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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 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. Vuur hea\thcare
provider wi | tell you how much DILANTIN to

* Your healthcare provider may change your duse. 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
affe‘cts you. DILANTIN can slow your thinking and motor
skills.

What are the possible side effects of DILANTIN?

See “What is the most important information I should know
ahout DILANTIN?"

DILANTIN may cause other serious side effects including:

* Softening of your bones (osteopenia, osteopoms\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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* 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.

. Sture DILANT\N Capsu\es at room temperature between
0 77°F (20°C to 25°C) in tight, light-resistant
con(alners Protect lrnm 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 hea thcare
provider or pharmacist for information about DILANTIN that
was written for healthcare professionals.
For more information about DILANTIN, visit http:/www.pfizer.com
or call 1-800-438-1985
What are the ingredients 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 contains a white powder. The small
pale pink opaque cap has “PD” imprinte d in black ink and the
white, opaque body has “Dilantin 30 mg” printed in black ink.
Active ingredient: 30 mg phenytoin sodium
Inaclive 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
white, opaque body has “DILANTIN” over “100 mg” printed in
black ink.
Active ingredient: 100 mg phenytoin sodium
Inactive i ients: lactose sugar,
talc, and magnesium stearate. The capsule body contains
titanium dioxide and gelatin. The napsu\e cap contains FD&C
red No. 28, FD&C ye low No. 6, and gelati
This Medication Guide has been appmved 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. Vuuv heallhcare
provider will tell you how much DILANTIN to

* Your healthcare provider may change your dcse 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 healmcare
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
agec(s you. DILANTIN can slow your thinking and motor

What are the possible side effects of DILANTIN?
See “What is the most important information | 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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* 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.

. S\ure D\LANTIN Capsules at room temperature between
0 77°F (20°C to 25°C) in tight, light-resistant
conlamers 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 information about DILANTIN, visit http://wwu.pfizer.com
or call 1-800-438-1985.
What are the ingredients 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.
xten ral
Dllanlm 30mg: Each capsule con(alns awhite powder. The small
pale pink opaque c: D" imprinted in black ink and the
white, opaque body has “D Ianlm 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); ge\alm (cap and body);
D&C yellow No. 10 (cap); FD&C red No. 3
Dilantin 100mg: Each capsule contains a wh\te powder. The
medium orange cap has “PD” imprinted 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 monol 1ydrate contectloners 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 gelati
This Medication Guide has been appruveﬂ hy the U.S. Food and
Drug Administration.

@ Pakedavs
et

LAB-0586-3.0

Revised September 2013 PAAD42243S

Dilantin®
(extended phenytoin sodium capsu s USP)

et reacions anoreda nauseaomit g of aundce The patient shoud be a sed
T bcais s s S oy it e o acon” Tt oy it

por any Dccurnce immed atey 0 3 pysican i attion: ha patent shou d
b e - nese 01 and Syt soud b epre o 1/ o vien
el s

kst b caone on the s of o e s o ool bvees

Tt 5 Sk s pysican’ i co
The npuace o goud cersl e st e s nardr o ma iz e
sesre iyl ppadn lsin
03 be coursod et D nhng

sl changes o0 o bt o o 1 aMETLENC f S 6 DOV bt o
S i oo S of e s 0 d s o
pateris nnum [e— gl in e s sr i e ot
S ot Rl ot T il
ormato abou e Saeyof dgpiep drig QUi prgren

Gancal h ol 5e mumbet | 68 233 £33 508 PECALT DN
D0 ot use capuls which are dsclored

Laboato y Tests Phenyto serum v determ atons may benecessary 0 ach v
SO S AT i soces r iy St o hnic
licma toal prac concniratons i 10 1o 20 egm. {unbaund preyion
Eonceiatons of 1102 i)

ol ety
regnancy secton)

Drug Iteractions Phenytin s extens vely bound fo S0 um plasna prote s and is
e o competve spcement et ' mei iz by et o ome

Dilantin®
(ex ended phenytoin sod um capsules USP)

regrancy Regty Tis can b done by calng e ol e rumber 1853 255 2550
andmst e done y ptnis Ramsehes Ino Matlo o h e sy can ls e found
e webs o

WusingMoters fntrest s ot scommende for vomen g i

Dilantin®
(ex ended pheny o1 50d um capsules USP)

Intaly onegram of Dt (etndedobenyton sodumcapaies US)isried e

dosos (400 mg 300 mg 300 mo) and agm n stered at o hour erals Normal
mmmer‘unc‘euunsave  then st tuied 24 hous ater th loaon Gose i h requent
S5 Um v Getarmint ns

it et S
Padalr ¢ Use Seo DOSAGE AND ADH N STRATION scton
e Uso _ Phemyton ceance tends 1o decrease wih incrasing age (see
AL PRAGMACOLOEY Speca opuons)
ADVERSE REACTIONS
Boty 3. Whale Alerg ¢ asctons e form of s an rarly mors s foms
(521 ppenages o i) andDRESS (s WARNINGS) v an
G Anapyas as a5 been apores
Thee rave aiso been repors of corsening of ac features systemic upus
&) Perosus pe r 15 nadess and mmunogibul o es”
Nervous System The most common aderse rectons encourte o wih henyton
s s S ko s )G (e ek Tt
s s SHined Spach Gorased coord 1son somnoence. and manl
Confusn” Dizess verih. nsomta ansert Wusw "o g
resnaias. . RaGACho ave 1S, ben bgened Ters

Fipotsof o R BySnesa R0 s yonh v nd
s Arto hoss NAUEe b pRERGn 520 and e e B drgs
A prodom nan y sansory peripheral poneuropathy has boen absrved 1 patnts
i g e ey

Digostiv Systom Acut apatcalurs o hapat s e dmage naussa vom tng
R Sl Sl S0 s

455 anzymes 01200 and CYP2C10 a i fo N0 y Gy
antare e i 1 sub o A Ml e of et
may p e sinfcant . eaes cicdang et cocet o andeance

o g torly Fenvion 2 gt dlcr o g o ot

ons sometimes acompan ed by fover
o LGS Sain (o AN 35S & o Mo e aSSc ey
15 e mst common nmevh‘nesu denma s areSeen more rarey Giver ot s s
o ek iy e i e i Dulos ot ve o g g it

aneymes Setin o

S s s sepece

et ety s 1 g et 565l

N The s ot nended e e comp ehersive 10 il g peckage

s tsShow  becons e

ongs petmel oraans
Drugs that may incease phemton se um leels include acue akohol inake
A e A A e
melhsixmide” 0p| atate) azoles(lconazole keloconazole ” f aconazple
meoraioe v corazo capeiabre o anlenca o szpode
dsufiam estogens fuorouaci et finasatn  foamine
i anagonits (89 amaine)  alohane - sonard  metnipnancats
epree pren aanes saae seraine s e suforamdes

(e slane e sy aphnazl sladzane sufanatoszsie i ot m)

by i 1o baamds azodons anvariar
g ay deese phano el e smcarcer dgs saly
comb tlon (69 - bleomyei Garbopialin ¢5pltin oo cin' methalrete)
Carbamazsping chron_ aconol sbuse dazepam dszowde  foc 3o
fzsamo e ne et esrpne i o 1 Jons Vo suralte
heopiyine and v gabat i
Admstaton of phemtoin wih prega alons it ncrease st i pH (e
SUppenersor i ol caum catborale s 1y e
maineimbioccmar et ssoncnfpranto . st e

s Jam\sogﬂsv ARNINGS secton)

s o e i choss
Jonaloge Sitem omatpiot complcalons some 4, fov
ncnasmni\y i sssoc aton 44 adminiaton of phenyioin’ These
v Incuded TYOmbOC/opana. GKODON GranUIGDpEN S SrAMIOEIS 320
Bancylopena wilh or W Nout bone matfow SUppIEsson Whie macrocosis and
Tegatiasic anamia e otcurred hese congiors usual fespond 1o 1orc 260
ity Lmotadeota 1Y nlung b ymohtode e seoimonona
Iymphoma and Hodgk ' d seas v been EpOred (sc6 WARNINGS St o)
Speclal Senses A tered tstasensation ncuding met | tste

The ethaldose  padatric patints  notknown T ethal dose nadu's s esimated
1006 210 5 grams The L8 Symploms ar nystanmus axa. and dsa ia O et
908 are ot ype efexa eTargy s ed speech nausea vomtng Thepatet
Iy becoms coatose and ypolTshe Deal 15 G 0 ety and ity
epression
Ter e ke st on among il w gt 1 gy plsa s
whers iy may o Hysizgms on il g sy meymL
a0 e i 0 ey pptr e 8 n\asma cunum aton &
oir 43 ey b2 e o 5850 ey pored v hout
e P 4 o 58T o SO B

i oncanaton o 100 ML i hcomplt ecovry
ot

S been ke 10 resuR

It ors e e e o3 e dnugs
taonathsans e e janot

Setan at hesame i f
D, 13y et e o decree phenon s el e
Shetobar Sk Kot s i STy o e o phoyton
o prencoad al vl S el

i ato
0 55 s s s et sy
i o camoelbound ool r Tt s trsv s
Been s in e reatment o evere owcaton  pd at & s

sysams shou  be care y observed
lemocilys s can be con dered s nee

Th it o o i bl o hss gt stens o pbrton sy may
e wchie.

incutingalcohol hou &
Bebormo 1 mind

Drags tfectd by phenytoi
Drugs that should not be coadinstered wih phenion Delairdine (soe
CONTRAIND CATIONS)

by phenyton nclude szl (fuconazole

o conae posaconazol)  colcosros

doucyeine. estogons. 1 osem G fiolecan” Ol Contacepihes paciiel

B O e quink % 1 fampin S ral n a0 50 6o oy | o

Increased and decreese PT/ A responses have been reported when phenyto i

coadm nsered  thwararn

Phenytoin decreases plasma conceirations ofsct ve metaboles of abendazole

cortain K ant s (eaurenz lopnav i tonav T ndnay' nelinar rionave

) nlsots” oot (catonsopor Wit anotone

eapne) slonastatn_chiorpropamice clozapine

Wc\ns’)nme "dqoin st e 200 el le o

ol e piana s '

g o T o r i o o o
g o v B e
Resstance ewomisuar bk acon o e pr—
ety ooty S petranin o umnpm nd
S oot o oncaly i sed pheyion Wheier
ol o i s Sty
v vy o neu omusClr
The 2 on o wthdraualof henytan dur o concom tant thorapy i heso
e ) s simnt o e o o e 36 0 e ot
et uttome
O Ene al FeedingMutiional P eprations Ineracton Lt ¢ eports sugest
Tat bl Wi v gl et eting isparatons anr rted
s s v R e on i 5 o o
T ghanyio ot be 3t S Concor iy i an aneral 6600 preparon
o QU Srum s v manor 1 13 b hescry s prts
OruLaboratry Test ne actans Prenyto may deres s cocentatons of
{as PROyIon may Cuse Teroase Seum vl of Qcse 4K ne hosphatse
313 gamima Gtamy Uansepudsse (57
e using immunoanayteal mehods 1o measure pasma

Carcinogenesis St WARNINGS secton for nfo maton n cacinogenss s
Pregnancy Pregnancy Category D See WARNINGS secton

To prov e normat o tega g theefects o  tero exposu ¢ o Dilntn physic ans
¢ adv3ed 10 ecommend that pregnant ptents takng Diantin enol n the NAED

Setum coenrtors st be o in gy

ey So1un G U O P e aps
o s s 10 1 13084

i e heos s s USP) e ot v e s

Sl 1T adaTom o nonl e D 25 s on

and Bt s Bacae there app Oy an %, ncese i g <o
U h 1o OVt 1t e S0 51 0ESg STE S5 e
o 010 i i RGN SUREN D 10 poGUE Tormutad v 1 158
3105 oot ot i

Gonars Dasanshou b i Insoms cases

50U 100 e dee Mialons May b hetassany 0 0 mlGotae atsiments

e Cincaly o fct Ve seum vl s Uy 10 20 megmL W ih ‘stommended

05200 3 D0 0 S 10 G5 0y b roqu 1 12 v seady Sie Dlood

e oo a1 Changes. dosae (e ar derease) shoud ol e

Tt ik S0 o s G

AdutDosage

Div e dally dosage Patents who havs e ved o previus tsamant may b
e o o100 VAT (xended phyion od um capl ISP 1 o s

from Dt (extended
S5 a0

ualze 10 prodo max mum bane

e In e conol s s

i ot i s phnylos lope i Gt bt
S Comante 31 18k o 0 s gt ot r
falens a3 et o6 S ol o et o g1 1oy
T o problem n ofat o noncomplan at nt may 215 5 esened uhen he
AT chn 2k 1S G 3 Gy Mo DS O o oo L0 5
Fiose aarenty
OnyDiani (exendsd ghenyton sofumcapues USP) r recommended o once 2
o R s St s 0 ot A O
Tt f phylo Gt T o e maAscrg procaures andor d0sage
e SUh ecommenal o g oy, OGBS When s chang
Bue T o i s bl 505 hea s s
Shols v car 0
Lasing dse Som autorts e o 1 of 31 ol g e of

Patents uiha 1 siory o renal o [ver o sease shoud ot receve e ol
o men

Fatans i el o Hepaie Dsesse D toan e fcion of nbouyd
enin el i bl r el se 1 s Wi abumineia
L hehon s oncenra ot hou 0 e it
UToaind sy Comarea ors T e e et Dk 3t oo
Eldery Patents Phenyto  clearance i derease 1 gy  ldrly patents and lower
or e requent dos ng may be req e
padric iy 5ok iy o or e s i s b
dosage v aaIze 182 nad mum of S0 al X ccommendeddaly marierace
osao s usaly 100 ko O rn 7 ers 06 50 adaescats may i
' mum ad  dose (300 mg/da)
Wow SupPuED

‘30mo D ann extended phenyoin sodum capse USP)
Ao & temphrica GontSrap ape w3 e ooty an gl ok
oPoecap cola g 3w ot Capsle s mprd ihHck e 10
i 3o cap and-Dlt 130 ma” o ody

ottt et o e
Hard fled o 3 capsues contaning 2 T et an o ange cap g
55 i kane R pa oy hans DAY s 08
intd n black rk

1005 (NDC 0071 0368 24)
1000’ (NDC 0071 0369 32)
Unit Dose 100' (NDG 0071 0369 40)
o 2120256 (68 TT) [5ee USP Convlled foom Temperaure] Prserve n
light gt resisian conta ners P oectfom ma

ot

@& racus

av
Dot e 0 00

Revied Apr 2014

o]
=3
o
>
]
=
<
=3
o
>
e
o
o
<
o
=3
=]
>
o
0o
ot
Y
=
o
-3
S





