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Drug Facis |

Active ingredient (in each recial suppository) Purposes
Acetaminophen, USP 80 mg. Pain reliever/fever reducer
Uses temporarily +reducesfever < relieves minor aches, pains, and headache

Warnings
Liver wamming: This product contains
acelaminophen. Severe liver damage may occur
if your child takes
= more than 4 doses in 24 hours, which is the
maximym daily amount for ages 6 to 11 months
« more than 5 doses in 24 hours, which is the
maximum dally amount for ages 12 10 36 months
« with other drugs containing acetaminoghen

Drug Facls (continued)

Keep oul of reach of children. Ii swallowed or in
case of overdose, get medical help or contact 2
Paison Control Cenler right away. Quick medical
altention is critical in case of overdose for adults
and for children even if you do not notice any
Signs or symptoms

Directions « this product does not contain

warfarin.

Stop use and ask a doetor if

«fever lasts more tan 3 0ays (72 howrs), orrecurs.
* pain tasts more than 3 days or gels worse.
*New SyMmptoms oceur,

«redness or swelling is present in the painful area.

These may be signs of a serious condition.

Aliergy alert: acetaminophen may cause severe ﬂ:“::?:":':m :w =

skin reactions. Symptoms may include: « [EMOVE WrapPer

+skin reddening  «blisters  «rash « carefully insért Suppository well up into the rectum

If a skin reaction cccurs, stop use and seek -

medical help right away. Dosing Chart

For rectal use only. Age IDnse

Do not use under  |Do not uss unless directed by

* i you are allergic to acetaminophen. 6 months |a doctor

» writh any other drug containing acetaminophen |16 ta 11 |Use 1 suppository every 6 hours
(D"esmllm:f HO?VW‘MILQH)- Ifyouare months  |{maximum of 4 dosas in 24 houts)
nol sure er 2 drug contains

¢ 121036 |Usg 1 suppository every 4 to 6 hours

aestamisophen; a3k &0cloc Of premsees months  |(maximum of 5 doses in 24 hours)

Ask a doclor before use if

« lhe child has liver disease. Other infarmation

«1he child is taking the blood thinning drig « slore at 2°-27°C (35°-80°F)

« do not use if imprinted suppository yerapper is
opened or gamaged

Inactive ingredients
nlycerel monostearate. hydrogenated vegetable
0il, polyoxyethylene stearate, polysorbate 80

Questions? call 1-866-923-4914
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g A I Drug Facts Drug Facts (continued) : o0
M Q I | Active ingredient (in each rectal suppository) ~ Purposes wl‘t’,’fo‘&ae“,m‘;ssei ;’,‘lé‘l‘n'l‘l?; i g’t’;‘r'rfi':lfp‘,:‘:nma’“m“"‘ daly amount forages 12 to 36 months § v =
Q I | Acetaminophen, USP 80 mg Pain reliever/fever reducer J ajlergy alert: acetaminophen may cause severe skin reactions. Symptoms may include: i o0
1 T e o reli ; ; « skin reddening e blisters e rash =
:Z ! Uses temporarily  * reduces fever  relieves minor aches, pains, and headache If a skin reaction occurs, stop use and seek medical help right away. i
1 Warnings For rectal use only. .
" i Liver warning: This product contains acetaminophen. Severe liver damage may occur Do not use !
SN qpaljiue) = [ if your child takes « if you are allergic to acetaminophen. |
I J  more than 4 doses in 24 hours, which is the maximum daily amount for ages ’ «with any other drug containing acetaminophen (prescription or nonprescription). i
S i 6 to 11 months If you are not sure whether a drug contains acetaminophen, ask a doctor or pharmacist,v . —
analdgL'AaJ!u% L i1 B2 B2 &3 03 BB &0 RO &0 A0 AR RO RO R0 A0 _RQ R0 RO R0 R4 RO BB 04 0O RO RO 00 0O _0F BB AR RO A0 AR R0 B0 B0 B0 J} J 2‘
S — i : : i —
punare | de0 ,9/g ‘3 ¥ G'Z - Hpicg i Drug Facts (continued) Drug Facts (continued) i
pasuBpuo) Wnipay eaganjaH 1d / - X8| H Ask a doctor before use if « remove wrapper « carefully insert suppository well up into the rectum i
I | +the child has liver disease. Dosing Chart H
pasuspuod p|og BaIBARY 1D / - Speay qns i « the child is taking the blood thinning drug warfarin. Age Dose ]
= Stop use and ask a doctor if i 1 ——
anbiqo pesuspwo) pjogid 6 - shupeay —— under 6 months [ Do not use unless directed by a doctor 1 —
———— ! :fe:iﬁtlgszsrrl::)orreet:lhazniis ddaaysso(zzert]:l\jl;z)r’sgr recurs. 6 to 11 months [Use 1 suppository every 6 hours (maximum of 4 doses in 24 hours) i —————
anbiqQ pesugpuog ppg eaganay 1d 4| - sjoeq ﬁ,ua — ! . zew symptoms occur. ysorg ’ 12 to 36 months|Use 1 suppository every 4 to 6 hours (maximum of 5 doses in 24 hours) H —
= | « redness or swelling is present in the painful area. . . ! —
8]e35 [BJUEIICH %001 e j [ Thesemay be signs of a serious condition. Other information i —
_ pasuspuog eapAsH — = [l Keep out of reach of children. If swallowed or in case of overdose, get medical help or | * store at 2°-27°C (35°-80°F) ) i ————
1VINHO04 QHYANYLS —— I | contact a Poison Control Center right away. Quick medical attention is critical in case of | ¢ do not use if imprinted suppository wrapper is opened or damaged H ———
H dose for adults and for child if you do not noti i toms. L .
STYIINYHI3II TYLIDIa ! (3/:;‘;;5;0:: ults and for children even if you do not notice any signs or symptoms Inactive ingredients E
glycerol monostearate, hydrogenated vegetable oil, polyoxyethylene stearate, polysorbate 80
TV 01 AN3937 Q3HIVLLY ! « this product does not contain directions or warnings for adult use = i
I | - do not use more than directed p | Questions? call 1-866-923-4914 i
- i g _
’\ -I_I_I-l-l-I-I_I_I-I-I-I-I_I_I-l-l-I-I_I_I-l-l-I-I_I_I-l-l-I-I_I_I-I-I-I-I_I_I-I-E w—
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Drug Facis L —
Active ingredient (in each rectal suppository)
Acetaminophen, USP 120 mg Pain reliever/ever reducer
Uses temporarily ~reduces fever « relieves minor aches, pains, and headache
Warnings ) Drug Facts (continued)
LITes wanrig 11 product Coniins Keep out of reach of children. 1 siallowsd of In
e . case of overdose, get medical help or contact a
Sewere liver damage may accur ffyour cild | paisgn Cantrol Center right away. Quick medical
faies . atention is ritcal In case of overdose for adults
«more than 5 doses in 24 hours, which is the and for children even if you 00 not notice any
maximum daily amount slgas of
+with other drugs containing acetaminophen
Allergy alert: acetaminophen may cause severe | DIrections
skin reactions. Symptoms may include: «this m.ﬁ does not contain directions ar
*skin reddening  *blisters  +rash warnings for adult use
If & skin reaction occurs, stop use and sezk *donot use more than directed
medical help right away. * 1emove wiapper
For rectal use only. « caretully insert suppository well up Into the rectum
Pt Dusing Charl
=if you are allergic to acetaminophen Age Oose
= wiith any other drug containing acetamirophen | fynder 3 years | Do not use unless directed by
{prescription or nenprescription). If you are adoctor
not sure whether a drug conlains
acelamingphen, ask a doclor or pharmatist 3106 years :ﬁ;’lmm":z ; }"hgw"g‘)”s
Ask a doctor before use if ‘
AN LR Other information
»he chil s aking e Dood iaming g |, s ?ﬁm [_SSI;WF) . ‘
arai . {8
Stop use and ask a doctor if oom uf;u IR SIS,
« fever lasts more than 3 days (72 hours), o f80¢ ¢ camaped]
Tecurs, Inactive ingredients
* pain lasls 'ugore than 5 days or gels worse glycerol monostearate, hydrogenaled vegelabie
* new symploms occur. oil, lene stearate, polysorbate 80 |
» redness or sweling is present in the painfel area. pobyonysiing ki L
These may be signs of a serious condition.  ». | Questions? call 1-866-923-4914
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2plcs) Not actual code

Laser Ablation

Lot #
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CHILDREN'S

ages 3-6 years

NOT FOR RETAIL SALE
NDC 51672-2115-4

FeverAll.

ACETAMINOPHEN SUPPOSITORIES

Pain Reliever/Fever Reducer

Reference ID: 38052710

O
5 O Rectal 12 O .
Doctor Recommended Suppositories each 7 \
(N
———— )
'__________.4
Distributed by:
Taro Pharmaceuticals U.S.A., Inc.
Hawthorne, NY 10532
Made in USA
TARO is a registered trademark of
TARO Taro Pharmaceuticals U.S. A., Inc. GW 710014
Tamper-evident: Suppositories are individually wrapped.
Do not use if imprinted wrapper is opened or damaged. zIlls767202 17154 1,
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ATTACHED LEGEND TO ALL
DIGITAL MECHANICALS

STANDARD FORMAT:
Helvetica Condensed
100% Horizontal Scale

Drug Facts - 14 pt helvetica Bold Condensed Oblique
Headings - 9 pt Bold Condensed Oblique

Sub Heads - 7 pt helvetica Bold Condensed

Text - 7 pt Helvetica Medium Condensed

Border - 2.5 pt rule, 3/64" gap all around

Barline - .75 pt Rule

Certified by: MS
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Drug Facts M
Active ingredient (in each rectal suppository) Purposes
Acetaminophen, USP 325 mg. Pain reliever/fever reducer
Uses temporarily < reduces fever s relieves minor aches, pains, and headache
‘ uﬂ:amln'gs Drug Facis (continued)
T Warmng: i pregnan! ot breast-feeding, ask a health
o —» Tnis product contains acetaminophen. pvglessnonal before use. Knht: oul of reach of
Severe liver damage may occur it children. If swallowed or in case of overdose, get
| . »achild 6 to 12 years takes more than § doses | medical help or contact a Poison Control Center
o in 24 hours right away. Quick medical attention is critical in
=an adult or child 12 years and older takes case of overdose for adults and for children even
AY more than 6 doses in 24 hours, which is the if you do not notice any Signs or sympioms.
PR madmym dally amount e —
= ke with other drugs containing acetari Directions
N = || |~ an adu takes 3 or more alcohofic drinks « do not use more than directed
| every day while using this product *emove wiapper )
Allgrgy alert: acataminophen may causs severs | * Carefuly insert suppository well up into the rectum
o skin reactions. Symptoms may include: Dosing Chart
x «skin readening = blisters = rash
I It a skin reaction occurs, stop use and seek Age Dase
medical help right away. under 6years | do not use
e For rectal use only. 61012 Use 1 suppository every
e —— Bﬂmz. ik years 4 10 6 hours. (maximym of
R «in en under 6 years 5 doses in 24 hour.
— «if you are allergic 10 acetaminophen. v Va2 = |s)
m———— «viilh any other drug containing acetaminophen | [20ultS and se 2 suppositories every
m—— (prescription or nonprescription). It you are children 12 4o 6 hours. (maximum of
e —— not sure whether a drug contains years and older | 6 doses)
) acetaminophen. ask a doctor or pharmacist.
e —— Ask a doclor belore use if Other information
————r *you have liver disease. «stoe at 2°-27°C (35°-80°F)
«you are taking the blood thinning drug wartarin. | = do not use if imprinted suppository wrapper is
i smznam&m}nm opened or damaged
2ot g 15).0'18US. ' fnactive ingredienls
2 m g:'nfnmf:w mose than 10 32ys. glycerol mwgwaralc. hydrogenated vegetable
— «rexiness of swellng i present in the pairularea. | Ol POOXyetylene stearate, polysorbate 80
' These may be signs of a serious conditien. .| QUESHONS? call 1-866-823-4914
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NDA #018337
FeverAll® (Acetaminophen Rectal Suppositories) 80 mg, 120 mg, 325 mg and 650 mg
TARO Taro Pharmaceuticals U.S.A., Inc. CBE-0 Labeling Supplement

SUPPOSITORY SIDE BY SIDE COMPARISON
CURRENT DRUG LABELING 80 mg PROPOSED DRUG LABELING

e I R I
!
i

LT

Infants’ 80mg

FeverAlls

= -

]
| ‘E—-._ I P . -

Infants” 80mg

FeverAll-

5 Acetaminophen Supposito g - - f . e
2 Dist, by Actae\s Mid Atiljaatic LLcry = &mmmophen S!Jppnmtory
g Lincolnton, NC 28092 USA ist. by T-Iallro Pharmaca'#lials U.S.A,, Inc,
@ = = iwunm
Ir
JANANRES!

(b) (4)

1. Changed color scheme and design
2. Bar code and numbers revised from Actavis to Taro’s.
3. Updated Distributor statement from Actavis to Taro’s.
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NDA #018337
FeverAll® (Acetaminophen Rectal Suppositories) 80 mg, 120 mg, 325 mg and 650 mg

TARO Taro Pharmaceuticals U.S.A., Inc. CBE-0 Labeling Supplement

CURRENT DRUG LABELING 120 mg PROPOSED DRUG LABELING

Thildren’s 120mg :E:hildren's 120mg
Fever: FeverAlls

VCBas

Acetaminophen Suppository
Dist. by Taro Phar:':cwigzli U.5.A,, Inc,

Acetaminophen SuEposim}r
&id. by Actavis Mid Atlantic LLC

__Lincolnton, NC 28092 UsA

L

. (b) (4)
1. Changed color scheme and design.

2. Bar code number revised from Actavis to Taro’s.
3. Updated Distributor statement from Actavis to Taro’s.
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NDA #018337

FeverAll® (Acetaminophen Rectal Suppositories) 80 mg, 120 mg, 325 mg and 650 m
p pp! g g g g
CBE-0 Labeling Supplement

TARO Taro Pharmaceuticals U.S.A., Inc.

CURRENT DRUG LABELING

OLOSOEIZLF0E00iL)

Acetaminophen Suppository
Dist, h'!,rlu:la'uis Mid Atlantic LLC

325mqg
Fever

VCES3

_Enl:_l:llntﬂn, NC 28092 UsA

Reference ID: 3805210

PROPOSED DRUG LABELING

!3__

1 Il i

i
]

":Ir.._s'tr-ngth 325m
FeverAll.

" “Acetaminophen Suppository
Dist. by Taro Pharmaceuticals U.S.A., Inc.
Hawthome, NY 10532

™
11

i N =

Changed color scheme and design.

Added Jr. Strength before 325mg.

Bar code number revised from Actavis to Taro’s.
Updated Distributor statement from Actavis to Taro’s.

(b) (4)




NDA #018337

FeverAll® (Acetaminophen Rectal Suppositories) 80 mg, 120 mg, 325 mg and 650 m
p pp g g g g
CBE-0 Labeling Supplement

TARO Taro Pharmaceuticals U.S.A., Inc.

CURRENT DRUG LABELING 650 mg PROPOSED DRUG LABELING
_-"§
== B Adult 650mg N
= Adult 650mg ¢ FeverAll- 2
. Fi everAll = B Acetammophen Snplposnorv o
ﬁ.’g \eetaminophen Suppository = 3 Dist. by Taro Pharmaceuticals U.5.A., fnc.
=0 Dist. By Actavis Mid Atlastic Lo = =3 Hawthorne, NY 10532
it colnten, NE 28007 LISA

1. No change to colors.
2. Bar code number revised from Actavis to Taro’s.
3. Updated Distributor statement from Actavis to Taro’s.
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FeverAll.

Acetaminophen Suppositories
Pain rellever/fever reducer

Reference |D: 3805210
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DIRECTIONS: When practical, cleanse area around rectum with mild soap and warm water
and rinse thoroughly. Gently dry by patting or blotting with toilet tissue or a soft cloth
before using FeverAll°.

1. Remove wrapper before inserting suppository as follows: hold suppository upright and
carefully separate wrapper at pointed end to open.

2. Carefully peel wrapper down both sides evenly, exposing suppository.

3. Avoid excess handling, as suppository is designed to melt at body temperature.
Suppositories should not need to be refrigerated if stored below 80°F (27°C).

4. Place child flat on back or on side with anal opening exposed.

5. Insert suppository gently, well into rectum. Use fingertip to complete insertion.

Questions? call 1-866-923-4914

Dist by: Taro Pharmaceuticals U.S.A,, Inc.
Hawthorne, NY 10532
Made in USA
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