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Drug Facts | A

Active ingredient (in each recial suppository) Purposes
Acetaminophen, USP 80 mg. Pain reliever/fever reducer

\

Uses temporarly +reducesfever < relieves minor aches, pains, and headache

Warnings Drug Facls (continued)

©
\ Liver waming: This product contains Keep oul of reach of children. If swallowed or in
~— ) —®{| | acetaminophen. Severe fiver damage may 0ccur | case of overdose, get medical help or contact a

2plcs) Not actual code
Code bars to be changed

to match this product

if your child takes Paison Control Center right away. Quick medical |

= more than 4 doses in 24 hours, which is the altention is critical in case of overdose for adults |
maximum daily amount for ages 6 to 11 menths | and for children even if you do not notice any |

_J « more than 5 doses in 24 hours, which is the signs or symptoms

,-—-// mm‘;ﬁg" Aok fox 068 1 .99 TS ’Dhoctlons- this product does not contain

2 u0s containing aceaminopen | gicections or warnings for adull use

— Aligrgy alert: acetaminophen may causesevere |, 4o%or vee mare Ihan direcled

skin reactions. Symptoms may include: = [EMOVE \WTapper

+skin reddening e biisters < rash « caretully insert suppository well up into e rectum

If a skin reaction cccurs, stop use and seek Dosing Chart

medical help right away. 0sing

For rectal use only. Age Dose

Do not use under  |Do not use unless directed by

e=—"— ===t il
—— * il you are allergic to acetaminophen. 6 months |a doctor

» with any other drug containing acetaminophen |f6 1o 11 [Use 1 suppository every 6 hours
e — (prescription or nonprescription). If you are months  |{miaxi of 4 dosas in 24 hours)
_— nol sure whether a drug contains 'I‘z 1036 |Use 1 suppository every 4 {0 6 hours
T T
B

4.102—

uctarmsophen; 25k ¢ A0cl0p O phaTess months  |(maximum of 5 doses in 24 hours)
Ask a doclor before use if
« the child has liver disease. Other information
«the child is taking the blood thinning drsg *slore at 2°-27°C (35°-80°F)

warfarin. « 00 not use if imprinted suppository verapper is
Stop use and ask a doctor if Opened or oamaged
«fever lasts more than 3 Gays (72 hours), ortecurs. | fnaclive ingredients
3 EZ';S gﬁfpg:: gg‘;’ Uays or gets worse. Olyeerol monostearate. hydroganated vegetable
i or sweling 8 present i the gainsl area. 0il, polyoxyethylene stearate, polysorbate 80
These may be signs of a serious condition.  p.| QUESHONS? call 1-866-923-4914
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M Q I | Active ingredient (in each rectal suppository) Purposes w;;eggz",’jg;gg ;’r‘]é‘:n'l‘,‘]’; t:c';';‘;g;;,;fp‘,{‘;nmax'm“m daiy amount for ages 12 to 3 months § < g
Q ! Acetaminophen, USP 80 mg Pain reliever/fever reducer I ajlergy alert: acetaminophen may cause severe skin reactions. Symptoms may include: i o0
e o rali ) ; « skin reddening e« blisters  erash H
z ! Uses temporarily  * reduces fever < relieves minor aches, pains, and headache If a skin reaction occurs, stop use and seek medical help right away. 1
1 Warnings For rectal use only. =
" i Liver warning: This product contains acetaminophen. Severe liver damage may occur Do not use !
SN qpayiuay = [ if your child takes « if you are allergic to acetaminophen. |
I § - more than 4 doses in 24 hours, which is the maximum daily amount for ages > « with any other drug containing acetaminophen (prescription or nonprescription). v i
— H 6 to 11 months If you are not sure whether a drug contains acetaminophen, ask a doctor or pharmacist. . —
—1 L —
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pesuepuo) wnipapy eaganjay 1d / - Xal i As: a :T?zr blliforaduse if « remove wrapper e carefully insert suppository well up into the rectum i
« the child has liver disease. : H
Pasu3pUD) p|og BIBARY 1d - Speayy gns § | - the chiid s taking the biood thinning drug vrtarin = — Dosing Chart i
— = N Stop use and ask a doctor if - H [
anbyqo pesuspwo) pjog 1d 6 - shulpeay — under 6 months | Do not use unless directed by a doctor 1 —
————— ! :Leaviflrllaasianqoor;et:\t;annils dd:);so(zze'glxz)r’s:r recurs. 6 to 11 months |Use 1 suppository every 6 hours (maximum of 4 doses in 24 hours) i ——
anbyqQ pasugpuoy ppg eapanay id ) - sjoe4 5"10 — ! « New symptoms occur. ysorg : 12 to 36 months|Use 1 suppository every 4 to 6 hours (maximum of 5 doses in 24 hours) H —
— I | < redness or swelling is present in the painful area. . . ! —
8[BOS [BIUICH %001 i These may be signs of a serious condition. Other information 1 —
_ Pasuspuoy ealpAsH — = | Keep out of reach of children. If swallowed or in case of overdose, get medical help or || *Store at2°-27°C (35°-80°F) ) i ——
1VINH04 QHYANYLS ] I | contact a Poison Control Center right away. Quick medical attention is critical in case of J|_*do not use if imprinted suppository wrapper is opened or damaged H ]
1 || overdose for adults and for children even if you do not notice any signs or symptoms. - .
STYOINVHOIW TVLI9IT g , ] Inactive ingretients et syt ]
glycerol monostearate, hydrogenated vegetable oil, polyoxyethylene stearate, polysorbate
T1v 01 ON3937 QIHIVLLY ! « 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 1
- i ! _
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Acetaminophen, mg teliever ucer ‘
Uses  temporarily ~reduces fever relieves minor aches, pains, and headache c% O O
8 Warnings Drug Facts (continued) o=
Liver waming: This product contains Keep oul of reach of ehildren. I svallowed or In
~— ) — | | acetaminophen. case of overdose, get medical help or contacta
o' Severe liver damage may occur if your child Paison Control Cenler right away. Quick medical
1akes . attention s critical in case of overdose for adults
* more than 5 doses in 24 hours, WHICH 1S the | anq tor children even if you do not notice any
SR K T U Ti—
o Allergy alerl: acetaminophen may cause severe qz:’fg:”:m ——
aE——— skin reactions. Symptos incluce: *
o .smr: ,m;:,gwf b;';:;;ﬂ ll: m: warnings for adult use
o If a skin reaction occurs, stop use and sezk *do nol use more than directed [
q: | ook ‘mm@p‘f :pposwy well up Into the rectum
For rectal use only. E
| e = Daciy i
e «if you are allergic to acetaminophen. Age ose e
‘ ] = with any other drug containing acetamirophen | funder 3 years | Do not usz unless cirected by —
| i {prescription or nenprescription). If you are adoctor
_—— not sure whether a drug conlains ——
| ——— ::h:;':to ph:: o a“‘jﬂ:am o . 3106 years grs;:n msismy nuseevscz ;a}om?(n":;"s ————
a doctor before use —
; pE——— « e il s ey dsease. Diher informalion ———
mﬁi is taking the biood thinning dng < 10021 2°27° (35°80°F)
« do not use if imprinted suppository wrapper is
st and ask a doctor if
e d'ays (72 nours), or Spened o cMmged
Tecurs, Inactive ingredienis
* pain lasls I,Lm than 5 days or geis worse glycerol monostearate, hydrogenaled vegetadle ‘
.new ms 0CCul. il |
. reamsé";: swelling is presentin the pairfel area. L0 o st et =
Y —— These may be signs of a serious conditior. . | Queslions? call 1-866-923-4914 O
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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
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Drug Facts i Sty (7)) o ®
Active ingredient (in each rectal suppository, Purposes
mmwséu : Pain relieverfever reduoer O = E
Uses temporarily e reduces fever s relieves minor aches, pains, and headache o (@)
© ‘ Warnings Drug Facts (continued) N O (@)
Liver warning: I pregnant or breast-feeding, ask a health —
o) —> This product contains acetaminophen. professional before use. Keep oul ol reach of
Severe liver damage may ocour 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 tates case of overdose for adults and for children even
), more than 6 doses in 24 hours, which is the rlywounolnohzmswnsmsymms
N e = 211 -anadmnamsmmmaw'glmmms ?:"melﬂllnhadim
o M%%dzinmﬁm'?n?yduw severe | * carefully Wﬂ suppository well up into the rectum
. skin reactions. Symptoms may include: Dosing Chart
X «skin reddening = blisters = rash
<t 1f a skin reaction occurs. stop use and seek Age Dose
medical help right away. under 6years | do not use
EEE— For rectal use only. 61012 Use 1 suppository every
[ Do m;:n . years 4 10 6 hours. (maximum of
-in
o «if you are alleric 10 acetaminophen. 80 and z :::e ;::::x: re=
e = vith any other drug containing acetamnophen o 4156 bowr. (masdmawn of
— (prescription or nonprescription). Ifyosare | {children 12 -
E— not sure whether a drug contains years and older | 6 doses)
e acetaminophen. ask a doctor of pharmacist.
Aska doclor before use if Other informalion
«you have liver disease. «store at 2°-27°C (35°-80°F)
| ||~ you are taking the blood thinning drug vartarin. | » do not use if imprinted suppository wrapper is
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2 g:'w" g:r':uvt':r‘ns: mts more than 1092ys. | oivcacol momsgmrale. hydrogenated vegetable
—J «reness of Swellng i presentin the paiful area. | Ol POIyOXvelhylene stearate, polysorbate 80 o
‘ ' These may be signs of a serious conditien. . | QuesTions? cal 1-866-823-4914 b 9
-
(T
ZnueoLL2y2ioL Sy E 2
© S R s < B
qJ o 210042 M9 b ++
— VSN ul spey CESOL AN usoymmey 0} d_
-O 8 *au| “'y"$'N S|eannaewieyg 0L :Aq 1sig 8 -06 2
— N . wd = 1L
O o e gveyes | sauoysoddng
et 3wy G 18302y
u‘ — g
! £ |[ 48 0
it ‘e T e e,
N 8) {23 ;{l g [ iadnpayJanag saAdipy uied |
HEAE] X e 4 R *- .,
3 ] ' 2 <k 5 e
= HE] ; samousoaans NIHJONIWVLIDV | i
: = g I
2 |iizX fAoN94 |
o T — : p‘ \
m ' Ze 5 [y ‘
N — spa/( Zl- 95389 N~
| HLONIULS "uC ) s
Y l o
................

8 _.E SS_H;OJ.I‘OddﬂS N!HJONIWVL\!-)V‘
8% uv.la/\ad
-E
D3
Z <t ©
= O e Nt
O« | | e
-9LIZ-T291S DAN
2l x
oW i
O =5m , ‘
Somny | | =
_ N o ’ a5 ™
= XN — ) ™ o o) — >
o= O il = =
o 8 — t = N~
o0 8- = -
L O\~ «— e



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

()]
)
A —
o)
@)
4 o
w— NN N O NN N NN N NN B NN N NN O NN O NN O NN B NN N NN N NN O NN O NN O NN B NN N BNNNN N NN O NN O NN O NN B BN N NN N NN O NN O NN B NN N NN N NN NN O NN O NN B NN N NN N NN W NN W NEN N N W SN H’
e - l — Pk o
! VI6Y-€26-998-1 1183 ¢ SUO/JSENY J < swoydwfs 1o subis Aue 800U 10U 0pNOA Ji Usha UBIP|IYD 10} PUE SYNPE 10} 8SOPI A0 i @)
! N T = Rl Py o Koo Wl >
! 110 8IGE}2D 8\ P § BUSDO.IPAY 8JEIER}SOUOU |01 89N sl”aw 'asn 8.104aq [euoissajoid yyeay e yse ‘Buipasj-jsealq 10 ueuboid j| .
1 pabewep Jo pauado s Jaddeim Aioysoddns pejuridwi i 8sn Jouop e "uonIpuod snouas e Jo subis aq few asay] ! /
—_— i (4008-55€) Do L2-og 1B 210IS o "gale |njured ay) ul Juasaid siBulljams JdO sl(saupej . 1 —
[\ b) — 1 uonewiojul 18yj0 1N290 SWoldwAS Mau « . [r—
= -— 'SKEp (O} ueyleiow s se| 10 asiom swﬁu!ed . I E/
‘_h —— ! (sasop 9 J0 wnusxew) | J8po pue sieskz | 'SIN2a1 10 ‘(sInoy z/) SABp § UBY}2IOW S]SE| J9AS) « i ————
—— 1 "sInoyg 0}y A1ane sepaysoddns z esn | ual pIyd pue sjnpe J1 10ja0p eyse pue asn dojg : —
(4D — 1 (sinoy vz ul sasop § Jo wnwpew ) "sinoy g o) v Aiens Aloysoddns | asn sieakzL 0 9 ‘uueyem Brup Buiuuiyy poojq ayy Bu e} are nof « "8SBAsIp JaAI| aARY Nof e | —
o0 —_— 1 —_—
e H 8sn YU op sieah 9 JBpun j18sn a1gaq 1.90p e )sy i —_—
I ! aso( afiy | f ‘1s1oewireyd Jo 1qoop e yse ‘uaydourwue}soe suiguoa Bnip e sayiaym ainsjou i noky| . —_—
*(uonduasaiduou o uonduosaid) uaydourweysae Buiureuod Bnap sayjo Aue yime |
| yeyq buisoq .
= - ‘uaydouiwe)aoe 0} oifia|e aIenok Jie i
! wnjoal 8y ojurdn II;gﬁlfég};sfglﬂn;l;l@flgsﬂI'noizlgz . Jadd;lj;vl\, 7;\;;1;10- s1eak 9 Japun uaJpjiyd ul e . ATTACHED LEGEND TO ALL
I - Chankan ssniouog | DIGITAL MECHANICALS
i (panunuoo) sjae4 bnig (panupuoo) spae4 brug | | STANDARD FORMAT.
B - . -
S S S N S S N N S S S N N S S S S N S S N S S N S N N - Helvencacondensed
e n
. A *Ajuo asn [e}ral 104 1 E— 100% Horizontal Scale
| ‘Reme JyBu djay [eaipatu ya8s pue asn dos ‘SINd20 UONILAI UDS B} H
i ysele sialsliq e Buluappesuryse :apnjoulfew swoldwAg 'suonoeal uns aienas asnes few uaydouiweleoe :pae Abigy ! Dmg Facts -12 pt helvetica Bold Condensed Oblique
1 jonpaid siyy Buisn ajym fep Kiana i
e i SYULIP 21|0Y02JE 210U 10 § SBXe}}Npe Ue « usydoulwe}aoe Bujuiejuod sBnip 1840 yym usye}« JUNOWE Ajiep WnwWixew ay} sl yd1ym ‘sinoy #z Ul Sasop g Uey) 810w sae} Jap|o H " | i
. H pue sieak Z|. pliyo 10 )NPe UB « SINOY g Ul S3SOP G UBY) alow Saye}Seakz| 019 PlIyd B Ji 1200 Aeww aBeLlep JaAl| 31385 "Uaydoulwelaoe sureuoa jonpoud siyy :butusemsenry | | Headings - 9 pt Bold Condensed Oblique
A [ sbuyurem | ¢ = Sub Heads - 7 pt helvetica Bold Condensed
3loepeay pue ‘sured ‘SalYJe JOUIW SaA3I|3] « 18A3} S30NPA  AjlIR10dWS) $FS| =
(\®) 1 d Aieiod ] )
o0 W H | Text - 7 pt Helvetica Medium Condensed
. I Jaonpaj Jana;pa/\auajumd ............................................................................... ﬁll GZEdSﬂ 'uaqdou!umaav i O" G)
@)} i | sesoding (Asoysoddns jeja81 yaes uy) jusipaibul annay : 0) Border - 2.5 pt rule, 3/64" gap all around
OO:: — 1 DECZIIIT1] - — E Ei Barline - 75 pt Rule
5 L 314 i3 '3 °0 :0 ;3 20 °O RO RO 00 ;0 &4 B0 RO _BQ 00 04 &0 00 BQ 00 ;0 &0 B0 _°O 00 00 B0 ;O _°4 R0 00 00 &0 ’O &0 _0R B0 _JJ |} -
— i | — H
M H . . MS
I JR. STRENGTH NOT FOR RETAIL SALE | D™ Certified by:
> H ages6-l2years NDC 51672-2116-4 | QO H-
= i ' I + Q
SR HEEY : i FeverAll ' 5 °
5|5 | :
. 1 ] ! ® I g
/AN 3 |z @ " H
0o SIZ gg | ACETAMINOPHEN SUPPOSITORIES 1
o0 s | I Z N ! £
g 3 3 3 i Pain Reliever/Fever Reducer i g
)2 bl | I g
z = \
w 5085 e | 32518 SO T : |
Suppositories each g E 2
PP g
L h — z £
L i 1 F 11 &f °0 &f 00 °’fF B0 °’°0 ;0 ’Q °0 0 R0 ’Q R0 ’O0 00’0 °ROQ RO 0O R0 RO B0 RR B0 ’R Q10 ] -
—_— — g 2
? i — g .
I Distributed by: =
[ = Taro Pharmaceuticals U.S.A., Inc. 2
. 1 Hawthorne, NY 10532 2
W 1 Made in USA =
n TARO is a registered trademark of =
\O I TARO Taro Pharmaceuticals USA, Inc. GW 710015 Ej g g 8
L =
! Tamper-evident: Suppositories are individually wrapped. N "O = % z
% I Do not use if imprinted wrapper is opened or damaged. 3IMS 167212116401 U FH= — g
\ I = P————‘__d >
V N & > ° g
— o —
o — H
o " £
= s
<
O 3 5
. . . « g
<3 N E~t<3 N <3 n > 5 g H E
a S 'b | 2|8 H-E
~ () ~ : IREERRE : E

Reference ID: 3805210

6501
¥

IF YOU HAVE ANY QUESTIONS OR COMMENTS PLEASE CALL TARO PHARMACEUTICALS-ART DEPARTMENT uuu-mo./




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

LTIT I A VWJILIANT TIO7 9 -~
)
N
[\
A —
[l Q
@)
_ - e
—t+
i ] =5
. } Ll S < 3 Qo
1 v16v-£26-998-L 183 /Suoljsanp |
1 "swojdwAs 1o subis Aue aaijou jou op nok JiuaAs ualp|Iyd 10} pue sjnpe 3 5
| || 08@wraiosfijod ‘ajereans auaifyy afixofjod ‘jio ajqr aban pajeuaboipAy ‘aje.ea}soucu |0180A|6 10} 8SOPIAAO JO 8SBO UI [BOR LD SI UOQUAJJE [BOIpaLU YoInE) Keme JyBu Jqu ey jo13u0) ! 2
i sjuaipalfiu] aaaeuy uos10d 19eJuoo Jo djay [eaipawu 196 ‘asopiaro 4o ased ui 1o pamojems §| “uaippiyajo |
— E pabewep Jo pauado s JaddeimAiopsoddns pajuridw ji asn Jou op « o804 Jo 1m0 doe)) ‘en ioj eq feuoissajosd yyeey € ¥t “Duipey-jsves Jojueuliesd 3 i —— /
[\) — ! ‘ " (4o08-5€) Dol - 1B AUOIS "uoBIpuod snoLiss e Jo subis aq Aew asay | 4 =E/
. — ] uoneuriojur 18yj0 "ea.e [njuted sy} uijuasaid si Buijjams 1o ssaupal e !
-h — 1 "1n220 swojdwifs mau « ] ——
—— | 10)20p B yse :sieak Z| Japun uaip|iyd « . —
U9 — 1 porsad noy-z Aueuissuopsoddns g pasoxajou op e . sﬁe‘pm e mo;: sise| J0asiomsjab ured o i —
(@0)] — ! 1s8) swojdwis ajiymsinoyg 0}y Aana Aiopsoddns | e s1noa1 1o ‘(sanoy z2) sfep g ueyy alow sise| sanaye f £ ——
— 1 u8p|o pue sieak Z| uaipjiyd pue synpe e J1 10j20p @ yse pueasn doig ! -_—
i wnjoa. 8y} ojul dn [jam AJ°“s°dd"f£:“‘E“'!’“ﬂ|a|"\‘équ; . ‘uuepem Brup Buuuiyy poojq sy Bure) arenoke | -
i Pa&2a1Ip URY) BI0W SN JOUOP + " 968651 Jan)) aAEY ok« |
. suonaailg }1 8sN 8108 10J30p BYSY i
E (panunuos) syae4 Bnig (penunuoo) spaed Gmig | &
? A Jsioawreyd 10 10jo0p s ‘aydouiLLe}20E SUIBIU0D Bnp  Jayeym ains jou - u;ﬂ?lﬂgf:oilguﬁju::&?g% rﬁ;pjé:l‘;gaqj"ﬂj\‘!:‘gxﬂ°“l‘:m:§:e°k“" ;g Ej"”u"‘;‘e‘l'ﬂgfu“; :
are noA J *(uondisosaiduou Jo uondiiosaid) uaudougm%zozg:::]!eu;:: :n;rﬁjj:q;oaﬁmnﬂkw . UOIYM 'SIN0Y 7 Ul SBSOP Q UBY B10W SEXE} J8PJ0 PUE SIEak Z| PIIYD 10 YNPE U !
Ydouyurey 8oe 0} I.3]| He B 1 inooo Aew aBewep san) a19rag u aydouue)ade surzju0d Jonpaid siy| Buiwem B AT ]
— sieafg| Japunuaipiyoul e ]
¢ asnjou og shunuey !
O\ *Ruo esn |goailogy J| 8yoepesy pue ‘sufed ‘sayoe JOUL SBABale JaAB)SBONpRle  AlLRlodwa  SaS) l
l\) * Reme Y611 djsy [eatpaw aes pue asn dojs ‘sIn290 UONOEAl UYS B § ]
w U] ysels sigsiqe Buiusppal upjse 130Np 8l 19AB/IBARI| 81 Ufeg Bw g9 dsn ‘vaydouiwelady ]
. :apnjoul few swWojdwAS 'suo§oeal uys e Aas asnea Aew usydouiwreaoe :uae Ay | Sasoding (,{musoddns jejaal ljaea ur) wa;pa.rliu_: oAy i
A $ (penunuoo) sjoe4 bnig spoe bnig | i
o0 p————
!
ADULTS' NOT FOR RETAIL SALE §
= ages 12 years & older NDC 51672-2117-4 )
m = o \ -
- '
;2T c | :
N 15y - réVeraill. i
I Tz < HE | ‘ j
sIZ0E 5 . ACETAMINOPHEN SUPPOSITORIES !
w 3 g * ;‘o d . |
( x ) = Q . . E
2|3 > & - Pain Reliever/Fever Reducer ’
o “ -
Y ceemeccecee- . - i
Q b
Z e
: e 5085 e | 65025 L |
*actual size Doctor Recommended Suppositories each A
PP
(L
é
Distributed by:
N Taro Pharmaceuticals U.S.A., Inc.
. Hawthorne, NY 10532
Made in USA
N
TARO is a registered trademark of
\O TARO 10 Pharmaceuticals US A, Inc. GW 710016 ggj g
Tamper-evident: Suppositories are individually wrapped. N o
% Do not use if imprinted wrapper is opened or damaged. 3NS5 16721211745 U +=
V — I
o
o=+
o
ot < —
—3 N —3 D <3 N =
~] O ~]
[S—
Reference ID: 3805210 ()

=

®

O G
0)

O o

H- R

H

® 0

Q H-

t Q.

H- (D

0

=

-

oo

w2

o

-

>

o

oo

=,

o

=

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

(b) (4)



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

NDA #018337
FeverAll® (Acetaminophen Rectal Suppositories) 80 mg, 120 mg, 325 mg and 650 mg
CBE-0 Labeling Supplement

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

SUPPOSITORY SIDE BY SIDE COMPARISON

CURRENT DRUG LABELING

Infants” 80mg

FeverAll:
Acetaminophen Suppository

Dist. by Actavis Mid Atlantic LLC
Lincolnton, NC 28092 USA

VC662

(ILELLL BLLA
Illllllllllmllpl‘r‘ll 1
91000212£¢0500(10)

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.

80 mg PROPOSED DRUG LABELING

- mmpa f o fe oy

Infants’ 80mg
" FeverAlle
Acetaminophen Supposifory
ist. by Taro Pharmaceuticals U.5.A,, Inc.
Hawthomne, NY 1

(b) (4)
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

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

IE: Chilﬂren's lzﬂmlg
%{fl' FeverAlls
g

Childran's 12iimg
FeverAlls
Acetaminophen Suppository
Ni;t, by Actavis Mid Atlantic LLC
__Lincolnton, NC 28042 USA

VCBaSs

Acetaminophen Suppository
Dist. by Taro Pharmaceuticals U.5.A,, Inc.
by Hawthoma, NY 1

L Lia

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

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 325 mg PROPOSED DRUG LABELING

1
P S LT ;

325my A Jr Sltr-ngth 325;ng
Fever: |} FeverAlls j

VCE92

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

Acetaminophen Suﬂposrmry
Dist, by Actavis Mid Atlantic LLC
_Em:u:uln'rl:-nr NC 28082 USA

oLOZOZIZER0E00 1)

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.

HownE
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For current labeling information, please visit https://www.fda.gov/drugsatfda

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 650 mg PROPOSED DRUG LABELING

—mE
== g Adult 650mg N
= Aduht 650mg FeverAll: 2
i reverAll = R Acetammophen Snplposnon; o
%E \eetantnoplen & Hipsitery I 3 Dist. by Taro Pharmaceuticals US.A., [nc.
=0: Dist. by Actavis Mid Atlaati L = == Hawthorne, NY 10532
alnien, NE 28087 sa

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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4030PAJ J3AR; /JaAB(jRI U DIRECTIONS: When practical, cleanse area around rectum with mild soap and warm water
sajoysoddns usydoujwejssy

® and rinse thoroughly. Gently dry by patting or blotting with toilet tissue or a soft cloth
IIVJaAa ' 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.
e ve r ® Questions? call 1-866-923-4914
M&‘:‘;xmm:&“ ries Distby.Ta:{:m;z:m#:cgslgzu.s.l\,lnc.
Made in USA
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