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AUTOMATIC LIQUID PACKAGING,INC.

NE N, : o
2200 LAKE SHORE DRIVE ~ WOODSTOCK, ILLINOIS 60098-7498 LSA {; ST 52
Julv 20. 1999 TELEPHONE 815 338 9500  FACSIMILE 815 338 5504
y ’ http://www.alp-bfs.com

Food and Drug Administration
5630 Fishers Lane Room 1061
Rockville, MD 20852

RE:  Application for Exemption from 21 CFR 201.66 (OTC Labeling Format)
Relief Eye Drops

To Whom it may Concern:

Automatic Liquid Packaging Inc., (ALP) is a Contract Manufacturer of OTC Ophthalmic Eye
Care Products, located in Woodstock, Illinois. We contact manufacture for retail companies
such as Rite Aid, Walgreen’s, Sentry, etc.

For approximately 8 - 10 years we have been manufacturing and distributing a line of eye
drops manufactured by our internal Personal Care division of ALP in 0.5 and 1.0 fluid Ounce
Sizes. This line of products is in compliance as outlined in 21 CFR 349. The line consists of
the following:

PRODUCT NAME ACTIVE INGREDIENT
— " Relief Eye Drops Tetrahydrozoline HCL

(a vasoconstrictor)
Zinc sulfate
(an astringent)

All the active ingredients conform to USP and are in compliance to the percents of Active
Ingredients allowed in 21 CFR 349.

Automatic Liquid Packaging, Inc., is requesting an Exemption from the labeling requirements
as described in Federal Register published March 17, 1999 entitled “Over-The-Counter
Human Drugs; Labeling Requirements” for our 0.5 and 1.0 Fluid Ounce size container box.

- The reason for this is that when all the Agency required labeling statements are included on the
back panel in the new format and Helvetica type size, there is no room for the additional FDA
labeling requirements.

Please refer to the attached copies of the carton and immediate container labeling that is
included in this Application. Note the Helvetica type size and arrangement of the required
statements on the Principle Display Panel. In addition, note the placement of statements such
as Storage requirements, Manufactured by, Bar coding, Tamper evident, and Eye Drop
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Container opening instructions Statements such as this also must appear on the outside
package.

As such, Automatic Liquid packaging requests an exemption from the Helvetica Labeling letter
size requirements, as described in 21 CFR 201.66 (OTC Labeling Format) for the above
mentioned Ophthalmic drops for our 0.5 and 1.0 fluid ounce size.

As mentioned previously in the Request for Exemption, ALP is a Contract Manufacturer of
OTC Ophthalmic Eye Drops for many Retail Distributors. If the Agency will allow the
requested modifications to the Principle Display Panel as attached, we also request approval
for the retail distributors we manufacture the same ophthalmic product line. These distributors
are detailed in the list attached to this letter. As you could imagine, from time to time, ALP
will aquire a new distributor. If the Agency allows the modified text for our in-house “Your
Choice” line, as well as our current list of distributors, we respectfully request that any new
distributors we add be allowed these same modifications. ALP commits that the information
included on the Principle Display Panel and side panels would be identical as shown in the
Attachments for all present and future distributors we manufacture this eye drop line.

Please contact me at (815) 338-9500 with any questions, or if you require any additional
information.

Sincerely,

AUTOMATIC LIQUID PACKAGING, INC.

T
Y

"J ohn Brda
Regulatory Affairs Manager

C Al Rothchild



.5 Oz. Relief Eve Drops

Logo
Relief  Sterke

Blops

ASTRINGENT £VE DROPS

REDNESS RELEVER

+ Temperacly Refeves
Discomiort Dus To Minor Eye
Frritadons

Sfloz. {(15mL)

\

NGICATIONS: For the temporary rekel of discomion fom mor eye
irtations. Refieves redness of the eye dus 1o minor rye irations
DRICTIONS: st 1 10 2 drogs in the ffacted eye(s} up 1o 4 Umes

da

" FOR USL 1K TME [YES ONLY.
WARNINGS: Before using with chidren under § years of age. consull
your physiclan. Keep this and all rugs out of the reach of children. in
a5e of accidental Ingestion, seek professional assistance or contact &
Poisan Control Center immedistely. Mot warnings on box
Active Ingredients: Zinc Sultate 025% and Tatrahydrozoling
Hydrochloride 0.05%.
Inactive Ingredients: benzakonium chioride, boric scid, EDTA, puri-
fied witer, sodm chioride, #nd sodium cRrate.
KEEP COMTAIMER TIGHTLY CLOSED.
TAMPER EVIOENT: F TAMPCR [VOENT CAP 6 REMOVED. DO NOT USE

Distributed by o Manufactured by
M’OHLOOOOJ




1 Oz. Relief Eve Drops

Logo
Relief
Eye

Sterile

ASIRINGENT EYE DROPS
REDNESS REUEVER

« Temporaniy Relieves
Discomfort Due To
Minor Eye krritations

11l. oz. (30 mL)

INDICATIONS: For the temporary rekef of discomfort from minar eye
riationts. Reieves redness of the eye due to minar eye imkations.
Dlllcmﬂs:hslllh!dmpshwiﬂeaedqe(s)wlou'mes

daiy.

FOR USE IN THE EYES ONLY.
WARNINGS: Before using with children under § years of age, consuk
your phrysician, Keep this and all drugs out of the reach of children. In
case of sccidental ingestion, seek professional assistance or contadt 2
Poison Control Center immedialety. Note warnings on box.
Active Ingredients: Zinc Sulfate 0.25% and Tetrahydsozoline
Hydrochioride 0.05%.
Inactive Ingredients: bezalkonium chioride, boric acid. EDTA, puriied
water, sodium chlocide, and sodium cirate
KEEP CONTAINER TIGHTLY CLOSED.
TAMPER EVIDENT: F TAMPER EVIDENT CAP 1S REMOYED, DO NOT
USE.
Distrbuted by o Manulactured by

AEOS»U-OOOO)
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.5 0z. Relief Eye Drops

- o e o2 oam ow s s

STERILE .
Relief

Eye Drops

[wmn&wumwswamnmmé]

N /— 11.2 Helvetica Bold Italic
bt bt e g e s st — e P ——
o :
Drug Facts "?\
|

6.4 Helvetica
Bold talic

Tetrabydraroldne N .
Hydrochioride 0.05% v tor 4.8 Helvatica
Bold Italic

Active Ingredients Purpose
Dinc Suitate 0.285%. oo, —Astringent

TO OPEN BOTTLE:
Twist tamper evident
top until loose, lift
and discard. Tumn
inner cap In counter-
clockwise diraction to
use product.

STORAGE: Store at
room temperature 15°
to 30° C (59" to 86°F).

Uses

W For the temporary redel of diacomiort from minar
oy imitations.

8 Rellaves rednsss of the sye due to minor eye
iritations.

L]
I

T

[

1

I

'

I

'

I Wamings

1 | Ask a doctor betors use # you have
Ask a doctor oc pharmaciet befors uge i the
| § ctitd 1e under § years of age.

' § When uaing this product

] § ® do not touch tip of contalner to any surtace to
'

|

'

[

.

I

'

i

.

I

'

|

.

4.8 Helvetica
Bold

avoid contamination
M replace cap afler sach uce
ldonauulllqdddwmadawmcbudy
W overuss may cause more eye rednecs
8 ramove contact leneass belors using
Slop une and ask a doctor ¥
B you ewperiance eye pain
B changes In vielan occur
#l continued redness or Inttation of the sye
W condition worsenc or persists for more than 72 hours
Kaop this and all drugs out of the reach of children

o}

4.8 Helvetica
Regular

T

REDNESS RELIEVER

5333

Distributed by:
{exampie)

Automatic Uquid
Packaging, Inc.

2200 Laks Shore Drive
Woodstock, IL 60098

1

¢ Temporarily Relieves
Discomfort Due To
Minor Eye Initations

6.4 Helvetica
Boid Htallc

Diresctions <
B Iw81 110 2 dropk In the affected wye(s) up 1o four
timee daily.

Inactive Ingredients
benzakonium chiorde, boric acid, EDTA, purified
waler, sodlum chioride. and sodium citrale.
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.5 fl. oz. (15 mL)




! 0z. Relief Eye Drops

STERILE

Relief
Eye Drops

lnomruxrmsmoaw&.,

~——12.6 pt. Helvetica Bold

ilDrug Facts i

Active ingredients Purpose

7.2 pt. Hel

5.4 pt. Hei

Uses

M For e temporary relief of discomtort from
minor eye irtations.

B Relleves redness of the eye due to minor eys

iritations. - —r— ot 5 4 pt. He‘

Wamings

Ask a doctor before use if you have
glaucoma. Ask a doctor or pharmacist gt ——
before use ¥ the child Is under 6 years of
age. Keep this and alt drugs out of the reach
of chiidren. ¥ d, seek pr
assistance or contact a Polson Control

Relief T
Eye
Drops

ASTRINGENT EYE DROPS
REDNESS RELIEVER

* Temporarily Relieves
" Discomfort Due To
Minor Eye Irritations

|

L 5.4 pt. He

e -

Center immediately.

i
I
|
|
|
1
|
{
i
|
i
|
I
{
. | When using this product
! 1 @ 10 avoid contamination. do not touch ip
I
]
I
I
|
|
1
|
1
|
f
|
[
I

of container 1 any surface.
@ replace cap after each use
W do not use 1t iquid changes caler or
becomes doudy
B overuss may Cause more &ye redness
& remove contact lerses before using

0.5 pt. Ha
— 2.5 pt. Bol

X

e e R R e T T T PP R

TO OPEN BOTTLE:
Twist tamper

evident top until
loose, lift and discard,
Tum Inner cap In
counterclockwise
direction to use
product.

Stop use and ask a doctor K

B you experience eye pain

i changes in vision occur

& continued redness or irritation of the eye

W condition worsens or persists for more
than 72 hours

}

-3333333333

Directions <~} 1 7.2 pt. Hel

# Instilf 1to 2 drops in the aflected eye(s) up

a

to four times daity.

STORAGE: Store at
room temperature 15°
to 30°C (59° to B6°F).

|
Inactive ingredients !
benzalkonium chloride, boric acid, EDTA, {
purified water, sodium chioride and

sodum citrate. l +/

1 fl. oz. (30 mL)

e —————— -




.5 Oz. Relief Eye Drops

( Logo
Relief

[E)ye
rops
ASTRINGENT EYE DROPS

REQNESS RELIEVER

* T..aporacly Redeves
Discomfort Due Ta Minoc Eye
Imiations

5. oz (15 mb)

Sterile

IDICATIONS: For the lemporary refel of drcomion from manor sye
krRations. Relleves redness of the eye due 0 minor eye irrkations.
DIRECTIONS: Inst 1 %0 2 drops i the affocted eye(s} up 10 4 Lmes

daty
FOR USE 1N THE EYES OMLY.

WARNW.™ " elore with chidren under § years of age. consult
your physican. Keep this and ot drugs out of the reach of children. in
casa of decidencal Ingestion, seek professional assistance or comact &
Poison Control Centes imvnediately. Nots w: o0 box

Active Ingredients: Tinc Sulfale 0.25% and Tetrahydrozoline
Hydrochioride 0.05X.
Inactive Ingrediants: benzakonium chioride, baric acid, EDTA, pun-
fied water, sodium chioride, sad sodium cltate.
KEEP CONTAMER TICHTLY CLOSED,

AMPUR £VOENT: IF TAMPER [VOENT CAR 1§ REMOVED. DO NOT USE
Distrbuted by o Mamtacturad by-

AE0S-11-0000




1 Oz. Relief Eve Drops

( Logo
Relief
Eye

Sterile

ASTRINGENT EVE DRDPS
REDNESS REUEVER

« Temporanly Relleves
Discomfort Due To
Minor Eye imitations

111 oz. (30 mL)

\

INDICATIONS: For the lemporary refel of discomfort from minor eye
irktations. Rebeves redness of the eye due 16 minar eye irritations.
OIRECTIONS: Instil 1 10 2 drops ins the affected eye(s) up to 4 limes

aoly,

FOR USE [N THE EYES ONLY.
WARNINGS: Before using with chikdren undes § years of age, consuk
your physician. Keep this and af drugs out of the reach of chieen. in
case of sccidenta; ingestion, seek prolessional assislance or contact 4
Patson Contrk Ce ter immediatety. Note warnings on box.
Active Ingredients: linc  Sultate 0.25% and Tetrahydrozofine
Hydrochioride 0.05%.
Inactive ingredients: beruakonium chioride, boric acid, EDTA, purified
waler, sodiurn chioride, and sodium cirate
KEEP CONTAINER TIGHTLY CLOSED.
TAMPER EVIDENT: ¥ TAMPER EVIDENT CAP IS REMOVED, DO NOT

USE.
AEOS-II»OOOOJ

Distrinaed by or Manufactured by
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.5 0z. Relief Eye Drops

STERILE

Relief
Eye Drops

[mmwrwousmo«mm]

Logo

ASTRINGENT EYE DROPS
REDNESS RELIEVER

* Temporarily Relieves
Discomfort Due To
Minor Eys irritations

|
|
|
' 5fl. oz. (15 mL)
1

inner cap In counter-
clockwise direction to
uss product

» "‘\
e evioent ) Drug Facts o
Actlve ingredients Purposa
Zine Sultate -Astingent
Tetrahydrorone

TO QPEN BOTTLE: Hydrochioride 2.05% 4 el
Twist tamper evident Uses l
topuntilloose,llﬂ & For the lermporury relel of discomfort rom minor .
and discard. Turn -n?mmummm»mm 1
IrRations. '
I

Distributed by
{example}
Automatic Liquid
Packaging, Inc.

2200 Laka Shora Drive
Woodstock, IL 60098

Warnings

Ask a dochor betors use if you heve

Ask & doctor e« pharmacist befors uss i the

child is under § yoars of age.

When using this product

8 do nat fouch ip o contalner 1o ay surtace 1o
avoid contamination

8 replace cap after sach uce

W do nat usa ¥ quid changes color or b cloudy
1 GVerUse May CBUCE MOTe oy fednecs
B remova contact lenses belors using

e
B condiion worzans or parsists for more than 72 hours

Directions <
W inefil 1 Io 2 drops In the altected sye(s) up ko four
tmes dady.

inactive ingredients

.
I
'
|
.
Kaep thic and all drugs out of the reack of children ]
I
L
|

chioride, bordc add, EDTA, puriied

[T

benzabornium
waler, sodium chioride, and sodium clirata. 1/3/

11.2 Helvetica Bold !talic

6.4 Helvetica
Bold ltalic

4.8 Helvetica
Bold Ktalic

4.8 Helvetica
Bold

4.8 Helvetica
Regular

6.4 Helvetica
Bold italic



! 0z. Relief Eye Drops

STERILE

Relief
Eye Drops

ﬁomus"mmlsmonum]

12.6 pt. Helvetica Bold

/

Drug Facts

Active ingredients Purpose
Zine Subfate 0.25% _................. Astringent

Tetratiydrazoline
Hydrochiordde 0.05%..........¥ rictor |

7.2 pt. Hel

k.._. t

R Il T .

5.4 pt. Hel

Uses

& For he temporary reliaf of discomiort from
minot eye iritations.

B Relaves radnass of the eye due to minor sye
irritations. .

STERILE

Relief
Eye
Drops

{

[

|

|

|

1

|

|

{

]

|

|

|

]

i

Al ASTRINGENT EYE DROPS
! REDNESS RELIEVER
| ,
I

+

|

{

|

[

[

|

i

i

5.4 pt. Hel

Wamings

Ask & doctor before use ¥ you have

gtaucoma. Ask a doctor or pharmacist

before use K the child is under 6 years of

age._ Keep this snd all drugs out of the reach

of chitdren. ¥ , seek professional

sssistance or contact a Polson Control

Ceater immediately.

When using this product

& 10 avold cortarrénation, do not touch p

of cortainer W aw surface.

W replace cap sfter sach use

W do not use If Rquid changes color or

becomas doudy

B OVErUSE Mmay CRUSA Mole 8ye redness

W remove contact lenses befora using x 05 t H .
L .5 pt. Hai

Stop use and ask a doctor It

B you experiencs sys pain

% changes In vision ocour

& continued redness of irftation of the eys

& condition worsens or persists for more
than 72 hours

|

[N
i
|
|
|
I

— 5.4 pt. Hel

0
._._._._._._.._._1_._._.._._._

TO OPEN BOTTLE:
Twist tamper

evident top until
loose, lift and discard.
Tum inner cap in
counterclockwise
direction to use
product.

STORAGE: Store at
room temperature 15°
to 30°C (59° to 86°F).

: _* Temporarily Relieves
Discomfort Due To
Minor Eye lrritations

+— 2.5 pt. Bol

:

|
|
Directions -~
i
|
|

7.2 pt. Hel

0 -3333333333
1

W instill 1to 2 drops in the affectad eys(s) up
to four ¥mes daily.

Inactive lngredients
benzatkonium chioride, bodc adid, EDTA,
purified watar, sodium chioride and

sodum citrate. l A+/

|

1 fl. oz. (30 mL)




.5 Oz. Relief Eve Drops

( Logo

Relief Steie

ASTRINGENT EYE DROPS.
REONESS RELIFVER

+ Tempeorariy Rebaves
Oiscemfact Dus To Minor £ye
13

50 oz. (15 mL)

\

WOICKTIINS: For the Temporiry rekel of dnicomlort hom maor eye
Friations. Rebeves redness of the aye dus bo munor eye irilations
CMECTIONS: st § 1o 2 drops in the ftected eye(s| up ko 1 times
d

"’ FOR USE IN THE EYIS OWLY.
WARNINGS: Before using with chidren undac § years of age, consult
your 0. Reep this snd al drugs out of the reach of children. in
case of accidental ingestion, seek professional assistance or contadt §
Poisan Coatrol Center immediately. Note wamings on bot
Activt ingredients: Zinc Suifaie 025% and Tetrahydrozokine

Hydrochloride 0.05%
inactive Ingredients: benzakonium chioride, baric acid, EDTA, puri-
fied water, sodium chioride, and sodium crata.

KEEP CONTAMER TIGHTLY CLOSED.

TAMPER EYIOENT. € TAMPLR YDERT CAP 15 REMOVED, DO WOT USE

Distrbuted by or Maoufactured by
AE05- u.ooooj




1 Oz. Relief Eye Drops

N

Sterile

ASTRIGENT EYE DROPS
REONESS RELIEVER

« Tempocariy Refieves
Discomfort Dus To
Minor Eye kritations

1fl. oz. (30 mL)

INDICATIONS: For the lemporary reief of discomlont lrom minor eye
¥rkations. Rebeves redness of the eye due (o minor eye iritations,
OIRECTIONS: st 1 %0 2 drops in the affected eyefs} up to 4 times

dady
FOR USE IN THE EYES ONLY,

WARNINGS: Belore using with chidren under 6 years of age, consuk
Wnnxnpmumalmmollmremddﬁm n

case of accidental ingestion, seek professional :syshnce or contact 2

Poison Contro? “erker immediately. Note wamings on

Active ingredients: Zimc Suffate 0.25% and Te\uhydmmlne

Hydrochioride 0.05%.

Inactive Ingredients: benzakonium chloride, boric acid, EDTA. purified

water, sodhum chiode, and sodium cizate.

KEEP CONTAINER TIGHTLY CLOSED.

TAMPER EVIDENT: ¥ TAMPER EVIOENT CAP IS REMOVED, 0C NOT

USE

Distrbuted by o Manulactured by

AEDS-13-0000
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.5 0z. Relief Eye Drops

STERILE

Relief
Eye Drops

lmmtvsslrumusomonmaq

N /— 11.2 Helvetica Bold ltalic
Do o o st ¢ e 0 e o o ¢ e ¢ e 3 o — -
K 4
Drug Facts rj\\“\\

Logo

6.4 Helvetica
Bold ltalic
4.0 Helvetica
Bold ltalic

Active ingredients Purposse
D Bullate 026K e Astringent
Tetrahydrorodne

Mydrochioride 8.05%.

TO OPEN BOTTLE:
Twist tampaer evident
top untll loosa, it
and dlscard. Tum
inner cap in counter-
clockwisa direction to
usa product.

Uses
8 For the lemparary reliel of dlascomiont from minar

1

oyu Irritations. X
@ Relleves redness of the wys due 10 minor eye |
trritatione. '
|

Wamings

Aak » dochor betors use i you have gk
Ask 2 dector e¢ pharmacist befors use i the
ohild is under 6 years of age.

When using this.

i

[

)

1

)

l

[

. 4.8 Helvetica
[ Bold
. product

| ldonothud\b?lmhwhwnmcno

1

{

[

|

1

|

[

avoid contamination
W replacs cap after sach uce
W do not uce ¥ Riquid changas color or b cloudy
H oVerUSe May CBULS TROTS 88 fodhass
& remove contact lenses balore using

0

4.8 Helvetica
Regular

REDNESS RELIEVER

. Stap use and aek & doctor I
Distributed by
{example)
Automatic Liquid
Packaging, lnc.

W you sxperience eys pain

H changes in vision oocur

W continued rednecs or iritation of the sye

R condion worsens or parsists kor more than 72 hours

1

.

» Temporarily Relieves !
Kaap this and all drugs ot of the reach of chiidren § |
|

.

I

Discomfort Due To

6.4 Helvetica
Bold ltalic

2200 Laka Shore Drive
Woodstock, L. 60098

Directions <
W ineit 1 10 2 drops bn the sffected sye(s) Up 1 lowr
tmes dally.

Minor Eye Iiritations

0 -333133330113

i
I
|
!
I
I
ASTRINGENT EYE DROPS I
i
I
I
!
]
I
!

I

f

!

; inactive ingredients [
. Sfl.oz. (15mL) el [
1 T LA
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! Oz.

Relief Eye Drops

i

e 4+ a4 e s W e e 4 e 4 b 4 . w4 = e et 4 S et - e — — — —

STERILE

Relief
Eye Drops

nomruserumnsmu«um|

ASTRINGENT EYE DROPS
REDNESS RELIEVER

L Temporarily Relieves
Discomfort Due To
Minor Eye Irritations

1 fl. oz. (30 mL)

TO OPEX BOTTLE:
Twist tamper

evident top until
loose, Kft and discard.
Tumn inner cap in
counterclockwise
direction to use
product.

STORAGE: Store at
room re 15°

to 30°C (59° to B6°F).

Drug Facts

Active Ingredients Purpose
Zinc Sttete 0.25%..—. .. Astringent
Tetrahydroroline

rictor

7.2 pt. Hel

Hydrochloride 0.05%.

Uses
B Fot he termporaiy rele? of discomfort from
minar eye irritations.
B Religves redness of the eye due to minor eys
-

5.4 pt. Hel

irdtations. -

Wamings

Ask a doctor before use i you heve
glaucoma. Ask 8 doctor or pharmacist
before use ¥ ihe chiid Is under 6 years of
age. Keep this and all drugs out of the reach
of chiidren. ¥ i d, n lonat

, neek pe
sssistance or contact a Poleon Control
Ceqter immedintely.

When using this product

A 1 svoid contamination, do not touch tip
of container 10 wy surface.

# replace cap sfter sach use

& do not use If liquid changes color or
becomes doudy

# overuse msy CaAUSS More 8ya r6dness

& remove contact lenses before using

Stop use and sk a doctor It

B cortired rednass of irritation of the eye
W condition worsens or persists for mere
than 72 hours

'KF'.—K'

.

5.4 pt. Hel

L 5.4 pt. Hel

— 0.5 pt. Hai
— 2.5 pt. Boi

Directions ~K
W Instil 1 to 2 drope In the affected eya(s) up
to four maes daily.

inactive ingredients
benzalkonium chioride, boric acid, EDTA,
purified water, sodium chloride and
sodium citrate

7.2 pt. Hel
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