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Food and Drug Administration
Rockville, MD 20857

TRANSMITTED BY FACSIMILE

Ms. Andrea Garrity

Director, Regulatory Affairs
Pfizer, Inc.

235 East 42" Street -
New York, New York 10017-575

Re: NDA #s 20-235, 20-882
Neurontin (gabapentin)
MACMIS # 10174

Dear Ms. Garrity:

Through routine monitoring and surveillance, the Division of Drug Marketing, Advertising, and
Communications (DDMAC) has identified a slim jim (ID #NSJ5095A1) for Neurontin that is
misleading and in violation of the Federal Food, Drug, and Cosmetic Act and applicable regulations.

Specifically, this slim jim misleadingly claims improvement in quality of life (QOL) parameters
based on the Neurontin Evaluation of Outcomes in Neurological Practice (NEON) study. Among
other QOL parameters, the misleading presentation includes improvement in social limitations,
memory difficulties, energy level, and work limitations. The NEON study is not considered to be
substantial evidence for claims of QOL improvements because it is not a controlled study.

To address these objections, DDMAC recommends that Pfizer do the following:

1. Immediately discontinue the use of this slim jim and any other promotional material and practices
with the same or similar messages.

2. Respond to this letter within ten days. Your response should include a statement of your intent to
comply with the above, a list of all promotional materials with the same or similar issues, and
your methods for discontinuing these promotional materials.

If you have any questions or comments, please contact Ms. Laurie Burke by facsimile at (301) 594-
6771, or at the Food and Drug Administration, Division of Drug Marketing, Advertising and
Communications, HFD-42, rm. 17B-20, 5600 Fishers Lane, Rockville, MD 20857. DDMAC
reminds you that only written communications are considered official.
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NDA 20-235, 20-882 (MACMIS 10174)

In all future correspondence regarding this particular matter, please refer to MACMIS ID # 10174 in
addition to the NDA number.

Sincerely,

{See appended electronic signature page}

Lisa L. Stockbridge, Ph.D.

Regulatory Reviewer

Division of Drug Marketing,
Advertising and Communications




This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.

Lisa Stockbridge
6/29/01 10:10:24 AM
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THERAPY THAT’S A PLUS
FOR YOUR PATIENTS

Efficacy in a broad range of partial-
seizure patients

Well tolerated in patients THERAPY
Simple, predictable pharmacokinetics TH AT ’S A PLUS
Five dosage strengths for prescribing FOR YOUR
flexibility

#1 branded AED in new patient starts® PATIENTS

Proven efficacy
Well tolerated
Easily titrated

@
NE”RON T,N i Proven efficacy

(gabapentin) | P Easiyvitrated

*Based on NDC new patient start data, MAT 9/00. NE"RO Nr,N@
L . iy 10%
Please see full prescribing information on last pages. " T EwE
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Please see full prescribing mfonnahon on last pages.
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ADD-ON
EFFICACY

A study of the safety and
efficacy of NEURONTIN*

* Study of Titration to Effect Profile
of Safety

e Study design: 16-week, open-label,
prospective, multicenter study
(N=2216)

* Purpose: to assess the safety and
tolerability of NEURONTIN® used as
adjunctive therapy in dosages required
for most effective seizure control

* Seizure type: partial seizures, with and
without secondary generalization

NEURONTIN is indicated as adjunctive
therapy in the treatment of partial
seizures with and without secondary
generalization in adults (>12 years old).

NEURONTIN is contraindicated in patients
who have demonstrated hypersensitivity
to the drug or its ingredients.

In controlled clinical trials, the responder
rates (>50% reduction in seizure frequency)
in partial-seizure patients ranged from
16% to 26% at NEURONTIN doses of

900 mg, 1200 mg, or 1800 mg/day tid.
Seizure-free rates were not assessed in
controlled clinical trials.

Please see full prescribing information on last pages.

for improved partial-
seizure control

STEPS:
Dose-related efficacy®

Responder rate™

BT ki
*Cumulative percentage of patients who experienced a >50% decrease in
partial-seizure frequency (n=1048).
Seizure-free rate™
i 0

TCumulative percentage of patien )
*Efficacy analysis included patients who completed approximately
16 weeks of therapy, and compared seizure frequency during the last
4 weeks of study with baseline.

(Adapted from Morrell!)
Proven efficacy

Well tolerated
Easily titrated

NEURONTIN
(gabapentin)
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Proven Efficacy
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ADD-ON
THERAPY

NEON:
A study of tolerability
quality of life*

and

¢ Neurontin Evaluation of Qutcomes in
Neurological Practice

* Study design: 5-month, open-label,
prospective, multicenter study (N=141)

* Purpose: to study tolerability, efficacy,
and quality-of-life (QOL) assessments
of NEURONTIN when used as first
add-on to standard AED therapy
(phenytoin and/or carbamazepine)

* Seizure type: partial seizures, with and
without secondary generalization

NEURONTIN is indicated as adjunctive
therapy in the treatment of partial
seizures with and without second
generalization in adults (>12 years old).

NEURONTIN is contraindicated in patients
who have demonstrated hypersensitivity
to the drug or its ingredients.

In controlled clinical trials, the most
common adverse events reported with
NEURONTIN vs placebo were somnolence
(19.3% vs 8.7%), dizziness (17.1% vs 6.9%),
ataxia (12.5% vs 5.6%), fatigue (11.0% vs
5.0%), and nystagmus (8.3% vs 4.0%).

Please see full prescribing information on last pages.

with an impact on
quality of life

NEON:
Quality-of-life improvements

Improvement in quality-of-life parameters after
5 months of NEURONTIN adjunctive therapy*
TR i 7 f iR Sl

$oy

Partial-seizure patients maintained on NEURONTIN for

5 morniths at a mean dose of ~1600 mg/day (range: 300 to
1800 mg/day). Assessment was based on responses to
QOLIE-10 questionnaire after 5 months of adjunctive therapy.

| 3[1JO1d JIJPUN[OdBWIBYJ

QOL data were measured by comparing pooled responses from
the QOLIE-10 questionnaire given during History/Initiation
visits to pooled responses from the same questionnaire given
during Completion/Termination visits *

Proven efficacy
Well tolerated
Easily titrated

INEURONTIN
(gabapentin)
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Proven Efficacy

Well Tolerated
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Properties of NEURONTIN
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Proven Efficacy

Well Tolerated
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ADD-ON
EFFICACY

No demonstrated
pharmacokinetic interactions
with commonly prescribed

- i ; :
. NEURONTIN * Vaiproic acid™ §Carbamazepine”'§ Topiramate” @ Lamotrigine®
. ; i

with no pharmacokinetic
interactions with
commonly used AEDs

Levetiracetam’ | Phenytain® Zonisamide* | Oxcarbazepine™ |  Tiagabine®

> Pher'lobarbital': Phenjtb'in."' - Ph_enytoin' Phéh_obafbit'a!

""Ph'enytoiri_ " Valproic acid Valproicacd  Phenytoin

Vaiproic acid

*Carbamazepine, phenobarbital, phenytoin, valproic acid.

NEURONTIN is indicated as adjunctive
therapy in the treatment of partial
seizures with and without secondary
generalization in adults (>12 years old).

NEURONTIN is contraindicated in patients

who have demonstrated hypersensitivity
to the drug or its ingredients.

Pleasz see full prescribing information on last pages.

NONE  Carbamazepine - Phéﬁobar.bi.ta'l -:Carbam_azep_ine-:. C'a.'rba'ma'zepi '

. 'Ca_r-b_a'rn_é'zepihe 1Carbama_'zepiﬁé _C'arba'maz'epine Carbamazepine
},§I'Pﬁen:obérbit_al Phenobarbital . Phenobarbital '
Valproic acid |

Phenytoin . |~ Phenytoin - . njtol

Valproic acid { Valproicacid §

the products listed. Consult current full prescribing information for
each product for additional information.

In controlled clinical trials, the most
common adverse events reported with
NEURONTIN vs placebo were somnolence
(19.3% vs 8.7%), dizziness (17.1% vs 6.9%),
ataxia (12.5% vs 5.6%), fatigue (11.0% vs
5.0%), and nystagmus (8.3% vs 4.0%).

Proven efficacy
Well tolerated
Easily titrated

NEURONTIN
(gabapentin)




‘Well Tolerated Proven Efficacy

Pharmacokinetic Profile

ADD-ON
THERAPY

NEURONTIN therapy starts
at an effective dose

* Initial dose of 900 mg/day provides
effective control

* For dosing flexibility, NEURONTIN is
available in 100-mg, 300-mg, and
400-mg capsules, as well as 600-mg
and 800-mg tablets

NEURONTIN is indicated as adjunctive
therapy in the treatment of partial
seizures with and without seconda.r¥
generalization in adults (>12 years old).

NEURONTIN is contraindicated in patients
who have demonstrated hypersensitivity
to the drug or its ingredients.

In placebo-controlled studies, status
epilepticus occurred in 0.6% (3/ 543) of
NEURONTIN-treated patients vs 0.5%
(2/378) of placebo-treated patients.
Because adequate historical data are
not available, it is impossible to say
whether treatment with NEURONTIN is
associated with a higher or lower rate of
status epilepticus.

Please see full prescribing information on kst pages.

MY £

with simple dose titration

Tolerability*

* Dosages up to 2400 mg/day have
been well tolerated in long-term
clinical studies

* Doses of 3600 mg/day have also been
administered to a small number of
patients for a relatively short duration
and have been well tolerated

*Because NEURONTIN is efiminated renally, dosage adjustment is
recommended in renally compromised patients or those patients
undergoing hemodialysis. Please see Dosage and Administration
section of full prescribing information for schedule.

The maximum time between doses in the tid schedule should not
exceed 12 hours.

*According to current prescribing information, the effective dose of
NEURONTIN is 900 mg to 1800 mg, given in divided doses tid.

Proven efficacy

Well tolerated
Easily titrated

NEURONTIN
(gabapentin)

Susoq JULTUDAUO)




Proven Efficacy

Well Tolerated
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ADD-ON
EFFICACY

Consider converting
appropriate NEURONTIN
capsule patients to
convenient tablets

wao 300-mg capsules
are bioequivalent
one 600-mg tablet’

- Two 400-mg capsules
- are bioequivalent
to one 800-mg tablet’

Pills not shown to scale.

NEURONTIN is indicated as adjunctive
therapy in the treatment of partial
seizures with and without secondar{r
generalization in adults (>12 years old).

NEURONTIN is contraindicated in patients
who have demonstrated hypersensitivity
to the drug or its ingredients.

In controlled clinical trials, the most
common adverse events reported with
NEURONTIN vs placebo were somnolence
(19.3% vs 8.7%), dizziness (17.1% vs 6.9%),
ataxia (12.5% vs 5.6%), fatigue (11.0% vs
5.0%), and nystagmus (8.3% vs 4.0%).

Please see full prescribing information on last pages.

for improved patient
convenience

Higher-dose NEURONTIN
tablets

* May mean simplicity and more
convenience for your patients

* Elliptical in shape and film-coated

More dosage strengths
* Allow for greater dosing flexibility

Same tolerability and
safety profile for
all formulations

* No blood level monitoring or liver
function tests required

* Not metabolized by the liver
Pills not shown to scale.

Proven efficacy
Well tolerated
Easily titrated

NEURON"N
(gabapentin)




Proven Efficacy

Well Tolerated

Pharmacokinetic Profile
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Proven Efficacy

Well Tolerated

Neurontin®(gabapentin) capsules
Neurﬂntin®(gabapentin) tablets

DESCRIPTION

Hauronun* {gabapentini capsules and Neusontin® {gabapentin] tablats are supplisd a5 imprinted hard shell cup-
sules contaning 100 mg, 300 mg. and 400 mg of ubapentin or elhptical film-coated tablets containing 600 mq and
800 mg of gahapentin.

The ingctive ingredients lor the capsutes arc lactose, carnstarch, and rale, The 100-mg capsule shell conlains
gelatin and ttanium dwsxide The 300-my capsule shell contains gelatin, Titanium daxide, and yeligw ron oxide.
The 400:mg capsule shell contains gelann, red iron oxide, tanium dioxide. 9nd yellow iran omde The impnnt-
ing ink contains FO&C Blye No. 2 and (itanium dioxids

The inacuve ingrechents lor the tablets are pol 4097, capolyvid, . cornstarch, siearae, hydrox-
vpropyl cellulase. talc, candelilla wax and purified water. The imprinting 1k [or the 600 my tablets conrauss syn.
thetic black 1o oxide, pharinaceutical shella:, pharmaceutical ylaze, propylene glygoh, ammarium aydreside,
1sapropyl alcohol and n-butyl alcohol. The imprinting ink far the 800 mg tablets costams syntheta veilaw ran
axide, synthatc red iron oxide, hydroxypropy hyleellulose, propyl glyeol. methano!, ssap:apy! alzoha’ and
deipnized warter.

Gabapentin is dascribed as 1-(aminomethylleyciohexaneacetic aid with an empicical farmula of CyH, NG, and a
malecular weight of 17124, The molecular structure of gabapantin is: T

CHaNH;
/

CHCOH

Gabapentin is a white t off-white crystaltne sohd. it s lrealy soluble in water and botk basig and umdic aqueous
sohitions.

CLINICAL PHARMACOLOGY

Mechaniam of Action
The mechanism by which wxens its anii action iy unknown, bl in animal test systems
dasigned to detect anticonvulsang Activity, gabapentin prevents seirures as do other marketed anticonvulsants.,
Gabapentin exhibns antiseizure agtivity in mice and rats in bath the maximal electrashock and pentylenetet azole
sewzure modls and other preclinical models (e.g,, strains with genetic epilepsy, etc.). The relevanca of these
models 1 human apilepsy is nat known.

Gabagentin is structurally related to the iter GARA (g b acid) but it doey not imteract
with GABA receptors, it is not converted mytabolically inta GABA or a GABA agomst, and it is nat an mbubror of
GABA uptake ar degradition. Gabapentin was tested in radivhgand binding assays at conzentrations up to 10 M
and did nor exhihit afimity for a number of ather commen receptar sires. including benzomiy epineg, Flutamare,
N-mathyl-D-aspartate (NMDA), qui 1 , kainate. sy i itive or strychning-sensitve glycine, alphz 1,
alpha 2, or bera guranargic, adenosine Al ot A2, chlinergic inic or nicotinic, 01 ar D2, b

M1, seratanin 51 or 52, opiate mu, delta or kappa, voltage-sensitive calcium channgl stes labelad wih mirendip-
ina or diltiazem, or at voltage-sensitive sodium channel sites with batrachataxinin b 20-alpha-oeazoate,

Several test systems ordinarily used 1o assess activity o the NMDA receptor have 1280 prarined Resulrs a2
contradictory, Arcordingly, no gencral statement abaut the eHecrs, it any. of gabapanan af the NMDA resestor
can be made,

In vireo studies with radiolabeled gabapentin have revealed 3 gabapentic bingi=g mit2 in areas of -t brain ‘nclha-
ing nwncortex and hippocampus. The Wentity and function ol this tinting gite remais tc lusicated

Ph inetics and Drug Metaboli: .

All pharmacalagical actions lollowing gabapentin adminigiration are due 1o the actrity of te parent campound,
gibapentin is not appracrably metabolized in humans.

Oral Bioavailability: Gabapantin bioavallabilty is nct dose propartional; i.e.. a5 dase 1= increased. boavalabil-
sy decreases. A 400-mg dosa, lor example. is about 25% lexs boavailable rhign a 100-mg dose Jver the recom-
mendad dose range of 300 to 600 my T.1.0., however. the differences in hisavalability are aot large, and hiaavail-
ability is abaur 60 percent. Food has ny effect on the rate and extent ol absorption of gabupenun,

Distribution: Gabapeaun circulates largely unbound (<3%] v plasma protein The apparent volume ol distribu-
tion of gabapantin after 130 mg intravenous administration is 58:6 L {Mean =SDI. In patients with epilepsy,

steady-stata predose {Cain) of gabap in ger pinal fluid were app vy 20% of the
earresponding plasma concantrations.
Eliminati in is el from the systemic circulation by renal exeretion as unchangid drug.

i5 not :, iably d in humans,

Gabapentin elimination hatf-hig is 5 to 7 hoyrs and is unaliered by dose ar foilowing multiple dosing. Gabapentin
elimination rate constant, plasma clearance, and renal ¢liearance are directly proportionl to creatinine slears
ance (sae Specisl Populations: Parients With Renal Insufficiency, below). In elderly pauents, and in patients
with impaired gnal function, gabapuntin plasma ¢learance is reducrd. Gabapenun can be removed from plas-
ma by hemodialysis.

Dosage adjustment in patients with compromised renal function or und qoing h dalysis s rec ded
{see DOSAGE AND AOMINISTRATION. Table 2.

Spacial Populations: Patiants With Rana insutficiency: Subjects (N=80) with reral insufficiency (mean crean-
ning clearance ranging from 13-114 mmin) were administered single 400-imyg oral duses of gabapentin. The meyn
gabapentin half-ife ranged from aboyt 6.5 hours (patients with creatining tlearance »60 flmin; 10 82 heurs igrea -
tinine clearance <30 mi/min) and gabapentin renal clearance from about 98 mL/min (=60 mL'un group) 1o about
10 mL/min {<30 mL/minl. Mean plasma clearanee ([CLF) decreased from appraximately 190 mLymin 1o 20 mUmyn.
Ousage adjustment in patients with renal function 1s y (sve DOSAGE ANQ ADMINISTRATION),

Hemodialysis: In 8 study in anuric subjects IN=11), the apparent shminarion hali-hfe of gabaperain on nondralysis
days was about 132 hours; dialysis theee tmes a waek {4 hours duratian) lowered the appareat half-ife of
gabapentin by about 60%, Irom 132 hours to 1 hours, Hemadialysis tys %o a sigrif-cant elfect on gabapenun
elimination in anuric subjects,

Dosage adjustment in patients undergoing hemgdialys:s 15 necessary (zee DOSAGE AN{ ADMINISTRATION),
Hepatic Disaase: Because gabap iy not belized. ny study was pesiormed 1n parieats with hepatic
impairment.

Aga: The effect of age was sturlied in subjects 20-80 years of age. Apparen: oral 2learaney -CLF of gabapentn
decreased a3 agu increased, from ybout 225 mLmin in thase under 30 years ol age 13 atout 125 mL'min in Thase
over 70 years of age. Ranal clearance (CLr) and CLr adjuzted for body sudace area also derhned with age. how
uver, the decling in the renal clearance of gahapentin with age can largeiy be explaned by tke dacling in renal
function. Reduction of gabapentin dose may be requited in patients wha have age related compromised rengl

CLINICAL PHARMACCHLOGY (continues)
funcvon. [See PRECAUTIONS, Geriatric Uge, and DOSAGE AND ADMINISTRATIQN |
Fediairc. No pharmacokineue data are avanlable in pematac patients below the aje ol I8 vears
Serder, Although 0o formal study has been conducted 1o compare the pharmacokingncs of gatapentin in men
and women, it appcars that the pharmacpkinctic paramerers lor males and females ace sunilar anc thare Aare rg
significant gender ditferences.
Agce: Pharmacakinenc diffurences due to race hive not been studied Because gabapentin s prmanly renally
excreted and thece are nu impartant racial diff, n inine: clearance, ph differences due
to race are not expectud,

Clinical Studiez

The effectiveness of Neuronun® as adjuncrive therapy {added 1o ather antiepileptic drugs} was established in
thrse mudiicenter placebu:controlled, dauble-blind, paraliel-groug chinical uials in 705 adults with refractory par-
tial genzures. The patients enrolled had a history of at least 4 partial seizures per month n spite ol receiving o0 oc
morg antiepilepus drugs at therapeutic levels and were ohserved on their estahlished antiepleptic drug reqimen
during 3 12-week basehine period. In patignts continuing 10 have at least 2 {or 4 in somuy sludies) seizuras per
manth. Neurontin® or placebo was then agided on to the existing therapy during 9 12-week treatment permd.
Etfeenviness was assessad primarily on the basis of the percant ol patients with a 50% or qgreater reduclion in
seicure frequency from baseline 1o wearment (the “respondes rate”) and a derved measure called TESPONSE ralig.
3 measure of thango defined as{T - BY(T + B), where B is the patient’s basefina serzyre teequency and T is th
putient’s seizure frequency during reatment. Respanse ratio 1s distributad withins he range -t to +). A zer0 valye
indicates no change while complete elinunation of seizures would give a value of +1; ncreased seizure rates
would give: pusitive values. A respanse rtio of -0.33 crresponds Lo a 50% reduction in seizure frequeney, The
results given below are for all parmal seizures in the intent-to-treat (all parieats who recewved any dases ol 1reat-
ment) population in each study. unlyss otherwise indicated.

One study eompared Neurontin® 1200 ma/day T.1.0. with placebu. Responder rate was 3% (18/61) i the
Nearontin® group and 9% (6/66) in the placebo group: the difisrence betwean qruups was statistically significant.
Response vatio was also benar in the Neurontin group (-0.199) than in the pracebo group (-0.044}. a difference
that also achieved staristical sigrificance.

A second study compared primarily 1200 nig/day T.1.D. Newrontn® (N=101} with placebo {N=98). Addirional smaier
Neurgntin® dosage groups (800 mg/day. N=53; 1800 my/day, N=54) were also studied lor infarmation regarding
dose response. Respander rate was higher in the Neuronon® 1200 my/day group {16%) than in the placebo group
{B%], but the diHf wig not 1ly signi . The resy rate at 600 mg {17%) was also not signifi-
cantly higher than in the placebo, but the responder rate in the 1800 mg group (36%) was statistcally significantly
superiar 10 the placebo rate. Aesponse ratio was bemer in the Neurontin® 12() my/day group (-0.103} than in 1he
placebs group {-0.022); but this dillgrence was alsg not staustically significant (p = 0.224). A bener respunse was
seen in the Neurontin ® 800 mg/day group [-0.105) and 1800 mo/day group (-0.222) than in the 1200 mg/day group,
with the 1800 ma/day graup schieving staustical signilicance comparod ta the placebo group,

A third study compared Neurantin £ 900 mg/day T1.D (N=111) and placabg (N=109). An additional Neuronun™
1200 mg/day dosage group IN=52) provided dosa-respanse data. A statistically signiti diff i raspand
rats was seen in the Neurgntin® 300 mg/day group (22%) compared to that in the placebo group (10%). Respanse
ralio was aiso statisneally signiticantly suparior in the Neurantin® 900 mg/day group (-0.119) umpared ta that in
the placebo group {-0.027}, 45 was response 1atig 1n 1200 mg/day Neurontin & (-0.184) comparyd to placeba.
Analyses were al50 purformed in each study to examine the eftect of Neurontin on preventng secandarily gen-
eralized tome-clonic seizures. Panents who expenenced 4 swcandarily genesalized tomc.clomc seizure in eithar
the basaline or in the treatment panod in all three placebo-controlied studies wire included n these analyses.
There were severyl response ratio ¢omparisons thart showed a isti ignifi ge for N i
comparad 1 placebo and favorable trends for almost all comparisons.

Analysis of responder rarg using combined daty fram all three studins and all doses (N=162, Neurontin®:; N=83,
plazebu) also showed « signilicant advantagy for Neurontn® ovur placebo in reducing the frequancy of sec-
endanly generalized tonic-clonic seizures,

In two of the three contralled studies. arare than ane desy of Naurontin® was wsed Within each sty the results
i not show a consistently increased respanse 1o dyse, Howaver, laoking acrass stuthes, a rrend toward
increguing wfhicacy with ingreasing dose s evident see Figure 11,
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Flacebo by Do and Siwdy
In the hgure, trizatment effect magniurdy, measured on the Y xs in terms of the dilterancé im the propartion of
gabapentin and placebo assigned patients attaiving a 50% or greater reduction in seizure frequency frgm base-
line, s ploned against the daily duse ol gabapentin auministared (X axis)
Aithaugh no farmal analysis by gendar hay been performed, estmales of respanse [Response Ratia] derived from
ehnical trials (398 men, 307 women) indicate no impormant gendur diffarences exist There was no congigent pat-
tern indicating that age had any ¢ffuct on the respanse W Newrontin™. There were insufficient nymbers of
pavents of races other Than Caucastan to permit a comparison of eHicacy among racial groups

INDICATIONS AND USAGE

Neurontin™ (gabapantin) is indicated oy adjunctive therapy in the treatment of pactial seizures with and without
secondary generalization in adults with epilepsy.

CONTRAINDICATIONS
Neurgntin™ 15 coarraindicated in patients wha have demanstrated hypresensiwity to the drog or its ingredients,
WARNINGS

Withdrawal Precipitated Seizure, Status Epilepticus

Antepilepre drugs should not be abruptly discontinued hecause of the possibitity of increasing seizyre frequency.
In the placeba-controlled studies. the incidence of siptus vpilepticus in patieats recewing Neurgntn™ was 0.6%
(3 of 543} versus 0.5% in patients receiving placeby (2 ot 378). Among the 2074 patients traared with Neurontin©
Across all yudies (cantrolled und uncortrollea) 31{1,5%) had status epilepricis. 0 these, 14 patients had no
pror hustzry of status epieplicus enher bafore rrestmant or while on other medicatons. Becauss adequate his-
tonicai data arg nccavailable. it s mpossible i say whether or not rreaiment with Nearanun iy azsociated with
2 higher 3¢ lawer ~ate of 11213 epepucus than would be expected & 02Cur in 3 srmlar populatien not treated
wth Neurcnrn™

Tumarigenic Potential
In standard prechmcal /7 v ifetume circnagenicity studies. dn unexpectadly high mcidence of pancreglic
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WARNINGS- icomtmued)

acinar gdenocar cinomnas was wentdied o male, but not female, rats (Gee PRECAUTIONS i cunug
Muraqeness, Impanmuent I Fertilny } The chnical significance ol this finchng is unkngwen Chical exponenz e
durmy gabapentn’s premarketing development Providis no direct means (0 assess 1s polental I mdncmng
wmors in humans

In elinigal studias Compiismy 2085 patipal-yiars o) 24posure, sew lUMars were repored u 10 pabeos (2 bhreast, 3

bryin. 2 lung, 1 adenal, | non-Hedgkin's lymphoma, T endometrial careingima m situ), aad Preexisuig Numors wors-

ened r 1 pavents {3 o, | bieast. | prostate) dunng or up 1o 2 years following discantinuation ol New oaua™
Without knowledge of The background incideace and recurrence in a similar papulation netireated with
Newrontin® it 15 impassible to know whether the incidence Seenan thrs cohart is o s not alfected by eataan(
Sudden and Unexplained Deaths
During the course of pr keting di of +. 8 sugden and unexplaned deaths were recorden
among a eohart of 2203 patients weated (2103 patrent-years of RRDUSUTE).

Some: ol these could represent serure-related deaths in which the seizure was not abserved. e g, al mght This
tepresents an incidence of 0 0038 deaths per patient-year Although this cate exceeds that srpectad m a Lealthy
populstion maiched for age and sux, it 15 wittun the range of for the imcid of sudden unexplamed
deaths in patients with epilepsy not recewing Neurontin* {ranging from 0.0005 far the genecal poaulanan ol eplep-
ues 1o 0.003 for a clivcal trial population simidar ta thar in the Neuronzn= program, to 00035 for pavents with relrac-
tary epilepsy) Consgquently. whether tise ligures ar reassuring or raise further conearn depend: on compara-
bility of the papulanens repored upan to the Neurantin® cohon ard the accuracy of the estimates, prowvided.
PRECAUTIONS

Information for Patients
Patients should be instructed to (ake Neuronun= only as prescrbed.
Patients should be advised that Newrontin may cayze dizzness, and other symp and signs of
CNS depression, Accardingly, they shuuld be advisid neither ta drive a car noc ta aperale other complex, machins
ery unti they hyve gained sullicient experience on Neurontin® yauge whether or not it affects their mentat
andfor motoe perlormance adversely,
Laboratory Tests
Clinical vials data do not indicate that routine monitoring of cfincat laboratory pacameters is necessary ter the

N i0® blogd ¢ 4

safe yse of Neurontin, The valug of manitoing blood has not been established
Neurontin® may be used in eombination with other antiepileptic drugs withgut concern for alteration of the blood
ians of gabap. ar of ather ileptic drugs.

Drug Interactians

Gabapentin is nat appreciably metabahzed nor does irinterfere with he izm of
antiepilepuc drugs. .
The drug intaractivn data deseribad in this secton were obtaned from studies involving healthy adults ang
pauents with epilepsy.

FPhenytoin: In a single and multiple dose study of Neurontin® (400 mg LD in epilepuc patients (N=8) maintained
an phenytoin mongtharapy for #1 least 2 manths. gabapentin had ng afect on the seady-siate trough plasma con.
cenirations of phenytoin and ph had ng #ifect on gab h ics.

Carbamazepine: Steady-stare rough plasma carbumazepine and carbamazepire 10, 1) epoxide concentra-
tions wera not alfected by concomitant gabapentia {400 mg TLD . N:1Z] administristion, Likewise. gabapentin
pharavacakinetics werg unalterad by carbamazeping administration

Valproic Acid: The mean steady-srats trqugh serum valgroic aced concentrations prios ta and dur:ng concomi-
tant gahapantin administratian (400 mg T.1.0.; N=17) were not difterent ard neither were gahapantm pharmacn-
kinetic parameters affected by valproic acid. -

Ph barbital: Esti ol steady-gtate phari i parameters far ph bital or
(300 mg T D.; N=12) arg iduntical whether the drugs are administered alone ar tagether.

Cimatidine: n tha presence of cimetidine a1 300 mg Q.1.D, {N=12) the mean apparent oryl clearance qf gabapentin
fall by 14% and creatining clearance fell by 10%. Thus eimetidine appeared to aher the renal exereuon of both
gabapentin and €reatining, an endogenous marker of ranal function, This small decrease in excretian ol
gabapuntin by cimetidine is nat expected ta be of clinical imperignce. The eHect al gabapentin on cimetiding was
nat evaluated.

Oral Contraceptive: Based on AUC and half-life, Muitiple-dose pharmacokinetic profiles of nerethindrone and
! i 0o

ethinyl gstradial fallowing admi ol 1ablets 9 2.5 mg of ane acetalc and 50 meg of
ethinyl estradiol wore similar with and without coadministraton of gabagentin (400 mg T1.0.; N=13). The Cmax
of norethindrong was 13% higher when it was drmi ©d with gab ; this i ion (s not expected

o be of clinicol importance.

Antacid (Maalox®): Maalax reduced the biguvailability of gabapentin {N=16) by about 20%. This decriase
in troavailability was about 5% when gabapentin was administered 2 hours aler Maalgx It is recommended that
gabapentin b taken at least 2 hours foltowing Maafox adiunistration.

Effect of Probenecid: Prabenecid s a blocker ot renal tubnlae secretion. Gubapentin pharmacokinetic param»
€lurs without and with probenecid WUre comparable. This indicates that gabapentin does sot undergo renal
whular secretian by tha pathway that is blocked by probeneeiy,

Drug/Laboratory Tests Interactions

Becaysu false positive ruadings ware repored with the Ames N-Mulstis 557 dipstick test for uiinary protein
when gabapentin was added to other antrepileptic drugy. the mare speciic sulfosalicylic acid precipitatran proce-
dute i3 recommended (o determine the presence of uring protain.

Carcinogenesis, Mutagenesis, Impairment of Fertility

Gabiapeniin was given in the diet to mice at 200, 600, and 2000 my/kg'day and 1o rats ar 750. 1000, and 2000 mgkg/day
tor 2 years, A statistically significant increase in the incid of acinar cell ad and cyroinomas
was found v male rats receiving the high dose; the ng-eliect dose for the aceurrence of carcinomas was
1000 mg/kg/day. Peak plasma cancenatratons of 9abapentin in rats recewing the high dose of 2000 mg/kg
were 10 limes higher than plasma concentrabions in hymans recyiving 3600 my per day, and in rats recaeiving
1000 myg/kg/day peak plasma congentrations were § § bmes higher than in humans receiving 3600 mg/day
The pancreatic acinar cefl carcinomas did not alfect survival, did not metastasize and were nor locally inya-
sive. Studies o attempt 1o define 2 mechanism by which this relatively rare tumar type 15 accurring are n
pragress. The relevance of this hinding 1a cercnagenic risk «n humans 15 unclesr

Gibap dig niot are geaic or ic potontial in theee /m vitro atd two in vivo assays. It
Was negative in the Ames test and the /7 vitrs HGPAY forward mutation assay in Chinese hamster lung ¢elis: it
did not produce signifi increases in chr | aberrations in the /7 virrp Clunese hamsier lung cell

B85y, 1l was negative in the fn vive chromusomal aberration assay #nd in the i vivo micranucleus test in Chinese
hamstar bone marrow.

No adverse ellacts an fertilty or repraduction were abserved in rars ot doses up 1o 2000 mg/kq (approximately
5 tines the masimum recommended hunian dose on an mg/m? bas),

Pregnancy

Pregnancy Categery C: Gabapentin hys baen shawn 1 be tetotomc in redents. causing delayied ossilication of
suveral bhones in the skull, verrebrav, forelimbs, and hindlimbs These effocts accurred when pregnant mice
received oral doses af 1000 or 3000 mg/kg/day during the perod ot organogenesis, or gpproximately 1 1o 4
times the maximum dose of 3600 myg/day given 1o rpileptic pavents on a mg'm? basis. The no-effact level was
500 mg/ka/day or approximarely 42 of the human dose on a my/m? basis.

When rints were dosed prior to and during wrating, and thravghout gestation, pups from ali dose graups (500, 1000
and 2000 mg/kg/day) were affected. These duses are equivalent Lo less than approximately-1 1a $ times the maxt-
mum human dose an 3 mg/m? basis. There was an increasi) ncdency: ol hydraareter and or hydronephrosis in

rate i g study of Jertilty and general |eprodustive performance at 2000 magkgday with no efect ar 1000 mgkg/day,
in a 1@ atology study at 1500 mg/kg/day with ny elect at 300 my/kg/day. und in a pezinatal and postnatal Fludy ar
all dowes studied {500, 1000 and 2000 mg/kg/dayl The doses at which the effecis poourred are approxsmataly | 1o
5 timns the maximuym human dose of 3600 my '3y 0n 3 Mg/m? basis, the np-gHeel doses were aparormately 3
times (Fertility and Gunaral Reproductve Performance studyl and apprex.mately equal 1o (Teratzqenicity study)

PRECAUTIONS (continued)

the maximum human dose on a mg/m2 basis. Qiher than hydroureter and hydranephrosis, the aticlagies of
which ate unclyar, the ncidence of malformations was nat Increased compared 1o conteals in aff-zpring of
mice, rats. of fabbits given doges up to 50 limes {mice), 30 times [rats), and 75 umes {rabbis} the human daily
dose on o mg/kg basis, ar & times {mice), 5 times (rats), or 8 times (rabbits) the human daily dose on a my/ml
basis.
In 4 1gratology study in rabhits, an increased incidence of postimplantation {etal loss oecurred in dams expased
to 60, 300 arnd 1500 mg/ka/day. or less than appraximataly 172 10 8 tmes the maximum human dose on a mg/m?
bagis There are no adequare and well-controlled studies in pregnant women. Because ammal reproductian stud-
ies are noT always predictive of human rusponse. This drug should be uscd during pregnaney only if the patential
benelit justifies the porential risk to the fotus.
Uze in Nurting Mothers
Itis not known if gabapentin is uxcreted in human milk and the eftact on the nursing intant is uitknown, However,
because many drugs are excroted in human milk, Neurenun® should be used in women wha am nyrsing anly if
the benefiz clearly putweigh the risks.
Pediatric Use .
Safuly and effectiveness in pediatric patients below the 4ge of 17 years have nat been established.
Geriatric Use
No systematic studies in geriatric patients have been conducted. Adverse clinical events reported amgng 59
Neurantin ™ expased patients over age 65 did nat diffec in kind fram those reporied for younger individyals.
The small nymber of older individuals evaluated, however. limits the strength of any conctumons reached abour
the influence, d any. of age on the kind and incrdence af adverse events ar laboratory arinormaliry asyociated
with the yse of Neurgntin®. H
Because MNeurontlin® is eliminated pritanly by renal excretion, the dose ol Neuromin should De adjusted 2y
noted in DOSAGE AND ADMINISTRATION (Table 2) for eldaily patients with compeomised renal funciion.
Creatinine claarance is difficult to measure in gutpatiems ¢nd serum creatinine fay be redyced in the elderly.
becausy of decreased muscle mass. Creatining clearangy 1€, 1 can be reasonably well esumated using the equa-
tion of Cockerafr and Gaule .

for females €, = {0 83)140-agepwal/1721i5,,1

for malgs C, = 140-agellwil/{iT2)s, ) -
where age is in years, wtis in kilograms and ¢, i serum creatinine in mg/d, .

ADVERSE REACTIONS

The most commaonly ohsirved adverse evenrs d with the uze of N tin¥ in ion witht
othar antiepileptic diugs, not seen at an equivalent frequency among placebp-treated patients, were somno-
lence. dizziness, ataxia, fatigue. and nystagmuys.

Appr ¥ 7% of the 2074 individusls who received N in in pr g clinical trials di;

treatment hecause of an adverse event. The adverse evenrs most commonly associated with withdrawal were
somnalence {1.2%), ataxia (0.8%). fatigue (06%). nausea and/or vomiting (0.6%), and dizziness (0 6%).

Incidence in Controlled Clinical Trials

Table 1 Ists wreatmant: yent signs and symp, that occurred in at l¢xs1 1% of Newsontin® -rreated parients
with epilepsy participating in placebo-controlled 1rigls and were numerie glly mare common in the Neyrontin &
group. In thitse studies, enher Neurontn® or placebo was added to the patients current antiepileptic drug thera.
Y. Adverse events were vsually mild to modecarg jn intensity,

The prescrber should be aware that these tigures, obtined when Neurontin® was added o cancurrent
antiepiteptic drug therapy, cannot be use o predict the Irequency of adverse events in the course of ysual med-
icul practice where patienr characteristics and ather factars may differ frarn thase prevaiing during clinical
studies. Similasly, the cited frequencivs cannot he directly compared with Tigures obtained fram other clinigal
investigations involving differant . USES, or i i 5. An i jon of hese | . however,
does provide (he preseribing physician with one basis to estimate the 1elalive coatribution of drug and nondrug
lagtors 19 the adverse uvant incidences in the population studred.

TABLE 1. Trearment-Emirgent Adverse Event lncidence in Controlied Add-0n Trials (Events
in atieast 1% of Neurontin patients ang numerically
more frequent than in the placeby group)

Neucgntin ™ Flacebo?
Body System/ N=543 N=378
Adverse Event % %
Body Az A Whoplg
Fatigue
Weight Increase
Back Fain
Penpheral Efema
Cardigvascular
Vasodilatation
Qigestive System
Dyspepsia
Mouth or Throat Dry
Constipation
Dental Abnormalities
increased Appetite
191 angd Lympharie Systems
Leukoperia
Muscyloskelital Systen
Myalga
Fracture
Nervous Jvstem
Sumnolence
Dicainess
Ataxia
Nsyragmus
Tremor
Nervousnass
Oysarthiig
Amnesiy
Depression
Thinking Abnormal
Twitching
. Coardination Abnarmal
Respiratory Svstem
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ADVERSE REACTIONS (continued)
Other everts in mare than 1% of patents but equally ar more fruquer.. in the placeba group included: headachs,

viral wlection, tever, nausea and/ar vonuting, | pain, diarthiza. 3 , EOMNia, emo-
uonal labdity, rash, acne.
Amang the tr gent adverse avents ing at an ingid ol o1 least 10% of Neurontin-treated

patients, somnolenca and ataxia appeared to exhibil a positive dos¢-respanse ralanonship.

The averall incidence of adverse gvents and the types of sdverse events suen were similar 3mong men and
women treated with Newrantin®, The incidence of adverse events increasad shghry with increasing age in
qatients treatad wul either Neurontn® ar placaby, Because only 3% of patiants (26/421) i placho-contratied
studies were idantified 25 nonwhita (btack or pther), there are msulficient data to suppart a statement regarding
the distribution of advarse events by race.

Other Adverse Events Obsarved During All Clinical Trials

= hag been ini d 1o 2074 individuals dunng il elinical trials, only some ol which were place-
bo-controlled, During these trials. all adverse vvents were recorded by the clinical investigafors using termynol-
gy of thair own ¢hoosing. To provide a meaningful estimata of the proportion of individuals having adverse
evems, similar types of events ware grouped into & smaller number of standardized categones wsing moditiad
COSTART dictonacy 1erminology. These categorws are used in the listing balow, The frequencies presented
represent the progurtion of the 2078 individual expased to i who i d an evenr of the type
cited on at least one perason while receiving Neurantin®. All reported events are included escept thase
alteady listed 10 the previgus rable, those (00 general 10 be infarmative, and those not reasonably asseciated
with 1het uze of the drug.
Events are further classified within body system categories and enumerated in order of decreasing f:equency
using the following definitions: frequant sdverse evants are delined 23 those occurring in at least /100 patients;
infrequent adverse events are those occurdng in 17100 W 1/1000 patients, rare events gré thase oceurnng in
lewyr than 1/1000 patients.

Body As A Whole: Frequent: asthenia, malaise, lace edema; Infrequent: allergy. generalized edema, weight
decrease. chill; Rara: strange feelings, lassitude, alcahal intolerance, hangover efect.

Cardiovascular System: Frequenl hypemension; Infrequent hypotension, angina pectoris, penpheral vascular
disorder, pelpwation, tachycardia, migraine. murmur; Rare. arrial fibri heart faifura, th p - deep
thrombophlubitis, myacardial infarcrion, cerebrovascular accident, pulmonary thrambosis, ventncular extrasys:
tales, bradycardia, premature atrial contraction, pericardial rub, hearc block, pulmanary embolus. hyperipidemta.
hyperch olemia, pericardial effusion, p d
Digestive System: Frequent: anarexia, latwlence, gingivitis: Infrequent: glossitis, gum hemarrhage, thirsL

itis, i d salivation, gastr . hemgrrhods, bloody stoals, fecal incontinence, hepatomanaly;
Rare; dysphagia, eructation, pancrealifis, peptc ulcee, colis, blisters in mouth, tooth discolor, perteche, salivary
gland unlarged, lip hamorrhage, esophagitis, hiatal hernia, hematamesis. proctitis, irrithble bowel syndrome, rec:
tal hemorrhage, escphaguyt Spasm.
Endacrine System: Rare: hyperthyraid, hypothy 4, goiter, hyp gen, ovariaa failure,
testitlo. cushingoid appearance.
Hematologic and Lymphatic System: Frequencpurpura most often described as bruises resuling from
physical trauma: Infreq CUTEN ia, lympl hy; Rare' WBC countinereased, lym-
phaeytosis, non-Hodgkins lymphoma, bieading tme increased.
Musculoskeletal Systemy; Frequant: arthealgia; Infrequent 1endinitis, arthis, joint stttness, jont swelling,
positive Romberg test; Aare: coxochendnilis, 05120parasis, bursitis. contraclure.

idi swollen

Nervous System: Fregyenr: vertigo, hyperkinesia, paresthesia, decreased or absent refiexes, ingrpased
reflexas, anwiety, hostilty; Infrequant: CNS Tumors, syncope. dreaming abnoremal, aphasia. hypesthesia, intracra-
nial hemorrhage, hypatania, dysesthesia, paresis, dystoma. hemiplegia, facial pacalysis, stupor. cerebellar dys-
function, pasitive Babinski sign, decreased position sense, subdural hematoma, apathy, hallucmation, dezrease
or loss of libida, agiation. paranoia, depersonalizaton. euphana, {eeting high, doped -up sensatian. suiridal, psy:
chosis; Rare; ehor is, orofactal dyski lapathy, nerve paisy, personality disorder, mereased
libido, subdued Temperament, anraxia, fing motor cantrol disurden, menmgismus, local myorslonus, hyperesthesia,
hypokinesia, mania, neurosis, hystena, antisocial reacuon, suicide gesture. .

P v Sy Frequent p ia; Infrequent: vpistaxis, dyspnea, apnea, Aare: mucositis, asprration
pAeumomna, hyperventilation, hitgup, laryngitis. nasal fon. snoring, broneh P il It
ndema.

Dermatological: Infrequent: alupecia, eczema. dry skin, increased sweating, urticaria, hirsutge. seborrhea,
¢yst herpes simplex: Aare: herpes zoster, skin disealor, skin papules, photosansitive reactian, log ulver, scalp
seborthea, psonasis, desquamation. smaceraton, skin nodules, subcutaneaus nodule, melanosis, skin ngerosis,
lacal swelling.

Urogenital System: infrequent, hematuria, dysutia, unnation frequancy, cystitis, uinary retenlion, wrinary
Incentinence, vaginal hemorrhage, amenorrhea, dysmenorrhea, menorrhagia, breast cancer, unakle 1p climax,
ajaculation abnormal; Aare: kidney pain, leukarrhea, prufitus genital, runal stone, acute renal failure, anyria, giy-
cosure. nephrosis, nocturia, pyuna, urinatian urgency, vaginal pain, breast pain, testicle pain,

Special Senses: Frequent: sbnormal vision; Infrequent: catargcl conjunctiviis. eyes dry, eye pain, visual {ield
defect, photophubia, bilateral or unilateral plosis. #ye hemarrhage. hordealum, heaving loss, earaché. Hinnis,
inner ear (nlection, atiis, taste 1085, Lnusual taste, Rye twitching, ear fullness; Kare; wye itching, abnormal accom-
odation, porforated ear drum, sensitivity to noise, eye ocusing pranlem, watery pyes, retinopathy. glaucoma.
irinis, cormaal disorders, lacrimal dysfunction, degenerative eye changes, blindnass, retinal degenerangn, Mass,
charioretinitis, strabismus, eustachian wbe dysfunclian, labynnthiti. atitis externa, odd smell.

Postmarketing and Other Experience )

In addition 10 the adverse uxperiences reported during chmeal testing of Neurontin®, the {ollowing adverse expé-
riences have been reportad n patients receiving marketed Neurontin. These advurse expenences have not
been listad above and data are insuificient to support an estimate of their incidence of o establish causation. The
listing 15 alphabetized angioedema, blood glucose fluctnatian, erythemy muttilorme, etevated liver funclivn rests,
fever, jaundice, Stevens-Johnson syndrome.

DRUG ABUSE AND DEPENDENCE

The abuse and depandence potental of Neurantin® has not been rvgluared in human Fudies.

OVERDOSAGE

A lethal dose of gabapentn was nat idenuhed in mice and rats receiving single oral doses as high as B0 mg/ky,
Signs of acute toxicity in animats included ataxiy, apored breathing, pasis, sedalion. hypaactvity, of excitation
Acute nral overdosas of Neurontn'™ up to 49 grams have been reparted. In these cases, double vision, siurred
speech, drowsiness, lethargy and diarrhea were ohsecvad. All patiants recovered with supporive care.
Gabapentin can be removed by ialysis. Although’ dialysis has not been performed in the few overdose

cases reparted, it may be indicated by the patient’s climcal state or in patients with signilicant renal impairment.
DOSAGE AND ADMINISTRATION

Neurontin® s recommended for a6d-on therapy in patients over 12 y2ars of age. Evidence bearing vn its salety
and eflacuveness in pediatric puienis below the aye af 12 is not avhitable.

Neurontn® is given orally with or wathout food.

The effective dose of Neurantin® is 300 10 1600 mg/day and given in divided doses (three tmes a day) using K-
or 400-mg capsules or 600- or B00-mg tablity. The starting dose i5 300 mg three imes 3 day. If necessary, the dose
may be increasad usmy 300- or 400-myg capsules ar 500- of 800-mg tablets hree times a day up 10 1800 mgdav.
Dosuyes up to 2400 mgfday have been well tolerated in long-teim chrical studies. Doses ot 3600 mg/day have
alsa been administered W a small number of patients {or a retatively short duration, and have hean wali tolerared
The maximum tma butween doses in the T1 0 schedule should not exceed 12 hours.

It 15 noL ntcessary to monitor gabapentin plasma 2oncentrations to sptmize Neyrontin® tharupy Further,
because there are no sigruficant phacmacoxinetic interachons among Neurontin® and other commanty Lzed
antiepilopuic drugs, the addition af Neuronnn* daes ot alter the plasma levels of these drugs aparesiatly

DOSAGE AND ADMINISTRATION (continued!

1f Neurontn ® 1s dizcontinued and/or an alternate anugonvulsant medication 15 added 1a the Therapy, 1his should
be done grogually over o mmimum of 1 week.

Dosage adjustment in patients with comprumised renal function or undergoing hemadialysis s recommended a5
tallows:

TABLE 2. Neuronun  Dosage Based on Renal Function

Renal Function

Creatmnne Clearance Total Daily Dose Dose Regimen
(ml/min) {mg/day} (reg )
=60 1200
H—60 600
15—30 300

=15 150
Hemadialysis —

*Every other day
“pading duse of 30 to 400 mg in panientz wha Nave never received Neurontin'®, ten 200 to 300 mg
Neuroatin® (ollgwing each £ hours of heraodialysis.
HOW SUPPLIED
Neurontin® {gabapentin] ¢apsules and tablets are supplied as lollows:
100-mg capsules:
White hard gelatin capsules printed with "PD” on one sul¢ and “Neurentin/100 mg™
on the athér: available in:
Bartles of 100: N (471-(803-24
Unit dose 50°s: N 0071-0803-40
300-mg capsuvies, .
Yellow hard gelatin capsules printed with “PD” on one side and “Neurontin =300 mq™
o0 the other; svailable in:
Botles ol 100: N 0071-0805-24
Unir dose 50'5: N 0011-0805-40 -
40{1-mg Capsules.
Orange hard gelatin capsules prmted with “PD on one side and “Neuranun <400 mg™
on the othar; avaitshle
Bomles of 100: N D071-0806-24
Unit goze 50's: N 0071-0806-40
600-mg tablets.
White elliptical filin-caated tablets printed in hlack ink with "Neuronrin £ 6007 on ane
side; avartable in;
Borttles of 100: N 0O71-3416-24
Borles of 500: N (071-0416-30
Unir dase 50's: N 0071.0416-40
800-mg tablets:
White elliprical film-coated tablots printed in orange with “Neuraatin® 8007 on one
side; avarlable in:
Battles of 100: N (071-0426-24
Bortles of 500: N D071-426-30
Unit dose 50's: N 0071-0426-a0

Stworage (Capsules)
Store at Controlied Room Temperature 15°-30°C (597-867F).
Storage (Toblets)

Store at 23°C {77°F); excursions permitted to 157-30°C (59°-86°F) [see USF Controlled Room
Tempearaturel,
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Manufactured by:
Parke Davis Pharmaceutieals, Ltd.
Veqa Aaja, PR 00694

Digtribured by:
PARKE-DAVIS

Div of Wainer-Lambert Co
Mareis Plaing. NJ 07950 USA
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