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NDA 20-485/S-009 Visine®-A® Eye Drops (pheniramine maleate 0.3% & naphazoline hydrochloride 0.025%)

Ophthalmic Solution
Response to FDA Comments-COMPLETE

RESPONSE

e

FPO

Driig Facls
{continued)
Directions

= adul;s and chiltiren 6
years of age and over

Drug Facts

Active ingredients Purpose

Naphazoling HCI 0 625% Redness reser

Phenfaninemakate 0%  Anbhestaming
58

temporarily r2lieves ttchy red eyesdue 0.

«pollen < ragweed -« grass

+ anima, hair and dander

put 1 0¢ 2 drops i the
affected eye(s} up to
ot i

i byves a tay
« children under 6 years

Warnings

Forexiernal use only

Do not use if you are sznsitive o any ingredient

1 Ihis product

Ask a doctor before use if you have

«heartdisease  « highLiood pressure

« B0 2ngle Qiaucoma

+ rouble urinating due o an enlarged prosiate layd

When using this product

« pupils may become enlarged femporarily

« 0o nat touch §p of container to any surface o
avord contammation

«1gplace cap aller each use

« remaove coy tact lenses befare using

« g not use ¥ i sokulio)l changes Coiy o
becomeés cloudy

+ OVEIUSE Ay CAUSE MOfE Eve redness

Stop use and ask a doctor if

« you feeleye pain -« changes in ﬁslnn et

«redness or fritation of the eye lasls

+ condition worsens or fasts more tan 72 hours

Ki? outof reach of children. if cwallowed, gal
medica) help or contact a Pason Control Ceater
Tipht away. Accidental swaliowing by infants and
children may lead 1o coma and marked

reduction n body temperatyre.

Reference ID: 3293292

of age: consult a docto;

Other information
* SOME USEIS May
experence a il
tingling sensation
« storz at 15° 10 25°C
(59° 10 77°F)

Tnactive

ingredients
benzalkonium chioride
boric aced, edelate
droodium, purjlied
waler, sodum borale,
sothum hydioxdeand/
or hydrochiboric acd
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NDA 20-485/S-009 Visine®-A® Eye Drops (pheniramine maleate 0.3% & naphazoline hydrochloride 0.025%)
Ophthalmic Solution
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NDA 20-485/S-009 Vlsme®-A® Eye Drops (pheniramine maleate 0.3% & naphazolme hydrochloride 0.025%)

Reference ID: 3293292

VIsiigA.

PHENIRAMINE MALEATE 0.3%
NAPHAZOLNE HCI 0.025%

ANTIHISTAMINE + REDNESS
RELIEVER EYE DROPS

MULTI-ACTION
EYE
ALLERGY

Relief

Clinically proven to relieve
itchy, red, allergy eyes

Drug Facts

my'ﬂlnﬁls Purpose
Redness rhever
.Antinistamine

Drug Facts (continued)

STop USE and 35% 3 Goctor it
«youfeel eve pain - chianges wsonmuur
« redness or irrtation of the 2yeasis
« vondition worsens of lasts more than 72 hours

s
temporarlly religres iichy, red eyes jueto.
epollen  eragueed  ograss e animel hair and dandes

Keep ouf of reach of children. T swallowed gef medical helpor
cantact a Poisan Control Genter right away Actidental sweliowd,ig
Ly infanis end children may lead 1o coma and marked reducbon n

Warnings

Forexternal use only

DUWOTUSTE YU aTE ST T3 TR ECiENT S PROCUCT

«heart dissase

«high blood pressure

«Nanow angla §lautoma

«rauble urinating dug to a0 enteged prostate gjnd
Whien esiag fiTs prodi

«pupils may become enlaryed temporanily

~donot touch tip of container loany surface to avoid confamynabon
~1eplave cap after each use

[EMOVE Contact lenses belore using

«donot use if tivs solubion changas clor of becomes Goudy
«QVEIUSE May CAUSE M0k 2ye fedness »

body tlemgerature,

Directions

«zdutts and children 6 years daveand wer put 1 9e 2 drogsin
the athected eyef és} up t four tives & da

« children under 6 years of age. consulta uwor

S8 nem expiealion dale marked on the carton or boitle
»SOMe USers May experience a bnai tingling sensaton
*stoie 3l 15°t0.45°C

Tnactive ingrements tenzkonui cilonie DONC 20,

edetate dlsom% u%"m waler, sodiuni borate, sodiln: Iydionde
and/or hydrochtoric ackl

TuesTions?  888-154-T648 or Ouiswls US, il coleet

215-273-8785

Dist: Johnson & Johnson Healthcare Products
Division of MCNEIL-PPC, Inc_ Skillman. NJ 08558 USA
Made In Belgum  © MeNEIL PPC Inc 2012
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Drug Facts (continued)

Keep out of reach of children. If swallowed, get

medical help or contact a Poison Control Center

right away. Accidental swallowing by infants and
children may lead to coma and marked reduction
In body tsmperature.

Directions

« adults and children 6 years of age and over:
put 1 o 2 drops in the affected eys(s) up to four
times a d:

Other information
« 50Me usars may experience a brief tingling sensation
« store at 15°to 25°C (59° to 77°F)

Inactive ingredients
benzalkonium chloride, boric acid, edetats

disodium, purified water, sodium borate, sodium
hydroxide and/or hydrochloric acid

Questions?
888-734-7648, or Outside US, dial collect
215-273-8755
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l lay
: «children under 6 years of age: consulta doctor
|
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Dist: Johnson & Johnson Heal theare Products Division of
MCNEIL PP, Inc., Skillman, NJ 08558 USA Made in Belgium
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@ Sterile

ISINE.A

HENIRAMINE MALEATE 0.3%
APHAZOLINE HCI 0.025%
NTIHISTAMINE + REDNESS
ELIEVER EYE DROPS /

ULTI-ACTION
EYE

Clinically
proven to
relieveitchy,
red, allergy
eyes

2 BOTTLES:
1/2 AL OZ (15mL) each

NET1FL OZ (30mL}

S

VALUE TWIN PACK

& Sterile
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|
I
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I
HENIRAMINE MALEATE 0.3% |
APHAZOLINE HCI0.025% |
NTIHISTAMINE + REDNESS |
ELIEVEREYE DROPS I

I

I

|

ULTI-ACTION
EYE

Clinically
proven to
relieveitchy,
red, allergy
eyes

2 BOTTLES:
1/2 FLOZ (5mL) each
NET1FLOZ (30mL)

S

N + namow angle glaucoma

Caution: Do not useif WSNE¥imprintedneckband on bottle |
s broken or missing. |

Drug Facts

Active ingredients
Naphazoling HCI 0.025%...
Pheniramine malkats 0.3% ...

Use temporarily relives ttchy. red eyes due to:
epollen eragwesd «grass «animal hairand dander

Wamings

For external use only

Do not use If you are sensitive to any ingredient in
this product

Aska doclorboion use if you have

« heart diseasa

«high blood pressure

Pumpose

4 +trouble urinating due to an enlarged prostate gland

When using this product

« puplls may become enlarged temporarily

« do not touch tip of contalner to any surface to
avold contamination

« replace cap after each usa

« remove contact lensas befora using

« do not use if this solution changes color or
becomes clowdy

« OVeruse may cause more eye redness

Slop use and ask a dector if

«you feel eye pain  « changes in vision occur

« redness or Iritation of the eye lasts

« condition worsens or lasts more than 72 hours »

(b) (4)
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