
 

 
 
 

 

 

  
 

 

 
 

 
 
 

 

 

 

FLAVORED 

10 CHEWABLE 
TABLETS 

FLAVORED 

10
CHEWABLE 
TABLETS 

Bayer, the Bayer 
Cross, Claritin and 
the Claritin Vista are 
registered trademarks 
of Bayer. 

© 2018 Bayer. 

Dist by: 
Bayer HealthCare LLC 
Whippany, NJ 07981 

Product of Ireland. 
00000000 

Chewables Chewables Chewables Chewables Chewables 

Chewables Chewables Chewables Chewables Chewables 

ChewablesChewablesChewablesChewablesChewables 

ChewablesChewablesChewablesChewablesChewables 

New 10 mg 
Strength! 

10 CHEWABLE 
TABLETS 

ChewablesChewablesChewablesChewablesChewables 

*When taken as directed.
See Drug Facts Panel. 

*When taken as directed. 
See Drug Facts Panel. 

0 0 0 0 0 0 0 0  

00000000 

loratadine chewable tablets 
10 mg/antihistamine 

Indoor & Outdoor 
Allergies 

• Sneezing 
• Runny Nose 
• Itchy, Watery Eyes 
• Itchy Throat or Nose 

24 Hour24 Hour Relief of:Relief of: 

FLAVORED 

Drug Facts 
Active ingredient (in each tablet) Purpose
Loratadine 10 mg............................................................................. Antihistamine 

Uses temporarily relieves these symptoms due to hay fever or other upper 
respiratory allergies: 
■ runny nose ■ itchy, watery eyes 
■ sneezing ■ itching of the nose or throat 

Warnings
Do not use if you have ever had an allergic reaction to this product or any of its 
ingredients. 
Ask a doctor before use if you have liver or kidney disease. Your doctor should 
determine if you need a different dose. 
When using this product do not take more than directed. Taking more than 
directed may cause drowsiness. 
Stop use and ask a doctor if an allergic reaction to this product occurs. Seek 
medical help right away. 
If pregnant or breast-feeding, ask a health professional before use. 
Keep out of reach of children. In case of overdose, get medical help or contact 
a Poison Control Center right away. 

Directions 
■ chew or crush tablets completely before swallowing. 
adults and children 6 years chew 1 tablet daily; 
and over not more than 1 tablet in 24 hours 
children under 6 years of age ask a doctor 
consumers with liver or kidney disease ask a doctor 

Other information 
■ phenylketonurics: contains phenylalanine 3 mg per tablet 
■ safety sealed: do not use if the individual blister unit imprinted with Claritin® is 

open or torn 
■ store between 20° to 25°C (68° to 77°F) 

Inactive ingredients 
aspartame, citric acid anhydrous, colloidal silicon dioxide, D&C red No. 27 aluminum 
lake, FD&C blue No. 2 aluminum lake, flavor, magnesium stearate, mannitol, 
microcrystalline cellulose, sodium starch glycolate, stearic acid 

Questions or comments? 
1-800-CLARITIN (1-800-252-7484) or www.claritin.com 
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Chewables Chewables Chewables Chewables Chewables 

New 10 mg 
Strength! 

loratadine chewable tablets 
10 mg/antihistamine 

FLAVORED 
Indoor & Outdoor 
Allergies 

• Sneezing 
• Runny Nose 
• Itchy, Watery Eyes 
• Itchy Throat or Nose 

24 Hour24 Hour Relief of:Relief of: 

30 CHEWABLE 
TABLETS 

ChewablesChewablesChewablesChewablesChewables 

*When taken as directed.
See Drug Facts Panel. 

*When taken as directed. 
See Drug Facts Panel. 

Bayer, the Bayer Cross, Claritin and 
the Claritin Vista are registered 
trademarks of Bayer. 

© 2018 Bayer. 

Dist by: 
Bayer HealthCare LLC 
Whippany, NJ 07981 

Product of Ireland. 
00000000 
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FLAVORED 

30 CHEWABLE 
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ChewablesChewablesChewablesChewablesChewables 

Drug Facts 
Active ingredient (in each tablet) Purpose
Loratadine 10 mg............................................................................. Antihistamine 

Uses temporarily relieves these symptoms due to hay fever or other upper 
respiratory allergies: 
■ runny nose ■ itchy, watery eyes 
■ sneezing ■ itching of the nose or throat 

Warnings
Do not use if you have ever had an allergic reaction to this product or any of its 
ingredients. 
Ask a doctor before use if you have liver or kidney disease. Your doctor should 
determine if you need a different dose. 
When using this product do not take more than directed. Taking more than 
directed may cause drowsiness. 
Stop use and ask a doctor if an allergic reaction to this product occurs. Seek 
medical help right away. 
If pregnant or breast-feeding, ask a health professional before use. 
Keep out of reach of children. In case of overdose, get medical help or contact 
a Poison Control Center right away. 

Directions 
■ chew or crush tablets completely before swallowing. 
adults and children 6 years chew 1 tablet daily; 
and over not more than 1 tablet in 24 hours 
children under 6 years of age ask a doctor 
consumers with liver or kidney disease ask a doctor 

Other information 
■ phenylketonurics: contains phenylalanine 3 mg per tablet 
■ safety sealed: do not use if the individual blister unit imprinted with Claritin® 

is open or torn 
■ store between 20° to 25°C (68° to 77°F) 

Inactive ingredients 
aspartame, citric acid anhydrous, colloidal silicon dioxide, D&C red No. 27 aluminum 
lake, FD&C blue No. 2 aluminum lake, flavor, magnesium stearate, mannitol, 
microcrystalline cellulose, sodium starch glycolate, stearic acid 

Questions or comments? 
1-800-CLARITIN (1-800-252-7484) or www.claritin.com 

0 0 0 0 0 0 0 00 0 0 0 0 0 0 0  

FDA00039_r6 

DRUG FACTS INFO (updated 5/18/18) 

CATEGORY REQUIRED ACTUAL IN FILE 
Drug Facts Title >8 pt ** 9 pt 

Drug Facts Continued 8 pt -

Headings* 8 pt-bold italic* 8 pt 

Subheadings ≥6 pt 6 pt 

Body Text ≥6 pt 6 pt 

Bullets 5 pt 3.5 pt 

Leading ≥0.5 pt 6.5 pt 

Hairlines 0.5 pt rule 0.5 pt 

Box and Barlines† >0.5 pt rule 1 pt 

Characters Per Inch: No more than 39 ≤39 

* Headings are to be at least 2pts larger than Body Text. 
** Drug Facts Title to be larger than all other type size used in DFP
 † FDA Recommends 2.5pt rule 

Reference ID: 4449955 



''">1~·1spoau"'"'iVOJ I 
d:ll u1 pasn azis ad'.lJaiw ne l.9.pJa6.Je1 aq O'.I aJlll SPJ~ 611.1(] ** 

''.IX81408Uet.f1Jall.EiS'.ICIG1Sea1'll!aqcna.ms6u1paaH* 

6£5 SE UetpaJOWON :4ou1 J'd SJ'1!1BJel{) 

1d I a1ru1d s·0< 1sau1µe9 puexo9 
ldg·o a1ruld s·o sau1µ1•H 
ldg·g 1ds·o< 6u1peai 

ldS'E '.Ids Sla11ns 
'.)dg ld 9< l'a1ilpo9 
1dg ld 9< s6u1pea4<1ng 

'.Ide ,i11ei1 p1oq·1de ,s6u1peaH 

'.Ide '.Ide panu111Jo:JS10•J6ruo 

'.Ids ,. '.Ide< a~~S108J6ruo 

nu NI 1vn13V OIHmBltt Alll9llr.I 

11111 18 IA! lfl.i P81"1Xin1 IHll mll 1111 
E-6-VlOO'o'O=I 

%001 az1s /Dn:J:Jtf 

Drug Facts 
Active ingredient (in each tablet) Purpose Directions 
Loratadine 5 mg ................................. Antihistamine • chew or crush tablets completely before swallowing 

Uses temporarily relieves these symptoms due to adults and children chew 2 tablets_ daily; not more 
hay fever or other upper respiratory allergies: 6 years and over than 2 tablets in 24 hours 
• runny nose • itchy, watery eyes children 2 to under chew 1 tablet daily; not more 
• sneezing • itching of the nose or throat 6 years of age than 1 tablet in 24 hours 
Warnings children under ask a doctor 
Do not use if you have ever had an allergic reaction to _2~ye_a_rs_o_f a~g~e __ _._ __ 
this product or any of its ingredients. consumers with liver ask a doctor 
Ask a doctor before use If you have liver or kidney or kidney disease 

~:~~~~~i ~~~~-doctor should determine if you need a Other information . . 
When using this product do _not take more than • ~~;~~~~\onuncs: contains phenylalanine 1.4 mg 
directed. Taking more than directed may cause • safety sealed: do not use if the individual blister unit 
drowsiness. imprinted with Children's Claritin® is open or torn 
Stop use and ask a doctor if an allergic reaction to • store between 20' to 25'C (68' to 77'F) 
this product occurs. Seek medical help right away. 
11 pregnant or breast-feeding, ask a health Inactive ingredients . . . . . 
professional before use. aspartame, citnc acid anhydrous, colloidal silicon d1ox1de, 
Keep ouf of reach of children. In case of overdose, D&C red No. 27 aluminum lake, FD&C blue No. 2 aluminum 
get medical help or contact a Poison Control Center lake, flavor, magnesium stearate, mannitol, microcrystalline 
right away. cellulose, sodium starch glycolate, stearic acid 
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Drug Facts Drug Facts (continued) 
Active ingredient (in each tablet) Purpose Directions 
Loratadine 5 mg ------------------------------- .. Antihistamine • chew or crush tablets completely before swallowing. 
Uses temporarily relieves these symptoms due to adults and children chew 2 tablets. daily; not more 
hay fever or other upper respiratory allergies: 6 years and over than 2 tablets m 24 hours 
• runny nose • itchy, watery eyes children 2 to under chew 1 tablet daily; not more 
• sneezing • itching of the nose or throat 6 years of age than 1 tablet in 24 hours 
Warnings children under ask a doctor 
Do not use if you have ever had an allergic reaction to 2 years of age 
this product or any of its ingredients. consumers with liver ask a doctor 
Ask a doelor before use if you have liver or kidney or kidney disease 

~:~~~;~i ~~~~.doctor should determine if you need a Other information 
When using this produel do not take more than • phenylketonurics: contains phenylalanine 1.9 mg 
d. t d ~ k' th d' ct d per tablet 

irec e · ,a mg more an ire e may cause • safety sealed: do not use if the individual blister unit 
drowsiness. imprinted with Children's Claritin®is open or torn 
Stop use and ask a doelor If an allergic reaction to • store between 20° to 2s·c (68° to 77°F) 
this product occurs. Seek medical help right away. • • • 
If pregnant or breast-feeding, ask a health Inactive ingredients . . .. . . 
professional before use. aspartame, carmine, c1tnc acid, colloidal s1l1con d1ox1de, 
Keep out of reach of children. In case of overdose, flavor, magnesium stearate, mannitol, microcrystalline 
get medical help or contact a Poison Control Center cellulose, sodium starch glycolate, stearic acid 
right away. 

minooooo 
_J 

Reference ID: 4449955 



0 00000 00000 
I 

Q I 
______________ J 

Actual Size 100% 
FDA00156-3 

IRU& FICTS 1111 1~ ~11l'1Bl 11111 
CAT£6DRY REQUIRED AJ:TUAllNFllf 
Drug factslitle >8 ptn 9 pt 
Drug Facts Continued Bpt B pt 
Headings' Bpt·bold ialic' B pt 
Subheadings ~6pt 6 pt 
Body Text ~6pt 6 pt 
Bullets 5pt 3.5pt 
Leading ~D .5pt ~.5pt 

Hairlines 0.5ptrule .5pt 
Box and Barlines' >0.5 pt rule 1pt 
Characters Per Inch: No more than 39 s39 
1 Headingsiret.obeatleast 2ptslirgerthan 800yText. 
1t1F~~=~~2~;:?i~tllai all other type size used in [fp 

_ _,--------+-----------------------------------------+--------,_ 

Ir-------------------------------, I 
I I I I 
i I i 
i I 

' 

Drug Facts Drug Facts (continued) 
Active ingredient (in each tablet) Purpose Directions 
Loratadine 5 mg .................................... Antihistamine • chew or crush tablets completely before swallowing. 

Uses temporarily relieves 1hese symptoms due to adults and children chew 2 tablets daily; not more 
hay fever or other upper respiratory allergies: 6 years and over than 2 tablets in 24 hours 
• runny nose • nchy, watery eyes children 2 to under chew 1 tablet daily; not more 
• sneezing • nching of the nose or throat 6 years of age than 1 tablet in 24 hours 

Warnings children under ask a doctor 
Do not use if you have ever had an allergic reaction 2 years of age 
to this product or any of its ingredients. consumers with liver ask a doctor 
Ask a doctor before use If you have liver or kidney or kidney disease 
disease. Your doctor should determine if you need a Other information different dose. 
When using this product do not take more than 

• phenylketonurics: contains phenylalanine 1.4 mg 
per tablet 

directed. Taking more than directed may cause • safety sealed: do not use if the individual blister 
drowsiness. unit imprinted with Children's Claritin®is open or 
Stop use and ask a doctor if an allergic reaction to torn 
this product occurs. Seek medical help right away. • store between 20' to 25'C (68' to 77'F) 
If pregnant or breast-feeding, ask a health Inactive ingredients professional before use. 
Keep out of reach of children. In case of overdose, aspartame, cnric acid anhydrous, colloidal silicon 
get medical help or contact a Poison Control Center dioxide, D&C red No. 27 aluminum lake, FD&C blue No. 2 
right away. aluminum lake, flavor, magnesium stearate, mannitol, 

microcrystalline cellulose, sodium starch glycolate, 
stearic acid 

~ 
Questions or comments? 
1·800·CLARITIN (1·800-252-7484) or www.claritin.com 
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Ad/re lngndlenl (In eadJ lablel) l'tJtpllSB Dilftlions 
Loraladine 5 mg .................................... AntihiSlamine • chew or crosh !llblets completely before swallowing. 

Uses tamporarily nlliavas these symptoms due ID adults and children chew 2 tlblets dally; not more 
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Drug Facts Drug Facts (continued) 
Active ingredient (in each tablet) Purpose Directions 
Loratadine 5 mg ................................... Antihistamine • chew or crush tablets completely before swallowing. 
Uses temporarily relieves these symptoms due to adults and children chew 2 tablets daily; not more 
hay fever or other upper respiratory allergies: 6 years and over than 2 tablets in 24 hours 
• runny nose • itchy, watery eyes children 2 to under chew 1 tablet daily; not more 

_•_sn_e_ez_in""g ___ •_it_ch_in_,g'-o_f t_h_e _no_s_e _or_th_r_oa_t_--1 6 years of age than 1 tablet in 24 hours 
Warnings children under ask a doctor 
Do not use if you have ever had an allergic reaction to 2 years of age 
this product or any of its ingredients. consumers with liver ask a doctor 
Ask a doctor before use if you have liver or kidney or kidney disease 
~:~~~~~i ~~~~.doctor should determine if you need a Other information 
When using this product do not take more than • phenylketonurics: contains phenylalanine 1.4 mg 

per tablet 
directed. Taking more than directed may cause • safety sealed: do not use if the individual blister unit 
drowsiness. imprinted with Children's Claritin®is open or torn 
Stop use and ask a doctor if an allergic reaction to • store between 20' to 25' C (68' to 77'F) 
this product occurs. Seek medical help right away. 
If pregnant or breast-feeding, ask a health Inactive ingredients 
professional before use. aspartame, citric acid anhydrous, colloidal silicon dioxide, 
Keep out of reach of children. In case of overdose, D&C red No. 27 aluminum lake, FD&C blue No. 2 aluminum 
get medical help or contact a Poison Control Center lake, flavor, magnesium stearate, mannitol, microcrystalline 
right away. cellulose, sodium starch glycolate, stearic acid 

Questions or comments? 
1-SDD·CLARITIN (1·Bll0·252·7484) or www.clarilin.com 
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Drug Facts Drug Facts (continued) 
Active ingredient (in each tablet) Purpose Directions 
Loratadine 5 mg ................................... Antihistamine • chew or crush tablets completely before swallowing. 

Uses temporarily relieves these symptoms due to adults and children chew 2 tablets daily; not more 
hay fever or other upper respiratory allergies: 6 years and over than 2 tablets in 24 hours 
• runny nose • itchy, watery eyes children 2 to under chew 1 tablet daily; not more 

_•_sn_ee_z_in.::.g __ •_it_ch_in ... g_o_f t_he_n_o_se_o_r_th_ro_a_t ---1 6 years of age than 1 tablet in 24 hours 
Warnings children under ask a doctor 
Do not use if you have ever had an allergic reaction to 2 years of age 
this product or any of its ingredients. consumers with liver ask a doctor 
Ask a doctor before use if you have liver or kidney or kidney disease 

~:ff~~~~i ~~~~.doctor should determine if you need a Other information 
When using this product do not take more than • ~:~~r~~::onurics: contains phenylalanine 1.9 mg 

directed. Taking more than directed may cause •safety sealed: do not use if the individual blister unit 
drowsiness. imprinted with Children's Claritin®is open or torn 
Stop use and ask a doctor if an allergic reaction to • store between 20° to 25°C (68° to 77°F) 
this product occurs. Seek medical help right away. 
II pregnant or breast-teeding, ask a health Inactive ingredients 
professional before use. aspartame, carmine, citric acid, colloidal silicon dioxide, 
Keep out ot reach of children. In case of overdose, flavor, magnesium stearate, mannitol, microcrystalline 
get medical help or contact a Poison Control Center cellulose, sodium starch glycolate, stearic acid 
right away. 

Actual Size 100% I 
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Drug Facts 
Active ingredient (in each tablet) Purpose 
Loratadine Smg ............................ Antihistamine 

Uses temporarily relieves these symptoms due 
to hay fever or other upper respiratory allergies: 
• runny nose • itchy, watery eyes 
•sneezing • itching of the nose or throat 

Warnings 
Do not use if you have ever had an allergic 
reaction to this product or any of its ingredients. 
Ask a doctor before use if you have liver or 
kidney disease. Your doctor should determine if 
you need a different dose. 
When using this product do not take more than 
directed. Taking more than directed may cause 
drowsiness. 
Stop use and ask a doctor if an allergic reaction 
to this product occurs. Seek medical help right 
away. 
If pregnant or breast-feeding, ask a health 
professional before use. 
Keep out of reach of children. In case of 
overdose, get medical help or contact a Poison 
Control Center right away. 

Directions 
•chew or crush tablets completely before swallowing. 
adults and children chew 2 tablets daily; not more 
6 years and over than 2 tablets in 24 hours 
children 2 to under chew 1 tablet daily; not more 
6 years of age than 1 tablet in 24 hours 
children under 
2 years of age 

ask a doctor 

ask a doctor 

Other information 
• phenylketonurics: contains phenylalanine 

1.4 mg per tablet 
•safety sealed: do not use if the individual 

blister unit Imprinted with Children's 
Claritin® is open or torn 

• store between 20° to 25°C (68° to 77°F) 

Inactive ingredients 
aspartame, citric acid anhydrous, colloidal 
silicon dioxide. D&C red No. 27 aluminum 
lake, FD&C blue No. 2 aluminum lake, flavor, 
magnesium stearate, mannitol, 
microcrystalline cellulose, sodium starch 
glycolate, stearic acid 

Questions or comments? 
1 ·BDD-CLARITIN (1 -BD0-252-7484) 
orwww.claritin.com 

Actual Size 100% I 
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Stop use and ask a doctor II an allergic 
reaction to this product occurs. Seek medical 
help nght away. 
H pregnant or breast-feeding, ask a health 
professional before use. 
Keep out of reach of children. In case of 
overdose, get medical help or contact a 
Poison Control Center right away. 

Directions 
• chew or crush tablets completely before 

swallowing. 
adults and children 
6 years and over 

chew 2 tablets daily; 
not more than 
2 tablets in 24 hours 
chew 1 tablet daily; 
not more than 
1 tablet in 24 hours 

Drug Facts (continued) 
Other information 
• phenylketonurics: contains phenylalanine 

1.4 mg per tablet 
•safely sealed: do not use if the individual 

blister unit imprinted with Children's 
Claritin® is open or torn 

• store between 20' to 25'C (68' to 77'F) 

Inactive ingredients 
aspartame, citric acid anhydrous, colloidal 
silicon dioxide, D&C red No. 27 aluminum 
lake, FD&C blue No. 2 aluminum lake, 
flavor, magnesium stearate, mannnol, 
microcl)lstalline cellulose, sodium starch 
glycolate, stearic acid 

Questions or comments? 
1-800-CLARITIN (1-800·252·7484) or 
www.clarltln.com 

Actual Size 100% I 
FDA00150-3 
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Uses temporarily relieves these 
symptoms due to hay fever or other upper 
respiratol)I allergies: 
•runny nose 
•itchy, watel)I eyes 
•sneezing 
• itching of the nose or throat 

Warnings 
Do not use if you have ever had an allergic 
reaction to this product or any of its 
ingredients. 

Reference ID: 4449955 



Drug Facts 
Active ingredient (in each tablet) Purpose Directions 
Loratadine 5 mg ................................... Antihistamine • chew or crush tablets completely before swallowing. 

Uses temporarily relieves these symptoms due to adults and children chew 2 tablets daily; not more 
hay fever or other upper respiratory allergies: 6 years and over than 2 tablets in 24 hours 
• runny nose • itchy, watery eyes children 2 to under chew 1 tablet daily; not more 

_•_s_n_ee_z_in~g __ •_itc_h_in~g_o_f t_he_n_o_se_o_r_th_ro_a_t _ __, 6 years of age than 1 tablet in 24 hours 
Warnings children under ask a doctor 
Do not use if you have ever had an allergic reaction to 2 years of age 
this product or any of its ingredients. consumers with liver ask a doctor 
Ask a doctor before use If you have liver or kidney or kidney disease 
~:~~~!~;~~~~.doctor should determine if you need a Other information 
When using this product do not take more than • phenylketonurics: contains phenylalanine 1.4 mg 

per tablet 
directed. Taking more than directed may cause • safety sealed: do not use if the individual blister unit 
drowsiness. imprinted with Children's Claritin®is open or torn 
Stop use and ask a doctor if an allergic reaction to • store between 20' to 25'C (68' to 77'F) 
this product occurs. Seek medical help right away. 
If pregnant or breast-feeding, ask a health Inactive ingredients 
professional before use. aspartame, citric acid anhydrous, colloidal silicon dioxide, 
Keep out of reach of children. In case of overdose, O&C red No. 27 aluminum lake, FO&C blue No. 2 aluminum 
get medical help or contact a Poison Control Center lake, flavor, magnesium stearate, mannttol, microcrystalline 
right away. cellulose, sodium starch glycolate, stearic acid 

Actual Size 100% 
FDA00056-D-3 
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This is a representation of an electronic record that was signed 
electronically. Following this are manifestations of any and all 
electronic signatures for this electronic record. 

/s/ 

THERESA M MICHELE 
06/17/2019 05:21:35 PM 
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