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APPEARS THIS WAY
ON ORIGINAL

Approved Labeling
(submissions of 11-9-00 and

9-7-00)

APPEARS THIS WAY
ON ORIGINAL



I

4

7

\i/?/:o

SEEET

POSSAP W SIOW SOR 108 89 - u—llqul-u

BH L T [T
990 ayfar ¢ 10 8np g0 B -
wmmhuwm-:

—i
~

*.

/!

ou You op mad § B (VI 9 Duddon s meen 7 1) 0 {SISNP LMAR,] L TORPUCO BURoUN X ARl

T . T[T T]

\ Wmmdmm'd-hmmw»tmdlhum

PUB SIEB JOURN » SO0V . [

-y nunlluupm fupeeus - u—ln_ﬁnm

wmu“mmwnnm;ﬂw“mm

o — <]

UL fupmuep S 570 & Remanbe) Bu SEED SREUY SURUY)

(CU_IIh'mJed) hnﬂi#ﬂ“bq
Ithlorm.ﬂ e vkt gl 300 s o,

- giore 8 20°-25°C (80°-77°F) - aswuik) ancessive heat “I-h‘"ahlhh:l
l Iotownben, povetyns g, scon IAV S I
mmug-u.m-uu St it 8
IOuuﬂons cul 1900 4520051 24 b o do e ook ’mﬂmﬂu

VAPRP «
suopoesq

apun
Uy B0 10V Pepeey

wopde
10 %m0k 7} UNDID PR WFOR

-~

(penupuoo) sjoe4 Bnig

xp0p © e oby o wed 2§

Xp0p § Ay PEOSP S0ORM AN I

%8 80y 9 Unne HYIE0 2 B 3080 D

»

 Antihistamine / Nasal Decongestant / Pain Reliever / Fever Reducer |

TAVIST:

Clemestiee fumaraie 0.335 my (eqwivalent L0 0.25 mg clomasiing), psewdoepbedrine HCI X) mg iablets, 20d scelaninophes 500 mg

ALLERGY/SINUS/
HEADACHE

= Sinus congestion & pressure

« Runny nose & snecezing

e ltchy, watery cyes
- ltchy throat -
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Mmmmme / Nasal Decongestant / Pain Reliever / Fever Reducer

TAVIST

T T Coamtio emarate 0,335 mp (opevaent 1 .25 mg clemastne),
S T e s peeeteephedring HOI 39 mg tablets, and aceianisophes 500 8¢
e ALLERGY SINUS HEADACHE
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Antlmstamme Nasal Decongestant Pam Rehever Fever Reducer

TAVISTm,,

Clenustine tvmaatz 0.335 ng (vewivaient 10 0.26 g clomastioe], peowdosphodrine HC1 0 g ebiels, aad scelaminophes 500mg |

g ALLERGY/SINUS/
| HEADACHE

= Sinus congestion & pressure
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s ltchy, watery cyes

« Itchy throat ’
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‘7/7/00

NCH Response to FDA Approvable Letter Dated August 4, 2000
NDA 21-082 — Clemastine Fumarate / Acetaminophen / Pseudoephedrine Hydrochloride

Tablets (cont'd)

BLISTER PACK
Tavist Allergy/Sinus/Headache
(clemastine fumarate 0.335 mg (equivalent to 0.25 mg clemastine), pseudoephedrine HCl 30 mg.
and acetaminophen 500 mg tablets)
antihistamine/nasal decogestant/pain reliever/fever reducer

Manufacturer: Novartis Consumer Health, Inc.
Summit, NJ 07901-1312

Lot Number  XXXXX
Exp. Date XXXXX

NCH Response:

We agree with FDA’s recommended wording and have also added
‘© 2000’ under Novartis (logo).
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