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FULL PRESCRIBING INFORMATION

BOXED WARNING
WARNING: SUICIDAL THOUGHTS AND BEHAVIORS

Antidepressants increased the risk of suicidal thoughts and behaviors in
pediatric and young adult patients in short-term studies. Closely monitor
all antidepressant-treated patients for clinical worsenin
emergence of suicidal thoughts and behaviors [see wammgs and
Precautions (5.1)]. Paroxetine is not approved for use in pediatric
patients [see Use in Specific Populations (8.4)].

1 INDICATIONS & USAGE

Paroxetine is indicated in aduls for the treatment of:
« Major depressive disorder (MDD)

« Obsessive compuisive disorder (OCD)

« Panic disorder (PD)

* Social anxiety disorder (SAD)

« Generazed anxiety disorder (GAD)

« Posttraumatic stress disorder (PTSD)

2 DOSAGE & ADMINISTRATION

2.1 Administration Information

Administer paroxetine oral suspension as a single dally dose in the morning, with or
without foo

Shake the oral suspension wel before administration.

2.2 Recommended Dosage for MDD, OCD, PD, and PTSD
The recommended starting dosages and maximum dosages of paroxetine oral
suspension in patients with MDD, OCD, PD, and PTSD are presented in Table 1

In patients with an inadequate response, increase dosage in increments of 10 mg per
day at intervals of at least 1 week, depending on tolerabilty.

Table 1: Recommended Daily Dosage of Paroxetine Oral Suspension in
Patients with MDD, OCD, PD, and PTSD

Indication Starting Dose Maximum Dose
20mg 50 mg
ocn 20 mg 60 mg
10mg 60 mg
ord 20mg 50 mg

2.3 Recommended Dosage for SAD and GAD
SAD

The starting and recommended dosage in patients with SAD is 20 mg daly. In clinical
trials the effectiveness of paroxetine oral suspension was demonstrated in patients
dosed in a range of 20 mg to 60 mg daly. While the safety of paroxetine oral
suspension has been evaluated in patients with SAD at doses up to 60 mg aa-ry available
information does not suggest any additional benefit for doses above 20 mg daly [see
Clinical Studies (14.4)].

GAD

The starting and recommended dosage in patents i GAD & 20 mo daly. In clnical
of paroxetine




patients dosed in a range of 20 mg to 50 mg daly. There is not sufficient evidence to
suggest a greater benefit to doses higher than 20 mg dail (see Cifical Studies (14.5)].

In patients with an inadequate response, increase dosage in increments of 10 mg per
day at intervals of at least 1 week, depending on tolerabiity.
2.4 Screen for Bipolar Disorder Prior to Starting Paroxetine Oral Suspension
Frio o ntatng treatment wth paroxetine oral suspension o another antdepressant,
screen patients for a personal or famiy history of bipolar disorder, mania, or hypomania
[see Warnings. o Procoutons (5.9
2.5 Recommended Dosage for Elderly patients, Patients with Severe Renal
Impairment, and Patients with Severe Hepatic Impairment
‘The recommended intal dosage s 10 mg per day for elderly patients, patients with

and patients with patic impairment. Dosage should

not exceed 40 mg/day.

2.6 Switching Patients to or From a Monoamine Oxidase Inhibitor (MAOI)
At least 14 days m inhibitor
(MAG! ond ntation of parexein o1l suspenson. In ooy fosst 14 cays must
elapse after stopping paroxetine oral suspension before starting a

o bGepmessant e Contaideations (5, Wernings and precautions (5 1.

2.7 Discontinuation of Treatment With Paroxetine Oral Suspension
Adverse reactions may occur upon discontinuation of paroxetine oral suspension/see

nd Precautions (5.7)]. Gradually reduce the dosage rather than stopping
paroxetine oral suspension abruptly whenever possible.

3 DOSAGE FORMS & STRENGTHS

Paroxetine Oral Suspension is avaiable as:
10 mg/5 mL orange colored, orange flavored suspension in bottles containing 250
L.

4 CONTRAINDICATIONS

Paroxetine oral suspension is contraindicated in patients:

© Taking, or within 14 days of stopping, MAOI (including the MAOIs linezold and
intravenous methylene blue) because of an increased risk of serotonin syndrome
[see Warnings and Precautions (5.2), Drug Interactions (7)].

« Taking thioridazine because of risk of QT prolongation [see Warnings and Precautions
(5.3), Drug Interactions (7)].

* Taking pimozide because of risk of QT prolongation [see Warnings and Precautions
(5.3), Drug Interactions (7)].

= With known hypersensitivty (e.0., anaphylaxis, angloedema, Stevens-Johnson
syndrome) to paroxetine or any of the inactive ingredients in paroxetine oral
suspension [see Adverse Reactions (6.1), (6.2)].

5 WARNINGS AND PRECAUTIONS

5.1 Suicidal Thoughts and Behaviors in Adolescents and Young Adults

In pooled analyses of placebo-controled trials of antidepressant drugs (SSRIs and other

antidepressant classes) that included approximately 77,000 aduk patients and 4,500
ediatric patients, the incidence of suicidal thoughts and behaviors in antidepressant-

across the different indications, with the highest incidence in patients with MDD. The
drug-placebo differences in the number of cases of suicidal thoughts and behaviors per
1,000 patients treated are provided in Table 2.

Tabta 21 sk Diffarances of the Numbar of Patlants wkth Sucldal Thoushts
and Behaviors in the Pooled Trials of

Pediatric and Adult Patients

rug-Placebo Difference in Number of Patients
Age Range i s Thoughts and Behaviors per 1,000

s Treated
Increases Compand to Placebo
<18 years old 14 addiional cases.

18-24 years old 5 additional cases
Decreases Compared to Placebo

25-64 years old 1 fewer case

265 years old 6 fewer cases

Paroxetine oral suspension is not approved for use in peditric patients.

It s unknown whether the risk of suicidal thoughts and behaviors in chidren,
adolescents, and young aduls extends to longer-term use, ie., beyond four months.
However, there s substantial evidence from placebo-controlled maintenance trals in
aduts with MDD that antidepressants delay the recurrence of depression and that
depression itsel is a sk factor for suicidal thoughts and behaviors.

Monitor all antidepressant-treated patients for any indication for cinical worsening and

e
drug therapy. and a ties of dosage changes. Counselfamiy members o caregivers
of patients to monitor for changes in behavior and to alert the healthcare provider
Consider changing the therapeutic regimen, including possibly discontinuing

paroxetine oral suspension , in patients whose depression is persistently worse, or who
are experiencing emergent suicidal thoughts or behaviors.

5.2 Serotonin Syndrome
$SRs, incluing paraxetine, can precigkate seratorin syndrome, a potently We-
threatening condiion. The rsk & ncreased wih concomkant use o ather seratonergic
drugs (including triptans, tricycic antidepressants, fentany, ithium, tramadol

eperidine, methadone, tryptophan, buspirone, amphetamines and St. John's Wort) and
with drugs that impair metabolism of serotonin, ie., MAOIs [see Contraindications (4),
Drug Interactions (7.1)]. Serotonin syndrome can also occur when these drugs are used
alone.

Serotonin syndrome symptoms may include mental status changes (e.g., agiation,
hallcinations, deliium, and coma), autonomic instabilty (e.g., tachycardi, abie biood
pressure, dizziness, diaphoresis, flushing, hyperthermia), neuromuscuiar symptoms
(eg.. tremor, rigiiity, myoclonus, hyperrefiexia, incoordination), seizures, andjor
gastrointestinal symptoms (e.g., nausea, vomiting, diarrhea).

The concomitant use of with MAOIS
addkion, do not Iniate parcxetine oralSuspension  a patient beng treated wkh ihois
such as linezold or intravenous methylene blue. No reports involved the administration

intravenous methylene blue in a patient taking paroxetine oral suspension , discontinue
paroxetine oral suspension before initating treatment with the MAOI [see
Contraindications (4), Drug Interactions (7))

Monitor all patients taking paroxetine oral suspension for the emergence of serotonin

serotonergic drugs is clinicaly warranted, inform patients of the increased r
serotonin syndrome and monitor for symptoms.

5.3 Drug Interactions Leading to QT Prolongation

‘The CYP2D6 inhibitory properties of paroxetine can elevate plasma levels of thioridazine
and pimozide. Since thioridazine and pimozide given alone produce prolongation of the:
QT inervaland ncrease the sk of serous ventriculr arthythmis, the use of
paroxetine s contrainaicated in comblnaion wkh thordazine and pinosle see
Contraindications (4), Drug Interactions (7), il Pharmacoody (15,91

5.4 Embryofetal Toxicity

563 on meta-analyses of epdemiolgieal studie, exposure to paroxetine i th frst
imester o pregnancy s associoted wih a ess han 310 nerease n the
ot dovaseilr raortions among Tfart. For warmen who miend o becomt.

t or who are in their first trimester of pregnancy, paroxetine oral suspension
should be iniiated only after consideration of the other avalable treatment options (see
Use in Specific Populations (8.1)]

5.5 Increased Risk of Bleeding
Drugs that nterfere with serotonin reuptake nfioiion, incuding paroxetie, ncrease the
risk ing events. Concomitant use of aspirin, nonsteroidal antrinflam

reuptake and the occurrence of gastrointestinal bleeding. Based on data from the
published observational studies, exposure to SSRIs, particularly in the month before
deivery, has been associated with a less than 2-fold increase in the risk of postpartum
hemorrhage [see Use in Specific Populations (8.1)]. Bleeding events related to drugs that
interfere with serotonin reuptake have ranged from ecchymoses, hematomas, epistaxis,
and petechiae to ife-threatening hemorrhages.

Inform patients about the increased risk of bleeding associated with the concomitant
use of paroxetine oral suspension and antiplatelet agents or anticoagulants. For patients
taking warfarin, carefully monitor the international normalized ratio.

5.6 Activation of Mania or Hypomania

In patients with bipolar disorder, treating a depressive episode with paroxetine oral
suspension or another antidepressant may precipitate a mixed/manic episode. Durin
controled cicaltr of partxetine oral Suepencion, ypomani or mani occurred i

ipolar patients compared to
1.1% of a:(rvecnnlre\ 2l 0.3% o pacebo-treated unipolr patients, Prior to mHbtng
{reatment it paroxetine oral suspension, screen patints for any persona r famiy
History of mpmar disorder, mania, or hypom:

5.7 Discontinuation Syndrome

Adverse reactions after discontinuation of serotonergic antidepressants, particularly
after abrupt discontinuation, include: nausea, sweating, dysphoric mood, irriabilty.
agitation, dizziness, sensory disturbances (e.g., paresthesia, such as electric shock
sensations, tremor, anety, confusion: headache, ethargy. erotonal aiky, isomia.
hypomania, tinnitus, and seizures. A gradual reduction in dosage rather than abrupt.
cessation s recommended whenever possible [see Dosage and cmmitronon 291

During clinical trials of GAD and PTSD, gradual decreases in the daly dose by 10 mg/day
at weekly intervals folowed by 1 week at 20 mg/day was used before treatment was
discontinued. The folowing adverse reactions were reported at an incidence of 2% or
greater for paroxetine and were at least twice that reported for placebo: Abnormal
reams, paresthesia, and dizziness. Adverse reactions have been reported upon

i, Warnings and recautons (517 Use n Specie Popultons 5.9
5.8 Seizures

Paroxetine oral suspension has not been systematically evaluated in patients with
seizure disorders. Patients with history of seizures were excluded from cliical studies.
During ciincal studies, sezures occurred in 0.1% of patients treated with paroxetine.
Paroxetine should be prescribed with caution in patients with a seizure disorder.
Discontinue paroxetine oral suspension in any patient who develops seizures.

5.9 Angle-Closure Glaucoma
The pugilry iaton that occurs folowing use of many antidepressant drugs ncluding
paroxetine may trigger an angle closure attack in a patient with anatomically

Engies who doss 1ot have a patent yoactoaty. Casce of angle-csure giutoma.
associated with use of paroxetine have been reported. Avoid use of antidepressants,
including paroxetine oral suspension in patients with untreated anatomically narrow



angles.

5.10 Hyponatremia
Hyponatremis may occur 25 resuk oftrestment wkh SSAls, nchiding paroxetine

mpaTment, Confusion, weakness. and unsteadingss, which may ead fo fale. Sgns and

symptoms sssocisted Wt more severe ancor acuts cases have ncuded haichaton,
cope, seizure, coma, respiratory arrest, and death. In many c:

Ry ponatremia appears to be the resul of the syndrome of mapprupna!e antiduretic

hormone secretion (SIADH),

In patients with symptomatic
instRute appropriate medical tervention, Edery otants pavents (kg chrerie, and

are volume-depleted may be at greater risk of developing hyponatremia wit
SShe 500 Uk n Spec e Popolations .

5.11 Reduction of Efficacy of Tamoxifen
Some studies have shown that the efficacy of tamoxifen, as measured by the risk of
breast cancer relapse/mortality, may be reduced with concomitant use of paroxei
oralsuspension as a resulk of ParcXeting's Ffeversibe nhistion of CYP2DE and lower
blood levels of tamoxifen [see Drug Interactions (7)]. One study suggests that the risk
may increase with longer duration of coadministration. However, other studies have

prevention of breast cancer, prescribers should consider using an akternative
antidepressant with ittle or no CYP2D6 inhibition.

5.12 Bone Fracture
Epidemiological studies on bone fracture risk during exposure to some antidepressants,
including SSRIs, have reported an associaon betieen antdepressant restment and
fractures. There are multple possble causes for this observation and it is unknown to
inat extent racture sk & crecty atrDutapl to SSRI reatment

5.13 Sexual Dysfunction
Use of SSRIs, including paroxetine, may cause symptoms of sexual dysfunction [see

resultin decreased lbido and delayed or absent orgas. It s important for prescribers
to nquire about sexualfunction prir o ntain of paroxetne oral suspenson and to
s in ing treatment, because sexual

function may not be spontaneously reported. When sva\uanng changes in sexual
function, obtaining a detaild history (including timing of symptom onset) s important

because sexual symptoms may have other causes, ichuding th underlyng psychitric
disorder. Discuss potental management stateges o support patets  making

‘med decisions about treatment

6 ADVERSE REACTIONS

e foowing adverse reactons re nclded n mre deain oher sections o the
prescribing informatior

Typrsensiiiy reactions to paroxetine [see Contraidications (4)]
Sl Thoughis and Benavirs see Wornings and Precautons (5.1
Serotonin Syndrome [see Warnings and Precautions (5.2)]
Ermbryofetal ToxkRy [oce Warnings and Precautions (5.4
Increased Risk of Bleeding [see Warnings and Precautions (5.5)]
Activation of Mania/Hypomania (see Warnings and Precautions (5.6)]
Discontinuation Syndrome [see Warnings and Precautions (5.7)]
Seizures [see Warnings and Precautions (5.8)]
Angle-closure Glaucoma [see Warnings and Precautions (5.9)]
Hyponatremia [see Warnings and Precautions (5.10)]
Bone Fracture [see Warnings and Precautions (5.12)]
Sexual Dysfunction [see Warnings and Precautions (5.13)]

6.1 Clinical Trials Experience
Because clinical trals are conducted under widely varying conditions, adverse reaction
rates observed in the clinical triais of a drug cannot be directly compared to rates in the
clinical trials of another drug and may not reflect the rates observed in practice.

‘The safety data for paroxetine are from:
*+ E-week cinkaltriss in MDD patients who recelved paroxetine 20 mg to 50 mg once

daily
* 1z.wesk cikal it Iy OCD patients who receked proxetine 20 mg o 60 mg orce
+ oo 12-wesk clicaltrisk in PD patients who received paroxetine 10 mg to 60 mg

once dail
 12-week ciinical trials in SAD patients who received paroxetine 20 mg to 50 mg once

d
8-week clinical trials in GAD patients who received paroxetine 10 mg to 50 mg once
d

12-week clinical trials in PTSD patients who received paroxetine 20 mg to 50 mg once.
daily

Adverse Reactions Leading to Discontinuation
Twenty percent (1,199/6,145)of patents trated wth paroxetine n chcal s 1 MDD
and 16.1% (84/522), 11.8% (64/542), 9.4% (44/469), 10.7% (79/735), and 11.7"
(79/676) of patients treated with paroxetine in clinical trals in SAD, OCD, b, GAD, and
PTSD, respectively, discontinued treatment due to an adverse reaction. The most

jerse reactions (>1%) associated with discontinuation (i.e. those adverse
reactions associated with dropout at a rate approximaely twice or greater for
paroxetine compared to placebo) are presented in Table 3:

Table 3: Adverse Reactions Reported as Leading to Discontinuation (=1% of
Paroxetine -Treated Patients and Greater than Placebo) in MDD, OCD, PD,
SAD, GAD, and PTSD Trials

Where numbers are not provided the incidence of the adverse reactions in patients
treated with paroxetine was not >1% or was not greater than or equal to 2 times the
incidence of placebo.

a. Incidence corrected for gender.

Most Common Adverse Reactions
The most commonly observed sdverse reactions associted wkh the use o paroxetine
(incidence of 5% or greater and at least twice that for placebo) wer

MDD: Asthenia, sweating, nausea, decreased appetite, somnolence, dizziness, insomnia,
tremor, nervousness, ejaculatory disturbance, and other male gental disorders.

0CD: Nausea, dry mouth decreased appetie, constpatin, dizziness, somnolence,
tremor, sweating, impotence, and abnormal ejaculatior

PD: sthenis, sweating, decreased sppette, il decreased, remar, sbnormel
ejaculation, female genttal disorders, and impotenc

SAD: Sweating, nausea, dry mouth, constipation, decreased appetite, somnolence,
tremor, lbido decreased, yawn, abnormal ejaculation, female genital disorders, and
impotence.

GAD: Asthenia, infection, constipation, decreased appetite, dry mouth, nausea, libido
decreased, somnolence, tremor, sweating, and abnormal ejaculation

PTSD: Asthenia, sweating, nausea, dry mouth, diarrhea, decreased appeti
somnolence, ibido decreased, abnormal ejacuation, female geﬂla\dsomsrs and
impotence.

Adverse Reactions in Patients with MDD

Table 4 presents the adverse reactions that occurred at an incidence of 1% or more and
greater than placebo in clinical trials of paroxetine-treated patients with MDD.

Table 4: Adverse Reactions (=1% of Paroxetine-Treated Patients and Greater
than Placebo) in 6-Week Clinical Trials for MDD
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a. Includes mostly “lump in throat” and “tightness in throat.”

d. Includes "anorgasmia,” “erectie difficulties,” “delayed ejaculation/orgasm,” and



“sexual dysfunction,” and “impotence.
e. Includes mostly “difficuky with micturition” and “urinary hesitancy.”
. Includes mostly “anorgasmia” and “difficuty reaching clmax/orgasm.”

Adverse Reactons n Patents kh OCD, PO, n SAD
able 5 presents adverse reactions that occurred at a frequency of 2% or more in
Cinical s n patients with OCD, PD, and SAD

Table 5. Adverse Reactions (=2% of Paroxetine-Treated Patients and Greater
than Placebo) in 10 to 12-Week Clinical Trials for OCD, PD, and SAD
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Dose Dependent Adverse Reactions
MDD

A comparison of adverse reaction rates in a fixed-dose study comparing paroxetine 10
mg, 20 mg, 30 mg, and 40 g once daiy with placebo in the treatment of MDD revealed
dose dependent adverse reactions, as shown in Table 7:

Table 7. Adverse Reactions (=5% of Paroxetine-Treated Patients and =
Twice the Rate of Placebo) in a Dose-Comparison Trial in the Treatment of

MDI
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In a fixed-dose study comparing placebo and paroxetine 20 mg, 40 mg, and 60 mg in
the treatment of OCD, there was no clear relationship between adverse reactions and
the dose of paroxetine to which patients were assigned.

PD

In a fixed-dose study comparing placebo and paroxetine 10 mg, 20 mg, and 40 mg in
the treatment of PD, the following adverse reactions were shown to be dose-dependent:
asthenia, dry mouth, anxiety, bido decreased, tremor, and abnormal ejaculation.

SAD
In a fixed-dose study comparing placebo and paroxetine 20 mg, 40 mg and 60 mg in

the treatment of SAD, for most of the adverse reactions, there was no clear relationship
between adverse reactions and the dose of paroxetine to which patients were assigned

GAD

In a fixed-dose study comparing placebo and paroxetine 20 mg and 40 mg in

treatment of GAD, the following adverse reactions were shown to be dosedependem
asthenia, constipation, and abnormal ejaculation.

PTSD
In a fixed-dose study comparing placebo and paroxetine 20 mg and 40 mg in the
treatment of PTSD, the following adverse reactions were shown to be dose-dependent:
impotence and abnormal ejaculation.

Male and Female Sexual Dysfunction
Atthough changes in sexual desire, sexual performance, and sexual satisfaction often

cur as maniestations of a psychiatric disorder, they may also be a consequence of
SSRI reatment. However, relable estimates o the ncdence and severdy of untoward

perences involing sexusldeske, performance.and satfecton are dkficul o optain,

Rowaver, In part because patients and heakhcare provilers may be rekictant to clscuss
them, Accordingh, estimates of the ncdence of untoward sexucl experience ond
performance cited in labeing may underestimate their actual incidence.

‘The percentage of patients reporting symptoms of sexual dysfunction in males and
females with MDD, OCD, PD, SAD, GAD, and PTSD are displayed in Table 8

Table 8. Adverse Reactions Related to Sexual Dysfunction in Patients
Treated with Paroxetine in Clinical Trials of MDD, OCD, PD, SAD, GAD, and
PTSD



Paroxetine Placebo

n (males) 1446 % 1042 %
Decreased Libido 6t015 Otos
Ejaculatory Disturbance 13t028 0to2
Impotence 2t09 oto3
n (females) 1822 % 1340 %
Decreased Libido otog 0to2
Orgasmic Disturbance 2t09 oto1

Paroxetine treatment has been associated with several cases of priapism. In those
cases with a known outcome, patients recovered without sequelae.

Halucinations.

In pooled ciinical trials of paroxetine, hallucinations were observed in 0.2% of paroxetine-
treated patients compared to 0.1% of patients receiving placebo.

Less Common Adverse Reactions.

‘The following adverse reactions u((urred during the clinical studies of paroxetine and
are not included elsewhere in the labeiin

Adverse reactions are categorized by body system and lsted n order of decreasing

equency according to the folowing definitions: Frequent adverse reactions are those
oc(umng o L or more occasions i a kest L7100 patknts; Mfrequent adverse
reactions are those occurring in 1/100 to 1/1,000 patients; rare adverse reactions are
those occurring in fewer than 1/1,000 patients.

Body as a Whole

Infrequent: Allergc reaction, chis, face edema, malaise, neck pain; rare: Adrenergic
syndrome, celuitis, moniliasis, neck rigidity, pelvic pain, peritonitis, sepsis, ulcer.

Cardiovascular System Frequent: Hypertension, tachycardia; infrequent: Bradycardia,
hematoma, hypotension, migraine, postural hypotension, syncope; rare: Angina
pectoris, arrhythmia nodal, atrial fibrilltion, bundle branch block, cerebral ischemia,
cerebrovascur accilent, congestie heart fakure, hart lock. low cardiac outpu.
myocardal infarct, myocardial ischemia, pallor,phiebitis, puimonary embolu
Supraventricular ExtTasystoles, trombopIELRS, hrormboss, varicose ven, vascular
headache, ventricular extrasystoles.

Olgestive System
Infrequent: Bruxism, coltis, dysphagia, eructation, gastrits, gastroenterits, gingiviis,

g\nssms increased salivation, abnormal iver function tests, rectal hemorrhage,

Ukceratve stomatkis; rare: Apfihious smmalms bloody diarrhea, buimia, cardiospasm,

choleithiasis, duodentis, ent s, fecal mpactions, fecal incontinence, gum
Rerorthage, heaeemes, epat, ﬂems ﬂeus intestinal obstruction, jaundice, melena,
mouth ulceration, peptic ucer, salvary gland enlargement, sialadentts, stomach ulcer,

stomatits, tongue discoloration, tongue edema, tooth cares.

Endocrine System
Rare: Diabetes melitus, gotter, hyperthyroidism, hypothyroidism, thyroiditis.

Hemic and Lymphatic Systems
Infre Anemia, leukopenia, ymphadenopathy, purpura; rare: Abnormal
erytnocytes, basophii, e time hcressed, coshophiia nypocnmm anemia, iron
deficiency anemia, leuk hedema, abnormal |

cytic anemia, mono(ytosls. normocync anem, (hmmbu(y[he«ua,
thrombocytopenia.

Metabolc and Nutritional
Frequent: Weight gain; infrequent: Edema, peripheral edema, SGOT increased, SGPT
increased, thirst, weight loss; rare: Akaline phosphatase increased, bilrubinermia, BUN
creased, creatiine phosphoknase ncreased. enyaratin. gamma gobuln
increased, gout, 3

ketosis,

lactic dehydrogenase increased, non-protein mlrogsr\ wpm increased.

Musculoskeletal System
Frequent: Arthralgia; infrequent: Arthrits, arthrosis; e Bursitis, myositis,
osteoporosis, generalized spasm, tenosynovitis, tetan

Nervous System
Frequent: Eotonal ek, verto; frequent: Abnormel thnking, skotol ahuse, taxis,
dystonia,dyskinesia, euphoria hostiy. hypertonia hypesthesia, hypol

incoordination, lack of emotion, lbido Increased, eaction, neurosi, paralysis,
paranoid reaction; rare: Abnormal gait, akinesia, armsuua\ reaction, aphasia
choreoathetosis, circumoral paresthesias, convulsion, deliium, delusions, diplopia, drug
Gependence, dysarihria, xtiopyrameal synarome, ascicdations, grand al convuison,
hyperalgesia, hysteria, manic-depressivereaction, meningitis, myelitis, neuralgia,
Reoropaiy, NyStogmus, perpheral eurts, peyChotk: Gepréss, psychosi, reflexes
Gecreased, reiexes Increased, Stupor, ortcoll, trsmus, wndrawal syndrome.

Respiratory System
Infrequent: Asthma, bronchitis, dyspnea, epistaxis, hyperventiation, pneumonia,
respiratory flu; rare: Emphysema, hemoptyss, hiccups, lung fibrosis, pulmonary edema,
sputum increased, stridor, voice alteration.

Skin and Appendages
Frequent: Prurkus; infrequent: Acne, alopecia, contact dermatits, dry skin, ecchymosis,

herpes zoster, hirsutism, maculopapular rash, seborrhea, skin discoloration, skin
hypertrophy, skin ulcer, sweating decreased, vesiculobulous ras|

‘Special Senses

Frequent: Tinnitus; infrequent: Abnormaity of accommodation, conjunctivitis, ear pain,
eye pain, keratoconjunctivitis, mydriasis, otitis media; rare: Amblyopia, anisocoria,
blepharits, cataract, conjunctival edema, corneal ulcer, deafness, exophthalmos, eye
hemorrhage, glaucoma, hyperacusis, night blindness, otitis externa, parosmia,
Photophoba, ptosi, retnal hemorThage,taste oss, visual i defect

Urogenital System
Infrequent: Amenorrhea, breast pain, cystiti, dysuria, hematuria, menorrhagia,
nocturia, polyuria, pyuria, urinary incontinence, urinary retention, urinary urgency,
vaginiti; rare: Abortion, breast atrophy, breast enlargement, endometrial disorder,
ooy, fermale lataton, frocyste brees, Kiney Cakuhe, kianey pai. ukerThea,
e mettorroe agia, nephritis, oliguria, salpingitis, urethritis, urinary casts, uterine
spasm, urolith, vaginal hemorrhage, vaginal moniiasis.

6.2 Postmarketing Experience
“The following reactions have been identified during post approval use of paroxetie.
Because these reactions are reported voluntardy from a population of unknown size, i is
not always possible to reliably estimate their frequency or establsh a causal reiationship
to drug exposure.

Acute pancresti, devated ver function ests (the most severe cases were deaths due
to iver necrosis, and grossly elevated transaminases assoc;

GySTanehony, il Boree ondroma, Sbvont Jonnson sytdome, toxe aprmol
necrolss, dfug reaction wkh osnophla and systemi symptors (DRESS) syndrome

SYTpLame whch have Fckuded Wathih, bradykineal, Cogmneel Ry, oCwoByTk
e which has been assocated wkh concomiant use of pimozide: satus splepUcus,
acute renal faiure, pulmonary hypertension, allergic alveoltis, anosmia, hyposma,
anaphylaxis, eclampsia, laryngismus, optic neurits, pOrphyrid, restiess legs syndrome
RLS), ventricuiar frlstion,ventricur tachycard (nchiding torsade de polntes),
hemalytc anemi, events reated to mpared hematopolesis (ncluding aplstc anemi.
aplasie, and vascultic syndromes (su
as Henoch-Schoniein purpura), and premature births in pregnant women. There has
been a case report of severe hypotension when paroxetine was added to chronic
metoproll treatment.

7 DRUG INTERACTIONS
Table 9 presents cinicaly significant drug interactions with paroxetine.

Table 9: Clinically Significant Drug Interactions with Paroxetine

Monoamine Oxidsse Inhiors (MADIs)
Cinal T concomkant use o SSRIs, ncldng parosetine, and MAOIs icreases
Impact e 16K of sesotonin syndror
InterventenParoxetine s contraindeated n patints taking MAOIS, ncuding MAOIS such
% Inezoldor travenous metfyien bl 22 Dosage and Achiraton
Contraindications (4), Warnings and Precautions (5.2)]
Examples se;egmne tranyicypromine, socarboxazid, phenelzine, inezold, methylene

Pimozide and Thioridazine

Ciinical - Increased plasma concentrations of pimozide and thioridazine, drugs with a

Impact  nartow therapeuti ndex, may increase th risk of QT prongaton and
entricular arrh

!ntsrventvan?amxe(me & Contrandicated in patints taking pimozide or thioridazine [see

traindications (4))

Other serstonergic brug

Clinical The concomitant use of serotonergic drugs with paroxetine increases the

Impact risk of serotonin syndrome.

Interventiontiontor patents for s and symptams o seoteni syndrame, partcuiary

o condir Gcontiuntan of paroxetme sndio concormtamt
erotonergic drugs [see Warnings and Precautions (5.2)].

Examples . ather SSRs, SNRI,trptan, icyclc antidepressants, apios, R,
\ryptophan, buspione, amphetamines, and St Johs

Drugs that Interfere ag

"Wkt paroxetne
!mpa(t maypotentiate the risk ofbleeding
of

with the

patients takingwar
[seeWarningsand Precautions(s.5)1.

Examples _aspirin, clopidogrel, heparin,warfarin

Drugs HighlyBound toPlasmaProtein

Clinical - Paroxetine is highiybound to plasma protein. The concomitant useof

Impact  paroxetine with another drugthat ishighlyboundto plasma protein may
Increasefreeconcentrationsofparoxetine o athertighty-bound drugs

paroxetine orother protein-
bound drugs as warranted.

Examples  warfarin
Drugs Metabolized by CYP2D6
Clinical  Paroxetine is a C: [see Cl

ncomitant use of paroxetine with a CYP2D6substrate may.
increasetheexposure of the CYP2DGsubstrate.

if neededwith

CYP2DGsubstratemay be needed if paruxeme s dicontinued.
Examples . propafenone,flecaiide atormoxetine, desiora
ol

risperidone.

Tamoxifen

Clinical - Concomitant use oftamoxifen with paroxetine maylead to reduced

Impact  plasmaconcentrations ofthe active metaboite
(endoxifen)andreducedefficacyoftamoxiten.

InterventionC N0CYP2D6 inhibition
[seeWarningsand Precautions(5.11)]

Fosamprenavir/Ritonavir

Clnical  C¢ significantly

Impact  decreased piasmaleves of paroxetine




should

8 USE IN SPECIFIC POPULATIONS
8.1 Pregnancy

Pregnancy Exposure Registry.

There s pregrancy exposure regbiry that morikors pregnancy outcomes n women
exposed to antidepressants, including paroxetine, during pregnanc:

Providers are encouraged t avise petients to reqter by cafng the Natonal Pregnancy
Registry for Antidepressants 1-866- 961-2388 or visiting online at.

programs/pregnancyregistry/antidepressants/.

Risk Summary.
Based on dsta rom publshed observatonal studes, exposure to SSRis, patiey
the month before delvery, has been associated with a less than 2-fold increase in tt

risk of postpartum hemorrhage [see Warnings and Precautions (5.5) and Clinical
Considerations].

Paroxetine is associated with a less than 2-fold increase in cardiovascular malfformations
when administered to a pregnant woman during the first trimester. While individual
epidemiological studies on the association between paroxetine use and cardiac

have reported 05,
epidemiological studies have identified an increased risk of cardiovascular malformations
(see Data). There are risks of persistent pulmonary hypertension of the newborn (PPHN)
(see Data) and/or poor neonatal adaptation with exposure to selective serotonin
(SSRIs), including pregnancy. There aiso are risks

assocmed with untreated depression in pregnancy (see Clinical Considerations). For

n who intend to become pregnant or who are in their first trimester of pregnancy,
Daroxemne should be initated only after consideration of the other avalable treatment

ption:

Mo evidence o trstment e maormatons wos abserved in anmal reproductn
studies, when sdmistered durng the period o organogenest o doses
50 50 G b/day 1 1S a6 MOKday 13008, Tése doses are proximaten 3
{Fat 655 han 2 (rapba) tmes the maxmumrecommended human dose (MRHD .

0 mg) on an mg/m? basis. When paroxetine was administered to female rats during the
st trmester of gestation and contnued trough lctatin,there was an ncrease i the
number of pup deaths during the first four days of lactation, This effect occurre
G5 of L gGlday which & ks than the MRHD on an mgimé bass (See Data)

“The background risks of major birth defects and miscarriage for the indicated
populations are unknown. All pregnancies have a background risk of birth defect, loss,
or other adverse outcomes. In the US general population, the estimated background
risk of major birth defects and miscarriage i cinically recognized pregnancies is 2 to 4%
and 15 to 20%, respectively.

Cinical Considerations

Women who discontinue antidepressants during pregnancy are more kel to

experience a relapse of major depression than women who continue antidepressants.
This fhding i from 2 prospectie. ngRucinal study of 201 pregnant women wth o
history of major depr and taking at

the begiing of pregnancy. Consider ¢ ek of urescs depression whe
discontinuing or changing treatment wih antidepressant medication during pregrancy
the postpartum.

Maternal Adverse Reactions

Use of paroxetine in the month before delivery may be associated with an increased risk
of postpartum hemorrhage [see Warnings and Precautions (5.5

FetalNeonatal adverse reactions

Neonates exposed to paroxetine and other SSRIs late in the third trimester have developed
complcations requiring prolonged hospitalzation, respiratory support, and tube feeding. Such

mplcations can arise immediately upon delivery. Reported cinical findings have included
respiratory distress, cyanosis, apnea, seizures, temperature instabilty, feeding difficuty, vomiting,
hypoglycemia, hypotonia, hypertonia, hyperrefiexia, tremors, jtteriness, irrtabilty, and constant
crying. These findings are consistent with ether a direct toxic effect of SSRIs or possibly a drug
discontinuation syndrome. It shoukd be noted that, in some cases, the cinical picture is
consistent with serotonin syndrome [see Warnings and Precautions (5.2)]

Data
Human Data

Published epidemiological studies on the association between first trimester paroxetine use and
cardiovascular mafformations have reported inconsistent results; however, meta-
analyses of population-
based cohort studies published between 1996 - 2017 indicate a less than 2-fold
increased risk for overall cardiovascular malformations. Specific cardiac malformations identified
two meta-analyses include an approximately 2 to 2.5-
fold increased risk for right ventricular outflow tract defects. One meta-
analysis aiso identified an increased risk (less than 2-fold) for
bulbus cordis anomalies and anomalies of cardiac septal closure, and an increased risk for atrial
septal defect (pooled OR 2.38, 95% Cl 1.14-
97). Important imitations of the studies included in these meta-
analyses include potential confounding by indication, depression severity, and potential
exposure misclassffication.

Exposure to SSRIs, particularly later in pregnancy, may have an increased risk for PPHN. PPHN occurs
in1-

2 per 1000 ive births in the general population and s associated wih substantial neonatal
morbidiy and mortaity.

Animal Data

Reproduction studies were performed at doses up to 50 mg/kg/day in rats and 6
mglkg/day in rabbits administered during organogenesis. These doses are
approximately 8 (rat) and less than 2 (rabbi) times the maximum recommended human
dose (MRHD - 60 mg) on on mgim? basis. These studies have revealed no evidence of
evelopmentl effects. However,  ats, there was an ncrease n pup deaths during the
e Gaye of ctavion e G65ng oceurred Surrg the st wimeste of gestotan
Continued troughout lactaton. The effect occurTed at s dose of 1 mg/kaioay which s
less than the MRHD on an mg/m basis. The no-effect dose for rat pup mortalty was not
determined. The cause of these deaths s not known.
8.2 Lactation
Risk Summary
Data from the published lterature report the presence of paroxetine in human milk (see Data). There
are reports of agitation, irritabilty, poor feeding and poor weight gain in infants exposed to paroxetine
through breast mik (see Ciinical Considerations). There are no data on the effect of paroxetine on
ik producton. The developmental and healh beneftsof beasfeeding shou be considered
along with the mother's clinical ne on
ok o paravetin o from underyig vernel condton

Clnical Considerations

Infants exposed to paroxetine shoukd be monitored for agitation, irritabity, poor feeding
and poor weight gain.

Data

Published e presence of human mik with doses
Tanging between 0 4916 2.3%,and 3 mik/niema fath of <1. No sgicant amounts
were detected 1 the pasrna of nfonts afte brsactfeedin

8.3 Females and Males of Reproductive Potential
Infertiity
Male

Based on findings from clinical studies, paroxetine may affect sperm quaity which may impair
fertity; it s not known if this effect is reversible [see Nonclinical Toxicology (13.1)1

8.4 Pediatric Use

The safety and effectveness of parcxetine oralsuspension I peditric patents have not
been estabished [see Box Warning]. Effectiveness was not demonstrated in three
plcebo-controted trals h 752 paroxe&me treated peditr patents with MOD.

Antidepressants ncrese the sk o sucida thoughts and benaviors n pedatric patents
[see Boxed Warning, Warnings and Precautions (5.1)]. Decreased appetie and weight
oo v ot aberved kst i the e of Sorle

In placebo-controlled clincal trils conducted with pediatric patients, the following
adverse reactions were reported n at least 2% of pediatric patients treated with
paroxetine and occurred at a rate at least twice that for pediatric patients receiving
placebo: emotional labitty (including sef-harm, suicidal thoughts, attempted suicide,
crying, and mood fluctuations), hostilty, decreased appetie, tremor, sweating,
hyperkinesia, and agitation.

Adverse reactons upon dicontiuation of trestment wkh paroxetine i the pedatric
clinical trials that included a taper phase regimen, which occurred in at
Satkats and a5 1o st bk e of b, were,smasional by (ncisdng
Siicidal deaton, suicde aHmpt, mo0d changes, and cearfuness), nenouSnEss,
dizziness, nauses, and abdominal pain.

8.5 Geriatric Use

In premarketing ciinical trals with paroxetine, 17% of patients treated with paroxetine
(approximately 700) were 65 years of age or older. Pharmacokinetic studies revealed a
decreased clearance in the elderly, and a lower starting dose is recommen er,
no overall differences in safety or effectiveness were observed between elderly and
younger patients [see Dosage and Administration (2.4), Ciinical Pharmacology (12.3)].

SSRIs including paroxetine, have been associated with cases of clinically significant
hyponatremia in eiderly patients, who may be at greater risk for this adverse reaction
[see Warnings and Precautions (5.7)].

8.6 Renal and Hepatic Impairment
Increased plasma concentrations of paroxetine oral suspension occur in patients with
renal and hepatic impairment. The initial dosage of paroxetine oral suspension should be
reduced in patients wih severe d in patients with

impairment [see Dosage and Administration (2.4), Clinical Pharmacology (12.3)1.

10 OVERDOSAGE

‘The following have been reported with paroxetine overdosage:
Seizures, which may be delayed, and attered mental status including coma,

« Cardiovascular toxcity, which may be delayed, including QRS and QTc interval
prolongation. Hypertension most commonly seen, but rarely can see hypotension
alone or with co-ingestants including alcohol.

Serotonin syndrome (patients with a muliple drug overdosage with other
proserotonergic drugs may have a higher risk).

Gastrointestinal decontamination with activated charcoal should be considered in
patients who present early after a paroxetine overdose.

Consider contacting a poison center (1-800-222-1222) or a medical toxicologist for

11 DESCRIPTION

Paroxetine ntains p: an SSRI. It i the
hydrochioride sak of a Dheﬂy\p\peﬂmne compound identiied chemicaly as (-)-trans-4R-
‘methyl] pipe




heminydrate and has the of Cyof /2H0.
et s 3745 (3254 0 fres base). The structure formu o paroxetia nysrochiorde
3

Paroxetine hydrochloride is an odorless, off-white powder, having a meting point range
of 120° to 138°C and a solubiity of 5.4 mg/m. in water.

Paroxetine Oral Suspension

Paroxetine Oral Suspension is for oral administration. Each 5 mL contains 10 mg of
paroxetine equivalent to 11.1 mg of paroxetine hydrochloride.

Inactive ingredients consist of polacriin potassium, microcrystaline celulose,
cerh, sorbkol

propylparaben, sodium citrate diydrate, citric acid anhydrous, sodiu harin,

Grange favor (iracetin. propylens ghycoh naturalsnd ardfical fiavor), FDSC Yelow No. 6,

simethicone emulsion and purified water.

12 CLINICAL PHARMACOLOGY

12.1 Mechanism of Action

‘The mechanism of action of paroxetine in the treatment of MDD, SAD, OCD, PD, GAD,
and PTSD is unknown, but s presumed to be inked to potentiation of serotonergic

SCEMEY 1 the Central hervous system resuing from WIS o neronel euptake of

serotonin (5-hydroxy-tryptamine, 5-HT).

12.2 Pharmacodynamics

Studies a ciicaly relevant doses in humans have demonstrated that paroxetine blocks
the uptake of serotonin into human platelets. I vitro studies in animals also sugges!

that oroxeting b 2 potent and Wghl saecive PbRor of neuronal serotonin rauptake
(SSRI) and has only very weak effects on norepinephrine and dopamine neuronal
reuptake.

12.3 Pharmacokinetics
Nonlinearity in pharmacokinetics is observed with increasing doses of paroxetine.

In a meta-analysis of paroxetine from 4 studies done in healthy volunteers following
muttple dosing of 20 ma/day to 40 mg/day, males did not exhibit a significantly lower
Crmax OF AUC than females.

Absorption

Paroxetine hydrochloride is completely absorbed after oral dosing of a solution of the
hydrochloride sak. In a study in which normal male subjects (n = 15) received 30 mg
tablets daiy for 30 days, steady-state paroxetine concentrations were achieved by

ng/mL (CV 45%), 5.2 hr. (CV 10%), 30.7 ng/mL. B o T (€3 355,
respectively. The steady-state Crax and Crnin Values were about 6 and 14 times what
would be predicted from single-dose studies. Steady-state drug exposure based on
AUCy 54 was about 8 times greater than would have been predicted from single-dose
data in these subjects. The excess accumulation is a consequence of the fact that 1 of
he enzymes that metabolizes paroxetine i readily saturabie.

Paroxetine is equally bioavaiable from the oral suspension and tablet

Effect of Food

The effects of food on the bioavallabiity of paroxetine were studied in subjects

adm\mstered a single dose with and without food. AUC was only slightly increased (6%)
ministered with food but the Cryax Was 29% greater, while the time to

Yeseh weak Pl ma concentration decreased 17om 614 hours PoSt-d0£hd 1 4.9 hours

Distribution

Paroxeline dstributes throughaut the bady, inckdng the CHS, wkh any 1% remsining
in the plasm:

Approximately 95% and 939% of paroxetine is bound to plasma protein at 100 ng/mL.and
400 ng/mL, respectively. Under ciinical conditions, paroxetine concentrations would
normaly be lss han 400 ngimL Paroxetne does not akerthe i vtro proten ining of
phenytoin or warfari

Elimination
Metabolism

mean eimination haff-ffe is approximately 21 hours (CV 32%) after oral dosing of 30
mg tablets daily for 30 days of paroxetine.

In steady-state dose proportionaliy studies involving elderly and nonelderly patients, at
doses of 20 mg to 40 mg daly for the ekderly and 20 mg to 50 mg daiy for the
nonelderly, some nonlinearity was observed in both populations, again reflecting a
saturable metabolic pathway. In comparison to i values after 20 mg daily, values
after 40 mg daily were only about 2 to 3 times greater than doubled

Paroxetie s extensively metabolzed afer oral sdminstroton. The pricial metabokees
polar and conjugated products of oxidation and methylation, which are readily
Cleared. Conjugatis with Qlicuronic acel and sufite predominate, and mejor metaboites
have been isolated and dentified. Data indicate that the metaboltes have no more than
1/50 the potency of the parent compound at inhibiting serotonin uptake. The metaboism

etabalom Ao Sugosats potenta g crug teractons (see brag Ineractons (71
Pharmacakinetic benavior of paroxetine nas Aot bean evakiated Iy SUbJects wh are
deficient in CYP2D6 (poor metabolzers).

Excretion

Approximately 64% of a 30-mg oral solution dose of paroxetine was excreted in the
urine with 2% as the parent compound and 62% as metaboltes over a 10-day post-
dosing period. About 36% was excreted in the feces (probably via the bile), mostly as
metaboltes and less than 1% as the parent compound over the 10-day post-dosing
period.

'Drug Interaction Studies

‘There are ciinically significant, known drug interactions between paroxetine and other
drugs [see Drug Interactions (7)].

Figure 1. Impact of Paroxetine on the Pharmacokinetics of Co-Administered
Drugs (log scal
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Figure 2. Impact of Drugs on the inetics of
Paroxetine
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Taecotyle: Reports of sevated theaphylineleves assachted wt paroxetine
ireatment have been reported. Whie this nteracton has not been formaly studed, t &

mended that meephymne \eveis be monkared when these drugs are concurrenty
adminstered.

Drugs Metabolized by Cytochrome CYP3A4

AN in vivo interaction study involving the coadministration under steady-state conditions
of paroxetine and terfenadine, a substrate for CYP3Ad, revealed no effect of paroxetine
on terfenadine pharmacokinetics. In addition, in vitro studies have shown ketoconazole,
a potent inhibitor of CYP3A4 activity, to be at least 100 times more potent than
paroxetine as an inhibitor of the metabolism of several substrates for this enzyme,
including terfenadine, triazolam, and cyclosporine. Paroxetine’s extent of inhibition of
CYP3A4 activiy is not expected to be of ciinical significance.

Specific Populations
The impact of specific populations on the pharmacokinetics of paroxetine are shown in
Figures.

starting dosage and of paroxetine s reduced in
ciry patents. patents wh Sovereranl Fapai Nt ol okt W Severe hepotic
impairment [see Dosage and Administration (2.4)).

Figure act of Specific Population on the Pharmacokinetics of
Poraxeting (g scale)
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13 NONCLINICAL TOXICOLOGY

131C & & Of Fertility
Carcinogenesis

Two-year carcinogenicity studies were conducted in rodents given paroxetine in the diet
at 1,5, and 25 mg/kg/day (mice) and 1, 5, and 20 mg/kg/day (rats). These doses are up
to 2 (mouse) and 3 (rat) times the MRHD of 60 mg on a mg/m? basis. There was a
significantly greater number of male rats in the high-dose group with reticulum cell
sarcomas (1/100, 0/50, 0/50, and 4/50 for control, low-, middle-, and high-dose groups,
respectively) and a significantly increased inear trend across dose groups for the
occurrence of ymphoreticular tumors in male rats. Female rats were not affected.
Athough there was a dose-related increase in the number of tumors in mice, there was
no drug-related increase in the number of mice with tumors. The relevance of these
findings to humans is unknown.

Mutagenesis

Paroxetine produced no genotoxic effects in a battery of 5 in vitro and 2 in vivo assays
that inchided th folowlng: Bacter mutaton assay. mouse hrphama rataton sssay.
unscheduled DNA synthesis assay, and tests for cytogenetic aberrations in vivo

ThouSe bone marTow and 1 vira i Ruman hmpoCytes and i a dominant lthaltest in

Impairment of Fertity

regnancy rate was found in reproduction studes in rats at a dose of
paroxetine of 15 mg/kg/day, which is 2 times the MRHD of 60 mg on a mg/m? basis.
Irreversible lesions occurred in the reproductive tract of male rats after dosing in toxicity
studies for 2 to 52 weeks. These lesions consisted of vacuolation of epididyma tubular
epithelium at 50 mg/kg/day and atrophic changes in the seminierous tubules of the
testes with arrested spermatogenesis at 25 ma/kg/day (8 and 4 times the MRHD of 60
mg on a mg/m? basis).

14 CLINICAL STUDIES

14.1 Major Depressive Disorder

‘The efficacy of paroxetine as a treatment for major depressive disorder (MDD) has been
established in 6 placebo-controlied studies of patients with MDD (aged 18 to 73). In
these studies, paroxetine was shown to be statistically signicantly more effective than
placebo in treating MDD by at least 2 of the following measures: Hamiton Depression
Rating Scale (HDRS), the Hamiton depressed mood item, and the Ciinical Global
Impression (CGI)-Severity of llness. Paroxetine was statisticaly significantly better than
placebo in improvement of the HDRS sub-factor scores, including the depressed mood
item, sleep disturbance factor, and anxiety factor.

Long-term efficacy of paroxetine for treatment of MDD in outpatients was demonstrated
in a randomized withdrawal study. Patients who responded to paroxetine (HDRS total
Score <8) during an intial 8-week open-label treatment phase were then randomized to
continue paroxetine or placebo, for up to 1 year. Patients treated with paroxetine
demonstrated a statisticaly significant lower relapse rate during the withdrawal phase
(15%) compared to those on placebo (39%). Effectiveness was simiar for male and
female patients.

14.2 Obsessive Compulsive Disorder

‘The effectiveness of paroxetine in the treatment of obsessive compuisive disorder
(OCD) was demonstrated in two 12-week multicenter placebo-controlled studies of adult
outpatients (Studies 1 and 2). Patients had moderate to severe OCD (DSM-IIIR) with
mean baseline ratings on the Yale Brown Obsessive Compulsive Scale (YBOCS) total
score ranging from 23 to 26. In study 1, a dose-range finding study. patients received
fixed dally doses of paroxetine 20 mg, 40 mg, or 60 mg. Study 1 demonstrated that
daly doses of paroxetine 40 mg and 60 mg are effective i the treatment of
Patients receiving doses of paroxetine 40 mg and 60 mg experienced a mean reduction
of approximately 6 and 7 points, respectively, on the YBOCS total score which was
statisticall significantly greater than the approximate 4-point reduction at 20 mg and a
3-point reduction in the placebo-treated patients. Study 2 was a flexible-dose study
comparing paroxetine 20 mg to 60 mg daiy with clomipramine 25 mg to 250 mg daly or
lacebo). In this study, patients receiving paroxetine experienced a mean reduction of
approximately 7 points on the YBOCS total score, which was statisticaly significantly
greater than the mean reduction of approximately 4 points in placebo-treated patients.

‘The following table provides the outcome classification by treatment group on Global
Improvement items of the Clincal Global Impression (CGI) scale for Study 1.

Table 10: Outcome fon (%) on CGL-Global Item for
Completers in Study 1 in Patients with O

Paroxetine Paroxetine Paroxetine

Outcome  plcens
Classification o (=75 (=60 (n=68)

% % %
1 7 7 3
ange a 3 2 i3
Miimaly Improved 24 3 2 3
Much improved n 1 2 2
Very Much Improved 7 7 2 20

Subgroup analyses did not indicate that there were any differences in treatment
outcomes as a function of age or gender.

of OCD was estabished in a long-
term extension to Study 1. Patients who responded to paroxetine during the 3-month
double-bind phase and a 6-month extension on open-label paroxetine 20 mg to 60 mg
daily were randomized to either paroxetine or placebo in a 6-month double-bind relapse
prevention phase. Patients randomized to paroxetine were statistically significantly less.
likely to relapse than placebo-treated patients.
14.3 Panic Disorder
The effectiveness of paroxetine i the treatment of panic disorder (PD) was
demonstrated in three 10- to 12-week multicenter, placebo-controlled studies of adult
outpatients (Studies 1, 2, and 31 patients had PD (DSWHIR). with or without

In significantly
e ftacve thr plcebo i reating B0 by eoct 2out of 3 mésirem of panic
attack frequency and on the Ciinical Global Impression Severity of llness score.

Study 1 was a 10-week dose-range finding study; patients received fixed doses of
paroxetine 10 mg, 20 mg, or 40 mg daiy or placebo. A statisticall significant difference
from placebo was observed only for the paroxetine 40 mg daiy group. At endpoint, 76%
of patients receiving paroxetine 40 mg daiy were free of panic attacks, compared to
44% of placebo-treated patients.

Study 2 was a 12-week flexible-dose study comparing paroxetine 10 mg to 60 mg daily
and placebo. At endpoint, 51% of paroxetine-treated patients were free of panic attacks
compared to 32% of placebo-treated patients.

Study 3 was a 12-week flexible-dose study comparing paroxetine 10 mg to 60 mg daily
to placebo in patients concurrently receiving standardized cognitive behavioral therapy.
At endpoint, 33% of the paroxetine-treated patients showed a reduction to 0 or 1 panic
attacks compared to 14% of placebo-treated patients.

In Studies 2 and 3, the mean paroxetine dose for completers at endpoint was
approximately 40 mg dail

Long-term efficacy of paroxetine in PD was demonstrated in an extension to Study 1.
Patients who responded to paroxetine during the 10-week double-blind phase and
during a 3-month double-blind extension phase were randomized to either paroxetine 10
mg, 20 mg, or 40 mg daily or placebo in a 3-month double-blind relapse prevention
phase. Patients randomized to paroxetine were statistically significantly less ikely to
relapse than placebo-treated patients.

Subgroup analyses did not indicate that there were any differences in treatment
outcomes as a function of age or gender.

14.4 Social Anxiety Disorder

ty disorder (SAD) was
demonstrated in three 12-week, mukicenter, pla(eho controlled studies (Studies 1, 2,
and 3) of aduk outpatients with SAD (DSM-IV). In these studies, the effectiveness of
paroxetine compared to placebo was evaluated on the basis of (1) the proportion of
responders, as defined by a Cinical Global Impression (CGI) Improvement score of 1
(very much improved) or 2 (much improved), and (2) change from baseline in the
Liebowitz Social Anxiety Scale (LSAS).

Studies 1 and 2 were flexible-dose studies comparing paroxetine 20 mg to 50 mg daly
and placebo. Paroxetine demonstrated statisticaly significant superiorky over placebo
on both the CGI Improvement responder criterion and the Liebowitz Social Anxety Scale
(LSAS). In Study 1, for patients who completed to week 12, 69% of paroxetine-treated
patients compared to 29% of placebo-treated patients were CGI Improvement
responders. In Study 2, CGI Improvement responders were 77% and 42% for the
paroxetine- and placebo-treated patients, respectively.

Study 3 was a 12-week study comparing fixed doses of paroxetine 20 mg, 40 mg, or 60
mg daily with placebo. Paroxetine 20 mg was statistically significantly superior to placebo
on both the LSAS Total Score and the CGI Improvement responder crierion; there were
trends for superiority over placebo for the paroxetine 40 mg and 60 mg dail

groups. There was no indication in this study of any additional benef for doses higher
than 20 mg daily.

Subigroup analyses generaly ci ot ndlcate dferences ntrestment outcomes 2 8
function of age, race, or gent

14.5 Generalized Anxiety Disorder
The effectiveness of paroxetine in the treatment of generalized anxiety disorder (GAD)
was demonstrated in two 8-week, multicenter, placebo-controlled studies (Studies 1 and
2) of adut outpatients with GAD (DSM-IV).

Study 1 was an 8-week study comparing fixed doses of paroxetine 20 mg or 40 mg
daiy with placebo. Doses of paroxetine 20 mg or 40 mg were both demonstrated to be
statisticaly significantly superior to placebo on the Hamiton Rating Scale for Anxiety
(HAM-A) total score, There was not sufficient evidence in this study to suggest a greater
benefit for the paroxetine 40 mg daily dose compared to the 20 mg daly dose.

Study 2 was a flexible-dose study comparing paroxetine 20 mg to 50 mg dally and
placebo. Paroxetine demonstrated statistically sianiicant superiority over placebo on the



Hamiton Rating Scale for Anxiety (HAM-A) total Score.

A thid study,a flexile dose study comparing paroxetine 20 mg to 50 m daly to
lacebo, did

p\a:ebe an the Hamon Rating Scale for Anxiety (HAMLA) tota s:nre, the primary
outcome.

Subgroup analyses did not indicate differences in treatment outcomes as a function of
race or gender. There were insufficient elderly patients to conduct subgroup analyses
on the basis of age.

In a long-term trial, 566 patients meeting DSMHV criteria for GAD, who had responded
during a single-bind, 8-week acute treatment phase with paroxetine 20 mg to 5

daly, were randomized to continuation of paroxetine at their same dose, or to placebo,
for Up to 24 weeks of observation for relapse. Response during the single-bind phase
was defined by having a decrease of =2 points compared to baselne on the CGI-
Severity of IIness scale, to a score of <3. Relapse during the double-biind phase was
defined a5 20 ncrease of =2 polns compared to besekie on the Col-Severky o liness
scale to a score of -awal due to lack of efficacy. Patients continuing to
Tecewe paroxetine sxperienced 3 Satstiall sanicantly lowsr relapse fate over the
subsequent 24 weeks compared to those receiving placebo.

14.6 Posttraumatic Stress Disorder

The effectiveness of paroxetine in the treatment of Posttraumatic Stress Disorder
(PTSD) was demonstrated in two 12-week, multicenter, placebo-controled studies
(Studies 1 and 2) of aduk outpatients who met DSM-IV criteria for PTSD. The mean
duration of PTSD symptoms for the 2 studies combined was 13 years (ranging from 0.1
year to 57 years). The percentage of patients with secondary MDD or non-PTSD anxiety
disorders in the combined 2 studies was 41% (356 out of 858 patients) and 40% (345
out of 858 patients), respectively. Study outcome was assessed by (1) the Clnican-
Administered PTSD Scale Part 2 (CAPS-2) score and (2) the Cinical Giobal Impression-

och el were (1)
Chanoe from baseine to endpoint on the CAPS.2 tota score (17 £ema), and (2)
Proportion of fesponders on the CGL1 where responders were defined 25 patints
having a score of 1 (very much improved) or 2 (much improved).

Study 1 was o 12-wesk study compark fxe doses of paroxetine 20 mo or 40 mg

daily to placebo. Doses of paroxetine 20 mg and 40 mg were demonstrated to be
Statsticaly signifcantly Supereor to piacebo on change from baseine for the CAPS-2
total score and on proportion of responders on the CGI-1. There was not sufficient

evidence in this study to suggest a greater benefit for the 5 mg daly dose compared to
the 20 mg daiy dose.

Study 2 was a 12-week flexible-dose study comparing paroxetine 20 mg to 50 mg daiy

to placebo. to pe placebo on
change from baseine for the CAPS-2 total score and on proportion of responders on
the CGI-1

A third study, a lexible-dose study comparing paroxetine 20 mg to 50 m daf
lacebo, e to be superior to p\acebo on
change from baselne for RS2 tota score,but ot on proporKor of responders on
e CGl-

The malorky o patients i these trss were women (66% womens: 377 outof 551
subjects in Study 1 and 66% women: 202 out of 303 subjects in Study 2). Subgroup
Snonscs (i not ndeate diTorences i trestment outcomes a5 3 funchoh of gender
ere an insufficient number of patients who were 65 years and older or were
non-Caucasian to conduct subgroup analyses on the basis of age or race, respectivly.

16 HOW SUPPLIED/STORAGE AND HANDLING
Paroxetine Oral Suspension is supplied as:

Strength  Color/Flavor Package Configuration ~ NDC Number
10mg/5 mL Orange/orange Bottles containing 250 mL  70954-319-10

Store at 20° to 25°C (68° to 77°F); excursions permitted to 15° to 30°C (59° to 86°F)
[see USP Controlled Room Temperaturel,

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

‘Suicidal Thoughts and Behaviors

Advise patients and caregivers to look for the emergence of suicidalty, especialy early
dunng treatment and when the dosage is adjusted up or down, and instruct them to

report such symptoms to the healthcare provider [see Boxed Warning and Warnings

et 1)

Caution patients about the risk of serotonin syndrome, particularly with the concomitant

aroxetine oral suspension with other serotonergic drugs including triptans,
tricyclc antidepressants, opioids, ithium, tryptophan, buspirone, amphetamines, St.
John's Wort, and with drugs that impair metabolism of serotonin (in particular, MAOIs,
both those intended to treat psychiatric disorders and also others, such as lnezoid).
Instruct patients to contact their health care provider or report to the emergency room
if they experience signs or symptoms of serotonin syndrome [see Warnings and
Precautions (5.2). Drug Interactions (7)1

Concomitant Medications

Advise patients to inform their physician If they are taking, or plan to take, any
prescription or over-the-counter drugs, since there is a potential for drug-drug
interactions [see Warning and Precautions (5.3), Drug Interactions (7)].

Increased Risk of Bleeding

Inform patients about the concomfant use of paroxetine ora suspension wth aspiin,
NSAIDS, other antiplatelet drugs, warfarin, or other

Combined use has been associted wih an increased rsk of bloedng Raveer et to
inform their health care providers i they are taking or planning to take any prescription
or over-the counter medications that increase the risk of bleeding [see Warnings and
Precautions (5.5)].

Acti f Mani i

Advise patients and their caregivers to observe for signs of activation of
mania/hypomania and instruct them to report such symptoms to the healthcare
provider [see Warnings and Precautions (5.6)].

Discontinuation Syndrome
Advise patients not to abruptly discontinue paroxetine oral suspension and to discuss
any tapering regimen with their heatthcare provider. Inform patients that adverse
actions can occur when is discontinued [See
Precautions (5.7)].

Sexual Dysfunction

Advise patients that use of paroxetine may cause symptoms of sexual dysfunction in
both male and female patients. Inform patients that they should discuss any changes in
sexual function and potential management strategies with their heatthcare provider (see
Warnings and Precautions (5.13)].

Administration Information for Oral Suspension

Instruct patients to shake the oral suspension wel before administration [see Dosage
and Administration (2.1)].

Allergic Reactions.
Advise patients to notify their healthcare provider if they develop an allrgic reaction
such as rash, hives, sweling, or dificulty breathing [see Adverse Reactions (6.1, 6.2)].

EmbryoFetal Toxicity
Advise women to notify their healthcare provider end to [
Guring reatment wih garoxetine. AV women of Tk sssocoed i frat inester
use of paroxetine and that use| ha!er in pregnancy may lead to an increased risk for requiring prolonged pi ipport, tube feeding, and/or persistent pulmonary hypertension of the newborn (PPHN) [see Warnings and Precautions (5.4), Use in Specific Populations (8.1)]. Advise women that there is a pregnancy exposure registry that monitors
nancy outcomes in wom sed to paroxetine during pregnancy [see Warnings and

Fredaunons (5:4) e Specic Popaiatons 3.1

Lactation
advie breaslfeemng omen using paroXeti to monkor nfants for agkatio, Frkabity. poor

poor weight gain and to seek medical care if they notice these signs [see U
Specn‘n: Populanons ol

E ne f Potential

Advise men that paroxetine may affect sperm qualty, which may impair fertiity;
itis not known if this effect is reversible [see Use in Specific Populations (8.3)].

Alltrademarks are the property of their respective owners.

Manufactured by
Novitium Pharma LLC

70 Lake Drive, East Windsor
New Jersey 08520
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SPL MEDGUIDE SECTION

MEDICATION GUIDE
Paroxetine (pa rox’ e teen)
Oral Suspension

What is the most important information | should know about
paroxetine oral suspension?

Paroxetine oral suspension can cause serious side effects,
including:

© Increased risk of suicidal thoughts or actions. Paroxetine oral
ension and other antidepressant medicines may increase suicidal
thoughts and actions in some people 24 years of age and younger,
especially within the first few months of treatment or when the
dose is changed. Paroxetine oral suspension is not for use in
childrer

« Depression or other mental ilinesses are the most important
causes of suicidal thoughts and actions.

How can | watch for and try to prevent suicidal thoughts and

actions?

« Pay close attention to any changes, especially sudden changes in mood,
behavor, thoughts or feelings or if you develop suicidal thoughts or
actions. This is very important when an antidepressant medicine is
started or when the dose is chanaed.



« Callyour healthcare provider right away to report new or sudden
changes in mood, behavior, thoughts or feeings or if you develop suicidal
thoughts or actions

« Keep all folow-up visits with your healthcare provider as scheduled. Call
your heakthcare provider between visits as needed, especially if you have
concerns about symptoms.

Call your healthcare provider or get emergency medical help right
away if you have any of the following symptoms, especially if they
are new, worse, or worry you:

© aempts to comanit suicide © acting on dangerous impulses
& acting ageressive or violeat & thonghts about suicide or dying.
o ° panic attacks
o feeling agitated, restless, angry. o o vvu\vlc slecping

imtable  other unusual changes in behavior or

s I -
than what i normal for you

What is paroxetine oral suspension?

Paroxetine oral suspension is a prescription medicine used in aduts to treat:
A certain type of depression called Major Depressive Disorder (MDD)

Obsessive Compulsive Disorder (OCD)

Panic Disorder (PD)

Social Anxiety Disorder (SAD)

Generaized Anxiety Disorder (GAD)

Posttraumatic Stress Disorder (PTSD)

Do not take paroxetine oral suspension if you:

« take a monoamine oxidase inhibitor (MAOI)

« have stopped taking an MAOI in the last 14 days

« are being treated with the antibiotic inezold or the intravenous methylene
blue

are taking pimozide

are taking thioridazine.

are allergic to paroxetine or any of the ingredients in paroxetine oral

suspension. See the end of this Medication Guide for a complete list of

ingredients in paroxetine oral suspension.

Ask your healthcare provider or pharmacist if you are not sure if you take
an MAOI or one of these medicines, including the antiviotic inezold or
intravenous methylene blue.

Do not start taking an MAOI for at least 14 days after you stop
treatment with paroxetine oral suspension.

Before taking paroxstine oral suspension, tel your heskhicare
provider about all your medical conditions, including if you:

have heart problemshave or had bleeding problems

have, or have a family history of, bipolar disorder, mania or hypomania
have or had seizures or convulsions

have glaucoma (high pressure in the eye)

have low sodium levels in your blood

have bone problems

have kidney or fiver problems

are pregnant or plan to become pregnant. Paroxetine may harm your
unborn baby.

« Taking paroxetine oral suspension during your first trimester of
pregrancy may cause your baby to be st an icreased risk of havig &

Reart problem (cardiac maformations) at eth.

Taking paroxetine oral suspension durmg your third trimester of

pregnancy may cause your baby to have breathing, temperature, and

fesding probles, low muscle tone, and irkabily afer bith andmay

cause your baby to be at an increased risk of a serious lung

birth. Talk to your heatthcare provider about the risk to your unborn baby
you take paroxetine during pregnancy.

Telyour heakhcare providr right away  you became pregnant or think

you are pregnant during treatment with paroxetine oral suspensi

There & & pregnancy 164t for emales who are exposed fo peroxetine

during pregnancy. The purpose of the registry is to collect information

3bout theheakh of femsles exposed to paroxetine and the baby. fYou

treatment with tal
o your heathéare provier sbout regiterng with the National mgnan(y
Regstry for Antidepressants at 1-866-061-2368 o visit onine at

Progrems/orenancyregetry fantiepressants;,

« are breastfeeding or plan to breastfeed. Paroxetine passes into your
breast mik. Talk to your healthcare provider about the best way to feed
your baby during treatment with paroxetine oral suspension.

Tell your healthcare provider about all the medicines you take,
including prescription and over-the-counter medicines, vitamins, and herbal
supplements.

Paroxetine oral suspension and some other medicines may affect each
other causing possible serious side effects. Paroxetine oral suspension may
affect the way other medicines work and other medicines may affect the
way paroxetine oral suspension works.

Especially tell your healthcare provider if you tak
« medicines used to treat migraine headaches caled triptans
tricyclc antidepressants
ithium
tramadol, fentanyl, meperidine, methadone, or other opioids
tryptophan
buspirone
smphetamnes,
St Joho's Wo
mebitines that can afect blood cttng such a aspir, norsteroktalant
mﬂammatury drugs (NSAIDS), warfarin
diureti
Tamoxken
medicines used to treat mood, anxiety, psychotic, or thought disorders,
including selective serontonin reuptake (SSRIs) and serotonin
norepinephrine reuptake inhibitors (SNRIs)

Ask your healthcare provider if you are not sure if you are taking any of
hese medicines. Your healthcare provider can tell you i it is safe to take
paroxetine oral suspension with your other medicines.

Do not start or stop any other medicines during treatment with paroxetine
oral suspension without taking to your heakthcare provider first. Stopping
paroxetine oral suspension suddenly may cause you to have serious side
effects. See, “What are the possible side effects of paroxetine oral
suspension?”.

Know the medicines you take. Keep a lst of them to show to your
healthcare provider and pharmacist when you get a new medicine.

How should | take paroxetine oral suspension?

*+ Take paroxetine oralsuspension exacty s prescrbed Your heathcare
provider may need to change the dose of paroxetine oral

Elspension untl & s the rant dose for you,

Take paroxetine oral suspension 1 time each day in the morning.

Paroxetine oral suspension may be taken with or without food.

If you are taking paroxetine oral suspension, shake the suspension wel

before taking.

If you take too much paroxetine oral suspension, call your poison control

center at 1-800-222-1222 or go to the nearest hospital emergency room

right away.

What le side effects of paro; oral suspension?
Paroxating oral suspension can cause serious skde eacts,
including:

+ See, “What is the most important information | should know
about paroxetine oral suspensk

« Serotonin syndrome. A potentialy life-threatening problem caled
seratonin syndrome can happen when you take paraxeting oral
Suspension with certain other medicines. See, *
{oke proxetine oralsusperson?” Call your healthcare provider or

ital emergency room right away if you

Ty o1 e Telowing s and Syrapme o Serari undiome

o agitti o sweating
2 g o hearing thingsthatarc ot Mushine
et o high body temperature (hyperthermia)
con o shaking (tremors), stiff muscles, or
o smuscle twitching
o fat hearbeat o loss of coordination
© changes i blood pressure o seimues
o dizziness © nausea vomiting, diarrhea

« Eye problems
may cause o ype of ey prable calle angle-closure gaucoma n peorle
weh certanother eye Condiors. You may wat to undergo an eye
exarmination 1o See ¥ you are atrisk and recee preventatwe treatment
Fouare, Ca youx HASERCATS BROVCIWE T Y00 Pave oY% GO, Changts I

vision, or sweling or redness in or around the eye.

* Medicine interactions. Taking paroxetine oral suspension with certain
other medicines including thioridazine and pimozide may increase the risk.
of developing a serious heart problem called QT prolongation.

« Seizures (convulsions).

* Manic episodes. Manic episodes may happen in people with bipolar
disorder who take paroxetine oral suspension. Symptoms may include:

o e v B sleeping
o racing thoughts © eckless behavior

© umusually grand ideas © excessive happiness or initability
© talking more or faster than usval

« Discontinuation syndrome. Suddenly stopping paroxetine oral
suspension may cause you to have serious side effects. Your healthcare
provider may want to decrease your dose slowly. Symptoms may include:

o nassea © electric shock feeling o tiredness
o sweating (parcsthesiz) & problems slecping
hanges inyourmood o tremor © hypomania
 imitabiliy and agitation. > anxiety o ringing in your cars
o dizziness © confusion (tnnitus)
o headache o seizures
* Low sodium levels in your blood (hyponatremia). Low sodium

et your blood that may be serious and may cause death, can
happen during treatment with paroxetine oral suspension. Elerly people
and people who take certain medicines may be at a greater risk for
developing low sodium levels in your blood. Signs and symptoms may
include:

« headache
« difficulty concentrating
changes

© enkness and unsteadiness on your feet which can lead t fals

In more savars ar more suden cares, signs and symptams
inclu

" Seang or hearng things that are ot ral (halucinations)

« fainting

« seizures

« coma

« stopping breathing (respiratory arrest)



« Abnormal bleeding. Taking paroxetine oral suspension with aspiri,
NSAIDS, or blood thinners may increase this risk. Tell your heatthcare

provider about any unusual bleeding or bruising.

Bonefractures.

Sexual problems (dysfunction). Taking selective serotonin reuptake

inhibitors (SSRIs), including paroxetine oral suspension, may cause

sexual problems.

Symptoms in males may include:
 Delayed ejaculation or inabilty to have an ejaculation
« Decreased sex drive

« Problems getting or keeping an erection

Symptoms in females may include:
« Decreased sex
« Delayed orgasm or inabilty to have an orgasm

Tak to your heakhcare provider f you develop any changes i your sexual
function or if you have any questions or concerns about sexual problems.
during treatmant wkh parexstine. There mzy b reatments your heakfcare
provider can suggest.

The most common side effects of paroxetine oral
suspension Include:

function o weakness (asth
problems * decseased appetite

+ constipation o diziness

o diasthes o infection.

o dry mouth * nause

* problems slecping o slecpiness

+ nervousness o shaking (tremor)

o sweating

+ yawning

‘These are not all the possile side effects of paroxetine oral suspension.
Call your doctor for medical advice about side effects. You may report side
effects to FDA at 1-800-FDA-1088.

How should I store paroxetine oral suspension?
« Store paroxetine oral suspension at 68° to 77¢F (20° to 259C).
Keep paroxetine and all medicines out of the reach of children.

General information about the safe and effective use of
paroxetine oral sus|
Medicines are sometimes prescribed for purposes other than those Isted in
a Medication Guide. Do ot take paroxetine oral suspension for a condition
for which it was not prescribed. Do not give paroxetine oral suspension to
other people, even if they have the same symptoms that you have. It may
'm them. You may ask your heakthcare provider or pharmacist for
information about paroxetine oral suspension that is written for heakthcare
professionals.

What are the ingredients in paroxetine oral suspension?
Active ingredient: Paroxetine hydrochloride

Inactive ingredients:

polacriin potassium,
carsoxymetylcaibse sodium, :propyene ool ycern, sorbmﬂ
. cit

Iyt som atcha, crange lvor okt propylene Oycol
Aturl ond arrc fvor, FEGE Yelow No. 6, simeticone emion and
urified w

Alltrademarks are the property of their respective owners.
Manufactured by
lovitium Pharma LLC
50 Lake Drive: Extt Windsor
New Jersey 08520

For more information about paroxetine oral suspension, call 1-855-204-
1431,

‘This Medication Guide has been approved by the U.S. Food and Drug Administration.
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