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November  22,1999

Dockets  Management  Branch (HFA-305)
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Enclosed  are the following documents presented by the Consumer Healthcare  Products
Association  at the Public Workshop on the  OTC Label Rule on November  23, 1999.

Attachment  A, Framework  for Feedback/Guidance/Amendment
Attachment  B, Presentation  for November  23, 1999 Public Workshop
Attachment  C, Mockup Labels Illustrating Common Exemption Factors

These documents are submitted to the  above dockets.
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Senior Vice President and Director,

Science & Technology
Consumer  Healthcare  Products Association

cc: Dr. Charles J. Ganley
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Consumer Healthcare Products Association
Nov. 23,1999  Feedback Meeting: Final Rule on OTC Label Content and Format

Framework fde ~&&a&/Guidance/Amendment

A. Use of Modified Format: the Modified Format may be used without the 60% calculation,
as shown, for example, for outer containers with a front and back label (e.g., a bottle with
no outer carton) and for boxes with small side panels that have limited available space for
printing (e.g., a carton for a blister card).

B. Voluntary directions and warnings,  which are often important to the proper use of the
product, may be included in the Drug Facts box when either complying with the Final Rule
or requesting an exemption for formatting elements of the Final Rule.

C. Exemption Process: As part of the exemption process, FDA will consider the size and
number of Information Panels that are available for required labeling, the need for space to
be used by the retail trade for pricing information, and the use of panels to limit the amount
of package manipulation by the consumer, thus making for an easier-to-use and more
consumer friendly label. The expectation is that in asking for exemptions companies will
use a good faith effort to comply with the intent of the Final Rule.

1. Any one or more aspects of the Final Rule may be considered in theScope:
exemption process.

2. Exemptions requests maintaining a 6-point  bodv text, for example, might include:
a. Omitting “Drug Facts (continued),” but placing arrows for purposes of

directing attention to the next panel.
b. Placing the header, “Questions and Comments,” outside the Drug Facts box but

on another area of the outer package label.
C. Decreasing type size of titles and headers down to 6-point type, with titles and

headers nevertheless maintaining prominence through bold face type and/or
color highlighting.

d. Omitting barlines  and hairlines

3. As part of exemutions that mirzht  include a reduction in tvne  size of the bodv text
below 6-points, the body text might be reduced to no less than 4.5 point type,
consistent with dietary supplement, food, and cosmetic labeling regulations. In this
regard, a consistent type size should be used for all body text I.

4. Notification Process: A company may notify FDA that it intends to use any one or
more of these types of common exemption requests and submit such notification to
FDA with appropriate documentation to demonstrate the need for such an
exemption(s). The agency has 14 days to object to the company’s notification, and
provide reasons for its objection(s). If FDA does not provide written objections
within 14 days of submission of receipt of a letter for exemption, then the exemption
request may be considered approved.

’ FDA  indicated at the September  17,  1999 Feedback  meeting the possibility  that it might consider a selective reduction
in type size for required  information - e.g., actives,  purposes,  uses, warnings,  and directions might be in 6-point type,
while  the remainder of the required  text  is in less  than 6-point  type. Since  all required  information is considered
essential,  there  is no basis  for distinguishing the relative  importance  of required  information by type size. Hence,  we
advocate  use of a proportional  reduction  of all body text, where needed.

WS/jq:LAEiELING/ExmpFrmwrkN23/1~/18/99:  1 l/22/99
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Overview
0 Introduction

- Feedback to Industry’s Requests
- Elements of the Final Rule Suitable for Exemption
- Manufacturing Capabilities:  ETL
- Parity Across  FDA-regulated  Consumer Products
- Modified vs. Standard Formats

l Exemption Process
- Overview
- Elements  of a Feedback  Letter
- Examples of Typical Exemptions That Are Needed
- Elements  of a Feedback  Letter: Notification  Process

l Special Packaging
Nov.  23,1999 OTC Feedback Meeting 2



Introduction:
Feedback to Industry’s Requests

l CHPA’s and CTFA’s Requests
- Use of cohmns (Draft Guidance dated 1 l/19/99; received 1 l/22/99)

- Light type on a dark background (trade dress)
- 2-year time extension

Is is vital that industy have timely and-1
) reasonable-feedback on these critical issues. 1

* Feedback to Company Inquiries
- Consistency is needed!

Nov.  23,1999 OTC Feedback Meeting 3



Introduction:
Elements of the Final Rule Suitable for Exemption

l From September 17th Feedback Meeting: Any
one element, or a combination of elements, of the
Final Rule may be suitable for exemption.

l The omission of one or more elements of the
Final Rule is unlikely to be perceived by
consumers as-&iously affecting a “standard
look,” particularly when those omissions may:

- Help enhance the consumer friendliness of the label

- Even help the appearance of a standard look (I.e., help
to keep the labeling on 1-2 panels VS. 4 panels).

Nov.  23,1999 OTC Feedback Meeting 4



Introduction
Manufacturing  Capabilities:  ETL

l Types of “Extended
Text Labeling” (ETL):
- Spin Label
- Accordion Label
- Book Pages
- Fold Down Fifth Panel
- Bubble on a card
- Fifth Panel

ETL is not an across-
the-board easy answer
to the problems posed
by the Final Rule.

Nov.  23,1999

f

l Factors
- c o s t

- Reduced line speeds (thicker labels)
- Lack of data showing:

l Consumer acceptance
l Consumer understanding
l Consumer fkiendliness

- Limited supplies
- Lack of experience  with shipment  (e.g.

effect of heat/moisture  on adhesive,
type integrity etc.)

- Liability issues re: damage (removal)
on the retail shelf!

OTC Feedback Meeting

- Retailer acceptance  of unwrapped ETL
- Reduction in label space (spin label)
- Non-standard appearance_ --

5



Introduction:
Parity Across

FDA-Regulated  Consumer Products

l FDA-regulated Consumer Products
- OTCDrugs

- Cosmetics
- Foods,  including  dietary supplements

l Cosmetics, Foods and Dietary Supplements:
- Columns

- Trade Dress

- 4.5Point Type Size for Smaller  Packages

l Why not parity for these elements of label formats
across all FDA-regulated consumer products?

Nov. 23,1999 OTC Feedback Meeting 6



Introduction:
Parity Across

FDA-Regulated Consumer Products

l Columns
- A permitted format element for food nutrition labels

[21CFR 101.9l($),(e),(;cl),~)]

- Permitted for dietary supplement labels [21CFR
101.36(e)(l  I)]

l Light Type on Dark Background
- Permitted for foods and dietary supplements [2lCFR

101.9(d)(l)(i);  101.36(e)(3)(ii)]

- Cosmetic ingredient labeling needs only be “prominent
and conspicuous” [2lCFR 701.3(b)]

Nov. 23,1999 OTC Feedback Meeting 7



Introduction:
Parity Across

FDA-ReEulated Consumer Products

l Type Size
- 4.5-point type standard for smaller DS packages [~ICFR

101.36(i)]

l FDA relied on the CHPA Readability Guidelines as
support for this rule [62Fed. Reg. 49838-9, Sept. 23, 19971

- 4.5-point type is permitted on smaller food labels
[2lCFR IOl.9@]

- < 6-point type is permitted on cosmetic ingredient
labels [ZICFR 701.31

Nov. 23,1999 OTC Feedback Meeting



Introduction:
Parity Across

FDA-Regulated  Consumer Products

Type Size
- The argument that nutrition labeling or DS labeling is

less significant to consumers than OTC labeling is
unsupportable.

0 Safety issues are the same: food allergies can be
fatal.

- If 4.5-point type is permitted for food, DS, and
cosmetic labeling, then FDA must permit 4.5-point type
for OTC labeling.

Nov.  23,1999 OTC Feedback Meeting 9



Introduction:
Parity Across

FDA-Regulated  Consumer Products

l Type Size: FDA review of CHPA information
- FDA set the 4.5-point type size for dietary supplements

in reliance on the CHPA (then NDMA) voluntary label
readability guidelines.

l “FDA set the minimum type size at 4.5point in response to the
majority of the comments, which stated that this minimum is
consistent  with the NDM4 !Y Label Readability  Guidelines  used
for over-the-counter  drugs (ReJ:  4). FDA has received
information  from ND&Y that shows that it did not set this
minimum arbitrarily or subjectively,  but that it arrived at this
minimum type size based on studies of visual acuity and
demographics (ReJ 7). FDA has been persuaded  by NDAU “s
data... ” [62Fed. Reg. 49830-40, Sept. 23, 19971

Nov.  23,1999 OTC Feedback Meeting 10



Introduction:
Parity Across

FDA-Regulated Consumer Products

l Type Size: Evidence-base . . .

- The primary evidence that FDA cites does not
support a 6-point minimum type size.

l Watanabe study showed little difference in
readability between 6.7- and 3.3-point  type.

l NCL study supported less than 6-point type.

Nov.  23,1999 OTC Feedback Meeting 11



Introduction:
Parity Across

FDA-Regulated Consumer Products

l Type Size: Summary
- The 6-point minimum type size of the Final

Rule conflicts with FDA regulations for food,
dietary supplements and cosmetics.

- The “support” cited for the 6-point type
minimum in the Proposed and Final Rules is
itself minimal at be&

- Evidence supports 4.5-point type as readable.

Nov. 23,1999 OTC Feedback Meeting 12



Introduction:

Modified and Standard Formats
“20 1.66(d) (10) If the title, headings, subheadings, and information in paragraphs (c)( 1) through
(c)(9) of this section, printed in accordance with the specifications in paragraphs (d)( 1) through
(d)(9) of this section, and any other FDA required information for drug products, and, as appro-
priate, cosmetic products, other than information required to appear on a principle display panel,
requires more than 60 percent of the total surface area available to bear labeling, then the Drug
Facts labeling shall be printed in accordance with the specifications set forth in paragraphs
(d)( 10)(i) through (d)( 1 O)(v) of this section.”

The Rule does not provide that the Standard Format is
more readable than the Modified Format.

The 60:40 calculation is therefore without foundation.

The Modified Format should be able to be used without
the 60:40 test.

Nov. 23,1999 OTC  Feedback Meeting 13



Overview
l Introduction

- Feedback to Industry’s Requests
- Elements  of the Final Rule Suitable for Exemption
- Manufacturing Capabilities:  ETL
- Consistency  and Fairness Across  FDA-regulated  Consumer  Products
- Modified vs. Standard  Formats

l ExemDtion Process
- Overview
- Elements  of Feedback
- Examples of Typical Exemptions That Are Needed
- Elements  of a Feedback  Letter: Notification Process

l Special Packaging
Nov. 23,1999 OTC Feedback Meeting 14



Exemptions
Overview

l We seek feedback on the general concepts shown
by the SKU’s that CHPA submitted to FDA.

l We are not seeking  exemptions  on the specific SKU’s that we
submitted  on 1 l/2/99 to FDA. /

l We understand that there might be minor corrections  needed to
the label text in some cases, but these minor issues are not
today’s focus.

l We ask for feedback1 on Modified Format,
Voluntary Directions/Warnings and the types of
general exemptions that might be considered by
companies. ’ For example: as a Feedback Letter, CPG, Guidance, etc.

Nov.  23,1999

1 See handout/attachment to overheadsj
OTC Feedback Meeting 15



Exemptions
Elements of Feedback

A Use of Modified Format without the 60:40 calculation

B Voluntary directions  and warnings may be included in the Drug Facts
box when complying with the Final Rule or requesting an exemption for
formatting  elements of the Final Rule.

C Feedback on Use of Common Exemntions
1

2

3

Any one or combination  of elements  of the Final Rule may beScope:
considered  for exemption.

Exemption requests maintaining  a 6-point  body text

Exemptions  requests for a proportionate  reduction in type size of the body
text below 6-points but no less than 4.5-point type, consistent  with food and
cosmetic  labeling regulations.

1 See handout/attachment to overheadd
Nov.  23,1999 OTC Feedback Meeting 16



Exemptions

Label Mockups
Modified Format & Examples of Typical Exemptions

. Walgreen’s Milk of Magnesia : Current 50:50
Label

. Walgreen’s Milk of Magnesia : Standard
Format on 50:50 label with run-off

. Walgreen’s Milk of Magnesia: Modified
Format fits on 50:50 label

. Triaminicin 12’s Blister: Standard Format fits
on 4 panels -- essentially a 50:50 label

. Triaminicin 12’s Blister: Modified Format fits
on 2 panels -- essentially a 50:50 label

Modified  Format: 50:50 Label & Thin Box “Drug Facts (continuedY’ vs. Size-to-Fit
I

. Excedrin 24’s Box: Current label

. Excedrin 24’s Box: Modified Format with run-off

. Excedrin 24’s Box: Modified Format (6-pt type)
without without “Drug Facts (continued)” fits

. Excedrin 24’s Box: Modified Format and5.5-poin
type and “Drug Facts (continued)” fits

“Questions and Comments”  outside of DF Box
. Contact 10’s Blister: NDA approved label has

“Questions and Comments” outside the Drug Facts

Size-to-Fit
hOX I

. C u r r e n t  l a b e lOxy 55’s:

. S t a n d a r d  f o r m a t  w i t h  r u n - o f fOxy 55’s:

. OXY  55’s: Modified format with run-off

. Stnd.  format  with 5.7 body text  f i tsOxy 55’s:

. Mod.  format  with 5.7 body text  f i tsOxy 55’s:

Nov. 23,1999

Voluntary Directions.Warnings in Drug Facts Box

. Clear Away Pads: Current label with voluntary
directions (diagram)

. Clear Away Pads: Standard format with voluntary
. . .
irectrons (&agram)

17



Exemptions
Modified Format & Examples of Typical Exemptions.

l Use of Modified Format Without 60/40 Criterion
- 50/50 label (Mock-ups)

l Milk of Magnesia bottle
- Thin Carton (Mock-ups)

l Triaminicin
l Alka-Seltzer  Plus Cold

- Rationale

Nov.  23,1999

l The 60/40 criterion is meaningless for packages having equal front
and back labels (50/50) or for thin packages where the side panels
are minimal.

l The modified  format  provides  a more standard look than the standard
format, if it will fit on fewer panels.

l The rule itself does not provide  that the standard format is more readable
than the modified  format, so either should be allowed without a 60/40
numerical  criterion.

OTC Feedback Meeting 18



Exemptions
Modified Format & Examples of Typical Exemptions.

l Reduction in Type Sizes For Small Run-offs
- Proportionate Reduction in Type Sizes

l Oxy Pads
- Selective Reductions in Type Sizes

l Nite Time (bottle)
l Titles/headers to g-point type, maintaining body text at 6-point

and using highlighting  (bold face/color)  for titles/headers
- Rationale:

Nov.  23,1999

For support  of use of less than 6-point  type (see previous overheads).
Use of a size-to-fit process
Note: proportionate reductions  in type size of body text seem
preferable to selective reductions, since there are no data to
support than one part of essential  (i.e., required) labeling is less
important than another part of essential  labeling.

OTC Feedback Meeting 19



Exemptions
Modified Format & Examples of Typical Exemptions.

l Omission of “Drug Facts Continuedss
- Examples:

l Excedrin 24’~ (not submitted on November 2nd)

l Alka-Seltzer  Plus Cold

- Rationale:
l Omission of “Drug Facts Continued” will not affect the

“standard look,” as the consumer perceives the label, and may
help the consumer friendly use of the label by maintaining all
elements  of the final rule.

l Arrows, or similarly commonly understood routing icons, can
be used to direct the consumer sequentially to different panels.

Nov. 23,1999 OTC Feedback Meeting 20



Exemptions
Modified Format & Examples of Typical Exemptions.

l “Questions and CommentS,” Outside the Drug
Facts Box
- Examples

l Contact  Capsules

- Rationale:
l FDA has approved NDA labeling with the new format,

allowing “Questions and Comments” outside the Drug Facts
Box.

Nov.  23,1999 OTC Feedback Meeting 21



Exemptions
Modified Format & Examples of Typical Exemptions.

l Use of Voluntary Directions and Warnings in the Drug
Facts Box as part of the 60/40 calculation or other
common exemptions
- The Problem:

l Situation:  A company needs to incorporate  voluntary directions  (or
warnings)  into the Drug Facts Label.

l Problem: FDA has indicated that the company may not use a
Modified Format (vs. the Standard Format), since the Standard
Format is a fit for the label if the voluntary information  is not placed
in the Drug Facts Box.

- The Solution:
l All calculations  and common exemptions  would  be undertaken by the

company  assuming  that voluntary directions  and warnings are a part
of the required information.

l A exemption  would be filed by the company.
Nov.  23,1999 OTC Feedback Meeting 22



Exemptions
Modified Format & Examples of Typical Exemptions.

l Use of Voluntary Directions and Warnings in the Drug
Facts Box
- Rationale:

Nov.  23,1999

We recognize that the “Drug Facts Box” is FDA’s imprimatur that the
information  within the Box is FDA approved.
Voluntary directions  and warnings are not “FDA approved,”  but they
are essential  to companies from the standpoint  of providing adequate
directions  for specific dosage forms, for example,  and for liability
reasons.
Voluntary directions  and warnings are most logically  included  within
the Drug Facts Box, so that the label information  is not disjointed.
By not allowing  all calculations  and common  exemptions  to be
undertaken assuming  that voluntary directions  and warnings are a part
of the required information,  FDA will create an unfriendly  label (e.g.,
illogical placement of warnings)  and dampen company  interest  in
providing  useful  information,  thereby undermining  OTC labeling.

OTC Feedback Meeting 23



Exemptions
Elements of Feedback
Notification Process

J Elements of Feedback
J Examples of Typical Exemption that Are Needed

l Notification Process for These Typical Exemptions:
l A company may notify FDA that it intends to use any one or

more of these types of common exemption requests  and submit
such notification to FDA with appropriate  documentation to
demonstrate  the need for such an exemption(s).  The agency
has 14 days to object to the company’s  notification,  and provide
reasons for its objection(s).  If FDA does not provide written
objections  within 14 days of submission of receipt of a letter
for exemption,  then the exemption request may be considered
approved.

Nov.  23,1999 OTC Feedback Meeting 24
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Special Packaging

l FDA needs to provide a flexible approach to
small labels (e.g., convenience sizes and travel
sizes; other small retail labels) because of the
many package configurations.

l Without flexibility on this issue, companies will
be faced with unacceptable decisions by FDA,
given the what the agency is asking companies
to do.

Nov. 23,1999 OTC Feedback Meeting 25



Special Packaging

l For example, convenience and travel sizes
account for l-2 O/o of the market.
- This means that they are still a significant part of the

OTC business . . . actually a core business for some
companies.

- This also means that any approach FDA would take in
this area would affect a small number of packages
relative to the very large number of packages for which
the Final Rule is a fit.

Nov.  23,1999 OTC Feedback Meeting 26



Special Packaging
l Special Packaging

- l-2 dose convenience  size
- Short-term  convenience

l Types of Special Packaging
- Bubble on a hang card
- Tin or plastic of 12’s
- Envelopes
- Thin cartons
- 2’s foil
- Rolls, single or blister packed
- Small bottles
- Others

Nov. 23,1999 OTC Feedback Meeting 27



Special Packaging

l Types of approaches
- Type size exemption
- Format exemption
- Package insert in a tin/plastic, with outer

statement directing consumers to read the
package insert

- Dispenser labeling

- Other

Nov.  23,1999 OTC Feedback Meeting 28



Special Packaging

l We need additional time on this issue.
- The solution to convenience sizes will have a retail

trade and manufacture component, since one package
type does not fit all class of trade.

- Recommendation: Series of follow-up meetings with
FDA.

Nov.  23,1999 OTC Feedback Meeting 29



Conclusion

l Discussion
- Feedback on use of columns and trade dress
- Common Exemptions
- Approach to special packaging
- Feedback on time extension

A 2-year time extension would allow us
to develop mutually acceptable solutions

to the problematic aspects of the Final Rule.

Nov. 23,1999 OTC Feedback Meeting 30
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Attachment C

This attachment  to CHPA’s November  23, 1999 presentation  to FDA on the Final Rule
on OTC label content and format contains  OTC label mockups showing:

> The use of Modified Format  on a 50:50  label  (Walgreen’s  Milk of Magnesia)  and on
a thin carton (Triaminicin);

> A “size-to-fit’ approach to small run-offs  using less  than 6-point type (Oxy 55’s);

> Use of a Modified  Format without use of “‘Drug  Facts (continued)” and an alternative
size-to-fit  approach with “Drug Facts (continued)” and 5.5-point type (Excedrin
24’s);

> Use of “Questions and Comments” outside the  Drug Facts box on the label of an
NDA-approved  product (Con&);

> Use of voluntary  directions in the Drug Facts box (Clear Away Pads).

The  second page of this attachment  is slide  17 of the oral presentation.

R. William  Soller, Ph.D.
Senior Vice President
Director  of Science & Technology
Consumer  Healthcare  Products Association

1150 Connecticut  Avenue,  N.W.,  Washington,  D.C. 20036-4193 * Tel: 202-429-9260  . Fax: 202-223-6835  * www.chpa-info.org



Exemptions

Label Mockups
Examples of Typical Exemptions That Are Needed

Modified  Format: 50:50 Label  & Thin BOB

. Walcreen’s Milk of Magnesia : Current 5050

. Walgreen’s Milk of Magnesia : Standard
Format on 50:50 label with run-off

. Walgreen’s Milk of Magnesia: Modified
Format fits on 50:50 label

. Triaminicin 12’s Blister: Standard Format fits
on 4 panels -- essentially a 50:50 label

. Triaminicin 12’s Blister: Modified Format fits
on 2 panels -- essentially a 50:50 label

Size-to-Fit
. Oxv 55’s: Current label
. S t a n d a r d  f o r m a t  w i t h  r u n - o f fOxy 55’s:
l Oxv 55’s: Modified format with run-off
. Stnd.  format  with 5.7 body text  f i tsOxy 55’s:
. Mod.  format  with 5.7 body text  f i tsOxy 55’s:

“Drug Facts (continued)” vs. Size-to-Fit

. Excedrin 24’s Box: Current label

. Excedrin 24’s Box: Modified Format with run-of

. Excedrin 24’s Box: Modified Format (6-pt type)
without without “Drug Facts (continued)” fits

. Excedrin 24’s Box: Modified Format and5.5-poir
type and “Drug Facts (continued)” fits

“Questions and Comments”  outside of DF Box
. Contact 10’s Blister: NDA approved label has

“Questions and Comments” outside the Drug Facts

Voluntarv Directions.Warnines  in Drug Facts Box-

. Clear Away Pads: Current label with voluntary
directions (diagram)

. Clear Away Pads: Standard format with voluntary
. . .
irections)

Nov.  23,1999 OTC Feedback Meeting

\ Y I

17



_II___I_.__ _.._” _..- _-_I-_-

NDC 0363-0332-35

As Always Stimulant  Free! I

milk of .

SEALED WITH PRINTED NECKIIAND  FOR
YOUR PROTECTION

ACTIVE INGREDIENT: Magnesium Hydroxide-

l EIfectivs  overnight relief of constipation
400 mg per teaspoon f mlk
INACTIVE INGREDIEN S: F aver.  Mineral 011,

l Fast actin
Directions: hake wall before using.%

relief of acid indigestion Purified Water, Saccharin Sodium.
INDICATIONS: AS A LAXATIVE-To relieve

Keep tightly closed and avoid freezing. occasional constipation (irreguiarlty).  This

FOR LAXATIVE USE: Adults/Children-
product  generally produces bowel movement in
112  to 6 hrs. AS AN ANTACID-To relieve acid

full glass (8 oz.) of liquid.
Under 2 years: Consult a doctor.
FOR ANTACID USE: DO NOT USE DOSAGE
CUP -Adults/Children-12 aars  and
older: 1-3 teaspoonsful  wd a lkttle water.4
up to four tiies  a day or as directed by a_I__.__
““U”,.
‘This product is not manufactured or
distributed by the Bayer Corporation,
owner of the-registered tradkmark
Phillips’@.
llistrrbuted  by: Walgreen Co.
Dearfield. IL 60015-4681

ITEM 503641

16

indigestion, sour stomach and heartburn.
Drug lnteractlon Precaution:  Antacids may
mtwact  with wham  prescnption  drugs.
If you are presently taking? prescrrption dru
do not take this product wIthout  checking !wt,9;
our doctororother  health profersronal.

‘I\XATIVE WARNINGS: Do noi takeany IaXative
if abdominal pain, nausea, vomitin
drseaseare  present unless dire& 8

orkidney
by a doctor

If you have nobced  a sudden change in bowel
habits persistrng  for over 2 weeks, consult a
doctor before using a laxative.  Laxative products
should not be used for a period longer  than 1
week, unless directed by a doctor. Reclal bleeding
or failure to have a bowel movement after use of
a laxative mayindicatea serious  condilion.
Discontinue use and consult your doctor.
ANTACID WARNINGS: Do not take  more than
the maximum recommended daily dosageina
24 hour period (See Direcbons),  or use the
maxunum  dosage ol lhis product for more
than two weeks, or use thus  product if you
have krdney  disease, except under the advtce
and supervision of a doctor May have
laxative  eflnct,
As  with any drug, if you are pregnant or nursing
a baby. seek  the advice of a health professional
before usmg  lhis producl.  Keep this and all drugs
out of the reach of children. In case of accldenraf
overdose. seek professIonal  assistance or
conlact a poison  control center immediately.
Store at room temperature.

6 ipL3323594BA
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NDC 0363-0332-35

SEALED WITH PRINTED NECKBAND FOR YDUR PROTECTION

As Always Stimulant Free!
miik o f

J,

Drw Facts
Active ingredient (in each 5 mL teaspoonful)
Magnesium hydroxide 400mg. Saline

Purpose
Laxative/Antacid

Uses
Laxative relieves I occasional constipation (irregularity)

n generally produces bowel movement in i/Z to 6 hours
Antacid relieves m acid indigestion m sour stomach n heartburn

Warnings
Ask a doctor before use if you have 4 kidney disease w stomach pain, nausea or vomiting
n a sudden change in bowel habits that lasts more than 2 weeks
Ask a doctor or pharmacist before use iiyou are taking a prescription drug. Antacids
may inleract  with certain prescription drugs.
When using this product do not exceed the maximum recommended daily dosage in
a 24-hour  period
Stop use and ask a doctor if
Laxative myou have rectal bleeding or no bowl movement after use. These could

be signs of a serious illness
n you need to use a laxative for more than one week

Antacid n symptoms last for more than 2 weeks n product has a laxative effect
If pregnant or breast-feeding, aska  health professional before use.
Keep out of reach of children. In case of overdose, get medical help or contact a
Poison Control Center right away.

Difecfions w shake g;;Dv: drink a full g&ss@z)  liquid with each dose

adults and children 2-4 TESP (30-60  ml) 1-3 tsp (5-15  mL) up
Do not freeze. Store at

12 years and older once  a day to 4 times a day
room  tempualure
lightly closed.

6 to under 12 years 1-2 TBSP(l5-30  ml) ask a doctor
once a day

2 to under 6 years ;;;;!;,I5 mL) ask a doctor

under 2 years aska doctor ask a doctor

/IfaCtiVe  ingredients flavor, mineral oil, purffied water,
sodium saccharin
.--

- Distributed by:
% Walgreen  C o .
6

z

Deerfield,,  IL 60015-4681
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Drug Facts
Active ingredient (in euch  5 ml. feaspoonful)
Magnesium hydroxide 400mg . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . Saline

Purpose
LaxatiialAniacid

uses
Laxative relieves a occasional constipation (irregularity)

Antacid relieves
n generally produces bowel movement I” i/Z to 6 hours
I acid indigestlcn . sour stcmach m heartburn

Warnings
Ask a doctor before use 1 you have . kidney disease n stomach parn,  nausea or vamtiing
n a sudden change in bowel habits that lasts more  than 2 weeks
psk a doctor or pharmacist before  ~8s  if you are  taking a prescription drug. Antacids may
Interact  with certam  prescription drugs.
When using this product do not excsed  the maxirrmm  recommended daib  dosage  in a 24-hour  period
Stop uas  and ask a doctor if
Laxative n you hava  rectal Meeding  or no bowel movement after use. These could be signs

of a serious illness n
Antacid

cu need to use a laxative  for more  than one week
. symptoms last for more t an 2 weeksK n product has a laxative elfsot

If pregnant or breatt-feeding,  ask a health prcfesslcnal  before use.
Keep out of reach of children. In case  of overdose. get medical help or contact a Pclson
Contml  Center right away.

~hCfiOnS . shakewell . drink  aLft$;“,”  (602)  liquid  with each dose
Antacid

adults and children
ti! ysars  and older

2-4 TBSP (30-60  mL)
once a day

1-31s~  (5-15  mL) up
104tlmesaday

6 to undw 12 years l-ZTBSP  (15-30  mL)cnce  a day ask a doctor
2 to under 6 years l-3 tsp (5-15  mL) cnc8  a day ask a doctor
under 2 years ask a doctor ask a doctor
inactive  ingredients flavor, mineral 011,  purifiad  water, sodium saccharin

CQuestions  or comments? x.xx~-x~-~xx~ Do not freeze store  at roan  fsmperat”n



Standard Format

* adults and children 12 years of age and older: f tablet every 4-6 hours, not lo exceed 6 tablets in 24 hours.
* children under 12 veers  of aoe: consult a doctor

Drug Facts
Actrve Ingredients  (In each tablet) P
Acetaminophen 650 mg . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .Pa?%?~
Phenylpropanolamine HCI 25 mg . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . ..Nasal
Chlorpheniramine maleate 4

decongestant
mg . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . Antihistamine

USSS temporarily relieves -minor aches, pains, headache, muscle aches and fever associated ~wi:iih  the common cold
* nasal cmgestion  associated with sinusitis
- nasal congestion, runny nose,  sneezing. itching of the nose  or lhroat  and itchy, ‘watery every due to hay iever

(allergic rhinils) or other upper respiratory allergies.

Warnings
Alcohol Warning If you consume 3 or more alcoholic drinks everyday, ask your doctorwhelher  ycu  should take
acetaminophen  or oUv?r pain relieversilever  reducers. Acelaminophen  may cause liver damage.
Do not we il you are now taking a prescription monoamine oxide,%  inhibitor (MAOI)  (certain drugs b depression,
psychiabic  or emotional conditions,  or Parkinson’s disease), ci for 2 weeks after stopping Ihe MAOI drug. if you do not knw
if your prescription drug contains an MAOI,  ask a doctw  or pharmacist before taking lhis  product.
-if you are nw taking anoher product containing phenylpropandamine.  unless directed by a doctor.
Ask a doctor betore use I( you have *heart  disease *high blood pressure - Vryroid  disease -diabetes
- trouble urinating due to an enlarged prostate gland * a breathing p&km such as emphysema a chronic  bronchi&
When using this product -excitability may occur, especially in dmldren  -drowsiness may occur
- avtid alcuholicdrinks *alcohol, sedatives, and tranquilizers may increase dro:vsiness
s be careful when driving a motor vehicle or operating mahinery
Stop use end ask e doctor V * pidn  or fever getr  wse,  if new symptoms occur,  or if redness or w&g  is present, because
hese  could be s,gns  of a serious conditicn. *nervousness,  dirtiness, or sleeplessness occur
-symptoms do not improve v&in 7 days or are accompanied  by fever
s you have pain for mofe  then 10 days -you have fever for  more ban 3 days
If pregnant or breast-leedlng,  aska health professional before use.
Keep out ol reach of children. In case  of overdose, get medical help or contact of poison control center right away.

BACK

Standard Format
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Drug Facts
Active  inaredients  fin each tablet)

acerammopnen  ormner  pam rewzwewtever  recut
Do not use of you are now takmg  a prescription ml
psychiahtc or emotional conditions, or Parkinson’s disease), or for2  weeks aft& Ho&g the MAijl drug. ‘If you dd
not know if your prescrivfion drua  contains an MAOI.  ask a doclor  orohanacist  before takino this oroduct.

Alcphql  Wa,rnlng:  if,you cqnsume  3 o!more  alcoholic drinks every day, ask your doctor whelher you should take
:ers.  Acetaminophen may cause liver damage.
~noamme  oxldase inhibitor (MAOI)  (certilin  dwas for deoressicn.

e lo an enlarged prostate gland
.~essure  l thyroid disease l diabetes

l a &eahinb  proMem  such as emp sema  or chronic bronchitis
,duct l emit&h  ma,,  occur  rmw&&  in ~hildr.w . r(mwrinrw  mw ..w.-~~r

l if you are-now  iakinganother  product  containing ~henylpropanolainine.  unless directed b; a &‘cib;~  -.
Ask a doctor before use If you have - heart disease * high blood I:

+ziJspJ~;- .  ___....,  .- ____.,  - -  ___..,  .,  -, ..-.  -, -, .-.  I...““-  ..I  ~ _1”“1
l alcohol, sed&es,  and t&nquilizers may increase drowsiness

l be careful when driving a motor vehicle or operating machinery
Sopuaeandaskadcctorll l pain orfwergetsworse,  if newsymptomsoccur,  or if rednessorswellingis present,
because these could be signs of a serious condition. l nervousness. dizdness,  or sleeplessness occur
l symptoms do not improve within 7 days or are accompanied by fever
l you have fever for more than 3 days

l you have pain for more than 10 days

ti pregnant or breast-feeding, ask a health professional before use.
Keep out of raach  of chlldmn. In case of overdose, get medical help or contact of poison control center right away.
Prompt medical attention is critical for adults as well as for children even if you do not notice any signs or symptoms.
Dmctions l do not exceed recommended dosage
every 4-6 hours, not to exceed 6 tablets in 24 hours.

l adults and children 12 years of age and older: 1 tablet
l children under 12 years of age: consult a doctor

Other  information l store at controlled room temperature 20-25-c (68-77-F)
InaCtiVe  ingredhts  colloidal silicon dioxide. cro~ca~ellose sodium. FD&C Red #40 aluminum lake. FD&C
Yellow #IO alt!minum lake, hydroxypropyl cetlulose. lactose, magnesium steante,  methylcellulose, methyl&aben,)

BACK- - -

Drug Facts Head - 8pt Hel Bold Obl
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Oxy Maximum Daily Cleansing Pads 55 count

wim 1 application daily,  then gradually increase to 2 or
3 times  dailv it needed  or as directed  bv a doctor

l if bothers&  dryness or peeling UC&S,  reduce
application to once a day or every other day

l keep away from flame, fire  and heat

l avoid high temperatures  (greater  than 1CtO’F)

fragrance,  isoceteth-20.  polyolprepolymer-15.
tn’ethanulamine.  bisodium  EDTA.  water

1 Questionscall  US at f-800.897.6771
_.

Standard  Format
Helvetica 90% Condensed
Drug Facts 8.5 pt.
Headings 7 pt.
Body Copy 6 pt.

-a Facfs  (continued)
(1 keep away from eyes, lips, and mouth. If contact occurs,  tlush thoroughly

with vmt~r

Drug Facts ll
Active  ingredient
p”d:”  h”i.4  0 “0,““L7”timL,“L.“:o  . z?z!zq”

LIS&treats  and helps prevent acne pimples

Warnings
For external  use  only

Directions

When  using this product
l do not leave pad on shin

Keep  out  of  reach  of children.  If wallawed,  get  medical help or confact  R
Poison Control Center  rinht  aww I

l cleanse  skin thoroughly  before applying
e use a ck?RnSing  pad t0 COW.?~  he affected area  with a thin  layer 1 to 3

times daily b
l using other topical  acne drugs at tie same time or right

alter use of this product may increase dryness or irritation  of
the skin.  If this occurs,  only one drug should be used unless
directed by a doctor.

b
- _ ~~~

4



Oxy Maximum Daily Cleansing  Pads 55 count

0 KEEP  TIGHTLY  CLOSED 6 avoid  Mgh
temperatures  (greaterthan 1OWF)

Inmive lngreU/entS  alcohol  (38.8%  v/v). fragrance.

Modified Format
Helvetica 90% Condensed
Drug Facts 8.5 pt.
Headings 7 pt.

Body Copy 6 pt.

Drug Facts
Acfive  inaredient Puraose
Salicyiic  Ac?d  2.0% Acne Tre&nent

Usestreais  and helps prevent acne pimples

When  using this product l do not  leave pad on skin
l using other topical  acne drugs at the same time or right
after use of this product may increase dryness  or irritation  of

. the shin.  It this occurs,  only one drug  should be used unless
directed bv a doctor. 4 keen awav from eves. lips. and
mouth  It dontact occura.  flush thor&ghly  &h w&r.

--- ,_-..-... -. . _ ..-. . . . ..- .._.  ~-.- -..---
Drffg  Fitcls (continued)

Keep  out 01 reach  of children.  If swallowed,  gel  medicalhelp or conkct  a
Poison Conlrol Center  right  away.

&ZCtidnS 0 cleanse  skin thoroughly  before applying l use a
cleansing  pad to cover he affected area  with R thin layer 1 to 3 Ames  daily
l because  too much drying of the skin  may occur,  start with 1 application
daily,  the  gradually  illcrease  to 2 or 3 times daily if needed  or as directed by a
doctor 0 it bothersome  dryness or peeling  occurs,  reduce application  to
once a day  or every omar day

Other informefion *store  at room temperature



Oxy Maximum Daily Cleansing  Pads 55 count

Modified Format
Helvetica 85% Condensed
Drug Facts 7 pt.
Headings 6.8 pt.
Body Copy 5.7 pt.

Drug Facts
Active ingredient Purpose
Salicylic Acid 2.0% .,........,.,.,..,..,...,..,..~..~~ Acne Treatment

USee !tmls and  helps prevent  acne pimples

Warnings
For  external  use only
When  using this product l do not leave pad on  skin
l using other l~plcal acne  drugs at lhe s8me  time  or  right  after  use
of ihis product  may  increase dryness or irritation  bi the  skin. Ii fhis
occ~~rs.  only one drug  should be used unless directed by n ooc101. 0

.- keep away ttom eyes. lips,  and mouh. It contact occurs. :lM
thoroughly with  water.
Keep  out  01  reach  of children. II swallov~~U.  get medical  help
or contact R Poison Control  Center  right away. b

.._I--___

DiraCtionS  (I  cleanse skin Uwoughly betmc  applying
to cover he  alfectcd am  v&h  a Thin  laycl 1 IO 3 times daily

a& a cleansing pao
0 becaUse too much

fho gradually incroaso to 2

Ottter  inFormslion 0 store  at room tcmpcmtum @protect  ltom freezing
0 kOeD  a,vvav  tlom flame.  fire  and heal 0 KEEP  TIGHTLY  CLOSED
l ,x&d  high’tempwaiues  ;grcatcr dun 1Oo’F)

inactive ingredients  almhd (%.eob vh),  imgrancc,  isocototh~20.
pdydpropdymcr-t  5.  Rielhsndaminc,  biisodiam  EDTA,  watcf ?

I

c~N(T-  ~~-~ D(p_--..



Oxy Maximum Daily Cleansing  Pads 55 count

- _..._--

G?nslJma/  Hea///Icare  LX
PilMwrgh.  Ph 1523”

When  uslngihlsproduct

Made in Ihe  U S h
. do  not  Icave  pad  0” skin

O1IBSmitbKline  898cham
l usioy  other  topuxd  acne drugs 1 the same  time  or right aber USC of

this  ploducl  may increaSe  dryness of indatlon of tbc  skin. It mis
occw, only ens drug  sho!M  be used unless diwdted by a doctor.

l keep away horn  eyes, lips.  and  moom.  It contact occurs.  flush
thoroughly with  w&r. __---

0 0000-0000-00

.---Io-i&i% L
lORWEFlg I IE 5

Standard  Format
Helvetica  85% Condensed
Drug Facts 7 pt.
Headings 6.8 pt.
Body Copy 5.7 pt.

I I5
L8

Drug Facts (continued)

Directions
l cl&me  Skin  moraughly  bctorc applying
. “se a ChXiiQ pad to co”c,  me  altcclcd  ntcD  tilh  a thin layer Ito3bmes  daily
l because  loo much  drying 01 the skin  may occus stall  !vim  1 applicntion daily,  thOII

gradually increase to 2 M 3 limes daily if nccdcd a ns  dircctcd $ n dmtw
m il bomersamc  dryness orpceling  occu,s, reduce npplicnlion to Once  n day “1

CUOCYO~O~  fhg
Other information
q store  at mm tcmpcraturo e protect tram  hcozing
l keep away from  Alamo.  lim and heat
c nvoid  high  tcmpwahws (greata  man  100°F) @KEEP TIGHTLY  CLOSE@ b

~-.  - LOtNQ,.- _. .-_ E‘xp,..- ._._



MODIF IED  FORMAT DRAFT # 1
Date:  October  25,1666 File Name:  7/6_24Jarent  Modified FormaUver.1

Drug Fact Headers  - 8.0 pts
(Helvetica Neu Condensed Sold  OMique  - 88% Horizontally Scaled)

Headers - 7pts
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,

Drug  Facts (contim~ed)
Atoohol warning: If yw consume  3 or more alcoholic  ddnks  every day, ask r dorAor
vihether  you should fake  acetamlnophen  and aepkfn or other p&I  relieveIsi?
Acetamkrophen  and aspirin may cause liver damage and stomach bleeding.

Bver reducers.

Oonot~*Kywhaweverhw~~~cl~k~y~~~kve~~l~~
Ask a dootm  More  use If you have l asthma * liver dtaa&?e
l Maadlng  proMoms

l ktdney dlaease
l ulcers l stomach poblems such as headbum,  upset stomach,

M stomach pain that do not go away or recur
kekaddor  wphammcktk&~euaaifyoua~e  l allergk toaspktn
l taking a mexrlptlon  dmg IOC l anttmagulation  (Mood  thinning) diabetes  * gout *arthritis
Stop use  and ash a do&or  if * an ellsrgk reaction occurs Seek m&al  help dght away
l fever gets worse or lists for more dran 3 days

oatn  gets wxse  or lasts for rmre than 10 days
l nsw symptoms  cccur

l l redness or swelling  is present
l ringing in the ears or loss of hearing cccum 0

_ _ 1 ,
OtUg Fircts {c~ntirwed~
If pmgnant  or breast-feeding, ask a health professtonal befue uaa.
It Is eapecialty  Important not to use aspirin dmin
deSnltaty directed to do so by a doctor  because I may cause problems InP

the last 3 months of pre
II,

nang  unless
e unborn  child

or compllcattons  dudng  delvery.
Keep out ofreaoh  of chltdmn. In caea of overdose, get medical  help or contact a Pokmt
Cadrol Center rtght  away. Prompt medical  attentkm is cdtkd for adults as well as for chiklren
wan if you do not nottce any signs or symptoms.

~/iUCf/Uf?Sdrlnk  a full glass of water with each dose
l adultsand children 12 yearsandover:  take 2 tabletsevery  Mum; rmt more than 8

taMekIn 24 hwrs  l childrenurdar  12yeam:askadcctor

OulerhNbrmri~  l stcfe  at rwm  temperature

h3Ufflve  &VUdkWl~benzolc  acid, hyoko
cellulose, mimocryatalline  cellulose, mineral oil, p

O~lcetluJose,  hvdrokymopyl  meth$-
Lrbate 20, povidrme, prcpyiene Q

. . .”

1 Drug Facfs lcontinuedl

P-eye’s e$roms: Children and teenagers should not use this drug for chlcken  pox,  or gu
symptoms befme  a doctor is consulted about Reye’s syndrome,  a we  but sadotis  Illness
reppded  to be asscctatad  with aspldn.
~ler$alerb  asplrtn may cause a ssvere allergic reaction which may lllclude:

’ teclatsweuklQ l asthma hvheednol *shock  a

. . _,  ‘i
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Drug Facfs (wntinued)
~Alcohol warning I you comume 3 u mMe afcohollc ddnks  eveq  day, ask your doctor

whatharynushwld  kkeacekmlMphen  and as+Worothsrpaln  reSavsrslfeverreducers.everreducem,
Acetamlnophen  and sspktn  may causa lfver damage md stomach bleedIn&
Do  not use l If yw Eva everhadandlerglc  reaction tomyolherpain  reLwrs/fevar  reducers
Ask a doctor  before use If you have * asthma l llvef disease
l bteedlng p&terns

l kidney  dkease
l ulcers l stamach Wblems  such as  heartburn, upset stomach,

or stcmach  pain that do not go away or recur
Askadoctorwpha~acis~~~ify~~e  l atlergktoaspidn
l taking  a presufptlon dmg  for:  l antlcOagutaUon  (b!md  thlmlng)  *diabetes l gout  l arthdtte
Stop use and ask a doctor if * an allergic  reactlon occurs. Seek msdlcal  help tight away
l fever gets worse  or lasts foi mope  than 3 days
l @ngetswMse  Wla?.lsfM mme  than 1Odm

* new symptoms occur

l rlr&g In the ears or loss of headng occurs
l redness tr awalllng  Is present

0

Drug  Facts (continued)
lf pregnant or breast-fmdfng,  ask a heallh pfofessimal  before use.
ft  Is especfatl~ lmporlant  not IO use aspkln  dudn

1
Ute Ieat 3 months of pre

deflnltdy directed to dp so by a doctor because I may cause pmblmas  in tt
nanny unless
a unborn child

or compllcalions  during dekev.
Keep out of reach of ohSdfen.  In case of over&se, get msdkal help or cmtact a Poison
Cmtrol Center  right  awav. PmmDt  m&al at&Non  Is cdtical  for adulk  ae  welt as fa chlldm

Drum Facts (continued)  ^ 7
!,4ycoi,~methlcone  ;&I& soffltan mcmdaurata,  steadc  actd, may aI= cnntaln:
celMutJe  was.  FOhC  t&J8 ill: tlW!nl  dloYJde

QuesUons  orcomments?r-ex&4s&174e

Drug Facts
Active  i..gnWents  (In web lableg
Acetamlnophen  2.50 mg

Purpares
Pain reliever

Wldn 250mg Pain reliever
Caffeine 66 mg Pain reIIev(K aid

&e.Worthe  temqyre~fof  mlnorachssmdpsinsassxlatedwith
l headache l muscular ache4 l arthritis
l toothache * sinusils l premenstrual I mansbuat  cramp

wsmlngs
RaYa’S  syndrome: ChDdrm and leenagere should rot use this dnrg for chicken  pox, or flu
symptomsbefofeadoctmlscMsultedabt  Reye’s~dmme,ararebutswlollsillness
reWted  to be assmled  with aspldn.
~I~veflerlz  asplrfn may cause a severe allergic reactton Wlch  may Inelude:

l facial  swelling l asthma (wheezing) *shock  e

---; ‘I-” c-. .“A.. , ,‘, _,
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definitely directed lo da so by a da& because it may causa pmMems  in he unborn child
or complkatloris  during  deHver$
Keep  out of raash of children. In cas8 of ovsrobse, gel medical  help or contact a Pobon
Conlral  Center right  away. Quick  msdlti atfentfoo  ls crlllcal far adulls as well as for children
won II you do not ootlce  any signs  or symptoms.

DhtWonsdri~,a  full glass of water wflh  each dose
l adulls and children 12 years  and overt take 2 tablels  every 6 hours; not more than 8

Wats  lo 24 lmurs l chlren  under  12 year% ask a docbr.

OthertMnnaffon  l store al room Iempefahue

I?Iactive /ngn?Meu& barn&  acid, hydmkyprop#ellulose, hydroxyWopyl
mathyicellubse,  mlcracr@alllne cellulose, mineral OR, polysubale 20, pxfdone, propylene
glycal,  simelhicone  emulsion, sorb&n  monolaurate,  slearic  acid, may also contain:
Can!aha  wax, FOG blue #1.  lifanium dloxlde

Questions or comments7 1.wo~08.7740 0

I

Puqm.w
Pain rellevsr
Pain reliever

Palo  reliever  aid

ka.9 for UIE !em~a;$iel of miflM aches and pair6 associated with
l headache ’ muwbl  aches l iarth4ius

l tmthachs l slnusitla l premenslruti & mensbal  cramps

Wemlgs
Rw’e  a~ndrmme: Ch!ldmn  and teaaagem  shook! not oae  thlsdnq fw  chlcken  DOX,  or llu
symptoms before a daclor  Is consulled  about Reye’s syadmme, a rare hoi se&s llbass
reported  lo be  mated  wilh aspirin.
~lle~~~alect: asqlrln  may cause  a severe allergic reaction wh!ch may include:

l facial swelling l asthma (wbeeung) l shock  q
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/ Lhug Fact%  (continued)

drug  for:  ’ antk~~folaUa  (lldanin~  of  the  blwd ) l diabab
l allwfb  to aaplrh : tak@ a pmauiplim

c l adbrilis
s@E me and  ask  a dmlor  if * an alkrgk  raac!Iea  w.trs. SW  medical  harp  right  awy
*fewgelawa%orlaskf~moratban3days
~palneetrMwseala~formorehanlodaVs

l nw  symptoms  acw

* rlnolnf  in the eara  ac bss of hearing  occurs
* redness  04 3Wling  Is pfwrd

~mwmtwbresstJeedi~ing,a*a  hoafthprofess!mal  b&ease.
it k aaurcMly  important  not  lo uae aspirin  during  the  last3  me&s  ofpro~nancyunfaas 6

DrugFac& ( c o n t i n u e d )
dsRnllely  dire&I  lo do  ao by a doctor  because II may causa problems  b Le  esbom  dlild  01
mdkallms dud ddlwy.
KmDoulol  remb2  chlldmr Incasad  werdase,galmedlcalhelper  contactataPoiamCmbol
Center  rifhtawy.  Ouickmadkal altmtfm  ia  crlkal  foWulBaswllaa  fuchlldfen  ewe  if yeu
do not  m&a any  @as  or symptoms.

L%6&l?SdrkS  a fd  Wet waler  with  wk d@a
l aduila  and children  12 years  and  over:  lake 2 lablela  every  6 hcurs;  not  mom  lhan  8 tablets

m 24  iwrs l chlldrac  under  12 years:aaka  dactof.

Uthw/nlbnneuon~  stun  at rwm lempmkne
/MC&e 1-b benzeic acld.  hyomngropyl&wasu,  hydroayprepyl  awIhykelkt@se,
ndtYNyaM~~  cellvloaa,  mloeral  oil, palyswbale  20, pavldane. prc~ylene  glucol, aimelhkme
emukh.sorbllm  m~lolwrate.st~rkacld,  may alaoccMkccarnaubawax,  FO&C  blus  Hi.
ldanlum  dbxide
Quartbn.s  or comments? 1.o00.4on.7746 631

RNs’P SWmms: Children md laanagersahculd  ml aae  Ihis dntg f~cci~m  pox. or  flu
sm9lomS k&e a dccfor  Is consulled  abwl Aayek syndrome,  a rare  bat  seriwr illness  repMad
la be agDcw  wibl  aspirin.
Mew  aI* lokii may camea  anereallergk  reatim which  maymclrde:
*hives l facial swelling l asthma IWnaadng
Alcohol  wandno: II YOU ccmume 3ar  me alcoholfcdrinksewy day,  aak  y~ur’d%~wher !
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lctive ingredients  fin SII  edpndedrekeee  wwkj

Chlorpheniramine  mefeate  USP  a mg... . . . . . . . . . . ~..
Purpose

Phenyipropandamine  HCI
..~... . . . . . . . . . . . . . AnGIimine

USP  75 mg... Nasal  decongestant

h?S I temporarily  relieves these  e~mptome of the common cold. hav  fever  or other

I upper respiratory allergies  -
, ~~.--

n nasal  congeefion I runny nose
n ittin of the nose of throat

I sneezing I itchy,  watefy  eyes
I

I temporar&  relievee  oaeal congestion  esodated  witi  sinusitis

Warning8
Do not  us5 if you are now taking
n another  product containing phenylpropandamfne
l a prescription monoamine  oxfdaee inhfbftor  (MAOI) (certain drugs for depression,

peychiatdc.  01  emotional  condlticns, or PaddnsM’s diseaee).  or for  2 weeke  after
eto+ping  the MAOI  drug. If you do not know if your prescription drug contains an
MAOI, ask a doctor 01  phannaciet  before taking this product.

Ask  a doctor before use if you have
I high blood pressure I head disease
I thyroid dkeaee n diabetes

m glaucoma

n a breathing  problem  such ae emphysema  or chronic  bronchitis
8 dimcully  urinating due to enlargement  of the prostate gland

Ask your doctcu  OI phmmacisl  betore  use If you am taking eedalivee  or banqklfzere
when  uskl0 Ifa omduci
a do not us< mari? than  dice&d l d~otines  may occur a avoid alcohdlc  drinks
I alcohol,  sedatives,  and tranquilizers  may incmaee  drowsiness
8 be careful when  driving a nwtor  vehide or operating machinery
8 exciiabiffly  may  occur,  especially  in children
Slop use and ask a doctor  if
I you gel  n8rvou8, tiy,  01  sleeplees
n symptoms do not  get belter wifhkh  7 days or occur  with a fever
it pagnat  or bremt-fwdhg,  ask a healLh  professional  before  uee.
Keep out cd  reach of cfMren. In cezie  of overdose.  get  medical  help or contact a
Poison Control  Center  right  away,

Directions
n adulls  and children  12 years and over: one capsule  every 12 hours; noi more

then 2 cape&e  in 24 hours unless directed by a doctor - Y)

0
n store in a dry place
n store at 20’  - 25X  @a*.  77’F)

1

inactive  in redients  aluminum  hydrate,
cc

=:

ammonium  hy
N

roude,  black  Iron oxide, carmine,  deionized I
water, ethylcellulose.  fractionated  coconut oil. gelatin.
hydroxypropyi melhylcelluloee,  lecithin, oleic acid, =:

polyethgene  g&cd, polysorbate  80, polyvinyl alcohol, red :
iron oxide, shellac, soya lecithin, starch, sucrose, syniheiic
yellow  bon oxide, talc, tflenium dioxide, xanthan  gum r-*
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