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MEDICATION GUIDE
I(I.AITII (Dr lan’ H})
Chewable Tablets, Exhdll Oral Capsules

Read this u start aking DILANTIN
and each time you gst a refill. Thera may be new information.

is ation doss not fake the place of talking to your
healthcare provider about your medical condtion or iraatment.

Iiynu hm any qungmn tsnut DILANTIN, ask your healthcare

ln-lllh mast important information | should know about

Ihlﬂnbphhlg DILANTIN without first talking to your
healthcare provide

Stopping DILMIT]N suddanly can causs sericus problams.

III.MT!I can cause serious side effects md-iq
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. mnuhsnnmuudn or dying
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* new or worse deprassion
* NEW OF WOrse an
. Ialllng lnlmnd or restiess
* panic attacks
« troubles slesping (inscminia)
« new or worse iitability
« acting aggressive, baing angry, or violent
* acting on dangercus impulses
« an axtreme increase activity and talking (maria)
« other unusual changesin hd'lvmr or mwd

(emmmpﬁnn) unless you are plnning to become
ragnant

* Tell your hnhhm provider right away if you bacome
pragnant whis taking DILMITIH You and your haalthcars

rovider shn i decide if you wll taks DILANTIN whle
you are pregnant.
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. Symptoems can include any of the follow

. s:nlmg of your face, eyes, lips, or tongua

. frwr. swollen glllﬂi [Pymvh nodes), or sora throat that
ot go away or and go
. mnful sores in ﬂla meuth or around your eyss
« yellowing of your skin or eyes
* bruising or bleeding
« sgvers fatigue or weakness
* savers muscle pain
« frequent infections or an infection that does not go away
* ks of appatits (anorexia)
* nausea or vomiting
Call your healthcare provider right away if you have any of the
T
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How can | waich for early symptoms of suicidal thoughis and 1 s 3 prescrition mdicine usedto et tonic.clnic
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. Kew lllfdlwl-np visits w th your healthcara provider as szﬂ:h DILANTIN?
Donot take DILANTIN if you:

&lewrrﬂlﬂmlv:mdor between visits as needed, especia ly
if you are worrind
Ihaoliqﬂugmulﬂll'llbnﬁuﬂngbl

Stnppmg DILANHN sudderly can cause sericus problems.

1 3 ssizre medicng luddnnly in a patient who has
lw&ycmmnwuuﬂnl !uhp(muwhp\nu)
Suicidal theughts or actions can be causad by things other
than medicines, If you have suicidal thoughts or actions, your
hnnhun prowder may check for mhlv causes.

Dilantin may harm

« If you take DI lﬂm.dmn nai ur isat
risk for sarious birth dlh:h' prograncy. your baby &

« Birth dafacts may cccur even in children born to women
whownt taking any medicines and do not have other

« If you take DILANTIN duri nan r bat
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mwmn 'you should use affective birth control

* are all to of the ingrediants
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PEGANONE (athotain), or MES'NTUIN (mlyhunytun]

my healthcare provider before taking

Befora you taka DILANTIN, tel your healthcare providar if you:

* Have or had liver disease

* Have or had porphyria

* Have or had diabatas

* Have or have hddnnr-mn. mood problems, or suicidal
thoughts or beha

« Are pregrant o hnmhmn nant. If
pragnant whie taking DILANTIN, the ol of DILANTIN
n your blood may dacraass, causing | ynur segures to
bacome worse. Your he providar may change
yourdoal of DILMTIN

* Are breast fead lan to braastfesd. DILANTIN ca

pass into brum mllt. Ynu ad HD r healthcare prwdl

monu decida if you will take DILANTIN or breastfaed.
You should not do both.
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Tell your healthcare provider about all the medicines
you take, including prescription and non-prescription
medicines, vitamins, and herbal supplements.

Taking DILANTIN with certain other medicines can cause

side effects or affect how well they work. Do not start or

stop other medicines without taking to your healthcare
provider.

Know the medicines you take. Keep a list of them and show

it to your healthcare provider and pharmacist when you get

anew medicine.
How should | take DILANTIN?

« Take DILANTIN exactly as prescribed. Your healthcare
provider wi | tell you how much DILANTIN to take.

* Your healthcare provider may change your dose. Do not
change your dose of DILANTIN without talking to your
healthcare provider.

* DILANTIN can cause overgrowth of your gums. Brushing
and flossing your teeth and seeing a dentist regularly
while taking DILANTIN can help prevent this.

« If you take too much DILANTIN, cal your healthcare
provider or local Poison Control Center right away.

« Do not stop taking DILANTIN without first talking to your
healthcare provider. Stopping DILANTIN suddenly can
cause serious problems.

What should | avoid while taking DILANTIN?

+ Do not drink alcohol while you take DILANTIN without
first talking to your healthcare provider. Drinking alcohol
while taking DILANTIN may change your blood levels of
DILANTIN which can cause serious problems.

+ Do not drive, operate heavy machinery, or do other
dangerous activities until you know how DILANTIN
affects you. DILANTIN can slow your thinking and motor
skills.

What are the possible side effects of DILANTIN?

See “What is me Jmost important information | should know
about DILANTIN?”

DILANTIN may cause other serious side effects including:

+ Softening of your bones (osteopenia, nsteopoms\s and
osteomalacia). This can cause broken bone:

Call your healthcare provider right away, if you nave any of
the symptoms listed above.
‘The most common side effects of DILANTIN include:
+ problems w th walking and coordination
slurred speech
confusion
dizziness
trouble sleeping
nervousness
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vomiting
constipation

* rash
These are not all the possible side effects of DILANTIN. For
more information, ask your healthcare provider or pharmacist.
Tell your healthcare provider if you have any side effect that
bothers you or that does not go away.
Call your doctor for medical advice about side effects. You
may report side effects to FDA at 1-800-FDA-1088.
How should | store DILANTIN?

« Store DILANTIN INFATABS at room temperature between
68°F to 77°F (20°C to 25°C). Protect from moisture.

« Store DILANTIN Capsules at room temperature between
68°F to 77°F (20°C to 25°C) in tight, light-resistant
containers. Protect from moisture.

Keep DILANTIN and all medicines out of the reach of children.

General information about DILANTIN

Medicines are sometimes prescribed for purposes other than

those listed in a Medication Guide. Do not use DILANTIN for a

condition for which it was not prescribed. Do not give DILANTIN

o other people, even if they have the same symptoms that you

have. It may harm them.

This Medication Guide summarizes the most important

information about DILANTIN. If you would like more information,

talk with your healthcare provider. You can ask your hea thcare

provider or pharmacist for information about DILANTIN that

was written for healthcare professionals.

For more m‘mrmallun abou( DILANTIN, visit http://wvw.pfizer.com

or call 1-800-438-1

What are the Inmerllems in DILANTIN?

Tablet

Each tablet is a yellow triangular scored chewable tablet.

Active ingredient: 50 mg phenytoin

Inactive ingredients: D & C yellow No. 10, A1 lake, FD&C yellow
. 6, flavor, saccharin sodium, confectioner's sugar, talc,

magnesium stearate, and purified water.

Extended Oral Capsule

Dilantin 30mg: Each capsule cnnlams awhite powder. The small

pale pink opaque cap has “PD” imprinted in black ink and the

white, opaque body has “Dilantin 30 mg” printed in black ink.

Active ingredient: 30 mg phenytoin sodium

Inactive ingredients: lactose monohydrate, confectioner’s sugar,

talc, and magnesium stearate. The capsule shell cap and body

contain Titanium Dioxide (cap and body); gelatin (cap and body);

D&C ye low No. 10 (cap); FD&C red No. 3 (cap).

Dilantin 100mg: Each capsule contains a white powder. The

medium orange cap has “PD” imprinted in black ink and the

hmte opaque body nas “DILANTIN” over “100 mg” printed in

Active mgredlen(' 100 mg phenytoin sodium

Inactive i i lactose sugar,

talc, and magnesium stearate. The capsule body contains

titanium dioxide and gelatin. The capsule cap contains FD&C

red No. 28, FD&C ye low No. 6, and gelatin.

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

Drug Administration.
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Tell your healthcare provider about all the medicines
you take, including prescription and non-prescription
medlcmes vitamins, and herbal supplements.

Taking DILANTIN with certain other medicines can cause

side effects or affect how well they work. Do not start or

stop other medicines without talking to your healthcare
provider.

Know the medicines you take. Keep a ist of them and show

it to your hea thcare provider and pharmacist when you get

anew medicine.
How should | take DILANTIN?

« Take DILANTIN exactly as prescribed. Your healthcare
provider will tell you how much DILANTIN to take.

* Your healthcare provider may change your dose. Do not
change your dose of DILANTIN without talking to your
healthcare provider.

« DILANTIN can cause overgrowth of your gums. Brushing
and flossing your teeth and seeing a dentist regularly
while taking DILANTIN can help prevent this.

* If you take too much DILANTIN, call your healthcare
provider or local Poison Control Center right away.

« Do not stop taking DILANTIN without first talking to your
healthcare provider. Stoppmg DILANTIN suddenly can
cause serious problem:

What should | avoid while lakinu DILANTIN?

+ Do not drink alcohol while you take DILANTIN without
first talking to your healthcare provider. Drinking alcohol
while taking DILANTIN may change your blood levels of

ILANTIN which can cause serious problems.

+ Do not drive, operate heavy machinery, or do other
dangerous activities until you know how DILANTIN
a!(!ec(s you. DILANTIN can slow your thinking and motor

What are the possible side effects of DILANTIN?
See “What is the most important information 1 should know
about DILANTIN?”
DILANTIN may cause other serious side effects including:
= Softening of your bones (osteopenia, osteoporosis, and
osteomalacia). This can cause broken bones.
Call your healthcare provider right away, if you have any of
the symptoms listed above.
The most common side effects of DILANTIN include:
« problems with walking and coordination
* slurred speech
confusion
dizziness
trouble sleeping
nervousness
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vomiting
constipation

* rash
These are not all the possible side effects of DILANTIN. For
more information, ask your healthcare provider or pharmacist.
Tell your healthcare provider if you have any side effect that
bothers you or that does not go away.
Call your doctor for medical advice about side effects. You
may report side effects to FDA at 1-800-FDA-1088.
How should | store DILANTIN?

 Store DILANTIN INFATABS at room temperature between
68°F to 77°F (20°C to 25°C). Protect from moisture.

 Store DILANTIN Capsules at room temperalure beMeen

Dilantin®
us?)

68°F to 77°F (20°C to 25°C) in tight, |
containers. Protect from moisture.
Keep DILANTIN and all medicines out of the reach of children.
General information about DILANTIN
Medicines are sometimes prescribed for purposes other than
those listed in a Medication Guide. Do not use DILANTIN for a
condition for which it was not prescribed. Do not give DILANTIN
to other people, even if they have the same symptoms that you
have. It may harm them.
This Medication Guide summarizes the most important
information about DILANTIN. If you would like more information,
talk with your healthcare provider. You can ask your healthcare
provider or pharmacist for information about DILANTIN that
was written for healthcare professionals.
For more mformaﬂon about DILANTIN, visit http:/www.pfizer.com
or call 1-800-438-1
What are the Inuredlenls in DILANTIN?
Tablet
Each tablet is a yellow triangular scored chewable tablet.
Active ingredient: 50 mg phenytoin
Inactive ingredients: D & C yellow No. 10, A1 lake, FD&C yellow
0. 6, flavor, saccharin sodium, confectioner’s sugar, talc,
magnesium stearate, and purified water.
Extended Oral Capsule
Dilantin 30mg: Each capsule contains a white powder. The small
pale pink opa% p has “PD” imprinted in black ink and the
white, opaque body has “D lantin 30 mg” printed in black ink.
Active ingredient: 30 mg phenytoin sodium
Inactive ingredients: lactose monohydrate, confectioner's sugar,
talc, and magnesium stearate. The capsule shell cap and body
contain T tanium Dioxide (cap and body); gelatin (cap and body);
D&G yellow No. 10 (cap); FD&C red No. 3 (cap).
Dilantin 100mg: Each capsule contains a white powder. The
medium orange cap has “PD" |mpr|n(ed in black ink and the
white, opaque body has “DILANTIN" over “100 mg” printed in
black ink.
Active ingredient: 100 mg phenytoin sodium
Inactive ingredients: lactose mono 1ydrate confectioner’s sugar,
talc, and magnesium stearate. The capsule body contains
titanium dioxide and gelatin. The capsule cap contains FD&C
red No. 28, FD&C yellow No. 6, and gelatin.
This Medication Guide has been approved by the U.S. Food and
Drug Administration.

s
@2 ParkeDavis
i W

LAB-0586-3.0

Revised September 2013 PAAD42243S

e reactions anorea nauseaomitng of aundieThe patientshoud be a sed
Tt bocaus 1hse sgns and ymploms ray ignal ser o reacton it thy must
epor any ccurTonce mmed ey 1 3 pysican i anton. the patent shou g
et e ognsan syt shou b epre cven 1 i or v
occ g ar odandod
PatatsShou 160 b cutand o e us f ot rgs o sotlc beverages
i ot st seeking the physician's a ce
The importance of good dental ygiene should ba tessad n order 10 mn mize ho
Gevelopment of g g el Pyperlasiaand s comp aions
Patents theic careghvers and fam1es shoud be counseed hat AEDs ncudng
i may s et ol Dot nd s o nd o e 3
o thenaa o bo et for e ome gonc o wotsan 0 of symploms of dpresson ay
Uil Changs 1008 o b o o 1 e o U Gl houots bera o
or g Skt am Bekao 5 of cocenshu e 550 2 mmad s o
el carepro o
it S e scousoe o ol i o Norh Aercan e ot O
(ARED) Prognancy Redisty | they become preorant Ths egsiry s colect
omaton abou e sft o sl e g pegcy Toenof plens
Gancal he ol s number 1 888 355 235 (s PRECAUT OIS Pregnancy sect o)
D0 notusecapsules whic ar discolored
Labo aloy Tests Phenyton seum el detem nations may b necessary o ach e
optmal dosage ajusiments Phenyo  doses are sty Selected o attan therapeutc
Plasma 101l pheryioin concenrtons o 10 1o 20 mepimL (unbound phanyion
Eoncantratons o 1102 megimL)
D Inrcions P sy o 1 e um s proe 10 s
gl To compelt v scemant Bhento s meabolasd
150 e 017260 ad CIPZC1a and s parclary ekl
oo ecaus L bt o, sutyal ool ton of et
ey osessonicant 1 st T CHEURINY ARG concet o and anvancs
bicoang torciy Frnvon 2 gttt dicr o g o ot

Dilantin®
(ex ended phenytoin sod um capsules USP)

ey Ry Toscan b on by ca o el e s 1 8 220234
Ao Gy s b 4 o 3 o kb s
e
rsing Mathers s 105t omonto o vonn g o
DG enyo 9835 10 b 41l o GOnceal o human i k
o S DOSIGE I M N STATON i
o, claranc tends 1 dcrease i increasng age (se0
CEREI PR e ShacaPopaton
ADUERSE REACTI
Boty 2. Whale Alerg ¢ asctons e formof s and rarly mors s forms
{5 S Ao s bl o DRES (55 WARAIG) e s
Sanad s s
e rave diso ot of coseng of o e ysric bpus
&) Persus e s 15 nadesa and mmunogiobul o cs”
Netous Sysem T most cormon s rackons htule i
ok Syl oo i 35 i o i A o0 e
SIS 3 laned Spch Goroased coord 1aton somnaenc.and Ml

gy sy g gty 1 b s 1t
A e

ept mm,. st s v von g
D S G 15 31 0 e
Siinans Apnéapes Do ot o someimesccpancd by
e ot e LS s e sy G
s e Ty e o nGud o 0 at s G B b B Tl

Stovons Jonson synrome 'EARNINGS secton)

eneymes S o o
unfé o e Ssepasen
he st commaly oot ng 8 ug neract o e below

T e e T
o Shosm o

g s i eetions

e um el incude acue akono nake

ofeprazoie pheno haznes salcytes sertlne Succm des- sulonam des
(el haoke su apreazl sz ne sufanaiorze i ot m)
el dine 1o butamide tazodono an

Drge ht may G gyt ol il antancor dngs usaly n
conbraton (9 beomycn caseplatn ¢ splin Goxgo i ettty
carbamazepine * chronc. aconol sbuse o 3o

ity A M e
hoopyline a0 v gabat i

Admnstaton of phemioin wih prega aons hat ncrease st ic pH (e

SUpplemens or antac G contan i £ um carbonate uminuM Yo oxGe. 3
magresum hy0xde) may afet e absoptonof phenyto . I st cases were
itsclon v s Tt 3 rrae )l el et

et dhoharors iy s
ic 40 Lmpta Sy oot apicatons o et e
CEEonal iy e s 41 S0t on o phen G Thee
e rontacons iopn qwmma sransoaos s and
anstopena wih o i o e
PESAORIR s RS s codhon Uy ot o 0
ey e e ot ol et
iymhoma and odgk o boan o1 (¢ WARNIIGS s
SpeialSeases A s snsaton g e ¢ st
Urogental Peyones desse
OVERDOSAGE
The faldose  pdaric patets S notknown The et dose nadus  stimated
1056210 grame Tha {4l symploms 6 ysagmus . and 53 i O et
S e ot hyp foflea gy s 6 spoh rausea vomiung Tho palot
e Comoe 370 e s 4t o T 0 O )
epassion
s re et v onsamorg i I st o et s v
ittty may ceur Wpsagus on ol g il ooty
Skt 30 L Gy Snd Ty appar when 1 pma concan a5
it 40 M Bt 8 013 ConcENat o 50 QML i b Epate vt
ane ot e e s e o sy o s 0 sl

artaken tthe ame | me When pos e
Beken a s sam 1 o Gay

Dugs. hat may i her increase or decrease phenion serum lvels incude
BIARGLA ) Soehim lprodt 00 VBOE 360 S My he fectof phrytan
on phenobard il viro £ 36 Sunp ed ciable

entra on over 100 MCQITL Wl N Complel ecovery
Taciment Tasmans g e st ot 5w arse

The agequagy o irulatory systams shoud be care y observed
a1 4910 at suppD e measures employed Hemoclalys s can e cos dered s nce

Bhenyiain's notcompltaly bound 10 HSTa prota s Toal excange transtusion has
Been s n T reatment o evere OXcaton i pd at s

e adtton o il of e g s o phrto horpy may
e b

incutiogacohol hou &
Bebome 1 mind

Drugs tected by enyton
Duugs that Shold ot b condminsteed wih phenion Deldine (see
COfRAlD EATIONS)

Drugs whose e facy s mpaied by phenyton_nclude azls_ (uconazle
Kt W o coma esstoriion oo
o s ot T 0o Covhe Tt
53 LT U 16 11ami e 1 n e pos d heop 10 and viam
s and s P R pones v e g o ey s
Cosam e vt n
Phenytin gereses plsma coreenatons o actve melbotes o o bendeole
Crtan M 4 vl (S 9P Y tonav 1 neligae ionau
i) "l oplpls st Gartamazepineebamal - Aot 0
opiamate oicarts ayte_uetape) sonasatn chiopropamice Cozsine
SRl oo a1 300 Tatade ke 1 hdne
maiine S0 ine psnauanl Smvasat hanve spam

ampravr o e maboli Ao Vi g ven Wi e comiaton of
ivaon of amprenaui

Tosamp enavir and rlonay £ may e a4 he conce

The add ton or whdraual of phenytoin dur g concom tant therapy w h thse
fens ma e sdsimen of e 05 o s g 0 schee o
efnea utr
o e 1 LTS S—
T L o Raye ToCe ) 260 BrOprtOns SN0 (61sd ool
sihmars s v fan s ool i s
oo e 20m 1 e concort i an neal g rpaa
regyen S, AR e o 3 1)
sy Tt e s oo s Gt st o
T4t may also poduce lower 1an noMal Values for are 1asone ar metyapone
et Pamlor oy cause s s s of gicose i e respae
and gamma gutamyl transpepiase (661)
Gare should be taken when using immuncanalytcal mefods fo measure plasma
phenyioin concent ators.
Carcinogenesis See WARNINGS secton for nfo maton n cacinogenas s
Pregnancy Pregnancy Category D See WARNINGS secton
Toprovd ot on g o et of o gt o1 i hsians
Sed 10 commend tat regnant patients sk g Diantin el n the NAAED

o b e ek vt

Soum cocniratons shou S ot fn cargg fom Dlntn (g
henyoin sadum apsues USP) o rompt Phen h Sodum Gapstles UsP 3na
o sadum sa 1 hefse ac o
Dot e ghenionsudum capes USP) are o i o odu

satof phomyian T 100 a6 fo m of mmmon i3 sk D arn 123 Sispors o
and Dilapin netabsBecause tere s app D malely an 6% ncrease n drug content
b 10 Ovr L 1 o S ELag T a5 el
onong T e Teesaty whn i om o it v 01 0

et v phnyto and Changes.  dosepe (1TEase or ecredse Shoud ol b
ot ik Sh o s !
Adul Dosa

O dd daly o
it arons 108 o s sy adum g (o0 1 e

fosage Patens who have receved o preious tresiment may b
Galy and te dosage e o ufl i dua g ements For most ad 5
it | s doag wi b o sl s ot nes 3 o an
incroasoUp 1o Two capsuIs hre {mesa ay iy b made. | ncessa

Gne  do dsape. Il 1 sur conr st h Gt doss f
e Tovng Bl oxenced pheyio s sodum Capsls USP) Gl once s a
dosige i 300 my o 1ot (oxented o o capses P
Consiersa S ﬂ:xunmnavmqmvnm doses f 00 mg i Na s gedmlyunu xms

Slose madvertenty
iy D antin (extended phenytoin sodum capsules USP) are recommended foronce a
day dosing Inharont o e nces d solton characer sicsand esutant absooton
e o phenyan e o 1 ert manacurng procedres, s desge foms
e i ecommorelon fr ¢ et s Wher achange n ha
osage fom or b s prsc Gl montorg o Shenyion sonm fls
Loadi e Som auores bave ahocaed e of an on g doe of
e ap sy e sanim e vt ¢t aote

s ng 19 men shot it ants

3 RS e YIS o 14 By MOMGAG
Patents ui a1 siory of el o Iver o ease shou ot receve e oral loat 79

Dilantin®
(ex ended pheny o 1 50d um capsules USP)

Initally onegram of Dt (ended penyto n sodum capses USP)is died rto
e dosas (400 g 500 mg 900 ) 3dm 1 tared s o hour el Norral
aneane GoSa08 § 1en st UGS 24 hous ar e s ose i h equent
S5 m v ctarmanal o

oy Popttons

Patens i Renal or Hopatc Dseaso Dus to an incrsased fracton of unbound
Sy At S5 o bt G S5k 1 I bt ih ipospuTnAT
i o of sl phytoh pasma concetat s Shoud 5 e wrcaon
Urbound pheyton ConCensors iy b mar satl - s pa an poplins
ey Patent Phenyton claranc s decreased 1 gh by n ler pains and oer
ok rguentdo n may b g

Padatric Iy 5 mg ko dy  to o hresenualy dvidd doses i sbsequent
dosag ndvGualeed 192 mx mum SOl A scommenoed caly maaronce
o sy o gl U o s o4 s saomians ) vk o
it dose (300 oy

Wow SupPuED

‘30m D ann extended phenyoin sodum caps USP)
528 4 hemispherical Con S1ap capsule wih a vl opaque body an gl p 1k
it e Ceple Morned i ck ot ol

lant 30 mg”on
1005 (NDC 0071 3740 66)
100 ma Diantin 100 mg {etended phenytoi sodum capsue U
Hard fled No 3 capsues cona ing 3 wh z powder The med um o ange cap having
70" lackkand e e ooy v ‘DILANT - ot 00
plinted nblac
o0 ibcourt o 24
1000’ (NDC 0071 0369 32)
Unit Dose 100' (NDG 0071 0369 40)
Sto & 3 20 25° (68 77°) (See USP Controlled Room Temperaure] Preserve n
light gt ressian conta ers P olect rom mo stre

Dsti oty

@ Parke-Davis

Dot r e M 00

Revied Apr 2014

090177e1855970d6\ApprovediApproved On:






