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Automatic Liquid Packaging, Inc.
Attn: John Brda MG 23 1993
Regulatory Affairs Manager
2200 Lake Shore Drive
Woodstock, Illinois 60098-7498

Dear Mr. Brda;

Please refer to your Applications for Exemption dated July 20, 1999, submitted under
21 CFR 201.66(e) for the following drug products:

Relief Eye Drops (tetrahydrozoline HCI and zinc sulfate) in 0.5 and 1 fl. oz. containers;

Extra Eye Drops (tetrahydrozoline HCI and polyethylene glycol 400) in 0.5 and 1 fl. 0z. containers;
Regular Eye Drops (tetrahydrozoline HCI) in 0.5 and 1 fl. oz. containers; and

Artificial Tears (polyvinyl alcohol and povidone) in 0.5 and 1 fluid ounce containers.

Your application requests use of type sizes, other than those required by 21 CFR 201.66
in order to accommodate all required labeling.

We have completed our review of your request and it is denied. Your Application for
Exemption does not provide substantial evidence to establish that the requirements
specified in 21 CFR 201.66 are inapplicable, impracticable, or contrary to public health or

safety. Specifically:

1. Though not requested as exemptions, there were several deviations from the
~ elements of the Drug Facts formed required by 21 CFR 201.66.

2. You have requested less than 6-point type for information in the Drug Facts
Box, while the Drug Facts heading and other headings are larger than the
minimum permitted type size. Furthermore, no attempt was made to continue
the Drug Facts information on more than one panel, which may permit full
compliance with 21 CFR 201.66.

3. As stated in the OTC Labeling Final Rule (64 FR 13254 at 13264-13265), the
type size for required OTC drug product labeling information must be no
smaller than 6-point, under the conditions set forth in the final rule, including
format exceptions for small packages as identified in 21 CFR 201.66(d)(10).
Furthermore, the final rule addressed the importance of type size to achieve
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readability, as well as the difficulty that a significant number of consumers have
in reading OTC drug product labeling.

Please be advised that our comments do not address all aspects of your proposed draft
labeling, and as such, do not constitute an official review of labeling.

The Agency notes that the labeling on the immediate containers are difficult to read (e.g.
all uppercase headings, information in paragraphs). For products that are sold with an
outer package, the Agency encourages manufacturers to try to meet all of the labeling
requirements in this rule on the immediate container as well.

For a copy of 21 CFR 201.66, please refer to the Dockets Management Branch website
located at:

http://www.fda.govicder/otc/label/label-fr-reg. him.

Should you have any questions, please contact Elizabeth Yuan, R.Ph., Regulatory Project
Manager at (301) 827-2222.

Sincerely yours,

‘jj;mi;)@waj no
.D.

Charles J. Ganley,

Division Director

Division of Over-the-Counter Drug Products
Center for Drug Evaluation and Research
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CC:

HFD-560 Div. File
HFD-560/Ganley/Katz/Cook/Rachanow/Rothschild/
Yuan/Merritt/Martin/Freeman/Sherman/Turner
HFD-105/DeLap/Bowen

HFD-312/R. Eshelman

HFD-610/R. West
DMB Docket #98N-0337, APP2, APP3, APP4, and APPS.

EXEMPTION DENIAL
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Review of Application For Exemption from 21 CFR 201.66

Report # (DMB Assigned): APP2

Sponsor: Automatic Liquid Packaging, Inc.

Drug Product: Relief Eye Drops
Tetrahydrozoline HCI (vasoconstrictor)
Zinc Sulfate (astringent)

Affected Label (SKU): Outer containers for 0.5 oz.
and 1.0 oz. packages.

Submission Date: July 20, 1999

Review Date: August 13, 1999

Reviewer: Katharine A. Freeman

Report # (DMB Assigned): APP3

Sponsor: Automatic Liquid Packaging, Inc.

Drug Product: Extra Eye Drops
Tetrahydrozoline HCI (vasoconstrictor)
Polyethylene Glycol 400 (demulcent)

IAftected Label (SKU): Outer containers for 0.5 oz.
and 1.0 oz. packages.

Submission Date: July 20, 1999

Review Date: August 13, 1999

Reviewer: Katharine A. Freeman

Report # (DMB Assigned): APP4

Sponsor: Automatic Liquid Packaging, Inc.

Drug Product: Regular Eye Drops
Tetrahydrozoline HCI (vasoconstrictor)

Affected Label (SKU): Outer containers for 0.5 oz.
and 1.0 oz. packages.

Submission Date: July 20, 1999

Review Date: August 13, 1999

Reviewer: Katharine A. Freeman

Report # (DMB Assigned): APP5

Sponsor: Automatic Liquid Packaging, Inc.

Drug Product: Artificial Tears
Polyvinyl Alcohol (demulcent)
Povidone (demulcent)

Affected Label (SKU): Outer containers for 0.5 oz.
and 1.0 oz. packages.

Submission Date: July 20, 1999

Review Date: August 13, 1999

Reviewer: Katharine A. Freeman

Request for: Content

____ Deferral

Adequacy of Submission: Does the exemption and/or deferral application include the following?

Content of Submission

Yes No

1. A cover letter that includes: the statement “application for exemption”, the NDA or
ANDA number for approved drug products and a description of the drug product and X
shelf keeping unit(s) covered by the exemption request.

2. A table of contents or index

IANDA.

3. A copy of the most recent marketed product label for products marketed under a
imonograph or the most recent approved labeling for drugs marketed under an NDA or X

4. A complete listing of all the requested exemptions from 21 CFR 201.66(c) and (d). X

public health or safety

5. Explain why a particular requirement is inapplicable, impracticable, or contrary to

>

. Complete labeling in the Drug Facts format consistent with 21 CFR 201.66 with
annotation of the parts of the label where exemptions are requested.

7. A representation of the proposed labeling, including any outserts, panel extensions, or
other graphical or package techniques intended to be used with the product.

13293.

8. Information on formatting, text style, and text size as illustrated in 64 FR 13254 at

Lo I P

The information provided is adequate for review:

X Yes No
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Exemptions Requested for Format
Paragraph Description of Paragraph [Description of Exemption Grant
() (yes / no)
(d)(2) Drug Facts type size greater than largest type size used
in Drug Facts labeling
Heading 8 pt or 2 point sizes greater than text point
Isize
Type size 6 pt size for information in Drug Facts 4.8 pt size (for 0.5 oz box)
X 5.4 pt size (for 1.0 oz box) No

point type

Drug Facts (continued) type size no smaller than 8-

REVIEWER COMMENTS: The sponsor has requested the same exemption for four of its ophthalmic

drug products. The sponsor has asked that the exemption apply to products sold by the retail distributors
they currently manufacture these products for and any future distributors. The sponsor claims there is not
sufficient space for all required labeling.

The sponsor has requested less than 6-point type for information in the Drug Facts box, while the Drug
Facts heading and other headings are larger than the minimum permitted type size. On the box for a 0.5
ounce bottle, the Drug Facts heading is presented in 11.2 size type, and on the 1.0 ounce box that heading is
presented in 12.6 size type. No attempt was made to continue the Drug Facts information on another panel,
and it appears there is sufficient white space for a Drug Facts (continued) box.

The agency does not intend at this time to grant any exemption from 21 CFR 201.66 for a type size less
than 6-point type.

Reviewer Recommendation: The four applications should be denied. The sponsor should revise draft

labeling to conform to type sizes described in 21 CFR 201.66(d)(2), to better utilize available space, and to
use Drug Facts (continued) boxes if necessary.

Ao O e

atharine A. Freeman

OTC Labeling Team Concurrence: X Yes

cC:

HFD-560: Division File
HFD-560: CGanley/LKatz
HFD-560: Freeman/Yuan

No (see Labeling Team comment sheet)
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AUTOMATIC LIQUID PACKAGING, INC.
2200 LAKE SHOPE DRIVE  WOODSTOCK 1LLINGIS 60078 7498 US

TELEPHOCNE 815 228 9500 FACSIMILE 815 233 5304

JU[_\/ 20‘ 1 999 J-‘:m‘l'w.w.-,‘ ain-bis.cmm

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 comphance as outlined in 21 CFR 349. The line consists of

the follow wg:

PRODUCT NAME ACTIVE INGREDIENT

=777 Relief Eve 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 1s 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

IRV Ay
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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 fiuid 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 ailows 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 (813) 338-9500 with any questions, or if you require any additional

information.

Sincerely,

AUTOMATIC LIQUID PACKAGING, INC.

bl

7

o - - e
/// \_‘

John Brda
Regulatory Affairs Manager

c Al Rothchild
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! ohild lu Under § years of sge

(

i

!

!

STORAGE: Store at
room temparatura 15
10 30° C (59" to 86

o

Usas
B For ha lemporary redel of ducomion kom mings

"~
§ Rednes rednacs of the ove due 10 MmNy eye
rrRalions.

4.8 Hetvetica
Bold

Whan Uning e prosuct

¥ do not louch o of container 10 My surtace (0

T N [

poid condamination
B replaoe cap afler sach e
4.8 Hetvatica

ASTRINGENT EYE DROPS
Regular

REDNESS RELIEVER

W OVerULE MEY OBUSE MOCE YR 16C0ets
W remove contact lensas balore uming

.
i
H

. . {example}
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AUTOMATIC LIQUID PACKAGING, INC.

July 20, 1999 2200 LAKE SHORE DRIVE ~ WOODSTOCK, ILLINOIS 60098-7498 USA
TELEPHONE 815 338 9500  FACSIMILE 815 338 5504
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)
Extra Eye Drops

To Whom it may Concern:

Automatic Liquid Packaging Inc., (ALP) is a Contract Manufacturer of OTC Ophthalmic Eye
Care Products, located in Woodstqck, 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
Extra Eye Drops Tetrahydrozoline HCL
- (a vasoconstrictor)
Polyethylene Glycol 400
(a demulcent)

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

T -6337 71773
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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.

P2

John Brda
Regulatory Affairs Manager

c Al Rothchild
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Extra Eve Drops
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E e Sterile
Dtops
Extr

« Eye Lubricart
* Redness Reliever
Eye Drops

5f.oz. (15 mL)
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IROICATIONS: Rekiewes radness of the eye 60t 1o minor eye iitations. F-r\
s 15 1 prowectant sgelst Aurtiver iriation o o redieve dryness of the rye
DRRECTIONS: (sl 1 10 2 ops in the Wlecied eyol! 4@ & four mes
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FOR UST o THE £7ES DMLY,

WARNINGS: Before waing with chidron under § yaars of age, consult your

physiclan Keep s and oF drugs ot of the teach of chidran. In cese of

scridental Ingestion, seek professhnel sisistance o conlict o Pofson

Conrol Centar immediately. Nole warnings oa bor.

Activs Ingrefients: Pulyetfene Gyool &0, 10% nd Teaidrozoine

Wydrachloride 0.05%.

Inactire benzalianism chiorde, bork xid. [DTA purfied

water, sodiam horwie and tadum chiaride
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1 Oz. Extra Eye Drops

Logo
E e Sterile
rops
Extra
-

« Eye Lubcicant
« Redness Rekever Eye Drops

1. oz. (30 mL)

-

~
INDICATIONS: Reheves redness of the eye due to minor eye imita-
tions. For use #3 8 protectant against further imiation or (o retieve
draess of the eye,

OIRECTIONS: Instil 1 ta 2 drops in the affected eye(s) up ta four

tmes dady.
FOR USE MM THE EYES OMLY.
WARNINGS: Before tsing with chidren under § years of age, consult
rmwmmumudwmdﬁwm
case of sccidental Ingestion, seek professional assistance or con-

m.wwm«m«zmmmm.
Active Ingredienis: Palyethylene Glycol 400; 1.0% and

Tetcahydrozaline Hydrochtoride 0.05%.

Inactive Ingredients: berzafionium chioride, boric acid, EDTA,
purified water, sodlum bormte and sodium chioride.

KEEP CONTAINER TIGHTLY CLOSED.

TAMPER EVIDENT: i TAMPER EVIDENT CAP IS REMOVED, DO NOT
USE.

Ostrbuted by or Manufactured by

AEODS-13-0000




STORAGE: Store at
room temperatuce 15
10 30° € (59" to 86F).
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AUTOMATIC LIQUID PACKAGING, INC.

JUIy 20, 1999 2200 LAKE SHORE DRIVE  WOODSTOCK, ILLINOIS 60098-7498 USA
TELEPHONE 815 338 9500  FACSIMILE 815 338 5504
http:/fwww.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)
Regular 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

Regular Eye Drops Tetrahydrozoline HCL
- (a vasoconstrictor)

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
Container opening instructions Statements such as this also must appear on the outside

package.

gsp) 6337 Apﬂ%



Page 2

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.

i

John Brda
Regulatory Affairs Manager

c Al Rothchild
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Eye Sterile
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1 Oz. Tetrahydrozoline Eye Drops

.

.

Logo

Eye
Drops
TETRAHYDROZOLINE HCH
« Redness Reliever

Eye Drops

+ Non-staining

* Clear, Colorless

1f. oz. (30 mL)

" Sterile

\
INDICATIONS: Redeves redness of the ey due 10 manor eye ¥Tatons.
ORECTIONS: lnstil 110 2 dros in the affeCied eye(s) up W0 four Smes
tady

FOR USE I THE EYES OMLY.
WARMNGS: Before using with chidren under § years of age, consuk your
Physician, Keep this and s dnugs out of the reach of chvidren. In case of
Bccisenkal ingestion, Seek professional #ssistance or contact 2 Purson Control
Cenmer immediaiedy. Notw wamings o box.
Active ingredient: Tetrahydrozoline Hydrochioride 0.05%.
Inacive ingredients: berzakonium chioride. boric 85, EDTA, purified
water, sodim bortte and sadium chioride
KEEF CONTAINER TIGHTLY CLOSED.
TAMPER EVIOENT: IF TAMPER EVIDENT CAP 5 REMOVED, DO NOT LSE.

Distrbuted by or Marwfactured by:

AEDS- 170000
/
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TETRAHYDROZOLINE HCI

* Redness Reliever
Eye Drops )
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- e Clear, Colorless
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Woodstock, IL 60098
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.5 Oz. Tetrahvdrozoline Eye Drops

MDICATIONS Relieves redness ol the wye due o minor eye\
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KEEP CONTAIMCR TICHTLY CLOSED.
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Eye Drops [
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1 Oz, Tetrahvdrozoline Eve Drops

r Logo

E e " Sterile
D¥ops

TETRAHYDROZOLINE HCY
« Redness Rekever

1fl. oz. (30 mL)

\-

INDICATIONS: Relieves redness of the eye due (o maner eye Imialons \
DRECTIONS: lnstl 1 1o 2 drogs i the aflected eyeds) up 10 lour lihes
daby

FOR USE I THE EYES ONLY.
WARMNGS: Before using with children under & years of age. consut your
physician. Keep Ues and M drugs ok of the reach of chikdren. in case of
Koidental ingeston. seek professional pssistance o contadt ¢ Porson Convrol
Cerver imnediately Kote wamings on box.
Actres lngredient. Tetratrydrozodine Hydrochionde 0 05%
Inactive Ingredients: benzakonium chionde boric aad ELTA purified
water, sodum borie and sadam chiaride
KEEP CONTAINER TIGHTLY CLOSED.
TAMPLR EVIOENT: # TAMPLR EVIOENT CAP (S RLMOVED, DO NOT USE

Deirbuted by of Macudaciured by,
AEOS uooooj
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STORAGE: Store at
room 15°
ta 30°C (59" to 86°F).

Drug Facts

Active ingredients
Tohhydmxollm-

Purpose

-12.6 pt. Helvetica Bold

7.2 pt. Heh

5.4 pt. Hel

Hydr de 0.05% } rictor

Uses
& Rollevas radnass of the eye due to minor eye
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WOICATIONS. Rebeves redness of TN eye Sue o minor eye
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DRLCTIONS: Insdl } 40 I draps & Uhe affecied eye(s! up 50 lour

times, I-D‘.

FOR UST I% THE EYES ONLY
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1 Oz. Tetrahvdrozoline Eve Drops
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TETRARYDROZOLINE HC}

* Redness Reliever
Eye Drops

« Noa-staining

« Cleac, Colorfess

11. oz. (30 mL)

MNOICATIONS: Relieves redness of the Bye due 10 minar eye Fritations.
DRECTIONS: instil 1 10 2 drops in the affected eye(s) up 0 four mes
daty

FOR USE I THE EYTS ONLY.
WARMNGS: Bedore usig with chidren under § years of age, consufl your
physican. Keep Uvs and ok drugs ot of the reach of children. in case of
sccidental Ingestion, seek pofessional Fssistance of £ONLC & Poisan Control
Cemmer enmediately. Note wamings on boz.
Active Ingredient: Teurahycrazolie Hydrochioride 0.05%
Inactve ingredients: benzalonium chionide, boric acid, [DTA purified
waler, sodium borste and sodkim chionide
KEEP CONTAINER TIGHTLY CLOSED.
TAMPER EVIDENT: I TAMPER EVIDENT CAP (5 REMOYED, DO HOT USE.
Oistrbuted by or Manlactured by

AEQ5-13-0000
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i ! ) ! L Boimioviovmpy Vacoconcht i .

i | storace: Storoat STERILE - Toopewsome . ficeiess ; Boid fale

I { room temperature 15" | i Twist tampac avident [ | Uses !

i | 030 CETwEEN. ¢ Wpuntitiooss, it o | S hegmerre P emduiomioces ], |

i ! 1 and discard. Yurn 1 11

! i i te Warnings :

! ' 1 lner Cap In COUMIATT | daics doctor befors use K you have i = 4.8 Helvetica

. | | clockwise dicection to | | Ask s doctor or pharmsciei before use If the [ Bold

[ ro s + use product. , § ik be under § yuars of sge. Kaep this and of . !

. . drugs ou of the reach of chiidren. N swelowed, 1

! ! [ 1§ week sesletance of contact s I - R
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N e ——— I ® replacs cap sfter sach use I .
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i ! | * Redness Reliever ' 1 [ o ot eeas bars g P!

i RS Eye Drops . Distributad by: | rom e o wak o doctar ¢ Ll

: YU experience sye pain

( A | e Non-Staining 1 {example) 1 | 8 changes in vicion ooour !

N . ., Automatic Liquid . & continued rednecs o iritardon of the ey o

! e Clear, Coloriess | Packaging, lnc. | # cond¥on wortanc or perciets for mare than 72 houre i

! . 2200 Lake Shore Drive gmqm&{h " ,l 6.4 Helvetica

! | Woodstock, IL 60098 | | ® s e} 40 e Ve e@im o § i Bold Halic
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1 Inactive Ingredients 1

I | 1§ benzattonamm chioride, borkc sckd, EDTA, purified [
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Tetrahydrozoline Eye Drops

STERILE

Eye Drops

!E)MTUSEFWTOKBWORMMAGED.]

Logo

STERILE

Eye
D¥ops

TETRAHYDROZOLINE HCI

- - #» Redness Reliever

[
[
!
i
I
[
i
i

Eye Drops
» Non-Staining
* Clear, Colorless

TO OPEN BOTTLE:
Twist tamper
evideat top untit
toase, lift and discard.
Tum inner cap in
counterdockwise
direction to use
product.

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

-—12.6 pt. Helvetica Bold

W
Drug Facts
Active Ingredients

Tetrahydcoroline
Hydrochlodde 0.05% ... Vasoconstrictor

Purpose

_./

7.2 pt. Heh
5.4 pt. Hel

Uses
& Releves radnass of he eye due to minor sye
Irftagons.

P G T

k._.

Wamings

Ask & doctor before use X you have
gleucoma. Ask a doctor or pharmacist
betore use ¥ the child is under § years ot
age. Keap this and el drugse out of the reach
of children. i d, seek professi. {
asslstance or cortact 8 Poison Control
Centec Immediately.

When using this product

& to avoid contamination, do nat touch p
of cordainar 10 sy surface

# replace cap afler each usa

# do not use if iquid changes color or
becomaes doudy

¥ overuse may CausSe More eys rednass

H remaove contact lenses befane using

fff.}_-__.

-7

{

— 5.4 pt. Hel

— 5.4 pt. Heh

,e_~

Stop use and ask 8 doctor Hf

W you ;xpedence sye pain

@ changes in vsion ocour

W cordinued redness o irftation of the eye

M condition worsans or parsists for mors
then 72 hours

= s = b e h e e h e e e .

Directions
& Instifl 1 to 2 drops in the affected eye(s) up
to four $mes daity

0.5 pt. Haii

— 2.5 pt. Bor

Inactive Ingrodients —«&
banzakonium chloride, borc add, EDTA,
purified wate(, sodium borate and
sodium chioride

7.2 pt. Heh

4
.
4
.

Y‘

.
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AUTOMATIC LIQUID PACKAGING, INC.

July 20, 1999 2200 LAKE SHORE DRIVE  WOODSTOCK, ILLINOIS 60098-7498 USA
TELEPHONE 815 338 9500  FACSIMILE 815 338 5504
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)
Artificial Tears

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
Artificial Tears Polyvinyl Alcohol
T (a demulcent)
Povidone

(a demulcent)

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.

a2yl .c337 NFF S



Page 2

In addition, note the placement of statements such as Storage requirements, Manufactured by,
Bar coding, Tamper evident, and Eye Drop 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.

John Brda
Regulatory Affairs Manager

C Al Rothchild



.5 Oz. Artificial Tear Eve Drops

Logo
Sterile
Artificial
Tears
N

« Lubrcant Eye Drops
S floz (15mL)

)

INDKATIONS: For the temporary reiel of burvng and imafion due

aryness of the eye

DIRECTIONS. st | o 7 2. % 1n the affected eyels] a3 needed
FOR USE W THE EVES OMLY.

WARNINGS: Before using with chidven under § years of age. consuk

your physkisn. Keep fvs and o drisgs 8ut of the ceach of chidien i

case of accidental ingestion. seek pralessionsl assistance or contact &

Porson Control Center Immediatety Kofe warmings on box

Active Ingredients; Polywnyl Alcohol, 1 ¢X and Povidone D 6%

Inactive Ingradients: benzakonium chioride. EDTA. purtfied water, sodi

o chiacide. sadium phosphate Monedask. and Sbasic

KEEP CONTRWER TIGHTLY CLOSED.

TAMPER EIOCNT: F TAMPTR EVIDCKT CAP 15 REMOVED. DO MOT USE

istrtnsted by o Manclactixes by
40513 ooou




1 Oz. Artificial Tears Eyve Drops

[
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Logo

Artificial
Tears
[ ]

- Lubricant Eye Deops

11l 0z. (30 mL)

™~
INDICATIONS: Foc the temporary rebel of discomiort from minor eye
Fiations. Refieves redness of the eye due Lo minor eye imations.
DIRECTIONS: Instil 110 2 drags in the eflected eye{s] as meeded,

TOR USE I THE EYES DMLY,
WARMINGS: Befoce using with chidren under § years of age. consik
your physiciza, Keep B and of drugs ok of the reach of chikdeen. in
case of acoidemal ingestion. seek professional sssistance b contact &
Poison Contral Center iminediately. Rote wamings on box.
Active ingradionts: Polyvinyl Alcadol 1.4% and Pavidone 0.6%
Inactive Ingredients: benzakonium chiorde. EDTA, purified witer, sodi
um chioride, sodum phosphate monobasic and drbasic.
KEEP CONTAMER TIGHTLY CLOSED.
TAMPER EYIDENT: F TAMPER EVIOENT CAP 1§ REMOVED, DO NOT USE
Distrinted by o Maredactured by

A£0S - 13-0000
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i | r l ICIa I and discanrd. Tum | IF:W:'%M”W“““W““’ [

i . + Inner cap In counter- .+ |rorve I kel g

. t | clockwisa direction to | § Warmings t

! . v use producl. o | Avk s doctor or pharmaciet befors ues 1 the (- 4.8 Helvetica
i child (s under § ysars of age. Kasp this and ol I Bold

. ! I 1§ drugs out of the reach of children. K ewallowsd, § 1 -

{ . . ) | soek sasiztenca or contact s f !

. Poleon Control Center .
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. WWhaen ualng thie product N

i . LUBRICANT EYE DROPS . o N vt ok ot conesiner 10 any surtace 1o o

. 1 I i] 2wk contaminaton [

| . W replace cap «fier sach uee l

i * e Relleves Dry Eye Feeling ' * | M do not use ¥ auid changes color o+ becomes cloudy 1 4.8 Helvelica
. | { o | § @ remove contact lanses bedore using ] | Regular

! « Reliaves Minor Eye Irritation - ?lstnbu:e;d by: « | Sopuea o wek s doctor ¥ ‘s

I ] | (example ] 32 ehvmarinbioiund P

i . * Lubricant Eye Drops o AUOMABCUQUIS .\ | @ oo 1ot o ereton of P oy o

i I 1 Packaglng, Inc. i W condi€aon worsens a7 persists lr mors than 72 hours 1 i

. . . 2200 Laka Shore Drive , I pirections < T 6.4 Helvetica
! | Woodstock, IL 60098 | | e 1 10 2 dropa in the affected eys(s) uptatour f | - Bold ltalic

i , | | tmes aatx . !

| ! 1 | inactive Ingredients p !

M benzakonium chioride, EDTA, purffled walor, sodkum {

! ' ¢ | chioride. sadum phosphats monabasic and divasic. ¢ |

I |
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| Oz. Artificial Tears

Artificial
Tears
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~——12.6 pt. Helvetica Bold

Drug Facts

Active ingredients Purpose k
Polyvinyl Alcohol 1.4%.....__. Demuicent § |
Povidone 0.6% Demuk

7.2 pt. Heh
5.4 pt. Heh

Uses 1
M Relieves rednaess of the eye due to minor eye

irntations. ) k——r————~‘ 5.4 pt. Hely

M For use as a protactant against further
irftation of to relieve dryness of the eye.

STERILE

Artlflclal
Tears

i
{
Wamings
Ask a doctor before use if you have L
gleucoma. Ask a doctor or pharmacist 4|
before use If the child is under § years of .
age. Kaepiﬂlmdullauglomoﬂhe'ud\ {
I
|
!
|
|
|
i

r— 5.4 pt. Heh

,6___

[

of chiidren ¥ , seek p
assistance or contacta Pohon Control
Ceater inmediately.

When using this product

% to avoid contamination. do Not touch tip
of containes to any surface

@ replace cap after each usa

W do not use if kiquid changes colo’ or

LUBRICANT EYE DROPS

* Relieves Dry Eye Feeling

becomas doudy
& overuse may Cause mare aya rednass
M remove contact lenses befors using

N,

0.5 pt. Hair

Stop use and ssk a doctor i .

& you sxperience eye pamn |

@ changes in vision ocowr .

W continued redness of irritation of the eye 1

W condition worsans or persists for more
than 72 hours

TO OPEN BOTTLE:

Twist tamper evident
top until loose, lift and
discard. Tum inner cap

» Relieves Minor Eye
frritation

s Lubricant Eye Drops

R et T T T R T R ppupty GNP SIS RPN SUNIPIP SR B

In counterclockwise
direction to use prod-

- 2.5 pt. Bor

I
i
!

1

Directions
& Instill 1 to'2 drops in the atfected aye(s) up
to four times daily.

lnactive ingredients
benzatkonium chioride, EDTA purified water,
sodium chioride, sodium phosphate
monobasic and dibasic

7.2 pt. Heh

;\'




.5 Oz. Artificial Tear Eyve Drops

Logo
Sterile
Artificial
Tears
I

* Lubdcant Eye Drops
51l oz, (15 mL)

WOICATIONS: For Bhe lemporary redel of buung and Frdation due to
duyness of the eye
DRECTIONS: fnstill 1o 2 drops in the affected eype(s] as needed

FOR USE W THE £YES OMLY
WARNINGS: Befoce uning with chidren under § years of age, consit
your physician. Keeg this and ol drugs out of the seach of children
case of sccidental inqestion, seek prafessional asskiance o cotact 3
Poison Contro. enter immediatedy Note warnings on dax
Active bvgredients; Polyvinyf Alcohol, 1 4% nd Pavidone D 6%
Inacties Ingradients: beazakonium chionde, EDTA. purtfied water. sadi
e chiorde. sodm phasphate monobasic and R sic
KEEP CONTABIER TIGHTLY CLOSED.
TAMPER EVIDENT:  TAMPER EVIDENT CAP IS REMOVED. DO NOT USE
Orsttted By o Manudactured by

ALDS 1) 0000




1 Oz. Artificial Tears Eve Drops

F Logo

Artificial
Tears
|

« Lubri-ant Eye Drops

1. 0z. (30 mL)

™~
INDICATIONS: F the lempory relied of discomdont from minor eye
irritations. Refeves redness of the eye due 10 MW Eye ITRatONS.
DARECTIONS: instil 1t 2 drops i the affected eye(s) a5 needed
FOR USE N THE EYES DMLY,

WARNINCS: Before using with chidren under § years of #ge. consult
your physician. Keep this and ok drugs ot of the reach of chikdcen. In
case o’ jeoal ingestion, sesh prodessionsl Issisiance o comtact 4
Poison Control Center immedialely. Note warnings oa bax
Letive Ingradinata: Potyvinyl Aicahel 1 4% and Povidons 0.6%
Inactive Ingrediests: benzakonwm chiorde, EDTA, purified witet. sor
um chionde, sodrm phasphate monobesi and drbasic
KEEP CONTAMER TIGHTLY £L0SED.
TAMPLR EVIDENT: IF TAMPER EVIOENT CAP 1S REMOVED, DO NOT USE
4. duted Dy o Marufactined by

A[DS»UOOM)
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Drug Facts

Active ingredients Purpose

n

Polyvewt Moohol 1.4%.. . Demuionrd
Fovidone 0.8%. A

Uses

W Rellpms redness of 1ha eye dus W0 minor sye
Irriadione.

M For uce 6 1 protectart aQanet lurthac inftaton or %
refiova drynecs of the ove.

Wamings
aming. P

Aok & dockor ar pharmacist betors usse i the <
child ls under § yuace of age. Kasp this sand ol
drugs out of the resch of chitdren. N pwaliowed,

Whan using this product

W confirwed rediness o Seon of the sye
W condifian worsens & persiets for mary than 72 hours

.

Directions <
W inedit 1o 2 draps In the affected eye(c) up 1o lour
e daly.

‘ ©  TAMPER EVIDENT *
I Logo I !
t | 1
STORAGE: Stors at STERILE « T00OPENBOTILE: .
room temperature 15" | t  Twisttamper evident |
1030°C (53 0 86F). “"Lr . top urtil logse, it
| r l I c I a | and discand. Tum I
. + Inner cap In courtter- <
{ | clockwisa dirscdonto |
. « use product .
- 1edrs ' |
1
M LUBRICANT EVEOROPS [ f
1 | t
. |  Relieves Dry Eye Feeling | l
M . Relives Minor Eye lrritation .+ Distrbuted by: .
Q i | {example) f
v, e Lubricant Eye Drops . Automatic Liquid .
m [ | Packaging, Inc. |
m",' . 2200 Lake Shore Drive ,
A | Woodstock, Il 60098 |
o ' ! [
' 5fl. oz. (15 mL) ! f
|

inactive ingredients
benzakondum chiorida, EDTA, purifiad water, sodksm
chioride, sadium phosphate monobesic and dbasic.

. 11.2 Helvstica Bold ltalic
| 7/ .............
>

6.4 Halvetica
Bold ttallc

4.8 Hetvetica
Bold ltalic

4.8 Helvetica
Bold

4.8 Hehvetlca
Regular

6.4 Helvetica
Bold ftalic



1 0z. Artificial Tears

Artificial
Tears
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—12.6 pt. Helvetica Bold

Drug Facts i

Active Ingredients Purpose
Polyvinyt Alcohol 1.4% .. Demuicent
Povidone 0.6X. &

— 7.2 pt. Heh
5.4 pt. Heh

|

Uses

B Reolaves redness of the eye due to MNor eye
frdtatons.

& Foc uss as a protactart agalnst further
iritation of to relieve drynass of the ays.

'ir ]

STERILE — 5.4 pt. Heb

Artificial
Tears
T

Wamings

Ask & doctor before use ¥ you have
glaucoma. Ask a doctor or pharmac lst
befoce use if the child ks under § years of
age. Koep this and sll druge out of the reach
ot children. ¥ swallowed, seek professional
assictance or contact a Polson Control
Ceater Immediately.

+— 5.4 pt. Hely

R PR

-

N o avold contamination, do not touch tip
of container o any surface.

# replace cap sftac sach use

M do not usa If iquid changes calor o
becomas doudy

Wl overuse MIy CAUSS Mare eys radnass

& remove contact lenses before using

Liinaiin
O
|

0.5 pt. Hair

+ Relieves Dry Eye Feeling po e do
use and sak a ot

TO OPEN BOTTLE:
H you sxpecience eye pain

Twist amper evident
tog untit tease, kift and
discard. Tumn lnner cap
in counterclockwise
direction to use orod-
uct

* Relieves Minor Eye
{rritation

L T P

—-._.._.1 a4 — o —

W condiion worsens or parsiats for more
than 72 hours

2.5 pt. Bor

A

» Lubricant Eye Drops
Directions
W instil 1 to 2 drops In the affeciad aye(s) up
to four imes daity

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

0 -3333p33333

7.2 pt. Hel

lnactive Ingredieints —&
benzatonium chioride, EDTA, purified water,
sodium chioride, sodium phosphate
monobasic and dibasic

T
|
|
{
t
|
[
|
{
t
|
f
t
!
! When using this product
|
I
!
I
|
l
|
{
|
1
t
|
|
[
{

1 fl. 0oz. (30 mL)




.5 Oz. Artificial Tear Eve Drops

Logo
Sterile
Artificial
Tears
]

» Lubricant Eye Orops

S oz (15 mL)

-

BIDICATIONS, For the tecriporary tedef of burming snd indetion due h\
deyress of e eye
DEECTIONS. Instill 1 or . 4> (n the allectad eye(s] 45 needed

FOR USE IN THE EYES DMLY,
WARNICS. Before tsing with chioren under § years of age. consul
your physician. Keep Oivs s ol drugs out of the ceach of chidien i
Case of sccrental ingestion, seek professional asvstance o contact 3
Poison Control Center Immediately Nate wacnings o box
Activa ingredients: Folyvinyt Aicohol, 1 4% and Povidone 0 6%
nactive ingredients: benralanism chioride. EDTA, purffied water, sodi
m chiaride. sodium phe sphale MORbASc and dBASK
KEEP CONTAIRER TIGKTLY CLOSED.
TANPER EVIOINT: § TAMPER [VIDENT CAP IS REMOVED. DO NOT USE
Distruted by o Manufactured by

AEOS \JMOOJ




1 Oz. Artificial Tears Eve Drops

-

r Logo

Artificial
Tears
]

s Lubricant Eye Drops

1l oz, (30 mL)

INDICATIONS: (¢ the temparary rebef of discomiont from mnor eye
Ertalions. Releves redeess of e eye Gue 10 Minor tye irkakions.
DIRECTIONS: lnstil 110 2 drops in the affected eye(s} as needed

FOR USE i THE EYES OMLY.
WARMINGS: Before using with chidren under § years of age, consul
your physicisn, Keep tis and of drugs ot of the reach of children. In
case of accidental ingestion, seek professional KSsiiance or contact &
Poisan Control Canter ¥nnsediatety. Note wamings on bax.
Activa Ingrediants: Polyvinyl dicahal 1 4% snd Povidone 0 8%
nactive Ingredients: benzakonam chiorde, E0TA purified water sodi
U thioide, sodium phasphate manobasic #nd didasic.
KEEP CONTAMNER TICHTLY CLOSED.
TAMPER EVIDENT: € TAMPER [VIOEKT CAP 1S REMOVID, 00 40T uSE

Distribeed by or Manufactured by
MOS»\]«OOMJ




STORAGE: Store at
room temperaturs 15°
ta 30" C (59" 1o 86F).
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Artificial Tears

Tears
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Logo

STERILE

Artificial
Tears

« Relleves Dry Eye Feellng
« Relieves Minor Eye lrritation
» Lubricant Eye Drops

.5 fl. oz. (15 mL)

2200 Lake Shors Drive
Woodsiock, L 60038

k \
TampeRevioent 1 Drug Facts ; !
i [
| Active Ingrediants Purposa i
| Ainyl Akcomol 1.4%. t :
. D —
TO OPEN BQTTLE: . .
Twist Lamper evident y:.“l«-mdnmmuwm | !
top until loose, lift o] eritadione. o
and discard. Tu:n { & For Uce a6 2 protactast againdt lurthee mitationor o f | |
Infter cap In courtar- ¢ e Gt e e v
clockwisa direction 1o | | Wamings P (I
o | Aok 2 doctor bl ¥ithe
use product M‘km:mdmxl\_;ud-l‘ N (
| | drugs out of the reach of chitdren. ¥ ewsltowsd, I -
, | ok protessional sesictance or contadt & |
Poleon Control Center i
¢ Whan uaing this product | .
¥ & do nol touch 10 of container K ay surtace 1o ' l
{ avold cordaminalion 1 i
W replace cap afiar sach Use M
* ] W o nox uea I Squid changes color o« bacomec cloudy €
[ | | remove contact lonces belore using |
Olstributed by: 1 | Stop use and sck 8 doctor ¥ f
(example} 1 :mw«:lmo-mwz‘dn i
Automatic Uiquid « | ® contircied tecess or Fttetion of the eye '
nglnq-m 1 W condian warsene o persists lor mare than 72 haurs I
[
{

Directions <
 instill { {0 2 drope in tha effected eye{s} Up Yo four
timec dady.

Inactive Ingredients
benTafkonium charide, EDTA, purtied water, soddum
chigride, sadium phoaphate monobasic and dibasic.

11.2 Helvetica Bold Htalic

6.4 Helvetica
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4.8 Helvetica
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4.8 Helvetica
Regular

6.4 Helvetica
Bold Italic



| 0z. Artificial Tears

Artificial
Tears

DOMTUSEFCARTDNSNENDRDAIM&D]

—12.6 pt. Helvetica Bold

V il
Drug Facts
Active ingredients Purpase f(—+————-- 7.2 pt. Heh
Pobyvinyl Alcobol 1.4%.———_Demuicemt | |,
D —~-5.4 pt. Heh

f a.5%. i

Uses i
# Rellaves redness of the eye dua to minoreye f - |

irdtations.
W For use &s & protectart against Rurthes v —1- 5.4 pt Heh
{ritafion o K retieva drynass of the eye. ' |
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Wamings i
Ask a doctor before use ¥ have ] .

glaucoma Mkadocbroty:t:mxk( *‘*if"’i" 54 pt. Heh
betore use ¥ the child s under 6 years of
age. Keep this and ofl drugs out of the reach
of chiidren. i swellowed, teek professional
astistance o¢ contact 8 Poteon Control
Center immediately.
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When using thie product {
i
|
i
i

&  svold comtamination, do not touch tip
of cortainer o any surface.

# replace cap after sach use

¥ do not uss i liquid changes color or
becomas doudy

K ovaruss may Cause more 8ye rednass

¥ remove contact lenses before using
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0.5 pt. Hair

» Relieves Dry Eye Feeling
Stop use snd sk a doctor i

& you i

H changes in vislon ocowr .

W coninued redness of iitation of the eys {

W condifon worzans or parsists for mors '

than 72 hours .
m— t-—s——— 2.5 pt. Bon
Directions .
W lastll 1 to 2 drops in tha affacted sye(s)up | |
to four imes daity. [
lnactive lngredients & 4
benzalkonium chioride, EDTA, purtied water, [ |
sodium chiocide, sodium phosphate

monobaslc and dibasic l\+/

* Relieves Minor Eye
Irritation
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« Lubricant Eye Drops

Ll

7.2 pt. Heh

1 fl. 0z. (30 mL)




EYEDROPS .5 0Z. AND 1 0Z.

FIRST AID/SAFETY MARKET
.5 o0z. Tetra

MIAMI MARKET-EXPORT

.5 0z. Tetra Eyedrops
.5 0z. Extra Eyedrops
.5 0z. Relief Eyedrops
.5 0z. Artificial Tears

AARP Retired Persons Pharmacy

1 0z. F-455 PVA Lubricant Eyedrops
1 oz. F-707 PVA Povidone Eyedrops
1 0oz. R-450 Eyedrops

1 oz. Extra Eyedrops

1 oz. Relief Eyedrops

ALBERTSONS
.5 oz. Tetra Eyedrops
.5 0z. Extra Eyedrops

ALPINE DISTRIBUTORS
5 0z. Tetra Eyedrops

AMERICAN DRUG
.5 0z. Extra Eyedrops
5 o0z--Relief Eyedrops

AMES

5 oz. Tetra Eyedrops
5 0z. Extra Eyedrops
.5 0z. Relief Eyedrops
.5 0z. Artificial Tears

BRUNOS

.5 oz. Tetra Eyedrops

5 oz. Extra Eyedrops

5 0z. Relief Eyedrops

CERTIFIED GROCERS
. 5 o0z. Tetra Eyedrops



DEMOULAS .
.5 0z. Tetra Eyedrops
.5 Extra Eyedrops

DUANE READE

.5 0z. Tetra Eyedrops
.5 0z. Extra Eyedrops
.5 0z. Relief Eyedrops
.5 0z. Artificial Tears

FEDERATED FOODS

.5 0z. Tetra Eyedrops
.5 0z. Extra Eyedrops
.5 0z. Relief Eyedrops
5 0z. Artificial Tears

GENOVESE

.5 0z. Tetra Eyedrops
.5 0z. Extra Eyedrops
.5 0z. Relief Eyedrops
.5 0z. Artificial Tears

GRANDALL
. 5 0z. Tetra Eyedrops

GRANDPAS
.5 0z=-fetra Ebyedrops

GRAND UNION
.5 0z. Tetra Eyedrops

HARMON DISCOUNT

.5 0z. Tetra Eyedrops
.5 0z. Extra Eyedrops
.5 0z. Relief Eyedrops
.5 0z. Artificial Tears

HARRIS TEETER
1 oz. Tetra Eyedrops
1 0z. Relief tyedrops



KROGER/PEYTON

1 oz. Tetra Eyedrops
1 oz. Extra Eyedrops
1 oz. Relief Eyedrops

LONGS

.5 0z. Tetra Eyedrops
.5 0z. Extra Eyedrops
.5 0z. Relief Eyedrops
5 0z. Artificial Tears
1 0z. Tetra Eyedrops

1 0z. Extra Eyedrops

1 oz. Relief Eyedrops

MARSH
.5 0z. Tetra Eyedrops

MCCLANE/CVP
.5 0z. Tetra Eyedrops

NASH FINCH

5 0z. Tetra Eyedrops
.5 0z. Extra Eyedrops
5 0z. Artificial Tears

PAHTMARK -

.5 oz. Tetra Eyedrops
.5 0z. Extra Eyedrops
.5 0z. Relief Eyedrops
.5 0z. Artificial Tears

PUBLIX

.5 0z. Tetra Eyedrops
.5 0z. Relief tyedrops
.5 oz. Artificial Tears

REPUBLIC DRUGS
.5 0z. Tetra Eyedrops

RITE AID

1 oz. Tetra Eyedrops

1 0z. Extra Eyedrops

1 oz. Relief Eyedrops



SAFEWAY /VONS

.5 0z. Tetra Eyedrops
.5 0z. Extra Eyedrops
.5 0z. Tetra Eyedrops

SHOPKO

.5 0z. Tetra Eyedrops

b oz.

Artificial Tears

SUPERMARKET SERVICES

.5 oz.
5 oz.
.5 o0z.
.5 oz.

VALUE

5 0z.
5 oz.
.5 0z.
5 0z.

Tetra Eyedrops
Extra Eyedrops
Relief Eyedrops
Artificial Tears

STAR
Tetra Eyedrops

Extra Eyedrops
Relief Eyedrops
Artificial Tears

WALGREENS

5 oz.
.5 oz.
b oz.
b oz.

Tetra Eyedrops
Extra Eyedrops
Relief Eyedrops
Artificial Tears

WINN DIXIE

.5 oz.
b oz.
.5 0z.
.5 0z.

Tetra Eyedrops
Extra Eyedrops
Relief Eyedrops
Artificial Tears



