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

Reference ID: 3293292

Drug Facts

Active ingredients Purpose
Naphazoling HCI 0 425% Redness resaer
Phenfanine makato 03% - Anbhstamme

lemporariy 2lieves ttchy led eyesdue 0.
spallen < ragweed e grast
+ anima, hair and dander

Warnings

Forexiernal use only

Do not us if you are sznsiiive o any ingredient
n Ihis product

Ask a doctor before use if you have

«heartdisease  « high Uiood pressure

« 1310w angle giaucoma

+ roubls wrinaling due Io an enlarged prostate olayd

When usiag Ihis product

+ pupils miay become enlafged femporarily

« 00 nal touch §p ol container 1o any surface to
avord contammaton

«1eplace cap alter each use

« 1Emove ooy tact lenses before using

« g0 not use ¥ Uhis solulio) Changes Coly o
becomés cloudy

+ OVETUSE Ay CAUSE MOre
Stop use and ask a doctor if
« you feeleye pain - «changes in \\slon el

« redress or rritation of the eye fas!

« condition worsens of fasts more than 72 hours
Kee outof reach of children. if cwaliowed, gat
ica| help or contact a Porson Control Ceater
nglll away Accidental svaliowing by infants and
ofikdren may lead 1o coma and marked
;educlmn 1n body temperatire.
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* SOME USEIS My
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« slorz at 15° 10 25°C
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Reference ID: 3293292

Visine.A

NAPHAZOL|NE HCI 0.025%

ANTIHISTAMINE + REDNESS
RELIEVER EYE DROPS

MULTI-ACTION
EYE
ALLERGY

Relief

Clinically proven torelieve
itchy, red, allergy eyes

Drug Facts

gredients UTp0se
 Redness rebever
..Atihisiamine

Drug Facts (continued)

rif
«youfeel eve pain  » changes 1 vision ocur
« edness or irntation of e $ye fasis
« condition veorsens o fasts more than 72 hours

Se
temporally religres ltchy, ied eyes gueto.
opollen  eraguped  egrass  eaninel hai and dandss

Keep ouf of reach of children. T swallowed gef medicalhelpor
cantact a Poison Controd Canter right away Actidental svieliowd g
Ly infanis end children may fead 1o coma and marked reducton

~Warnings

Forexlernal use only

DOTOTUSE Y OU aTE SENLIVE T 2Ny MeCIEm S rakiuey
Ve

«hear disease

«high blood pressure

<N oW angla §auLoma

«lrguble urinating duse 0.0 enterged prostate gjnd

Whien esiag fiis produ

«pupils may become enlaiged temporanily

+do not touch tip of container koany surface Lo avoxt contamynalion

+1eplave cap after each use

* 1EMOVE Contact Ienses belore using

+donot use if this solubon changas color or BECAINES Coudy

« QVEIUSE MAy CAUSE MOe 2ye redness »

body temgesature,

Directions .
«zdults and children 6 years of age and over: put 1 oz 2 dropsin
the affected eye(s) up fo four times a day

= children under 6 years of age. consulta docty,

[“Oiher informalion

~use belore expieation date marked on the carton or bottie
»SOMe users may experie,oe a brief tingling sensaton
+stoe al 15°t0.45°C { i1As)

Tnaclive lﬂﬂmﬁk benzatkanin Chioride DONG a0k,
edetate dlsmm.ngumlaa waler, sodiumi borate, sodiun: ydroxide
andfor hydrochlonic ack

TuesTions?  BE8-134-7648 of Ouisida US, i colort

215-273-8755

Dist: Johnson & Johnson Healthcare Products
Duvision of MCNEIL-PPC, Inc_ Skillman. NJ 08558 USA

Made In Belgum  © McNEIL PPC In 2012 wuaw visine. com
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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 temperature.

Directions

« adults and children 6 years of age and over:
put 1 or 2 drops In the affected eye(s) up to four
times a day

«children under 6 years of age: consult a doctor

Other information
« some users may experienca a brief tingling sensation
« store at 15° to 25°C (59° to 77°F)
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|
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|

|

|

|

‘ - - 3
| | Inactive ingredients
| J benzalkonium chlorids, boric acid, edetate
|

|

|

|

|

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

Questions?
888-734-7648; or Outside US, dial collect
215-273-8755

Dist: Johnson & Johnson Healtheare Produdts Division of
MCNEIL PPC Inc., Skilkman, NJ 08558 USA Made in Belgium
O MONEL PP, Inc 202 www.visinecom XX XXX XXX

Reference ID: 3293292

® Sterile

ISINEA

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

ULTI-ACTION
EYE

Clinically
proven to
relieve itchy,
red, allergy
eyes

2BOTILES:
1/2 AL OZ (15mL) each
NET 1FLOZ (30mL}

 ——

VALUE TWIN PACK

HENIRAMINE MALEATE 0.3%
APHAZOLINE HCI0.025%
NTIHISTAMINE + REDNESS
ELIEVEREYE DROPS )

@ Sterile

k‘zmm: Do not use if VISINE®imprinted neckband on bottle |
|

ISINE.A

broken or missing.

Drug Facts

Active ingredients Pumose
Naphazoline HCI 0.025%.... ....Redness rellever
Pheniramine makeat 0.3% ...Anthistaming

Use temporarily relleves ftchy, red eyes due to:
epollen eragwesd egrass eanimal hairand dander

ULTI-ACTION

Clinically
proven to
relieve itchy,
red, allergy
eyes

2 BOTTLES:
1/2 FLOZ (15mL) each
NET1FL OZ (30mL)

S

Wamings

For external use only

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

Ask a doclor before use if you have

« heart diseass

« high blood pressure

« namow angle glaucoma

' 4 +trouble urinating due to an enlarged prostate gland

When using this product

« puplls may become enlarged temporarily

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

« replace cap after each use

« remove contact lenses before using

« do not use f this solution changes color or
becomes cloudy

« OVBIUSe May cause more eye redness

Slop use and ask a dector if

«you feel eye pain  « changes In vision occur

« redness or Imitation of the eye lasts

« condition worsans or lasts more than 72 hours »

(b) (4)
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electronically and this page is the manifestation of the electronic
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