,,15 to 20 mm Hg) {SI/fl COIIIIBimJicafiorril (4) Bnd Warnings and I and hyperactivity in patients with ADHD. 

Q ·1 (Including 1357 patients receiving atomOJ1etlne and 851 receiving placebo). Tlle average ~skol' suicidal ldeaUon In pattenlli receiving atomoretl1e was 0.4% ... ~-! Patients who are Known to be CYP2D6 PMa 16.1 How Supplied Fl .. ra 1: Mia■ Waight Ind Haig hi PINllnlllH Dnr Tllll 1Dr P1H111111 wl1h Tllrllll l11rs ot AIDIIIIIUllna Tr1atm1nl Pnlcaurions (5)] 
j-8 .E t:: (511357 patients), oomparad to none In placebo-treated paHenlli. Tllere was 1 suicide attempt am011g these approxtmately 2200 patients, ocourrlng In a Atomoxetine should be used as a part of a total treatment program for ADHD that may include counseling or 
i!BBfil 

6 ADVERSE REACTIONS 1B.2 Stor1ga encl Handling 
patlenttreated with alDmoxBllne. No suicides oocurred In t~IISII lrlall. All reactions occurr1d In chllDren 12 years 01 age or younger. All reactions occurrea This growth pattern was generally similar regardless of puber1al status at 1he time of treatment in~iation. Patients who were pre-pubertal at the start of C1mma1 Tr11t111111t-E111r111111 AdYll"II RaactlOII AHlclated with Ille Use 01 Atorno11ane In Acute (up 11 25 ••ells) Adult Trials 6.1 Clinical Trials Ellperience Table4; 

I other therapies. .t!!i 17 PATIENT COUNSELING INFORMATION during the first month al treatment It ls unknown whether the risk of suicidal Ideation In pedlat~c patients elrtends to longer-tern, use. A similar analysis In treatment (gl~s ,;;S years okl, boys ,;;9years old) gained an average ol' 2.1 kg and 1.2 om less than predlclEd allErthree years. PaUents who were pubertal 

• 6.2 Postmarketlng Spontaneous Reports (girls >8 to ;;;13 years old, boys >9 to ,;;14 years old) or la1e pubertal (girls >13 years old, boys > 14 years Did) had average weight and height gains that A.¥8118 Ractllll' Pan:e■lege of Patl1n11 Reportl■g R11ctl1n 1"'i1~~.s •sections or subaactians omitted from the1ull prescribing information are adult pa11ents treated wl1h atomoxetlne 1111" either ADHD or major depressive disorder (MDD) dlD not reveal an Increased ~sk 01 suicidal ldeatkln arbehavtor Atomoxetine has not been studied in children less than 6 years old. I ~ :!:!-E ' DRIJO INTERACTIONS not listed. In assocla11on wHh 1he use o1 a1Dmoxetl1e. were close to or exceeded 1hose predicted after 1hree years o1 treatment Alomo:111ll1111 Ph1cellll 
l:i Bi:;! t;!': ,.1 Monoamtne Orldase Inhibitors (N = 161171 (N = 1560) I t §,..~~ ii ,., Eflect DI CVP2 □ 6 lnhlbltolll on Atcmoxettne All ,a111atrlc pallenls be~I tr11t1d 1111th a11mox1t1■e sho.ld •• r■ onllered appra,rlalely ud obsarrad clDSIIJ 1111 cllnlcal wersenlng, sulcldall1y, and 0rowth followed a similar pattern 11 both extensive ana poor metabollzers (EMs, PMs). PMs treated !or at least two years gained an average o12.4 kg and Who should not take atomoxetine? .. 11!"-lil ...... - ,.3 Anllhypertenstve Drugs and Pressor Agenlli 1nnual ch1n1111n b1ha1l1r, llpiellllly during 11111111111 IUI monllll 011 CDUl'lill ol ~rug 111,ra.v, Ir al !Imel ol ~OIi eha111111, 111~ar lncl'IIIIII ar 1.1 cm less 1han predicted, while EMs gained an average a1 0.2 Ilg and 0.4 cm less 1han predicted. Cudiac Di1ordar1 

X 
Atomoxetine should not be taken ii you or your child: • ,.4 Albut~rol ~ICrBIIII. 

~ In short-term ~ontrolled studies {up to 9 weeks), atomOXEUne-treatec patients lost an mrage of o.~ kg and gained an a--mage of 0.9 cm, compared to a Palpltatlons ' 1 • -.• gain al 1.5 kg and 1.1 cm in the placeba-trea1ed patient~. In a 1ixed do~e controlled trial, 1.3%, 7.1%, 19.3%, and 29.1~ of patientl! 10!11 at lea~t3.5% of their • are taking or have taken within the past 14 days an anti-depression medicine called a monoamine oxidase The 1ollowin g sym ptoms have bee n reported w ith atomOJ181ine: anAiety, ag itati on • pani c attac ks, ins omnia, i rritabi lily. hostil~y, agg ressiva ness, i mpu lsi v~y, 
Gastro1n111ana1 Dl1orde11 

akalhlsla (psychomotor restlessness). hypomanla and mania. Although a causal link between Illa emergence of such symptoms and the emergence of body weight in the placebo, 0.5. 1.2, 1nd 1.8 mg/kg/day dose groups. 

I inhibitor or MAOI. Some names of MADI medicines are Narclil® (phenelzine sulfate), Parnate® (tranylcypromine 
FULL PREICRIIINO INFORMATION suicidal impulses has net been established, there is a concern the.I such symptoms may represent precursors to emerging suicidality. Thus, patients being Dry mouth 20 ' treated with atomoxetine should be observed for1he emergence of such symptoms 

Growth should be moni1ored during treatment with atomoxetine. sulfate) and Emsam• (selegiline transdermal system). 
WARNING: SUICIDAL IDEATION IN CHILDREN AND ADOLESCENTS 5.12 L1bor1torrT1111 

N11Usea " 6 

I • have an eye problem called narrow angle glaucoma. 
Consideration should be given to changing the therapeutic regimen, including possibly discorr1inuing the medication, in patients who are &;1puiencing 

Routine laboratory tests are not re Quired. Conatipation 8 3 • are allergic to anything in atomoxetine. See the end of this Medication Guide for a complete list of ingredients. AIOIIIIIDU118 lncraa1ad 1111 rllk Ol lulcldal ldadlon In shor1-larm 1tudle1 In chlldre1 ,r adDIIISClnlS wl1h Attenllo1-D111clVIIJperac11vllJ amerQentsuicidal~y or symptoms that might be precursors to emarQing suicidality, especially tt these symptoms are 68\18re or abrupt in onset, or were not 
Disorder (ADHD). AnJIIIII consld1r~11 .. US8 o1 al1m0Jllll■e I■ • c•11• or ld1l111ttnl must !Jlllanet lllla rlsll with 1111 cllnlcal n11N1. Ca- part of1he patient's presenting symptoms. GYP2□611J1111bnliiirn -PoormDlabDfizers (PMs] o1 CYP2D6 hm a 10-fold higher AUC and a5-fold higher poakooncentration to a givon dose of atomoutine Abdominal pain' 7 4 • have or have had a rare tumor called pheochromocytoma. 
morbidiliH occm~ng will ADHD may·• IISIOCille. with III illtl81H in !hi ~lk of suici•al id811ion Uld/01 bllblvior. Pllilnll who Ill lllrlad compared with extensive metabolizers (EMs). Appf'OJ!imately 7\\ of a Caucasian population are PMs. LaboratDry tests are available to identify CYP200 Dyspepsil 4 2 I 
on therapy lholld be mo1ltored ClolelJ 111r 1ulcld1IIIJ (lulcldal tllnklng an• behnlor), cllnlcel wor1en1nu, or IIIIIUII ch11ge1 II llehavlor. Fl111llles •• caregln11 1f pedlltrlc ,a1IHl1 •elng trealcd wllll alor■ on11■ e 1hau1• 1e alert~d abolll the need ID 11anl11r pa11enll for 1he e11er1ence PMs. The blood levels In PMs are slmllarto tho8'l attained by taking strong Inhibitors of CYP200. The higher blood levels In PMs lead to a higher rate of Atomoxetine may not be right for you or your child. Betore starting atomoxetine tell your doctor or your 
Far■ llles and caraglwers should be advt sad alt~, 11111, 111rclon abst1V11ll1n and i:e11m111le1H1111 wllll the prucr""· Ato1■ 11D111ne are approvad 111gllalla1, lrrl1llblltr, u1u1111I changas I■ b1hl1lar, and 1h11 otlar ll'fflplllllll dll1ierlb1d 1ba111, 11 will H Ille 1111111111001 a1 111lcld1lhy, ari• ta 11part some adv.Ires Btfecte of stomoxetine {se~ Ad~rse RHt:tiorllJ (6. f)]. Vomiting 4 2 child's doctor about all health conditions (or a tamily history at) including: ror ADHD In padl1trle and adul1 p1tl1nt1. AID111111161111 ara not appr111&d tor m111or d1pr11S1lwt1 dllontar. such sy11pto111 imme•idllly to lle1ltlw:1rt prowilf1r1. Suell monitori1g 1ha■ld includ1 daily abserva1ion by familiH ind c1re1iV11r1. I 5.13 Cancemi11nl Use 111 Polfl1t tYP2D1 llhibilors DI 01111 in P1~11111 who 111 Know■ II bl CYP2D6 PMI Qener11 Disorders 111• Ad11lnl1tr1t1on BIie CG1dllons • have or had suicide thoughts or actions 
Poolell 11lllv,e1 ol 1horl-ter11 (6 to 1B 11eeklll place•a-nnlrolled trllll1 II 1tomoxe11ne ~ children and 1dolescen11 (110111 0112 blab lnwlwlng u lkllHI LIIII ln)lry AtomoxeUne Is prl'llarlly metabolized by the CYP2D6 pathway to 4-hydroxystomoxetlne. Dosage adjustment of atomoxeUne may be necessary when • heart problems, heart defects, irregular heart beat, high blood pressure, or low blood pressure OWII 221D j11111B1t1, ~clu,ing 11 lrlall 11 ADHD ari• 1 trial In anuresll) hnl r1weal1d 111'111111 rbll: al Hlcl•lll ldlallllll ea~y dUl~I t11at1111nl In f'llstmarkellng repor1s Indicate lhal alDmoxetlne can c:ause severe liver lnlury. Although no evidence 111 llver Injury was detecl:Ed In clinical t~als o1 about coadmini81Sred with potent CYP2D8 inhibitora {a.g., puoxetine, 11uoxetine, and quinidina) or when admiiistered ta CYP200 PMs {SI/fl Dosag11 I/Rd 

FaUgue 10 6 I lha11 r11Blvtng 111111111111111 0011p1red ta p111111•0. na anr111 rl1t ,r 11111111111 ld11ll1111 11 111111111111alllvlll(I 11Dmautl11 w11 0.4% (&/13&7 6000 patients, there have been rare cases of clirically significant liver injury that were considered probably Dr possibly relalEd to atomoetine use in AdminislratiOII (2.5".I and Drug lllte/1/ctions (T.2)}. Chills 3 D 
. mental problems, psychosis, mania, bipolar illness, or depression 

pa11e1t1I, oomp■red 11 nene 11 placcllll-lre1ted 11111e111 11&1 p1llenls). No 111lclde1 ooc■rrcd In these lrlall/ne ~ 11111 Prenaffan (S.1)1- postmarketing experience. Rare cases of liver failure have also been reported, iicklding a case that resulted in a liver transplant. Bcc1use of probable • liver problems 
undem!porting, it is impossible ID provide an accurate estimate ofth1 true inc:idenc~ o1 lh88a reactions. Reportl!d casas o1 liver injury occurred within 120 8 ADVERSE REACTIONS Fllflllng jH1ery 2 1 I are pregnant or plan to become pregnant. It is not known if atomoxetine will harm your unborn baby. Talk to days of iiitiation of atomoxetine in the majority of cases and Sllme patianlli presented with markedly elevat&d liv&r enzymes [>20 X upper limit of normal 6.1 Clirical Triall Expari1nc1 • 1 INDICATIONS AND USAGE lrrttablll1y ' ' 1.1 Allflltian-Defitil/Hni1ru~vity DiHrdill (ADHD) (ULN)]. and jaundice with significantly elevated bilirubin lsvel& (>2 X ULN), 1ollowed by recovery upon atomOJ181ine discontinuation. In one patient, liver Atomoiretine were administered to 5382 children or adolescent pl.lients with ADHD and 1007 adutts wi1hADHD in diiical studies. During theADHD clinical your doctor if you are pregnant or plan to become pregnant. 

AIDmoxellne are Indicated for the treatment of A1tenuon-Deflclt/Hyperactlvlty Disorder (ADHD). Injury, manifested by elevated hepaUc enzymes upto 40X ULN and j11Undlce with blllrubln up to 12 X ULN, recurred upon rechallenge, and was followed by trials, 1625 children and adolescent paUenlli were treated !or longer than 1 year and 2529 children and adolescent patients 111ere treated !or over 6 mon1hs. Th~st ' 1 I 0 There is a pregnancy registry for females who are exposed to ADHD medications, including atomoxetine, reconry upon drug discontinuation, providing evklence that atomOJ1stlne likely caused the liver Injury. Such reactions may occur meral months after 
The officacy of atomoutin~ is Dslllblished in s~nn clinical trials in autpahnts with ADHD: 1oll" 6 to 9-we~k trials in pediatric patien13 (ages 6 ID 18), therapy is started, but laboratory llbnormalities may continue to w11rsen for 8everal weeks atter drug is stop pad. The patient described llbove recovered Bees.use clinical triala are condlJC'ted under widely varying conditions, adverae reaction rates observed in the clinical trials of a drug canna1 be directly lnvHllgallana during pregnancy. The purpose of the registry is to collect infom,ation about the health of females 
two 10-wee~ trial in adutts. and one maintenance trial in pediatrics (ages 610 15) [ue Clinical Sludifls (14)]. 1rom hie liver injury, and did not require a liver transplant. compared to rates In the clinical trials o1 another drug and may not renect the rates observed In practice. Weight decreased ' 1 X exposed to atomoxetine and their baby. If you or your child becomes pregnant during treatment with 
u IH1gnastlc Canal•~rlldana AIOlllmlliH lhoul• be •i1conti11111d in Pllienll will jaundice or laborlllory HidlnCII of liver i■j1ry, an• IIDllld nil bl IRllrttd. Laboratory testing to Child -■d Adole1c1111t Cll■lclll Trtal1 Mel1balllm ■nd Nutrnlan■I Dl1arder1 atomoxetine, talk to your healthcare provider about registering with the National Pregnancy Registry of 
A diagnosis of ADHD (DSM-IV) implies the presence o1 hyperactive-impulsive ar inattentive symptoms that c;:ause impairmant ind that were preserrt determine liver enzyme levels shoukl be done upon the first symptom or sign of her dysfunction (e.o .• pruritus, dark u~ne, jaundice. right upper quadrant Bmnn fQr diaoonNnnatino 01trmroem due tn advecae CllffGtiOna io Gbikl aod MAlmeru clinical Ida la - In BCUte child and adolescent placebo-controlled 

I ADHD Medications at 1-866-961-2388 or visit online at https://womensmentalhealth.org/ trials. 3.0% (48/1613) o1 atomoxeune subjects and 1.41 (131945) placebo subjects discontinued !or adverse reactions. For all studies, Qnclullng open- Decreased appetite 16 ' before age 7 years. The symptoms must be parsisten~ must be more severe than is typically observed ii individuals at a comparable level o1 tenderness. or unexplained ·nu-I Ike" symptoms) {sae Wsmings I/Rd Pracautions ~- 12): Patient Cou/1SBlin11 Information (11JJ. adhdmedications/. development, must c11Use clinically si111ificant impairment, e.g., in social, academic, or occupational functioning, and must be present in 2 or more label and long-term studies), 6.3% ol extensive mstabollzer (EM) pa11ents and 11.2% 01 poormstabollzer (PM) patients dlsconHnul!d because 01 an adverse Narvous Sys1,m DIHrdHS 
settings, a.g., school (Dr wark) ind at homa. The symptoms rruat net ba ba11er accounted for by another mental disorder. 

,., Sllrlous C11dl0¥Hcullr E¥8■1s reaction. Amon<J atomoxetl1e-b'eated patients, lrrllllblllty (0.3%, N•5); somnolence (0.3\\, N•5); a911resston (0.2%, N•4); nausea (D.2\\, N•4); vomiting • are breastfeeding or plan to breastfeed. It is not known if atomoxetine passes into your breast milk. Talk to 
Sudd,n Dath and Pr1-11i1ti1g Structmid Cardiac Ab■ar11llliti111r 01h1r S1rian H1art Pr1bla111 (0.2%, N~4); abdominal pain (0.2%, N~4); oonstlpaHon (D.1%, N~2); fatigue (D.1%, N=2); feeling abnarmat (D.1%, N=2): and headache (D.11., N~2) were Dizziness 8 ' I your doctor about the best way to feed your baby if you take atomoxetine. The specific etiology of ADHD Is unknown, and there Is no single dlar;rnostlc test Adaquste dlar;rnosls requires the uee not only o1 medical bu1 also of Children and AdOIMGAUII!- Sudden death has been reported in association with atomOJ181ine treatm&nt at usual doses in children and adolescents with thD reasons for discontinuation reported by more than 1 patient 

special psychological, aducati011al, and social resources. Leaming may or may not be impaired. Tlla diagnosis must be based upon Ii. complete his1ory structural cardiac abnormalities or other serious heart problems. Although some serious heart problems alone carry sn increl:l&8d risk of sudden death, Somnolence' 8 ' and evaluation al the patient 1111<1 not salaly on 1he presence of the required number of DSM-IV characteristics. atommcetlne generally should not be used In chlklren Dr adolescents with known serious structural cardiac abnorrnalltles, cardlomyopathy, serious heart &IZIWls.- Atomoxetlne has nat been systematlcally BYaluated 11 pedlab1c patients with seizure Dls11rder as 111,se patients were excludeD !ram clinical Paraesthasia ' D I Can atomoxetlne be taken with other medicines? 
rhythm abnormallUes, or other serlous cardiac problems that may place them at Increased YUlnerablltyto the naradrenerglc effec:ts o1 alDmoxetlne. studies durin<J tile proli.Jct's premerkel1eeting. In the clinice.l development program, saizures were reported in 0.21 (1215073) of chi kl ran who8'l average 

Far the Inattentive Type, at leas1 6 111 lhe folklwlng symptoms must have persisted for at least 6 months: lack DI at1enHon to detllls/careless mistakes, age Wl!S 10 )'liars (range e to 18 yeare). In lllase dinical trials, the seizure riskamon<J poor metabolizere was 0.3% (11293) compared to 0.2% (11/4741) far Psychiatric Dl11rder1 Tall your doctor about all th a madicinas that you or your child takas including prescription and nonprescription 
lick of sustained att~ntion, poor listener, failure to follcw through on tasks, poor organiz1ticn, avoids tasks requiring sustained mental e1fort, loses Ad.uUs. - Sudden deaths, stroke, and myocardial lnlarctlon have been reported 11 actuHs takln<J atomoxetlne at usual doses 1111" ADHD. Although Illa role 01 extensive malabolizere. 

Abnormal dreams 4 ' I medicines, vitamins, and herbal supplements. Atomoxeflne and some medicines may Interact with each other things, easily distracted, forget1ul. Fortha Hyperactive-Impulsive Type, at least 8 of the following symptoms must have persisted for at l&ast 6 months: atommcallne In these adult cases Is also unknown, adults have a greater likelihood 1han children al havln<J serious structural cardiac abnormall11es, 
fidgeting/squirming. leavl'lg seat. lnapprop~ste runnlng/cllmblng, dlfflcutty with quiet acblUes, 'on Illa go; excessive talking. blur11ng answers, can~ cardlomyopathy, serious heart rhythm abnorrnalHles, coronary artery disease, or 111her serious cardiac problems. Conslderetlon shoulD be given to no! CPmrmnlY ohs"CYad advem mactions io ar.,rta child and adrJkU!cont glmhn-r;gntmlkl'! trials - Commonly observed adYl!rse reactions Hsociated with Insomnia' 1S 8 and cause serious side effects. Your doctor will decide whether atomoxetine can be taken with other medicines. 
wait turn, intrusive. Rir a Combined Type die.gnosis, both inattentive and hyperactive-impulsive criteria must be met. treating adults with cllnlcally slgnltlcarr1 cardiac abnormallHes. the use of atomo.utina (incidence of 2% or greater} ind not Qbsllmd at an equivalent inc:idencD among placoba-trllated p1tiants (atomo.utina incidence 
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Especially 1ell your doc1or i1 you or your child lakes: 
• asthma medicines 
• anti-depression medicines including MAOls 
• blood pressure medicines 
• cold or allergy medicines that contain decongestants 

Know the medicines that you or your child takes. Keep a list of your medicines with you to show your doctor 
and pharmacist. 

Do not start any naw madlclna whlla taking atomoxatlna without talking to your doctor llrst. 
How should atomoxetine be taken? 
• Take atomoxetine exactly as prescribed. Atomoxetine come in different dose strength capsules. Your 

doctor may adjust the dose until it is right for you or your child. 
• Do not chew, crush, or open the capsules. Swallow atomoxetine capsules whole with water or other 

liquids. Tell your doctor if you or your child cannot swallow atomoxetine whole. A different medicine may 
need to be prescribed. 

• Avoid touching a broken atomoxetine capsule. Wash hands and surfaces that touched an open atomoxetine 
capsule. If any of the powder gets in your eyes or your child's eyes, rinse them with water right away and 
call your doctor. 

• Atomoxetine can be taken with or without food. 
• Atomoxetine are usually taken once or twice a day. Take atomoxetine at the same time each day to help you 

remember. If you miss a dose of atomoxetine, take it as soon as you remember that day. If you miss a day 
of atomoxetine, do not double your dose the next day. Just skip the day you missed. 

• From time to time, your doctor may stop atomoxetine treatment for a while to check ADHD symptoms. 
• Your doctor may do regular checks of the blood, heart, and blood pressure while taking atomoxetine. 

Children should have their height and weight checked often while taking atomoxetine. Atomoxetine treatment 
may be stopped if a problem is found during these check-ups. 

• If you or your child takes too many atomoxetine or overdoses, call your doctor or poison control center 
right away, or gel emergency treatment. 

What are possible side ellects of atomoxellne? 

See "What is the most important information I should know about atomoxeline?" for information on reported 
suicidal thoughts and actions, other mental problems, severe liver damage, and heart problems. 

Other serious side effects include: 
• serious allergic reactions (call your doctor if you have trouble breathing, see swelling or hives, or experience 

other allergic reactions) 
• slowing of growth (height and weight) in children 
• problems passing urine including 

o trouble starting or keeping a urine stream 
o cannot fully empty the bladder 

Common side effects in children and teenagers include: 
• upset stomach 
• decreased appetite 
• nausea or vomiting 
• dizziness 
• tiredness 
• mood swings 

Common side effects in adults include: 
• constipation 
• dry mouth 
• nausea 
• decreased appetite 
• dizziness 
• sexual side effects 
• problems passing urine 

Other information for children, feenagers, and adults: 
• Erections that won't go away (priapism) have occurred rarely during treatment with atomoxetine. If you have 

an erection that lasts more than 4 hours, seek medical help right away. Because of the potential for lasting 
damage, including the potential inability to have erections, priapism should be evaluated by a doctor 
immediately. 

• Atomoxetine may affect your ability or your child's ability to drive or operate heavy machinery. Be careful 
until you know how atomoxetine affect you or your child. 

• Talk to your doctor if you or your child has side effects that are bothersome or do not go away. 

This is not a complete list of possible side ettects. Gall your doctor for medical advice about side effects. 
You may report side effects to FDA at 1-BOO-FDA-1088. 

How should I store atomoxetine capsules? 
• Store atomoxetine capsules in a safe place at room temperature, 20° to 25°G (68° to 77°F). 
• Keep atomoxellne capsules and all medicines out of the reach of children. 

General information about atomoxetine 
Medicines are sometimes prescribed for purposes other than those listed in a Medication Guide. Do not use 
atomoxetine for a condition for which they were not prescribed. Do not give atomoxetine to other people, even 
if they have the same condition. They may harm them. 

This Medication Guide summarizes the most important information about atomoxetine. If you would like more 
information, talk with your doctor. You can ask your doctor or pharmacist for information about atomoxetine 
that was written for healthcare professionals. For more information about atomoxetine, call Strides Pharma Inc. 
at 1-877-244-9825 or go to www.strides.com. 

What are lhe ingredients in atomoxetine capsules? 
Aclive ingredient: atomoxetine hydrochloride 

Inactive Ingredients: colloidal silicon dioxide, gelatin, magnesium stearate, pregelatinized starch (com), 
sodium lauryl sulfate and titanium dioxide. 

The 10 mg capsules also contain D&G Yellow No. 10, D&G Red No. 28, D&G Red No. 33, FD&G Red No. 40 and 
FD&G Yellow No. 6; the 18 mg capsules also contain D&G Red No. 28, D&G Yellow No. 10, FD&C Red No. 40 
and FD&C Yellow No. 6; the 25 mg capsules also contain FD&C Blue No. 1 and FD&C Red No. 3; the 40 mg 
capsules also contain D&C Red No. 28 and FD&C Blue No. 1; the 60 mg capsules also contain D&C Red No. 28, 
D&C Yellow No. 10, FD&C Blue No. 1 and FD&C Yellow No. 6; the BO mg capsules also contain D&C Red No. 28, 
D&G Yellow No. 10 and FD&C Yellow No. 6; the 100 mg capsules also contain D&G Yellow No. 10, FD&G Red 
No. 3, FD&C Yellow No. 6 and red iron oxide. 

In addition, the imprinting ink contains the following: black iron oxide, FD&C Blue No. 1 Aluminum Lake, FD&C 
Blue No. 2 Aluminum Lake, FD&C Red No. 40 Aluminum Lake, D&C Yellow No. 10 Aluminum Lake, propylene 
glycol and shellac glaze. 

The brands listed are trademarks of their respective owners. 
This Medication Guide has been approved by the U.S. Food and Drug Administration. 

Distributed by: 
Strides Pharma Inc. 
Bridgewater, NJ 08807 

Revised: 08/2025 
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Ad1.1e11e Reacllln' Pen:e1tage or P1t1en11 RepD1t11g Reacllen 

Libido decraased 

Sleep disorder 

Ran■ I and UrlnllJ Dl111rd1n; 

u~nary hesitation' 

Dysurla 

Erectile dysl\lnctlon' 

Dysmenorrhea• 

Ejaculatlon delayed' and/or eIaculallon disorder' 

nI1 Ind IUbDIIIIIIHIII Tlaua DIHrdlll 

Hyperhldrosls 

VIICIIIU Dl1arder1 

Hot flush 

Atomueane 
[N -16971 

' 

• 

' 

' 

Placebo 
[N - 16llDJ 

RBacrtions reported by at least 2'11, o1 pahntstraatad with atomoxetina, and greater 1han placabo. Tha fol lawing n,aciions did not ma DI this criterion 
but ware reported by mon atOITIQX(l1ina-treated patients than placebo-treated patients and are possibly related to atomo.s;atine treatment: peripheral 
coldness, tachy{:arda, prosta11Hs. testlcUar pain, orgasm abnormal. natulance, aethanla, felling cold, muscle spasm, dysgeusla, ag"atlon, 
restle88ness, micbJrition urgency, pollakiuria, pn.iribJs, urticaria, flushing, tremor, rnenstn.iation irregular, rash, and urinaryrstantkrn. The following 
reactions were reported by at leaBt a of plll:ients treated wi1h atomoxetine, and equal to or less than placebo: anxiety, diarrhea, back pain, 
headache. and oropharyngeal pain. 
Abdominal pain Includes the terms: abdominal pain upper, abdominal pain, stomach discomfort, abdominal tlscomlort, eplgastrlc discomfort 
Somnolence Includes the terms: sedaHon, somnolence 
Insomnia Includes lhll tenT1S: Insomnia, lnltlal lnsomnlil, middle Insomnia, and terminal Insomnia. 
Urinary hesitation includes the tenT1S: urinary hesitation, urine flow decreased. 
Based on total number of males (atomOJ181in&, N=943; placebo, N=869). 
Based on total number of females (atomOJ181Ine, N=754: placebo, N=691J. 

The 1ollowing ad\'81"81 el'l!nts occurred in at lust2% of adult CYP2D8 poor rnatabolizer (PM) patients and wers statistically signHicantly more freguent in 
PM patients compared to GYP2D6 extensive melibalim (EM) patients: vision blurred {4% of PMa. 1% o1 EMs); dry mouth (35% o1 PMs, 17% o1 EMs}; 
constlpatlon (11% ol PMs. 7% of EMs); leellng jmery (5% or PMs, 2% of EMs); decreased appetl1e (23% DI PMs.15% DI EMs): tremor (5% of PMs, 11 ol 
EMs); Insomnia (19% or PMs, 11% ol EMs); sleep dloonJer (7% of PMs, 3% ol EMs); mktdle Insomnia {5% ol PMs, 3% ol EMs); 1ermlnal Insomnia (31 ol 
PMs, 1% DI EMs); u~nary retention {61of PMs, 1% DI EMs); emtlledysfunctlon (21% DI PMs, 9% DI EMs): ejaculation disorder (6%of PMs, 2% DI EMs); 
hyperhldrosls {15% ol PMS, 71 ol EMs): peripheral coldness (3'11, DI PMS, 1% of EMS). 

Malo and 1100011 6HX!IHI dmfun,;ljgn -Atomoxstine appeara to impair sexual function in some patien1a. Changes in el:l.lUal desire, sl:00.lal puformance, and 
9ellual slll:iataction are not well assessed in most clinical1risls because they need apeci1I 11ttention and becauae patienta and physicisns may be reluctant 
to discuss them. Accordl~ly, estimates ol the Incidence of untoward sexual expe~ence and performance cited In product labeling are lkely to 
unaerestlmate the actual lncldanoe. Table 4 above dlsplaysthe Incidence o1 saxual side affects reportad by at least 2% al adult patients taking atomoretl1e 
In placebo-controlled trials. 

There are no adequate and well-controlled s1udles examining sexual dysfunction with atomoxetlne treatment. While It Is dllncu" to know the precise ~sll 
DI SBl(IJal dyslunctlon associated wtth the use DI atomoretlne, physicians shoulD mutlnely lnqulra about such possible side Bllac1s. 

6.Z P011111rket11g Bp01tane0u1 Repc,rb 
The lollowtng adverse reactlons have been ldentl1Ied du~ng pos1 approval use of atomorellne. Unless otherwise specHled, these adverse reactions have 
occurred In adults and children and adolescents. Because these raactlons are rapar!Bd valunta~ly from a papulatlon DI uncertain size, It ls no! always 
posstble to reliably estlm1te their frequency or establish ii causal relatlonshlp to drug exposure. 

C:ardlQv;rnpular svsh!m - OT prolongatlon, synoope. 

PeriQbml veacIIlec efffSa - Raynaud's phenomenon. 

General disorders and administntiQn site enndijione - Lethargy 

MiIsc11IP§kftllllill $Y$1J!m - Rhabdomyolysis 

Ne'YPll'i slffiWm rtlsgrden; - HVPOilesthesla; paraesthest1 In children and ildolascents; sensory dls1urbances; tics. 

PSYGtJlatrlG JIIS9rd1Cli. llepresslon and depressed mooa; anllla1y, llbldo changes. 

setzuru.- Seizures have been reported In the postmarketlng pe~od. The pastmart.etlng seizure cases Include patients w"h pre-exlstlng selrure disorders 
and those with ldentlned risk !actors ror seizures, as well as paHents with neither a history or nor ldentHled ~sk !actors ror seizures. The enct relatlonshlp 
between atomoxellne and seizures Is lllllcutt to evaluate due to uncertainty about the backgroond risk DI seizures In ADHD pallents. 

Skin and snhcutaoenus tissue dlsolJlera - Alopecla, hyperhldrosls. 

I JrggeniWI ayH:1100 - Male pelvic pain; urinary heaitlll:ion in children and adolescen1s; urinary retention in children and adolsscenta. 

7 DRUG INTERACTIONS 
7.1 Mano1111lne Oddu~ lnhlbllnrs 
With other drugs that afl8c;t brain monoamina concentrations, th1111 have bean raports o1 suious, sometimes fat1I ructions (incklding hypertharmia, 
riqidit,. myaclonus, autonomic instability with possible rapid fluctuations 01 vital signs, and mental status changaa that include &l\trame agitation 
progreseing to delirium and coma) when 1aken in corrtiinstion with an MAOI. Soma Cll888 presented wi1h featuree resambli'lg neuroleptic malignant 
syndrome. Such reactions may occur when these drugs are given concurrenUy or in cloH prOl<imity {l/f/6 ContnnnrJir:wians (4.2)], 

7.2 E11ec1 ol CYP206 lnhllltora 01 Mu11on1-.1 
In Pb!nail'l! metabolizers (EMe), inhibitors of GYP2D6 {e.g., paroxetine, fluoxatine, and quinidina) increase atomoxrtina steady-state plasma 
conrentrations to expoaures similar to thDSe observed in poor metabolizera (PMs). In EM individuals treatecl with part»retine or 1Iuaxetine, the ALIC of 
atomoiretlne Is approKlmately 6- to 8-lold and c,,...,ls about 3- to 4-rold greater than atomoxetlne alone. 

In vitro atudies suggas1 that coadministration of cytochroma P450 inhibitora to PMs will not increase the plasma concentrations of atomO>:etine. 

7.3 Antill1perlflniH Dn.i111nd Pr11110r Agents 
Because of poaslble effects on blood prenure, atomoxellne should be used cautiously with antlhypertenslve drugs and pressor agents (e.g .. dopamine, 
dobutamins) or other drugs 1hat iro:,:rnse blood prnsure. 

7.4 Albu11rnl 
Alomoxetine should be administered with caution to patien1s being 1rsated with systemically-administered (oral or in1ravenous) albuterol {or other beta, 
egonistB) bscauaa Iha action DI albuterol on the cardiDV8scular system can be poten1iated resulting in incrsll888 in heart rate and blood pressure. Albutarol 
(600 mcg iv over 2 hours) induced incre1ses i'1 heart rate and blood pressure. These effects were potentieted by atomo:rte1ine (60 mg BID !or 5 days) and 
were most marke!I atterthe Initial coadministration o1 albuterol and atomOlletlne. However, these etlects on heart rate and blood pressure were not seen 
In another study attar 1he coadmlnlstraHon with Inhaled !Ion DI albuterol (20D-BOD mcg) and atomOXBtlne (8D mg DD !Dr 5 days) In 21 healthy Asian 
subjects who were excluded for paor metabollzer sta1us. 

7.5 E118cl ol A11mOJ1ll11 D11 P46D Enz,111111 
Atomo1etlne did not cause cllnlcally lmportall1 lnhlbttlon or Induction of cytochrome P45D enzymas, Including CVP1A.2, CVP3A, CVP2D6, and CVP2C9 

CVP3A Substritl! (j! g Mldarol11D) - Coadml1Istratlon ol atomoxetlne (SO mg BID !or 12 days) with mldazolam. a model compound !or CVP3A4 metabolzed 
d11,1gs (single dose al 5 mg), resulted In 15% lncl'B0S8 In AUC ar mldazolam. Na dase adjustment Is recommended !or drugs m1tabollzeD by CYP3A. 

CYP2P6 S11bs:111re {I) g Oesipcamine) - Coadminia1rBtion of atomoxetine (40 or60 mg BID for 13 days) with desipramine, a model compound1orCYP2D6 
metabollzed drugs (single dose or 50 mg), did not alter the pnarmacoklne~cs ol deslpramlne. No dose adjustment Is recommended 1or dn.igs metabolized 
byCYP2D6. 

7,& AICDhDI 
Goneumption of athanol wi1h stomO>:etine did not change the intoxicating effects of sthanol 

1.1 Mllthylpl1111idlll 
Goadmlnls1rallon of mathylphenklata wtth atomoxetlne did not Increase cardlDV8scularet11ct1 beyond th068 eeen with methylphendate alone. 

7.6 Dr1111 HlghlyBound ID PIHma Pru11ln 
In vi1ro drug-displacement S1uths ware conducted with atomoxetine and other highly-baund dn.igs at therapeutic concentrations. AtomOl<.Btine did not 
affect the binding of warfa~n. acetyleallcyllc acid. phenytoln. or dlazepam to human albumin. Slmllarly, 1hese compaunds did not affect the binding of 
atomOXBtineto human albumin. 

7.9 Dr1111 that Afflict li11lric pH 
Drugs that elevate gastric pH (magnesium hyd'oxide/aluminum hydroxide, omeprazole) had no rffect on atom0lle1ine bioavailabiltty. 

6 USE IN SPECIFIC POPULATIONS 
8.1 Prtgnancy 
Pregnancy FYPQSU[A Regijllry 
There is a pre1,11ancy expoaure registry 1hat manitora pregnancy outcomes in women exposed ID ADHD medications, including atomaxetine, during 
pregnancy. Healthcare providers are encouraged to register patients by call Ina the NaHonal Pregnancy Registry !Dr ADHD Medications at 1-866-961-2388 
o r vt sltl ng http s://wo m ensmentalh ealth.org/adhd-medlc atlo nS/. 

RiskSumrn,cy 
Avallable published studies with atomorellne use In pregnant women are lnsulllclentto establish ad rug-associated rlskol maier bl"lh detects, mlscar~age 
or ar:tverse maternal or IE!al ou1comes 

Some animlll reproduction atudies of atomo.s;etine had adverse developmenllll outcomes. One o1 3 a1ulies in pregnant rabbtts dosed lining organogenesia 
resulted In decreased live letuses and an Increase In early resorp~ons, as well as slight lnoreases In the Incidences o1 atypical o~gln ol caro~d artery and 
absant subclavlan artery. Tllasa el'lects were otisarvecr at plasma lel'l!IS (AUC) 3 times and 0,4 times the human plasma I8V8IS In extensive and poor 
metabollzers receiving the maJClmum recommended human dose [MRHD), respectrvely. In rats dosed prior to mating and during organogenesls a decrease 
In 1e1al walght (1emale only) and an Increase In the Incidence of Incomplete osstflca11on of the ver1ebral arch In letuses wera obsel'V!ld at a dose 
approximately 5 times tha MFIHD on a mg/m' basis. In one of 2 studies in which rats were llosad prior to mating through Iha periods of organogenesis and 
lactation, decreased pup weightand decreased pup sur¥ival were observed at doses corresponding to 5-6 limas the MRHD on a maim' basis. No adverse 
fetal e11acte were seen In pregnant rate dosed during the organogenasls period (866 Data). 

The astima1ed background risk DI major birth defects and misc;arriage fartha indicated population is unknown. All pregnancies hna a background risk of 
birth defect, loss, or other adverse outcomes. In the U.S. general population, the estima1ed background risk of major birth defects and miscarriage in 
clinically recognized pregnancies is 2-4o/o and 15-211%, respei:tively 

""' AlllmaJDilta 
Pregnant rabbits were trea1ed wi1h up to 100 mg/kg/day DI illDmoxetine by gavage throoghout the period of organogenesis. Atthis dose, in 1 of 3 studies, 
a dacrease in live fetuses ind an increase in early resorptions was obsar¥ed. Slight increases in the incidences of atypical origin o1 carotid arter, and 
absent subclavtan artery were obeervad. Theee1Indlnge were observed at doses that caused alight maternal toxicity. The no-ellectdose1orthase nndlnga 
was 30 mg/lqi/day. The 100 mg/kg dosa ia apprOl<imatsly 23 times the MRHD on a mg/m' basia; plasma levels (AUC) of atomOl8tin1 at this dose in rabbtts 
are estimated to be 3-3 times (extensive metabolIDlrs) or 0.4 times (poor met11bolims} th068 in humans receiving the MRHD. 

Rats ware treated wtth up to apprOl<lmately 50 mg/kg/day of atomoxettne (approximately e times the MRHD on a mglm' baels) In the dlet1rDm 2 weeks 
(1emales) or 10 weeks (males) prior to mating through the periods of organo<Jenesia and lactation. In 1 of 2 studies, decreases in pup weight and pup 
survival were observed. The decreaaed pup survival was alao seen at 25 mg/kg (but not at 13 mg/kg). In a study in which rats were treated with 
atomoxe~ne 11 the diet lrom 2 weeks (lemales) or 10 weeks (males) prior lo maHng throughout the pe~od DI organogenesls. a decrease In letal weight 
(1emala onlY) and an Increase In the Incidence of Incomplete ossification ol the vartetlral arch In 1stuses were obsarved at 40 mg/kg/day (approrlma1aly 5 
tlmes the MFIHD on a m{L'm' buls) but not at 211 mQ/k(L'day. 

No ar:tverse letal etlects were seen when pregnant rats were treated with up to 150 mg/kg/day (approKlmately 17 times the MRHD on a mg/m' basis) by 
gavage throughoutthe pe~od DI organogenesls. 

8.Z Llcla11an 
Risk Summary 
There are no data on the preaenca of atomw:etine or its metabolite in human milk, the etlects on Iha breastfed child, or the atf11c1B on milk production. 
Alomo:rretine is present in enimal milk. When a drug is present i'1 1nimlll milk, it is likely that the dnJg will be present in human milk 

The dl'lelopmental and health beneiits of breastfeeding should be considered along with the mother's clinical nud for al01110l8tine and any pot1ntial 
adverse effects on the breas11ed child from atamoxetine or 1rom the underlying maternal conditi:rn. 

8.4 Pllllat~c UH 
Anyone considari'lg Iha use of atoml).'(lltine in a child or adolescant must balance the potential risks wtth the clinical need {l/f/6 B()X//d Ww!ing BRd 
W/JJT/ings snd f'reCdllfious (S. 1)1. 

The pharmacokinatics of atomoxstine in children and adolescents are similar to thou in adutts. The safety, ef1icacy, and pharmacoki'latics of stomO>:etine 
in psliatric patients less 1han 8 years of age have not been evaluated 

A study was conducted In young rats to evaluate the effec1a of atomoxetlne on growth and neurobehavloral and sexual development. Rate ware treated 
with 1, 10, or 50 mg/kg/day (approximately 0.2, 2, and 81irnes, raspectively, the maxi111.1m human doaa on a mg/m' basis) of a!Dmoxatine given by gavage 
from Iha early postnatal period (Day 10 of age) through adulthood. Slii,trt del11YB in onsilt of vaginal patency (all doses) and preputial separation (10 and 50 
mg/kg), slight decreases In epldldymal weight and sperm number (10 and 50 mg/kg), and a slight decrease In corpora lu1ea (50 mg/lqi) were seen, but 
lhllre were no errects on le~lllty or reproductrve performance. A slight delay In onset of Incisor en.iptlon was seen at 5D mg/kg. A slight Increase In motor 
activity was seen on Day 15 (males a11D and 50 mg/kg and temalas at 5C mg/kg) and on Day 30 (1amales at SD m{L'llg) but ooton Day SD DI age. Th are 
were no effEcts on le1mlng and memory tests. 'Ille stgnlHc1nce cf these 1Indlngs to humans Is unknown 

U lerlabkl Use 
The safety, efficacy and pharmacoklnetlcs of a1omoxetlne In geriatric paHents have not been evaluated 

8.& He,atlc lnsu111cleooy 
Atomoxatlne exposure (AUC) Is Increased, comparaa wtth normal sublects, In EM subjects wtth moderate (Child-Pugh Class B) (2-lold lnoraase) and 
severe (Child-Pugh Class C) [4-1old Increase) hepatic Insufficiency. □osage adjustment Is recDmmended for patlell1s with moderate or severe hepatic 
Insufficiency {see Dosage and Arlminislratian (23)}. 

8.7 llllnal ln&ulllcleaey 
EM sub!ects with end stage renal disease had higher systemic ellpasure to atomoxetlne than healthy subjects (about a 65% Increase), but there was no 
difference when exposure was correc:ted !or mg/kg !lose. Atomaxetine can therefore be ar:tministered to ADHD patients with end stage renal disease or 
lesser degraes of ranal insuffi&iancy using the normal dosing ragiman. 

8.1 Geader 
Gender Old not Influence atomoxetlne Olsposltlon. 

8.1 Etlnic Drig-1 
E1hnlc o~gln did not Influence atDmoxetlne dlspos"lon (except that PMs are more common In Caucasians). 

8.10 Patlent1 with Cencemltant lllna11 
liC-9 io paNeots with A □ HC and cnmorbid Tourette's Disorder - Atomoxetine 1dministered in a flexible dose range of 0.5 to 1.5 mg/kg/day (mesn dose of 
1.3 mg/kg/daY) an!I placeba were compared In 148 randomized pedlat~c (age 7-17 years) subjects with a DSM-IV diagnosis or ADHD and comorbld tic 
disorder In an 18 waek, double-bll1d, placebo-coll1rollecl sbJcly In which the maJo~ty (80%) enrolled In this trial with Tourette's Disorder (Tourstte's 
DlsDrder. 116 subjects: chronic motor tic disorder: 29 sulJlects). A non-lnte~o~1y analysis revealed that atomoxettne did not worsen flcs In these patlents 
as determined by the Yale Global Tic Severity Scale Total Score {YGTSS). Out of 1411 patients who entered the acutetre1tment phase, 103 (69.6%) patlents 
discontinuect Iha study. 'Illa primary reason for discontinualion in both Iha atomoxrtina (38 of 76 patients, 50.0o/o) and placebo (45 of 72 patients, 62.5%) 
b'8almant groups was identified as Itek o1 efficacy wtth most o1 the patients discontinuing at Weak 12. This was the first vistt where patients with a 
GGI-S,.4 could also mast the c~te~a for "cllnlcal non-r&epander· (CGI-S remained the same or lncreaeed from study baseline) and be ellglbla to enter an 
open-label extension study with atorn:.ixatine. Tllere have been postmarksting raparts of tics [866 MW/16 R6actians (6.2)1. 

Anxiety in ootientll with ACHC and comncbid Anxiety OisoIT1e11 - In two poBtmarksting, double-blind, placeba-controledtrials, i1 has bean demonstrated 
that treating patients with ADHD and cDmorbid anxiety disordare wtth atomoxetine does not worsen their anxisty. 

In a 12-week double-blind, placebo-controlled trial, 176 p1tiants, aged 8-17, who mat DSM-IV cri1uia for ADHD and at least one of the anxiety disorders 
o1 separation anKlaty disorder. ganerallzad anxlsty dleorder or social phobia ware randomized. Followtna a 2-week double-blind placebo lead-In, 
atomoxatins was inttiated at 0.8 mg/kg/day with inorease to a target dose of 1.2 mg/kg/day (median dose 1.30 mg/kg/day+/- 0.29 mg/lqi/day). 
Alomo:rretine did not woraen anxiety in theae piltienta as determined by the Pediatric Anxiety Rating Scale (PARS). Of the 158 plll:ients who completed the 
double-blind placebo lead-In, 26 (16%) patlen1s dlscontlnued the study. 

In a aeparats 18-week, double-blind, placebo-controlled trial, 442 patients aged 18-85, who mat DSM-IV cri1eria for adult ADHD and social anxiety 
disorder (23% 01 whom lllso had Generlllized Anxiety Disorder) were randomized. Following a 2-week double-blind placebo lead-in, a1omoxetine were 
ln"lated at 40 mg/day to a maximum dose ol 100 mg/day (mean dally dose BS mg/day +/-19.5 mg/day). Atomoxetlne did no! worsen anxiety In 1hese 
patients as determlnect tly the Llabow"z Social Anxiety Scale (LSAS). DI the 413 pallants who complsted 1he double-tlllnd placebo lead-In, 149 (36.1%) 
pa1Ients dlscontlnued lhll sbJcly. Them have been pastmarkellng reparts of anlllety [seB AIWl!llle R&iclf.:JIIS (fl.2)} 

g DROOABUBEANDDEPENDENCE 
g_1 CD111rol811 Sub1tanc1 
Atomoxetlne Is not a controlled substance. 

8.2 Abu11 
In II randomized, dooble-blind, placsba-controlad, abuse-potBntial sbJcly in adults comparing ellacts of atomoxstine and placebo, atomm1etine was no! 
asaociated with a patlem of response that suggested stimulant or euphoriarrt properties. 

a.s De,111,ence 
Gliniclll studydatll in over2000 ctildren, adolescenta, and adults with ADHD 11nd over 1200 adults with dBpreasion showed only iaoltted incidents of drog 
diversion or lnapprop~a1e sell-administration associated with atomoxettne. There was no evidence of symptom rebound or adverse reactions suggestlng 
a drug-discontinuation orw"harawat syndrome. 

Aoirnel F!Qerieoce - Drug discrimination studies in r11s and monkeya showed inconsistent stimulua generalization between atomoiretine and cocaine. 

10 OVERDOSAliE 
10.1 Hu .. ■n EJ:parienc• 
There is limited cliniclll t~al experience with atomoxetine overdose. During poatmarketing, there have been fataltties reported involving a mixed ingestion 
overdose ol atomoxettne and at least one other drug, There have been no reports or death lnvolYlng overdose of atomoxetl1e alone, lndudl~ Intentional 
overdoses at amounts up to 140D mg. In some cases DI overdose Involving atomOXBtlne, seizures have been reported. The most commonly reportad 
symptoms accDmpanylng aculE and chronic overdoses al atomDJCEtlne were gastrolntestln1I symptoms, somnolence, dlJzlness, tremor, and abnDrmal 
behavior. Hyperactivity and agitation have also been reported. Signs and symptoms consistent with mild to moder1te sympathe1Ic nervous systEm 
iWlivation (e.g., tachycardia, bloocl pressure increased, mydri1sis, dry mouth) have also baan observed. Most nants wera mild to modarate. Less 
commonly, there have been reports of Ill prolongation and mental changes, including disorientation and hallucinations[sae Clinir;aJPJt/lrmacri/ogy (12.2)}. 

10.2 Maaag~mi=atllf IIHrdDR 
Consult with a C!lrtihd Poison Control Canterforup to date guidance and advice. Bacausa atomDXBtine is highly protein-bound, dialysis is not likely to be 
use1ul in the treatment of overdose. 

11 DESCRIPTION 
A!OITIQX(ltina capsules, USP are a selective norepinephrine rauptaka inhibitor. Atomo.utina hydrochlarida is tha R(-) isomer as determined by x-ray 
dll1i'actlon. The chemical designation le (-)-N-Msthyl-3-phanyl-3-(&-tolylolly)-propylamlne t,ydrochlo~de. The molecularformua le G,,H~NO•HCI, which 
correaponde to a molecular weii,trt of 291.82. The chemical structure is: 

11 

• HCI 
At=tlne t,ydrochlo~de, USP Is a whtte to practically wh"e solkl. which hae a solublllly of 27.8 mg/ml In water. 

A!OITIIJlletina capsules ara intended fDr Dral adminis1ration only. 

Each capsule contains atomaxlrtloo hydrochloride equivalent to 1D, 18, 25, 40, 60, 80 or 1D0 mg DI atomoxettne. The capsules also cont1ln colloidal silicon 
dim1ide, gelatin, magnesium stearalE, pregelatinized starch (com), soclium lauryl suttate and titanium diOJlide. 

The 10 mg capslies also contain D&C Yellow No. 1D, D&C Red No. 28, D&C Rad No. 33, FD&C Red No. 4C and FD&C Yellow No. 6; the 18 mg capsules also 
contain □&C Red No. 28, o.&C Yellow No. 1D, F □ &C Rad No. 40 and FD&CYellow No. 6; the 25 mg capsules also contain FD&C Blue No. 1 and FD&C Red 
No. 3; the 40mg capsules also cont1in D&C Fled No. 28and FD&C Blue No. 1;the60 mg capsules also contain D&C Red No. 28, D&CYellaw No.10, FD&C 
Blue No. 1 and FD&CYellow No. 6; the BO ffl!I capsules also contain D&C Red No. 28, D&CYellaw No. 10and FD&CYellow No. 6;the100 mg capsules also 
contain D&C Yellow No. 10, FD&G Red No. 3, FD&GYellowNo. 6 and red Iron WIida. 

In addition, tha imprinting ink contains the fol lawing: black iron m1id1, FD&C 01111 No. 1 Aluminum Lake, FD&C Blue No. 2Aluminum Lake, FD&C Red No. 
40 Aluminum Lake, O.!,C Yellow Mo, 10 Aluminum Lake, propylene glycol and shellac glaze. 

12 CLINICAL PHARMACOLOGY 
12.1 MHhHi1mafAclio1 
The precise mechanism by which 1tom0l<.Btin1 proliJces its therapeutic ett1C1a in At11ntion-Deficil/Hyperac1ivity Disorder (ADHD) is unlnown. but is thought 
to be related to selectlva lnhlbHlon oftna pre-synaptic noreplnapMne tranepor1er, as da1ermlned In 8ll vivo uptake and neurotransmitter depletion studies. 

12.2 PhillnnHDdJnalliCI 
An exposure-response anal~sis encompassing doses of atomoxetine (0.5, 1.2 or 1.8 mg/kg/day) or placebo demonstrated atomoxe~ne e•pasure 
carrel1tes with efficacy as mnsured by the Attention-DeficiVHVPeractivity DisDrder Flating Scal~IV-Parenl Version: Investigator administered and 
scored. The lllll)osun,-affit.acy relationship was similar to that observed be1wean !lose and efficacy with median exposuras at the two highest doses 
resulting in near maximal changes from baseline /SH CJirticaJ S!odi66 (14.2)/. 

Cacdiar; El•Jilrnnhnkllggy- The ~fleet of atomautine on QTc prolongation w1s evaluated in a randomized, double-blinded, positive-(mo,;ifloxacin 400 mg) 
and placebo-controlled, cross-over study in healthy male CYP2D6 poor metabolizers. A total of 120 healthy subjects ware administered at011'10J161ine (20 mg 
and 60 mg) twice dally1or 7 days. No large changes In Ille Interval (I.e., Increases >60 msec 1rom baselne, absolu1e Ille >480 msecJ ware obeerved In tile 
study. However, small changae in QTc interval cannot be excluded from the currant study, becsuee th1 study Jailed to d1monatril1e assay sensitivity. There 
was a slight increase in QTc interval with incmsed llomoxetine concentration. 

12.3 PhUIIGGklHIIC:S 
Atomoxettne Is well-abeorbect after oral admlnlstraHon and Is minimally affected by food. It Is eliminated p~ma~ly by (l)(ldatlve metabolism through the 
cytochrome P450 206 (CYP2D6) enzymaHc pathway and subsequent glucuronldaHon. At01110l8tlne has a han-nfe of about 5 hours. A 1ractlon of the 
population (about 7% of Gaucaelans and 2'1b of Af~can Americans) are paor metabollzers (PMsJ of CYP2D8 metabolized drugs. These Individual a hal'l! 
reduced activity In Ihle pathway resulting In 10-fold lighar AUGs. 5-fold higher peak plasma concentrations, and slower ellmlnatlon (plasma hal1-llfe of 
abau1 24 hours) of at=1In1 compared with people with normal activity [Pb!nall'l! metabollzars Ems]. Drugs that Inhibit GYP2D6. such as fluO>:etlna. 
paroxatlne, and qulnldlna. cause stmllar Increases In exp06Ure. 

'Ille pharmacoklnetlcs o1 illDmoxetlne have boon evaluated In more than 400 children and adolescell1s In selected dl1Ical trials, primarily using population 
pharmacoklnetlc studies. Slngle-dose and steady-state lndlvldual pharmacoklnetlc data were also obt1lned In children, adolascents, and 1Wlts. When 
doses were normalized to a mg/kg basis, similar han-nre, c..,, and AUC nlues were observed In children, adolescents, and adults. Clearance and volume 
or distribution alter adlustment !or bady weight were also slmlar. 

AbsnrpUnn and distribnUnn -AtomOl8tin1 is rapidly absorbed after oral adminis1ration, wtth absolute bioavailability of about 63'jj, in Ems and 94% in PMs. 
Maximal plaema concentrations (C • .,) are reached apprOl<imately 1 to 2 hours after doaing. 

Atamoxetine can be administered with Dr without food. Administration o1 atomDJCEtine with a stilndan:1 high-fill meal in adl.lts did not affect the extent of 
oral absorption of atomaxetioo (AIJC), but did decrease the rate of absorption, resulting in a 37% lawer Cm,., and delaYEd T.,. by 3 hours. In clinical trials 
with children and adolescents, adninistration of atomoxetioo with food resulted in a 9':li lowerC..., 

The steady-stale vol ume of dlstrlblrtl on after Intravenous ar:tmlnlstrallon Is 0.85 L/kg Indicating that atomoxstlne dlstrtur1es prtlllrl ly Into total body Wfler. Volume 
of dlsfrlbutlon Is slmllar across the patient weigh'! range Jfter normatlzt~ lorbadywelltrt. 

At therapeutic concentrationa, 98% of atomOXBtins in plasma is baund to protei'l, primarily albumin. 

Mlllahglism and eliminilN9D - Atomoia,tine is metabolizad prim1rily through the CYP206 enzymatic pathway. People with reduced activity in this pathway 
(PMs) have higher plasma cont.antrations o1 atomDMli'le compared with pa0ple with normal activity Ems. For PMs, AUC o1 atomoxatina is appr(l)(imataly 
10-fold and C,..,,,is about 5-fold greatarthan Ems. Laboratory tests ara available to identify CYP2D6 PMs. Coadministr1tion of atomo.utine with potent 
inhibitors o1 CYP2D6, such as1IuoMline, parQJlll1ina, orquinidina, results in a substantial increasa in atomo.o:etina pl Hrna lllll)osun,, and dosing adjustment 
may be necessary [sH W!iminJIS ami P~f/illiliMs (5.13)]. AlomoMline did not inhibtt Dr induce the CVP2D6 pathway. 

'Ille major m1ldatlve metabolite 1ormed, regardless DI CVP2D6 status, Is 4-hydroxyatomoxetlne, which Is glucuronldated. 4-Hydl'Ollyatomoxetlne Is 
equlpatent to atomDJCEtlne as an Inhibitor of the noreplnephrlne transporter but circulates In ptama at much lower concentra1Ions (1% DI atomoxettne 
concentra1Ion In Ems and D.1'1:. of atomo1etlne concentration In PMs). 4-Hydroxyatomaxlrtlne Is p~marlly formed by CYP206, but In PMs, 
4-hydl'Ollyatomoxetlne Is formed at a slower ra1e by several other cytochrome P45D enzymes. N-Desmethylatamoxettne Is 1onned by CVP2C19 and o1her 
cytochrome P45D enzymes, but has substantially less pharmacological actlvlty comparect with atomoxe1Ine and clrculates In plasma at lower 
concentra1Ions {5'1:. of atomDJCEtlne concentration In Ems and 45% ot atomoxetlne conoentratlon In PMs). 

Metn apparent pl11sma dearance of atomoxetine titer oral altniniiltration in adult Ems is 0.35 L/hr/kg and the mean half-life is 5.2 houra. Following oral 
administration of atomol!eline to PMs, mean app1rent pl1sm11 clearance is 0.03 L/hr/kg and mean half~ife ia 21.6 hours. For PM9, AUC of a1omoxetine is 
approximately 1 0-1okl an d C ,,...i ubou1 5 .fol d greaterthan Ems. The el imi natio n hlll1-life of 4-hydmxyalomoxetine is similarto thst o1 M- desmethylatomoxeti ne 
(6 to 8 hours) in EM subjects, while the haH-life of N-desmethylatOITlOJreline is much longer in PM subjects (M to 40 houra). 

AtomOl<.Btine is excreted primarily as 4-hydroxyatomollltine-0-glucuronide, mainly in the urine (greater than 80'.lli of 1he d068) and to a leeser e.,;tent in the 
1eces [lass than 17% of the dose). Only a small fraction of the atomOJ181ine dose is &llcrsted as unchanged atomOJlatine [Ilsa than 3% of the dose), 
Indicating mrtensl'le blotransformatlon [see Use In Spl/Clflc. l'DptJ/at/o/ls (8.4, 8.5, 8.6, B.7, B.8, 8.9)}. 

13 NONCLINICAL TOXICOLOGY 
13.1 cuelnegeneall, llut1ge1esls, l11p11rmen101 Fertlll1y 
Caa:lnngenesls -Atomoxenne h)'d'ochlorlde was not carcinogenic In rats and mice when glYen In the dlet1or 2 years at time-weighted average doses up 
10 47 and 458 mg/kg/day, respec1Ivety. The highest dose used In rats Is approximately 8 and 5 Hmes the maximum recommended human dose (MRHD) In 
children and adu"s, respectively, on a mg/m' basis. Plasma levels (AUC) of atomoxettne at this dose In rats are estimated to be 1.8 times (extensive 
metabolize rs) or D.2 times {poor metaballzers) those In humans recelvl~ the maximum human dose. The highest dose used In mice Is apprOl<lmately 39 
and 25 times the MRHD In children and adults, respectively, on a mg/m' basis. 

M.utaatnem -AtomoXl~ne hydrochloride wae negative In a batl8ry of g11notoxlclty etudles that 11cklded a rel'l!rsa point mutatlan aeeay (Ames T861), an 
In vitro mouee lymphoma assay, a chromosomal aberration test In Chlneee hamster ovary cells. an unechaduled DNA syntheels test In rat hepatocytes, 
and an In vivo mlcronuclaue teat In mice. However. there wae a slight lncre11ee In the percantaga o1 Chinese hamster ovary cells with dlplochromosomes, 
suggeenng endoredupllcstlon (numerical aberra1Ion). 

'Ille metabollte N-desmelhylatomDJCEtlne HCI was negative In lhll Ames Test, mouse lymphoma assay, and unscheduled DNA synlhllsls 1est. 

Impairment 011ert11ttv - Atomoxe1Ine hydrochlo~!le Old not Impair 1erttl"y In rats when given In the diet at doses of up to 57 mg/kg/day, which Is 
approxtmately 6 times the MRHD on a mg/m' basis. 

14 CLINICALSTUDIES 
14.1 ADHD Slu.ias 11 Cblldr111 "d Ad0181c11111 
Acuhl st11di111 - The effectiveness of a!Dmoxatine in the traa1ment of ADHD was establiahed in 4 randomized, double-blind, placsbo-controllsd etudies of 
pediatric patients (ages 6 to 18). Appr(l)(imataly one-third of the patients mat DSM-IV crtteria for inattentive subtype and two-1hirds met cri1eria for both 
ina1tentive and hyperactive/impulsive eubtypes. 

Signs and symptoms of ADHD wan, evaluated by ii comparison of maan change from basaline to andpoint1or atomaxstine- and placebo-traatad patients 
using an intent-to-treat analysis of Iha primary DUtcorne measure, tha investigator administarad and scored ADHD Rating Scala-IV-Parent Varsion 
(ADHDRS) 1otal score including hyperac1ive/impulsive ind inattentive subscalas. Each itam on the ADHDRS maps directly to ona symptom critarion for 
ADHD intha DSM-IV. 

In SbJcly 1, an a-weak randomized, doubla-bll1d, placebo-controlled, dose-response, acute freatmant study al children and adolescents aged 8 to 18 (N 
=2!17), patients received atther a IIIClld llosa or atomm1stlne (0.5, 1.2, or 1.8 mg/kg/daY) or placebo. A1omO>:etlne was admlnlstarad as a divided dose In 
1he aarly morning and late alternoon/early el'l!nlng. Al 1he 2 higher doses, lmprol'l!rnents In ADHD symp!Dms were statlstlcally slgnlllcantly superior In 
atomoxstlne-traated patients compared with placaba-treated paHents as measured on the ADHDRS scale. Tha 1.8 mg/kg/day atomoxettne llosa did no! 
provide any additional ben11ftt over that obaervad with the 1.2 mg/kg/day dose. The 0.5 mg/kg/day !IDmoxatine dose was not supariorto placebo. 

In Study 2, a 6-wnk randDmizad, doubla-blind, placebo-controlled, acute treatment study of children and adol115Cenls aged 6 to 16 (N= 171), patients 
received either atomaxstine or placebo. Atomaxstine were administan,d as a single dcm in the aarly morning and 1itratad on a weight-adjusted basis 
according to clinical response, up to a m1ximum dose of 1.5 rng/kg/d1y. The mean 1inal dose DI atomoxrtina was approximately 1.3 mg/kg/day. ADHD 
symptoms were stiltistically si1,11ificantly improved on atomOl8tina compared with placebo, as maasurad on the ADHDRS sc;ale. Tllis sbJcly shows that 
atomoxrtina is etlactive whan administered once daily in the morning. 

In 2 ldantlcal, !I-week, acute, ranllomlzed, doubl~bllnd, placebo-controlled studies DI children aged 7 ID 13 (Study 3, N•147; Study 4, N•144), 
1tomoxlrtlna and methylphenldate were comparect with placebo. AtomDJCEtlne was admlnlslEred as a divided dosa In the early morning and la1e attarnoon 
(after school) and1Itrated on a weight-adjusted basis according to clinical response. The malllmum recommended 1tomoxlrtlna !lose was 2.D m{L'llg/day. 
'Ille mean nnal dose DI atamoxettne 1or both sbJclles was approximately 1.6 mg/kg/day. In both studies, ADHD symptoms statlstlcally slgnHlcantly 
lmpmvect morn on atomoxlrtlna than on placebo, as measured on the ADHDRS scale. 

Elllmination of population subae1s baaed on gender and age (<12 and 12 to 17) did not revelll any differential responsiveness on the basis o1 these 
subgroupings. Tllere was not sufficient exposure of ethnic groups other then Gaucuisn to llllow exploration DI differences in these subgroups. 

Maiol/rnanee SIIHfv - The efl8c;til'l!neas of atomoxetine in the maintenance treatment 01 ADHD was aatablishad in an outpatient study of children and 
adolescente (ages 6-15 years). Patients meeting DSM-IV crtteria for ADHD who showed con1inuous response for about 4 weeks during an initial 10 week 
open-label treatment phaa& with atomoxetine (1.2 to 1.8 mg/kg/day) were randomized ID con1inuation of their current dose of IIOITIQX(l1ina {N=292) or ID 
placebo {N=124) under double-blind tr1a1m1nt 1or observation of relapse. Response during the open-label phase was defined as GGI-ADHD-S score s2 
and a reduction of at lea61 25'11, 1rom baseline in ADHDRS-IV-Parant:lnv total a core. Patients who ware assigned to atomo.s;etine and showed continuous 
response for apprCOOmately 8 months during the first double-blind treatment phase were again ranllomized to continuation of their current d068 of 
atomoxstina (N=81) orto placebo (N=82) under double-blind treatment for obsarvation of relapse. Relapse during the llouble-blind phase was defined 
as CGI-ADHD-S score increases o1 at least 21romthe end of open-label phase and ADHDRS-IV-Parant:lnv1otal score returns to ~90% of sbJcly entr, score 
1or 2 consecutive visits. In both double-blind phases. patients receiving contin111d atomOJlltina treatmentexpe~anced sigrificanUy longer times to relapse 
1han those receiving placebo. 

14.2 ADHD Slu~l11 l1Ad1lt1 
'Ille e1fecflveness of a1omoxetlne In the trestment DI ADHD was established In 2 randomized, double-blind, placebo-controlled clinical studies of adult 
patlents, age 18 and older, who met DSM-IV criteria 1or ADHD. 

Signs and S!/ITlptoms of ADHD were evalua1ed using the Investigator-administered Conners Adult ADHD Rating Scale Screening version (CAIi.RS), a 30-
ltem scale. The p~mary etlectl'leness measure was the 18-"em Total ADHD Symptom score {the sum ol 1he Inattentive and hyperactlvfty/lmpulslvlty 
subscales from tile CAARSJ enluated by a comparison 01 mean change lrom baseline to endpoint using an Intent-to-treat analysis, 

In 2 ldentlcal, 10-week, randomized, dooble-bllnd, placebo-controlled acute treabTiell1 studies {Study 5, N=280; Study 6, N=256J, patients melved ell her 
1tomoxe1Ina or placebo. AtomOJlellne were administered as a divided dose In the early morning and late afternoon/Early evening ilnd 11tr1ted 1ccorllng to 
cllnlcill response In arange of6Dto 120 mg/day. The mean final dose 01 atomoretlne !Dr both studies was 1ppr0l<lm1tely 95 mg/day. In both studies, ADHD 
symptoms were statlstlcally slgnlncantly lmprCIVEd on atomDJCEtlne, as measured on the ADHD Symptom score 1rom the CAIi.RS scale. 

Examination ol populaflon subsets based on gender and age (<42 and .e42) did not reveal any dH1erentlal responsiveness on the basis or these 
subgrouplngs. Tllere was not sufficient exposure ol lrthnlc groups other than Caucasian to allow exploration of differences In these subgroups. 

18 HOW SUPPLIED/STORAGE AND HANDLING 
18.1 Hu111Suppll1d 
AtomOl<.Btine Gapsulss, USP are available containing atomOJlltine hydrochloride, USP equivalent to 10 mg, 18 mg, 25 mg, 40 mg, 60 mg, 80 mg or 100 mg 
of a1omO>:etine. 

A size "3', red op1Que cap and light yellow opaQue body, hard gelatin capsule filled with whilE to all-white powder. The cap imprinted with 'Sbides logo" 
and body imprinted with "010" axially in black ink. Tlley are available as follows: 

NOC 64380-472-01 
tiottles ol 30 capsules 

NOC 64380-472-02 
bottles DI 500 cap11Ul88 

A size "3", orange opaque cap and light yellow opaQua body, hard gelatin capsula 1illed wtth white to off-white powder. Tha cap imprinted wtth "Strides 
logo' and body imprin1ed with "018" uially in black ink, Thay 1111 1nilable as follows: 

NDC 6438D-473-D1 
bottles al 30 capsules 

NOC 64380-473-02 
bottles of 500 cap11Ules 

A size "3', light blue opaque cap and whtte OpaQue bod,. hard gelatin capaule filled with white to off-white powder. The cap imprinted with 'Sbides logo• 
and body imp~nted with "025" axially in black ink. They are available as fol laws: 

NDC 64380-474-01 
bottles ol 30 capsules 

NDG 64380-474-02 
bottlee of 500 capsules 

A size •2•, blue opaque cap and light blue opaQue body, hard gel1lln capsule filled with white to off-white powder. The cap Imprinted with "Str1des logo" 
and body lmpr1nted with "040" ulally In black Ink. They are anll1ble as follows 

NOC 6438D-475-01 
bottles ol 30 capsules 

NDG 84380-475-02 
botttee of 500 capsules 

A size "1 ", violet opaQue cap and light yellow opaQue body, hard gelatin capsule filled with white to off-while powder. The cap imprinted with "Strides Iago" 
and body lmprlnted with '060" axially 11 black Ink. They are available as follows: 

NDC 64380-476-01 
bot~es 0130 capsules 

NDG 84380-476-02 
bottles of 500 capsules 

A size •a•, llltrt orange opaQue cap and llghtyallow opaque body, hard gelatin capsule llllecl with white to all-white powdar. The cap lmp~nted with "5t~das 
logo" ana body Imprinted with "080" a111aIIy In black Ink. Tlley are available as tallows: 

NOC 64380-477-01 
botUea 0130 c11psules 

NOC 64380-477-02 
bolllas of 500 capsules 

A size "DEL", light pink opaQue cap and Ilg ht yellow opaque body, hard gelatln capsule fflled with whHe to off-white pawder. 'Ille cap lmp~nted with ·st~des 
logo" and body Imprinted with "10D' nlally In black Ink, They are avallable ts fa lows: 

16.2 llara1e 111~ Handllng 

NOC 64380-478-01 
botUes 0130 capsules 

NDG 64380-478-02 
bolllss of 500 capsules 

Store at 20"C to 25"C [6H"F1o 77"F), excursions permitted between 15"C and 3D"C. [Sea USP Controlled Room Tempera1ure,J 

Dispense In a 11ght. llght-reslstant container as defined In the USP using a child-resistant closure. 

17 PATIENT COUNSELING INFORMATION 
Adviae the patient to read the FDA-approved patient labeling (Medication Guide). 

Sulc I•~ Rl1k 
Pstients, theiriamiies, and their caregivers should be encouraged to be alert lo the emergence o1 alllliety, agitiltion, panic attacks, insomnia, irritability, 
hostility, aggressiveooss, impulsivity, akathisia (psychomotor restlessness), hypomania, mania, other unusUill changes in behavior, depression, and 
suicidal ideation, especially early during atomoxeline treatment and when the dose is adjusted. Families and caregivers of palients should be advised to 
observe 1or the emergence o1 such symptoms on a day-lo-day basis, since changes may be abropt. Such symptoms should be reportEd to the patient's 
presoriberarhealth profEssional, especially if they are severe, abrupt in onset, or were not p1rt of the patient's presenting symptoms. Symptoms such 1s 
these may be associa1ed with 1n increased risk for suicidal thi'lking and behavior and indicate a need for very clase monitoring and possibly changes in 
the medic1tion[5ee WllmingsandPnmwtioos (5.l)J. 

S11111 Ll111 ln~ry 
Patients initiating atomO>:etine should be cautioned that severe liver injury may develop. Patients should be instructed to contact their hsanhcare provider 
inmadiately should they develop pruritua, dark urine, jaundice, right upper quadrant tendsmeee, or unexplained 'flu-like" ayrllltoms {8811 Wamings fffld 
Precautions (5.2)1, 

Serening P11ll111ts !Gr 11,111a, Dl110rd1r 
Instruct pahnts and their c1n,givers to laokior signs of activation DI mani;i/hypom1ni1 [se~ warnings and l¼caut/um; (5.6)]. 

Aggr1lllon GI Holllll1J 
lnstruc1 paHents and th air caregivers to contact their healthcare provldar as soon as posstbla should they notice an lncraasa In aggrasslon Dr hostlllty [sae 
Wllmhlgs and Prec:wtlolls (5.7)]. 

Pri1pism 
Rare poatmarketing casea of priapi9m, de1ined as painful and non painful penile erection lasti~ mare than 4 hour9, haWl been reported for pediatric and 
adult pa1ienta treated with atomoxetine. The parents or guardians of pedia1ric patients taking atomoxetine and adult p11tients taking atomoxetine should be 
ina1ructed that priapism requirea prompt medical at1ention [s1111 ~ings ami Pr8Cfllltioos (5.10)1. 

Ocular lr~tant 
Atomoia,tine ar& an ocular irrttant. Atomo.utina capsules are not intended to be opened. In the event of capsule content coming in contact with the aye, the 
affected eye should be flus heel immediately with water, and medical advice obtained. Hands and any potentially contaminated surfaces should be washed 
as soon as possible. 

01111-Drug lnfera~HDII 
Patients shoold be Instructed to consutt a heatthcare provider If they are taking or plan to take any presc~ptlon or over-lhll-counter medicines, dietary 
supplements, or herbal remedies 

Preg11ncv Registry 
Advise patients that there is a pregnancy registry that monHors pre1,11ancy outcomes in women exposed to atomoxetine du~ng pregnancy {See Use in 
Specific l'Dpu}at{ons (8. t)/. 

,~, 
Patients may take a1omO>:etlne with or without food. 

NIIHedDOH 
If p1tllmts miss a dosa, they should be lnstruc:ted to take It as soon as passlble, but should not take more than the prescribed to1al dilly amount of 
atomm1etlne In any 24-hour period 

l1terl111nc1 with P1rcho111otor P1rfom111ce 
Patients should be lnebucted to use cautlan when driving a car or opara1Ing hazardoue maclinery until they are reasonably certain that their per1orrnance 
Is not affected by atomoxeUne. 

Distributed by: 
Slrld~1 Pharma Inc. 
Bridgewater, NJ 08807 

Revised: 08/2025 
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