LORATADINE - loratadine tablet
Camber Consumer Care Inc

Loratadine tablets USP, 10mg/antihistamine

ACTIVE INGREDIENT(S)

Active ingredient (in each tablet)
Loratadine USP, 10 mg

PURPOSE
Antihistamine

USE(S)

temporarily relieves these symptoms due to hay fever or other upper respiratory
allergies:

= runny hose s jtchy, watery eyes

= sneezing = jtching 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.

ASK A DOCTOR OR PHARMACIST BEFORE USE IF

WHEN USING THIS PRODUCT

do not take more than directed. Taking more than directed may cause drowsiness.

STOP USE AND ASK DOCTOR IF

an allergic reaction to this product occurs. Seek medical help right away.

PREGNANCY/BREASTFEEDING

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

adults and children 6 years and over 1 tablet daily; 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

Bottles:

= Tamper-evident: do not use if foil seal under cap, printed with "SEALED for YOUR
PROTECTION" is missing, open or broken

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

Blisters packs:

s safety sealed: do not use if the individual blister unit imprinted with loratadine is open
or torn

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

s protect from excessive moisture

INACTIVE INGREDIENTS

corn starch, lactose monohydrate, magnesium stearate, pregelatinized starch

QUESTIONS OR COMMENTS?
Call 1-888-588-1418

PRINCIPAL DISPLAY PANEL
Loratadine-tablets-USP-10mg-30's-carton



L —
[ 3 I
B ‘ \ /
ulpod yoyeg | \ /
\ /
10} BAIE paysiuien un | \ /
| \ /
.‘I \ /f
| \ /
| \ /
|‘ \ /
|
ZuioLe |
; R
. Drug Facts (continued) Drug Facts (continued) Drug Facts
,
nm ,..‘;Ig..a.: nr.hraT:;-f;adlng, aska Inactive ingredients Active ingredient Purpose
% protessional belore use. corn starch, lactose monohydrate, (in each tablet)
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Loratadine-tablets-USP-10mg-30's-container

——. ¢ NDC69230-323-30 Active ingredient Purpose
%A'A_E.E& "Compare to the active (it each tablet)
Loratadine USP, 10 mg...... Antihistamine
Uses temporarily relieves these symptoms
due to hay fever or other upper respiratory
allergies: mrunny nose mitchy, watery
eyes msneezing m 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
“Whea ekt e kSR different dose. When nsin_g this nrud_unl
do not take more than directed. Taking
more than directed may cause drowsiness.

Stop use and ask a doctor if an allergic

30 Tablets reaction to this product occurs. Seek

ingredient in Claritin®

Non-Drowsy’
Loratadine Tablets USP
0 mg
Antihistamine
Relisf of:
« Sneezing
« Runny Nose

Hour -+ lichy, Watery Eyes
oat or Nose

« ltch)
Indoor & Outdoor Allergies

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 contacta Poison
Control Center right away.

Directions madults and children 6 years
and over: 1 tablet daily; not more than 1
tablet in 24 hours m children under 6 years
of age: ask a doctor mconsumers with
liver or kidney disease: ask a doctor
Other information w Tamper-evident: do
not use if foil seal under cap, printed with
'SEALED for YOUR PROTECTION" is
missing, open or broken mstore between
20° to 25°C (68° to 77°F)

Questions or comments?

call 1-888-588-1418

wzZ

—
—
~

Distributed by:

Camber Consumer Care, Inc
Piscataway, NJ 08854, USA.

Un varnished area
for Batch coding

30 (L) x 20 (H) mm

2101118
Mfg. Lic. No.: 24/MD/T5/2016/F/G

"This product is not manufactured or
- distributed by Bayer Healthcare LLC
distributor of Claritin®.

Loratadine-tablets-USP-10mg-100's-carton
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24 = Runny Nose
Hour « itchy, Watery Eves
« fichy Throat or Nose
Indoor & Outdoor Allergies

*When taken as diracted. g
See Drug Facts Panel.

100 Tablets
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Drug Facls (continued) Drug Facts (continued) Drug Facts
w;,“"": nr‘hm‘-?—:ndlm, aska Inactive ingredients Active ingredient Purpose
PRYSSSINGs ots Use . corn starch, lactose monohydrate, (in each tablet)
Keep out of reach of children. In case of magnesium stearate, pregelatinized starch NDC 69230-323-33 Loratadine USP, 10 mg......... Antihistamine
?ﬁ?gg?érﬁeélwlgl r:mfl:;l‘;aoanlam : Gompmrs o fio x40 Uses temporarity relieves these symptoms
- oL Questions or comments? ngroent in Clarkin due to hay fever or other upper respiratory
Directions call 1-888-588-1418 allergies:
adults and children |1 tablet daily; not more : ;ﬂwgﬂuﬁe : ;:gﬁﬁgvﬁ%'r’;?gem
Byears and over |than 1 tablet in 24 hours "This product is not manufactured or bilmibiioonia i [, — throat
children under 6 distributed by Bayer Healthcare LLC .
yoars of age |35k adoclor distributor of Claritin®. Loratadine Tablets USP R IZZ2H
- . . Do not use if you have ever had an allergic
ﬁansum:rds with o Mig. Lic. No.: 24/MD/TS/2016/F/G 10 mg reaction to this praduct or any of its
‘ istributed by: ntihistamine i
dn‘.rerurlney ask a doctor Distributed b Antihistam
b Camber Consumer Care, Inc. e le( .: dn:;qr hn'mr: usndif you h:'ﬂ“‘j“'ﬂf
Piscataway, MJ 08854, USA. . i or kidney disease. Your doctor shoul
Other information ey i st

determine if you need a different dose.
When using this produet 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.

»

Loratadine-tablets-USP-10mg-100's-container

Non-Drowsy’
Loratadine Tahlets USP

Antihistamine

24

Hour

Indoor & Outdoor Alle:
*When taken as dit

See Drug Facls Panel y

NDC 69230-323-33 Active ingredient
'Compare to the active (im each tablet)
ingredient in Claritin®

10 mg or throat

Relief of:

= Sneezing

» Runny Nose

= lichy, Watery Eyes
= [ichy Throat or Nose
[

1ed.

Loratadine USP, 10 mg
Uses temporarily relieves these symptoms
due to hay fever or other upper respiratory
allergies: mrunny nose mitchy, watery
eyesmsneezing mitching of the nose

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
100 Tablets reaction to this product occurs. Seek

Purpose

Antihistamine

reach of children

Other information

medical help right away. If pregnant
or breast-feeding, ask a health
professional before use. Keep out of

. In case of overdose,
get medical help or contact a Poison
Control Center right away.

Directions madults and children 6 years
and over: 1 tablet daily; not more than 1
tablet in 24 hours mchildren under 6 years
of age: ask a doctor mconsumers with
liver or kidney disease: ask a doctor

not use if foil seal under cap, printed with
"SEALED for YOUR PROTECTION® is
missing, open or broken mstore between
20°to 25°C (68° to 77°F)

Questions or comments?

call 1-888-588-1418
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m Tamper-evident: do
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Distributed by:

Camber Consumer Care, Inc.
Piscataway, NJ 08854, USA.

~

Un varnished area
for Batch coding

30 (L) x 20 (H) mm

2101120

Mfg. Lic. No.: 24/MD/TS/2016/F/G
"This product is not manufactured or
distributed by Bayer Healthcare LLC
distributor of Claritin®.

Loratadine-tablets-USP-10mg-300's-carton
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Drug Facts (continued) Drug Facts (continued) Drug Facts
If pregnant or breast-feeding, ask 2 Lo . Active ingredient Purpose
s health professional before use. Inactive ingredients (in each tablet)

. Keep out of reach of children. In case corn starch, lactose monohydrate, - BE“ ® 5 HDEC 66230-923-34 JLoraiadine USP, 10 mg..... Antinisiamine

K of overdose, get medical help or contact magnesium stearate, pregelatinized %& ‘gugjﬁﬁ gﬁ:ﬁ:sﬂ T
Y a Poison Control Center right away. starch 0 'SES temporarily relieves these
i symptoms due to hay fever or other upper
J Directions Questions or comments? respiratory allergies:

\ = call 1-888-588-1418 Original Prescription Strongth m TNy 0SS m. frot, watery eyes
5 adults and children 11ablet daily,; not Non-Drows| m sneezing m itching of the nose

; 6 years and over mozr; :‘han 1 tablet Y or throat
’ in 24 hours =

be "This product is not manufactured or Loratadine Tablets USP Warninas

i children under 6 distributed by Bayer Healthcare LLC 4
4 years of age aska doctor it of Claritin®. 1 n mg Do not use if you have ever had an allergic

‘, i reaction to this product or any of its

o f,::rs :rrnf,?n:“; ask a doctor Mig. Lic. No.: 24/MD/TS/2016/F/G Antihistamine ingredients.

Y disease Distributed by: Relief of Ask a doctor before use if you have liver
b Camber Consumer Care, Inc. . or kidney disease. Your doctor should
! Other information Piscataway, NJ 08854, USA. determine if you need a different dose.

. m Tamper-evident: do not use if foil Iader & DutdosAllacil When using this product do not take

& seal under cap, printed with e '"", e, more than directed. Taking more than
. p. P *Wihen taken as directed. " |
. TSEALEP for YOUR PROTECTION® See Drug Facts Panel. g directed may cause drowsiness.

; is missing, open or broken Stop use and ask a doctor if an allergic

m store between 20° to 25°C (68° o reaction to this product occurs. Seek
77°F) M medical help right away.
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/ Active ingredient Purpose  reaction to this product occurs.
—~0 NDC 69230-323-34  (in each tablet) Seek medical help right away.
AMBEI Compare to the active Loratadine USP, If pregnant or breast-feeding, ask .
ingredient in Claritin® 10 mg Antihi ine  ahealth pr i before use. —
Uses temporarily relieves these Keep out of reach of children. In o\ .
symptoms due to hay fever or other  case of overdose, get medical help or :7 U n Vamlsh area fOr
upper respiratory allergies: contact a Poison Control Center right [r— . .
m runny nose m itchy, watery eyes  away. LI E— Batch coding details
m sneezing  m itching of the nose  Directions m adults and children 6
or throat years and over: 1 tablet daily; not more e E— 35 X 28 mm
Warnings Do not use if you have than 1 tablet in 24 hours w__—————
il ever had an allergic reaction to this  m children under 6 years of age: aska W_—""—
- Soeeany product or any of its ingredients. doctor mconsumers with liver or e —
oo : ”ﬁgﬁlw;;fy i Ask a doctor before use if you have kidney disease: ask a doctor |

ML CUALT A liver or kidney disease. Your doctor  Other information mTamper-evident:
it L L should determine if you need a o not use if foil seal under cap, printed

gt different dose. When using this  yith *SEALED for YOUR PROTECTION' s ; ef012z
W/ product do not take more than missing, open or broken mstore between Mig. Lic. No.. 24MDITS/2016//6
directed. Taking more than directed - 20° to 25°C (68° to 77°F) "This product is not manufactured or Distributed by:

may cause drowsi Stop use or ? distributed by Bayer Healthcare LLG Camber Gonsumer Gare, Inc.
\_ 300 Tablets  and ask a doctor if an allergic o 1.g35-588-1418 distributor of Claritin®. Piscataway, NJ 08854, USA.

LORATADINE

loratadine tablet

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:69230-323
Route of Administration ORAL




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
LORATADINE (UNII: 7AJ03BO7QN) (LORATADINE - UNII:7AJ03BO7QN) LORATADINE 10 mg

Inactive Ingredients
Ingredient Name Strength
STARCH, CORN (UNIl: 08232NY3S))
LACTOSE MONOHYDRATE (UNII: EWQ57Q8I5X)
MAGNESIUM STEARATE (UNII: 70097M6130)

Product Characteristics

Color white (White to Off white) Score no score
Shape ROUND Size 6mm
Flavor Imprint Code H;L20
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:69230- .
1 323.30 1in 1 CARTON 07/28/2023
1 30 in 1 BOTTLE; Type 0: Not a Combination
Product
NDC:69230- .
2 323.31 1in 1 CARTON 07/28/2023
2 108 in 1 BOTTLE; Type 0: Not a Combination
Product
NDC:69230- 1000 in 1 BOTTLE; Type 0: Not a Combination
e 323-10 Product e pAeae)
NDC:69230- .
4 323-01 10 in 1 CARTON 07/28/2023
a NDC:69230- 10 in 1 BLISTER PACK; Type 0: Not a Combination
323-32 Product
NDC:69230- .
5 323.33 1in 1 CARTON 07/28/2023
5 100 in 1 BOTTLE; Type 0: Not a Combination
Product
NDC:69230- :
6 323.34 1in 1 CARTON 07/28/2023
6 300 in 1 BOTTLE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA211718 07/28/2023
Labeler - camber consumer Care Inc (079539968)
Establishment
Name Address ID/FEI Business Operations
Annora Pharma Private Limited 650980746 manufacture(69230-323)

Revised: 9/2023 Camber Consumer Care Inc
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