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IMPRINT AREA
NO COPY

Quillivant C)J(R'

iphenidate
for axtanclod-roloase ol mumponsion

Pharmacist Information
Usual dosage: Once daily. See package

@

Quillivant XR°
methylphenidate HCI
for extended-releass oral suspensien

25mg/5mL (@

(5 mg/mL) when reconstituted

SHAKE WELL FOR AT LEAST
10 SECONDS BEFORE EACH USE

insert for dosage information.
suspension al time of dispensing
25 follows:

TBD I‘.uﬂi? untl DUNCEI flows freely. Add
for reconstitution. 5¢1t
mm sﬁmer Into neck of botfe, Relace
it cap. Shake with vigorous back and
Illtll lllllk-fllrd least 10 seconds to

Disperea n origina packaging otte in
inserted and

Each 1 mL of reconstituted suspension contins.
& m of Methytphenicate Hydrochiotick

Each botfle contains 300 my of
Methylphenidate Hyer ochlario.

Store at 25°C (77°F); excursions permitied

1om 15°C 10.30°C (50°F lo 36°F). [See USP
controlled room temperature.]

NDC 24478-190-10

Pharmacist: Dispense the enclosed

@
Quillivant XR’

methylphemdate HCI

release oral susp

25 mg/5 mL I
(5 mg/mL) when reconstituted

SHAKE WELL FOR AT LEAST
10 SECONDS BEFORE EACH USE

Pharmacist: Quillivant XR must
be reconstituted with 53 mL
of water prior to dispensing.

@

[

i

|

i
Quillivant XR" !
methylphenidate HCI !
‘axtended-release oral suspansion !

i

2%mg/smL @
(5 mg/mL) when reconstituted !
|

SHAKE WELL FOR AT LEAST !
10 SECONDS BEFORE EACH USE

KEEP QUT OF THE REACH

NO COPY AREA
NO VARNISH

(7)i:4
Quillivant XR’

methylphemdate HCI

elease oral

25 mg/5 mL I
(5 mg/mL) when reconstituted

SHAKE WELL FOR AT LEAST
10 SECONDS BEFORE EACH USE

Patient Information

Check and make sure mat e Qul\l‘lﬂntxﬁme canwns liguid
mecicing. I mmwan(mus I pomcer e, 60

Return It ioyour pharmael

Keep butfle tgntly cloged. Dmm any unused portion after

120 tays.

Instructions for Using Enclosed Oral Dosing Dispenser

-wﬂeﬂw;y with the oral doeing ciepenser prowded wit tis
product

* Shake the botle well fup and down) for atleast 10 seconds
Lefore each use.

OF CHILDREN
Gt by
m NextWave Pha rmseentioals, Ino
sy of i oo, W 0
Manufactured by:
Tris Pharma, Inc.

Monmouth Junction, NJ 08852

FPO NDC/HRI

1

2“«78 19010

LBa315
Rev OL
08/14

* ot hat bolle acaplerFas:been nseen it o ofthe

.

= Inger! tip of oral dosing dispenser prowided with this product
Intoboltl adapter.

* Turn botlie upside down and withdraw prescriced amount of
GQUILLIVANT XRinto ¢r &l dosing dispenser.

* Remove filed oral dosing Uhuiﬂw from bottle and dispense
UJIIJJVANTXRUHGEW \nne mouth,

« Replace botte cap an e as di

« Wiach oral cosing dwenser e ot 5o (crlllpunents ae
cAEWaEEr-53t).

NO COPY AREA
NO VARNISH

ff

NO COPY AREA - NO VARNISH
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Quillivant XR'

methylphenidate HC!
for extended-reieese oral suspenson

600 mg/120 mL total volume

(When reconstituted with 105 mL of water)

for extended-release oral suspension

600mg/120 mL total volume

{When reconstituted with 105 mL of water)

(5 mg/mL) when reconstituted (5 mg/mL) when reconstituted
SHAKE WELL FOR AT LEAST SHAKE WELL FOR AT LEAST

Pharmacist Information
Usual dosage: Once daily. See package
insert for dosage information.

@ @ NDGC 24478-200-20

Pharmacist: Dispense the enclosed

Medication Guide to each patient.
Quillivant XR* | Quillivant XR°
methylphenidate HCI methylphenidate HCI

for extended-release oral suspension

600 mg/120 mL total volume

(When reconstituted with 105 mL of water)
25mg/5mL (i  25mg/5mL @

10 SECONDS BEFORE EACHUSE | ) SECONDS BEFORE EACH USE

e SSBORRIn LA S B Pharmacist: Quillivant XR must
Top botlle unil ook flows fecl, Add be reconstituted with 105 mL
105 mL of water for reconstitution. insert o = =

botte adapter o neck of botte. Replace of water prior to dispensing.

bofile ez, Shake with vigorous back and
forth motion for at least 10 seconds to
prepare suspension.

Dispense in original packaging (bottle

in carton) with bottle adapter inserted and
with enclosed oral dosing dispenser,

Eath 1 mL of reconstifuted suspension contains
5 mg of Methylphenidate Hydrochloride.

Each bottle contains 600 mg of
Methylphenidate Hycrochloride.

Store at 25°C (77°F); excursions permitted
from 15°C to 30°C (59°F to 86°F). [See USP

14240800 o
FPO - NDC/HRI

24478-20020 ¢

/ LB8316
Rev 01

09/14 Pty

" FPO-2D20ML |
LBA316 Rev 01 09/14

controlled room temperature.] Rxonly

090177e1864db3ca‘\Approved\Approved On: 02-Apr-2015 13:30

Reference ID: 3791304

Quillivant XR’

methylphenidate HCI

for extended-release oral suspension

600 mg/120 mL total volume

{When reconstituted with 105 mL of water)

25mg/5mL (I
(5 mg/mL) when reconstituted

SHAKE WELL FOR AT LEAST
10 SECONDS BEFORE EACH USE

KEEP OUT OF THE REAGH
OF CHILDREN

Dirirss by
O —

@ NextWave Pharmaceuticals, Inc
Aty of s v, New o, W 105

Manufactured by:
Tris Pharma, Inc,
Monmouth Junction, NJ 08852

o~
LiquixR

NO COPY AREA
NO VARNISH

Quillivant XR’

methylphenidate HCI

for extended-release oral suspension

600 mg/120 mL total volume

(When reconstituted with 105 mL of water)
25 mg/5 mL @

(5 mg/mL) when reconstituted

SHAKE WELL FOR AT LEAST
10 SECONDS BEFORE EACH USE

 that the Quillivant ¥R bottle contains
dicine. If Quillivant XA i in powder form, do not use
10 your pharmacist.
e bottle tightly closed. Discard any unused portion after
120 days.
Instructions for Using Enclosed Oral Dosing Dispenser
« Use only with the oral dosing dispensar provided with this.

ct

* Shake the bottle well {up and down] for at least 10 seconds.
before sach use.

« Remiove battle cap.

» Confirm that hoftie adapter has ben inserted intatep of the
bottle

* Insert tp of ofal dosing dispenser provided with tis product
1o bottle adapter

# Tumn bottle upside down and withdraw prescribed amount of
QUILLIVANT XR into oral dosing dispenser,

* Remowe filled oral dosing dispenser from bottle and dispense

QUILLMANT ¥R directly into mauth,

e battle c: d store bottl

s drected

NO COPY AREA
NO VARNISH

(b) (4)

NO COPY AREA - NO VARNISH
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Quillivant XR
melhylphenldate HCI
for extended-release oral suspension

750 mg/150 mL total volume

(When reconstituted with 131 mL of water)

25mg/5mL (@ |
(5 mg/mL) when reconstituted

SHAKE WELL FOR AT LEAST
10 SECONDS BEFORE EACH USE

Pharmacist Information

Usual dosage: Once daily. See package
insert for dosage information.

Prepare suspension at time of dispensing
as follows:

Tap battle until powder flows frealy. Add

131 mL of waler for reconstitution. insert
bottle adapter into neck of battle. Replace
bettle cap. Shake with vigerous back and
forth motion for at least 10 seconds to
prepare suspension.

Dispense in original packaging (bottle in
carton) with bottle adapter inserted and
‘with enclosed oral dosing dispenser.
Each 1 mL of reconsiituted suspension contains
5 my of Methylhenidate Hydrochloride.

Each bottle centains 750 mg of
Metyiphenicate Hydrochloride,
Store at 25°C (77°F); excursions permitted

from 15°C to 30°C (50°F to 86°F). [See USP
controlled room temperature.]

IMPRINT AREA
NO COPY

Quillivant XR”

methylphenidate HCI

for exterxded-relsase oral suspension

750 mg/150 mL total volume

(When reconstituted with 131 mL of water)

NDC 24478-205-25

Pharmacist Dispense the enclosed
Medication Guide to each patient.

Quillivant XR°

methylphenidate HCI
for extended-release oral suspension

750 mg/150 mL total volume

(When reconstituted with 131 mL of water)
25 mg/s mL

(5 mg/mL) when reconstituted
SHAKE WELL FOR AT LEAST

10 SECONDS BEFORE EACH USE |

Pharmacist: Quillivant XR must
be reconstituted with 131 mL
of water prior to dispensing.

Rxonly

FPO INDC/HRI

IZIIIIIII I

4478-20525

LB8317
Rev 01

oo/ld Tyt

FPO- 2D 20ML
LB8317 Rev 01 09/14

€

Quillivant XR

methylphenidate HCI
for extended-release oral suspension

750 mg/150 mL total volume

(When reconstituted with 131 mL of water)

25mg/5mL (T
(5 mg/mL) when reconstituted

| SHAKE WELL FOR AT LEAST
10 SECONDS BEFORE EACH USE

KEEP OUT OF THE REACH
OF CHILDREN

Duerinas iy

NextWave Pharmaceuticals,
Adulidary o Fasr e, Heww o Y WO

Manufactured by:
Tris Pharrma, Ing.
Monmouth Junction, NJ 08852

c
>

NO COPY AREA
NO VARNISH

Quillivant XR’

methylphenldate HCI

release oral st

750 mg/150 mL total volume

(When reconstituted with 131 mL of water)

25 mg/5 mL
(5 mg/mL) when reconstituted @ ‘

SHAKE WELL FOR AT LEAST
10 SECONDS BEFORE EACH USE

Patient Information

Check and maks sure that the Guillivant XA bottle contains
liquid medicine. 1f Quillvant XR i in powder form, co not use it
RETUIN 1 10 yOUr pharmacist

Kaap botlla tightly closed. Discard any unused porticn after

Imh'umu for Using Enclosed Oral Dosing Dispenser
* Use: only with the oral dosing dispenser provided with this

product

* Shake the mma well (up and down) for at least 10 seconds
Ebefore each U

* Remove Dome cap.

* Confirm matbome adapter has been inserted into top of the

battle.
* hnsert I\n 01 ural dusng dispenser provided with this product
nfo batt

*Tum hmlle upsne down and wrm\nw nesmhed amount of
QUILLIVANT XR into ofal dosing disp

» Rermove filled oral dnsna mspansm fmmmms and dispense
QUILLIVANT YR directly into mouth

* Replace botlle cap and siore boftle as drected

* Wash cral dosing disperser after each use (components are
dishwasher-cale).

NO COPY AREA - NO VARNISH

NO COPY AREA
NO VARNISH

\\



NDA 202100/3-005

Page 6

Reference ID: 3791304

090177e1864db9ce\Approved\Approved On: 02-Apr-2015 13:30

This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

@

Quillivant XR’
melhylphenidme HCI
for extended-release

‘
\
\
\
\
[
[
|
oral suspension |
\

900 mg/180 mL total volume

(When reconstituted with 158 mL of water)

2%mg/smL @
(5 mg/mL) when reconstituted

SHAKE WELL FOR AT LEAST
10 SECONDS BEFORE EACH USE

Pharmacist Information
ual dosage: Once daily. See package

insert for dosage information.

Prepare suspension at time of dispensing

as follows:

Tap bottle until powder fiows frecty. Add i
for reconstitution. nsert '

battle adapter into neck of boitle. Replace

bottle cap. Shake with vigorous back and

forth mation for at least 10 seconds to

prepare suspension.

Dispense in original packaging {bottle in

carlon) with bottle adapter inserted and

with enclosed oral dosing dispen:

Eaeh 1 mL of econsituted suspersion contans

my of Meihybhenidaie Hydrochioride

Eanh bottle contains 600 mg of

Methylphenicate Hydrochlaride

Store at 25°C (77°F); excursions permitted

from 15°C to 30°C (59°F to 85°F). |5an

controlled room temperature.]

14340700

IMPRINT AREA
NO COPY

EXP:

Quillivant XR*
methyiphenidate HCI
for extarlad-rolsase oral suspacalon

900 mg/180 mL total volume

(When reconstitited with 158 mL of water)

NDC 24478-210-30 |

Pharmacist: Dispense the enclosed
Medication Guide to each patient.

|
|
i
Quillivant XR* |
methylphenidate HCI :

for extended-release oral suspension

900 mg/180 mL total volume
(When reconstituted with 158 mL of water)

25 mg/5 mL I
(5 mg/mL) when reconstituted

SHAKE WELL FOR AT LEAST |
10 SECONDS BEFORE EACH USE

be reconstituted with 158 mL

Pharmacist: Quillivant XR must
of water prior to dispensing.

Rxonly

&

Quillivant XR’
methylphenldate HCI
for extended-release oral suspension

900 mg/180 mL total volume

{When reconstituted with 158 mL of water)

25mg/5mL (T
(5 mg/mL) when reconstituted

SHAKE WELL FOR AT LEAST
10 SECONDS BEFORE EACH USE

KEEP OUT OF THE REACH
OF CHILDREN

Dutsttedy

NO COPY AREA
NO VARNISH

Quillivant XR

methylphen |date HCI

for exter I !

900 mg/180 mL total volume
(When reconstituted with 158 mL of water)
25 mg/5 mL @
(5 mg/mL) when reconstituted

‘SHAKE WELL FOR AT LEAST

10 SECONDS BEFORE EACH USE

Patient Information

Check and make sure that the Cuilivant XR bottle contains.

liquid rmmcre If Quilivant ¥R is in powder form, da net use ft
Eeep bm(le :’z:\rlmag:d Discard any unused portion after

Inumnlnm for Using Enclosed Oral Dosing Dispenser
. Use mlfwnhme wal dosing dispenser provided with is

. Shd(e me Dcmbwe\HuDam down) for at least 10 seconds
DBVD(B each

——
m NexWave Pl s, Ino
Syt v o 0

Manufactured by:
Tris Pharma, Inc
Monmauth Jummn NJ 08852

H’O NDG/HRI

IZM-?&-? 1 030I ||

LB8318
Rev 01
09114 Py

FPO - 2D 20ML
LB8318 Rev 01 09/14

. Doﬂﬂrm hat bole adapter s been iserted o top of the

\nsed 1o ol cni\ unsmg dispenser provided with this product

into battle
«Tum botle uwtb down and withdraw pmwmsu ameunt of
QUILLIVANT ¥R into oral dosing dispenser

 Remave filed oral dosing dispenser fiom. ot and dispense
QULLIVANT XR dracty nto mouth

= Replace battle cap and store bottle as drected

 Wash cral dosing dispenser after each use (compenents are

dishwasher-safe). /J/

NO COPY AREA
NO VARNISH

j

NO COPY AREA - NO VARNISH
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i OC 24475 ok d well efors sl og. 1T pomdar
Once daily, form, do not use, reurn to Pharm:
for dosage informalion. Midiion Gaide o ach il fieep m'rhgms R
Frepare suspension al time of dispensing as ETH ® any unuaed parton of the recon g
follos: Tp e unt powir o sl Ql“"lVant XR o A :
Add 58 mL of water far reconstitution. mssrt i A =R UNTOr R HEACHDEG D HEN
mﬁnm‘;{txarnmmkdm heplace botte cap.  Methylphenidate HCI ek e ot st
h vigorous back and forth metianfor  for axtended-releass oral suspension Manatacued by: 1 Phama o

a1 lgast 10 seconds to prepare suspansian. um-:ml.lmsn
Dispense In orlginal packaging (bsftle in
oy s 26aper aced anf i
-Il.ld-'lllﬂ ill

Each | L of reconstfuted suspansin contang 25mg/5 mL
5 mg of Methiphenidata Fycrodhorids. Each b Il

a0y et i (6 mg/mL) when reconstituted 770 wcmnmmm mm
"",'E:E"';"" gr_lcrs "“z'."n%’l'su"'n ted  Shake welfor a oast 10seconds before using. |

cos led room tem [+ ;

LD0ots far 0o 0B LiquucR Rxony 4478-19010

090177e1864db9c7\ApprovediApproved On: 02-Apr-2015 13:30

DG 22475 20020 Shake liquid well before using. I in powder

Pharmactst Informsa or: form, do not use, return to Pharmacist.

Usual dosage: Once daily. See package insert Pharmacist Dispense he enciosed Keep botlle tightly Closed.

for dosage information. Myt cafiorGinkde o ed ch il D\scDard any u:rlwuszd ﬂ%’ﬁﬂﬂ of the reconstitutsd
Prepare suspension at time of dispensing as OTH ® suspension after 120 =
foblme: g el e Bt U|“|Va nt XR KEEP OUT OF THE REACH OF CHILDREN 5
AGA106 1L o water [t reconsituton Distibuld bt ramareia [
bottle adapter into neck vf bottle. Replace bo!lle cap methylphenidate HCI Asussday -ﬂmqmr:cprf;wm lek NY10017 =
:T.k::gl’ﬂﬂm:::‘""g forth "r:‘;:' for  for extended-release oral suspension i i

Dispense in original packaging (bottle in

carion) iy bottle adapler imsatled and it Evuh?w v[ercl gn{l1\1g|9d Tclh- |th§3 quv u?.\!:-! !Tl : LR
enclosed oral dosing dispenser. = = ! reads this e
Each 1 mL of reconsfituted suspension contains 25 mls mL C EXP: INO VARNI

5 mg of Methylphenidate Hydrochloride. Each battle

containg 600 mg of Methyiphenidate Hydrochloride. (5 mﬂlm” when reconstituted “

Store at 25°C (77°F); excursions permitted FPO UPC (NDC/HRI| @ 100%

from 15°C fo 30°C (HO°F to 86°F). [Swe USP Shake well for at least 10 seconds before using,

controlled room femperature.] |

LB8215 Rev 02 09/14 ULXR Rxonly ! 24478-20020 & )

5

090177e1864db3cO9\Approved\Approved On: 02-Apr-2015 13:30

Reference ID: 3791304
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Pharmacist Information:
Usual dosage: Once daily. See package insert
fuldnngl information.

at time of di
follows: Tap bottle until powder ﬁows 1ree|\;
‘Add 131 mL of water for reconstitution. Insert
botile adapter into neck of bottie. Replace bottle cap.
Shake with vigorous back and forth motion for
atleast 10 seconds to prepare suspension.
Dispense in original packaging (bottle in
tlll‘l'm) with bottle adapter mmﬂ and with
enclosed oral dosing dispensel
Each 1 mL of reconstituted SUSNMOH contains
5 mg of Methyiphenidate Hyrochloride. Each bottle
contains 750 mg of Methylphenidate Hycrochloride,
Store at25°C (77°F); excursions permitted
from 15°C to 30°C (59°F to 86°F). [See USP
controlled room temperature.]
LB&300 Rev 02 09/14

NDG 24478-2065-25
Pharmacist: Dispense the enclosed

m Medication Guide to each patient,
Quillivant XR*

Shake liquid well before using. Ifin powder
form, do not use, return to Pharmacist.
Keep bottle tightly closed

Discard any unused pertion of the reconstituted
suspension after 120 days.

KEEP QUT OF TI-E REACH OF CHILDREN

14343500

methylphenidate HCI Ansmsldmrvo PrzerInc, chsuﬁ:ﬂs{;

for extended-release oral i e o T, I,

750 mg/150 mL total volume LO  |MPRINT AREA
(When reconstituted with 131 mL of water) reads this way
25 mg/5 mL @ EXP:  NOVARNISH
(5 mg/mL) when reconstituted

FPO UPC (NDC/HRI) @ 100%

Shake well for at least 10 seconds before using.

LiquixE

-mm-

Rconly

-

Shake with vigorous back and forth metion for
at least 10 seconds to prepare uqumm
Dispense in original packaging (bottle

carton) with bottle adapter inserted lnd with
enclosed oral desing disperrser.

Each 1 mL of reconsfituted suspension contains

& mg of Methylphenidate Hydrochloride, Each bottle
centains 900 mg of Methylphenidate Hydrochloride.
Store at 25°C (77°F); excursions permitted
from 15°G o 30°G (59°F to 86°F). [See USP
controlled room temperature.]

taazua Rev 02 09/14

battle adapter into neck of bottle. Replace bottle cap.

methylphenidate HCI
for extended-release oral suspension

900 mg/180 mL total volun
(When reconstituted with 158 mL of water)

25 mg/5 mL @
(5 mg/mL) when reconstituted

Shake well for at least 10 seconds before using.

LiquiXE

Rxonly

Shake liquid well before using. Ifin pmdnr
E NOC 2AHE21050 form, do not us, return to Pharma
Usual dosage: Once daily. See package insert Pharmacist: Dispense the enclosed Keep bottle tightly Hosed.
::“lﬂ' information. e ot o Mot Non Gulds fo ok palnk Discard anygfqusad pamon of the reconstituted
pare suspension at time of dispensing as ® suspension after 1
follows: Tap bottle until powder flows freely. Q KEEP 0 TH REACH F CHILDREN
Add 158 mL of water for reconstitution. inzert u“"vant XR ST G

Distribuled by: Nextwave Fharmaceuticals, Inc.
Asubsidiary of Frizer Inc, New York, NY 10017
mmhmndnlrrln s Pharma, Inc.,

M thJs N Ul852

LOT:  IMPRINT AREA
reads this way

EXP:  NOVARNISH

4 24478-21030 4




This label may not be the latest approved by FDA.
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This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.

MITCHELL V Mathis
07/13/2015

Reference ID: 3791304





