NDA 21-512
Draft Labeling
Push Through Blister Package
4 Count

LORATADINE 10 mg|LORATADINE 10 mg | LORATADINE 10 mg LORATADINE 10 mg

1 TABLET 1 TABLET 1 TABLET 1 TABLET
PUSH TABLET PUSH TABLET PUSH TABLET PUSH TABLET
THROUGH FOIL THROUGH FOIL THROUGH FOIL THROUGH FOIL
MANUFACTURED BY PERRIGO | MANUFACTURED BY PERRIGO | MANUFACTURED BY PERRIGO | MANUFACTURED BY PERRIGO
ALLEGAN, MI 49010 USA ALLEGAN, MI 49010 USA ALLEGAN, MI 49010 USA ALLEGAN, MI 49010 USA
27584 FA X1-10 27584 FAX1-10 27584 FAX1-10 27584 FAX1-10
LoT# LOT# LOT# LOT#
EXP. DATE: EXP. DATE: EXP. DATE: EXP. DATE:



NDA 21-512
Draft Labeling
Push Through Blister Package
12 Count

LORATADINE 10 mg
1 TABLET

MANUFACTURED BY PERRIGO
ALLEGAN, M 49010 USA
#

LOT
EXP. DATE:
LORATADINE 10 mg

1 TABLET

PUSH TABLET THROUGH FOIL
MANUFACTURED BY PERRIGO
ALLEGAN, MI 49010 USA

LOT#
EXP. DATE:

LORATADINE 10 mg
1 TABLET

MANUFACTURED BY PERRIGO
ALLEGAN, MI 49010 USA

LOT#
EXP. DATE:
LORATADINE 10 mg

1 TABLET

PUSH TABLET THROUGH FOIL
MANUFACTURED BY PERRIGO
ALLEGAN, MI 49010 USA

LOT#
EXP. DATE:

LORATADINE 10 mg
1 TABLET

MANUFACTURED BY PERRIGO
ALLEGAN, M 43010 USA
LoT#

EXP DATE:
LORATADINE 10 mg
1 TABLET
MANUFACTURED BY PERRIGO
ALLEGAN, M 43010 USA

LoT#
EXP. DATE:
27553 FA X1-1

LORATADINE 10 mg
1 TABLET

PUSH TABLET THROUGH FOIL
MANUFACTURED BY PERRIGO
ALLEGAN, MI 49010 USA

LOT#
EXP. DATE:
LORATADINE 10 mg

1 TABLET

[PUSH TABLET THROUGH FOIL|

MANUFACTURED BY PERRIGO
ALLEGAN, MI 49010 USA

LOT#
EXP. DATE:

LORATADINE 10 mg
1 TABLET
MANUFACTURED BY PERRIGO
ALLEGAN M1 49010 USA

LoT#

EXP. DATE:

LORATADINE 10 mg
1 TABLET

PUSH TABLET THROUGH FOIL
MANUFACTURED BY PERRIGO
ALLEGAN, M 49010 USA

LOT#
EXP. DATE:

LORATADINE 10 mg
1 TABLET

PUSH TABLET THROUGH FOIL|
MANUFACTURED BY PERRIGO
ALLEGAN, MI 49010 USA

LOT#
EXP. DATE:
LORATADINE 10 mg

1 TABLET

PUSH TABLET THROUGH FOIL
MANUFACTURED BY PERRIGO
ALLEGAN, M 49010 USA

LOT#
EXP. DATE:
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4 Tablets

ANt d C \\24/
Relief of: /Hou_t
W Sneezing ¥/ ltchy, wat -

¥ Runny nose / ltchy thro

*When taken as directed. See Drug Facts
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"EFB 186

FORMAT: STANDARD

TYPE SIZES:

TITLE: 10 pt Helvetica Bold Cond. ltalic
TITLE (continued): 8 pt Helvetica Bold Cond. Italic
(continued) 8 pt Helvetica Cond. Medium
HEADINGS: 8 pt Helvetica Bold Cond. ltalic
SUBHEADINGS: 6 pt Helvetica Bold

TEXT: 6 pt Helvetica Cond. Medium
LEADING: 6.5 pt

BULLETS: 5 pt Square with
2 M'S spacing between statements

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt




NDA 21-512
Draft Labeling
Blister Carton

12 Count

i

"EFB 186

V'S 0L06Y IIN ‘NVOI TV

MINEHEH T T

A8 34NLOVANNYA

‘[euoissajoid a1ed yyeay
Jo J0100p ‘sioew.eyd unoA 1oeju0o eses|d
‘alnjeu [eolpaw e Jo suolisanb aney noA §|

yoJeys paziunejebaid ‘suopinod ‘e1elesls wnisaubew
‘ajeIpAyouow 8soyoel SpuaIpalbiul annaeuy

94N]SIOW BAISSBIXd WOJL) 199104d m
(do/2-089) D0G2-002 18 810}S M
U0} 40 uado S| J3}SI|q [eNpIAIpUI JI 8SN JOU Op B

uonewiojul JayiQ

“Reme Jybu
18JU89) |0J3U0Y UOSIOg B J0BIU0I J0 d|ay [ealpaw jab
‘9SOPIBA0 JO 9SBI U “UBAP[IY JO Yaeas Jo jno daay

*asN 810Jaq [euOISS8}01d
yeay e yse ‘Buipasj-jsealq 1o yueubaid j|

*Reme Jybii djay [ealpau ¥88g "sind90 Jonpoud Siy}
0] uonoeal o16.3|[e Ue J1 10j30p B yse pue asn dojg
'SSBUISMOIP

3SNea Aew Pajoalip Uey} alow Bumjel "pajoalip
UeU} 810w 3xe} Jou op Janpoad siy} Buisn uaym
'8S0p Jualayip

© 93U NOA JI BUILLIB)BP PINOYS J0JI0P INOA "8SBaSIp
Aaupry 10 JaA|| aaey nok Ji asn ai0jaq 10j30p € ySy
sjualpaibul sy Jo Aue 1o 1onpoud S|y} 0}

uonoeal 1619|[e LB Pey Jana aney noA ji asn jou oq
shujuiem

aseasIp Aaupy 1o

10J00p B yse 1] UM SIOWNSU0D

10j00p B yse | abe 4o s1eak 9 Japun ueIpjiyd

180U} 40 3S0U U} Jo Bulyoy m Buizosus m
safe Aiarem Ayoy m  8sou Auuni m
:s91f1a][e Aioyelidsal Jaddn Jay1o Jo Janay Aey 0}

anp swoydwiAs 8say) senaljal Alueiodwa)  $3sf)
sInoy {g ul3a|qey | ueyy J3no pue
alow jou ‘Arep 3ojaey || sIeak g usupiiyd pue SHNPe | uitgysiypuy e B 0] suIpeIRIO]
suonaalg | asoding  (1ajqe) yaea uy) juaipaibuy anijay
(panuiuog) spaeq bnig sjae4 6nig
O P \/
Q)
0 (] olde] J DBlel0
el OH -uoN
1
Non-Drowsy* 4 Ho
pratadine lable 0 .
[J
_ A 1 2 a _

ND Uriginal P ption Streng . I omp 0
Non-Drowsy* Claritin® Tak .
&9 DJlala( &
S m O
S
® 9 101C . e
= T ® :
§ 3 |
m A ~ " A
D 3 LIS 24
Relief of: Hour,
v Sneezing W/ lichy, wat - O
i/ Runny nose ¥/ ltchy thro
12 Tablets p
*When taken as directed. See Drug Facts

FORMAT: STANDARD

TYPE SIZES:

TITLE: 10 pt Helvetica Bold Cond. Italic
TITLE (continued): 8 pt Helvetica Bold Cond. Italic
continued) 8 pt Helvetica Cond. Medium
HEADINGS: 8 pt Helvetica Bold Cond. Italic
SUBHEADINGS: 6 pt Helvetica Bold

TEXT: 6 pt Helvetica Cond. Medium
LEADING: 6.5 pt

BULLETS: 5 pt Square with

2 M'S spacing between statements

HEAVY LINES: 1.5 pt

HAIRLINES: 0.5 pt
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STANDARD

FORMAT:

TYPE SIZES

TITLE

ic

Cond. Bold Ital

Cond. Bold Ital

ica
4.75 pt Helvet

4.75 pt Helvet

ic

ica

HEADINGS

Bold Cond.

ica
Cond. Med

: 4.75 pt Helveti

SUBHEADINGS

TEXT

um

ica

4.75 pt Helvet

: 4.75 pt

LEADING
BULLETS

4.5 pt Square with

2 M'S spacing between statements

HEAVY LINES
HAIRLINES

1 pt

0.5 pt
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STANDARD
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TYPE SIZES

TITLE

ic

4.75 pt Helvetica Cond. Bold Ital

Cond. Bold Italic

ica
4.75 pt Helvetica Bold Cond.

4.75 pt Helveti

HEADINGS

SUBHEADINGS

TEXT: 4.75 pt Helvetica Cond. Medium

LEADING

4.75 pt

2 M'S spacing between statements

BULLETS: 4.5 pt Square with
HEAVY LINES: 1 pt

HAIRLINES: 0.5 pt
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300 Tablets

: STANDARD

FORMAT

TYPE SIZES

TITLE: 4.75 pt Helvetica Cond. Bold Italic

ic

Cond. Bold Itali

ica

4.75 pt Helveti

HEADINGS

4.75 pt Helvetica Bold Cond.

SUBHEADINGS

TEXT: 4.75 pt Helvetica Cond. Medium

LEADING
BULLETS

4.75 pt

4.5 pt Square with

2 M'S spacing between statements

HEAVY LINES
HAIRLINES

1 pt

0.5 pt
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Original Preseriptim Strength Compare to the
% active ingredient
Non-Drowsy

%Oll;elltadi{l()e
ablets, 10 mg @

Antihistamine
10 Tablets

*When taken as directed. See Drug Facts Panel.
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Loratadine
Tablets, 10 mg

Antihistamine
Relief of:

v Sneezing

v/ Runny nose

v lichy, watery eyes
v ltchy throat or nose
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Original Prescription/Strength Compare to the
active ingredient

Non-Drowsy" in Claritin® Tablets
Loratadine
Tablets, 10 mg @

Antihistamine
30 Tablets

*When taken as directed. See Drug Facts Panel.
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Loratadine
Tablets, 10 mg

Antihistamine
Relief of:

v Sneezing

v Runny nose

v lichy, watery eyes
v ltchy throat or nose
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Compare to the
= active ingredient
Non-Drowsy in Claritin® Tablets

%olgaittadiﬂ)e
ablets, mg @

Antihistamine
300 Tablets

*When taken as directed. See Drug Facts Panel.
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Loratadine
Tablets, 10 mg

Antihistamine
Relief of:

v Sneezing

v/ Runny nose

/ Itchy, watery eyes
v ltchy throat or nose






