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READ THE DIRECTIONS AND WARNINGS BEFORE USE.
Active ingredient (in each tablet) Ranitidine 150 mg (as ranitidine hydrochloride 168 mg)
ose Acid reducer Uses e re ieves heartbum associated w th acid indigestion and sour stomach

* prevents hear burn associated with acid indigestion and sour stomach brought on by eating or drinking
certain foods and beverages Warmings Allergy alert: Do not use if you are alergic to ranitidine or other acid
reducers Do not use  if you have trouble or pain swallowing food, vomi ing w th blood, or bloody or black stools,
‘These may be signs of a serious condi ion. See your doctor. *wi h other acid reducers Ask a doctor before use fyou
have «had heartburn over 3 months. This may be a sign of a
sweating or dizziness * chest pain or shoulder pain wth shoriness of breath; sweating; pain spreading to arms, neck or
shoulders; or lightheadedness efrequent chest pain e frequent wheezing, particularly w th heartburn  unexplained weight loss
*nausea or vomiting * stomach pain # kidney disease Ask a doctor or pharmacist before use fyou are taking a prescrip ion drug.
‘Acid reducers may interact wi h certain prescription drugs. Stop use and ask a doctor if « your heartburn con inues or worsens *you
need to take this product for more than 14 days If pregnant or breast-feeding, ask a hea th professional before use. Keep nul of
reach of ch ldren. In case of overdose, get medical help or contact a Poison Control Center right away. Directions *
children 12 years and over: « to relieve symptoms, swa low 1 tablet with a glass of water * o prevent symptoms, swaHuwW 'amet
with a glass of water 30 to 60 minutes before eating food or drinking hevevages that cause heartburn e can be used up to twice
daily (do not take more han 2 tablets in 24 hours)  children under 12 years: ask a doctor Other information * do not use if
individual foil packet is open or torn » store at 20°25°C (68°77°F) » avoid excessive heat or humidity « this product is sodium and
sugar free Inactive lngredlents nypmmeHo@e magnesium stearate, m\cvocrysla\hne ce\u\ose ‘synthetic red iron oxide, titanium

dioxide, triacetin Questions? call 1-800-633-1610, or visit www. zantacotc comfor Tips for Managing Heartburn. Distr buted by:

Chattem, Inc., a Sanofi Company, P.0. Box 2219, Chattanooga, TN 37409 0219 ©201H Qrigin Mexico 0100658-01

Sanofi Regulatory Specifications

Drug Facts Info

Verified Date: 09/27/18

Drug Facts (Title) Font name: NA point type
Drug Facts (continued) | Font name: NA point type
Headings Font name: Helvetica Neue 77 Bold Condensed 4.4 point type
Subheadings Font name: Helvetica Neue 77 Bold Condensed 4.4 point type
Body Text Font name: Helvetica Neue 57 Condensed 4.4 point type
Bullets Font name: Helvetica Neue 57 Condensed 4.4 point type
Bullets on same lines: end of statement separated from bulleted statement by two ems N/A
Spacing of the hairlines from edge of box — i.e. Minimum of 1 space either side of Drug Facts Box N/A
Tracking: 0to8pt. | Horizontal Scale: 97%-102%
Leading (Minimum space in body of Drug Facts): 4pt. | Maximum Characters/Inch: 50
Barlines: N/Apt. | Hairlines: N/A pt.

Principal Display Panel Info

Font size of Net Quantity of Contents (Smallest character height in inches)

0.0324 in

PDP dimensions (in millimeters)

H50mm W 75mm

Font size of Statement of Identity (If not live text, to be measured in Helvetica capital “M”)

V 6pt. H 0.00pt.

Font size of Logo/Largest Copy on PDP (If not live text, to be measured in Helvetica capital “M”)

V 32pt. H 0.00pt.

Ratio of Statement of Identity to Logo/Largest Copy on PDP
Statement of Identity (pt.) (Divided by) Largest Logo Copy (pt.)

V 15% H 0%
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READ THE DIRECTIONS AND WARNINGS BEFORE USE.
Active ingredient (in each tablet) Ranitidine 150 mg (as ranitidine hydrochloride 168 mg)
ose Acid reducer Uses e re ieves heartbum associated w th acid indigestion and sour stomach
* prevents hear burn associated with acid indigestion and sour stomach brought on by eating or drinking
certain foods and beverages Warmings Allergy alert: Do not use if you are alergic to ranitidine or other acid
reducers Do not use  if you have trouble or pain swallowing food, vomi ing w th blood, or bloody or black stools,
‘These may be signs of a serious condi ion. See your doctor. *wi h other acid reducers Ask a doctor before use fyou
have «had heartburn over 3 months. This may be a sign of a

sweating or dizziness * chest pain or shoulder pain wth shoriness of breath; sweating; pain spreading to arms, neck or

shoulders; or lightheadedness efrequent chest pain e frequent wheezing, particularly w th heartburn « unexplained weight loss

*nausea or vomiting * stomach pain # kidney disease Ask a doctor or pharmacist before use fyou are taking a prescrip ion drug.
‘Acid reducers may interact wi h certain prescription drugs. Stop use and ask a doctor if « your heartburn con inues or worsens *you
need to take this product for more than 14 days If pregnant or breast-feeding, ask a hea th professional before use. Keep nul of

reach of ch ldren. In case of overdose, get medical help or contact a Poison Control Center right away. Directions *

children 12 years and over: « to relieve symptoms, swa low 1 tablet with a glass of water * o prevent symptoms, swaHuwW 'amet
with a glass of water 30 to 60 minutes before eating food or drinking hevevages that cause heartburn e can be used up to twice
Other information  do not use if
individual foil packet is open or torn » store at 20°25°C (68°77°F) » avoid excessive heat or humidity « this product is sodium and
sugar free Inactive lngredlents nypmmeHo@e magnesium stearate, m\cvocrysla\hne ce lulose, synthetic red iron oxide, titanium
for Tips for Managing Heartburn. Distr buted by:

daily (do not take more han 2 tablets in 24 hours) e children under 12 years: ask a doctor

dioxide, riacetin Questions? call 1-800-633-1610, or visit www. zantacotc com!
Chattem, Inc., a Sanofi Company, P.0. Box 2219, Chattanooga, TN 37409 0219 ©201H Qrigin Spain-0100660-01
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Zantac 150 3ct Carton
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Read the directions,
consumer information leaflet
and warnings before use.
Keep the carton. It contains
important information.

MAXIMUM STRENGTH

Zantac

Ranitidine Tablets 150 mg/Acid Reducer

HEARTBURN ossociated with

acid indigestion and sour stomach

TABLETS & 7
(3 DOSES)

PREVENTS & RELIEVES
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Purpose
Acid reducer

dx3
101

eating or drinking certain foods and beverages

Wamings

« prevents heartburn associated with acid indigestion and sour stomach brought on by

« relieves heartburn associated w th acid indigestion and sour stomach

Ranitidine 150 mg (as ranitidine hydrochloride 168 mg)..................

Active ingredient (in each tablet)
Uses

Drug Facts

before use.
Keep out of reach of children. In case of overdose, get medical help or contact a

Poison Control Center right away.

Directions

« your heartburn continues or worsens
swallow 1 tablet with a glass of water 30 to 60 minutes

« frequent wheezing, particularly with heartburn

before eating food or drinking beverages that cause heartburn
« can be used up to twice daily (do not take more than 2 tablets in 24 hours)

« to relieve symptoms, swallow 1 tablet with a glass of water
« children under 12 years: ask a doctor

stools. These may be signs of a serious condition. See your doctor.
« to prevent symptoms,

« with other acid reducers
arms, neck or shoulders; or lightheadedness

« frequent chest pain

« unexplained weight loss  « nausea or vomiting e stomach pain  « kidney disease

Ask a doctor or pharmacist before use if you are taking a prescription drug. Acid

reducers may interact with certain prescription drugs.

« fyou have trouble or pain swallowing food, vomiting with blood, or bloody or black
Stop use and ask a doctor if

« chest pain or shoulder pain with shortness of breath; sweating; pain spreading to

« had heartburn over 3 months. This may be a sign of a more serious condition.

Allergy alert: Do not use if you are alergic to ranitidine or other acid reducers
« heartbum with lightheadedness, sweating or dizziness

Do not use

z
=
£
5
2
s
s
g
2
£
g
]
g
g
2
]
g
5
£
~
&
©
=
g
g
&
]
=
=3
g
w
v

Other information « donot use ifindividual bister uni

« you need to take this product for more than 14 days

Ask a doctor before use if you have

If pregnant or breast-feeding, ask a health p
« adults and children 12 years and over:

« this product is sodium and sugar free
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Zantac 150 3ct Carton
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Read the directions,
consumer information leaflet
and warnings before use.
Keep the carton. It contains
important information.

MAXIMUM STRENGTH

Zantac

Ranitidine Tablets 150 mg/Acid Reducer ®
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HEARTBURN ossociated with

acid indigestion and sour stomach

TABLETS & 7

(3 DOSES)

PREVENTS & RELIEVES
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Purpose
Acid reducer

« relieves heartburn associated w th acid indigestion and sour stomach
« prevents heartbum associated with acid indigestion and sour stomach brought on by

Ranitidine 150 mg (as ranttidine hydrochloride 168 mg)..................

Active ingredient (in each tablet)
Uses

Drug Facts

eating or drinking certain foods and beverages

Warnings

Allergy alert: Do not use if you are alergic to ranitidine or other acid reducers

Do not use

before use.
Keep out of reach of children. In case of overdose, get medical help or contact a

Poison Control Center right away.

Directions

« frequent wheezing, particularly with heartburn
« your heartburn continues or worsens

before eating food or drinking beverages that cause heartburn
« can be used up to twice daily (do not take more than 2 tablets in 24 hours)

« to prevent symptoms, swallow 1 tablet with a glass of water 30 to 60 minutes
« children under 12 years: ask a doctor

« to relieve symptoms, swallow 1 tablet with a glass of water

stools. These may be signs of a serious condition. See your doctor.

< with other acid reducers
arms, neck or shoulders; or lightheadedness

« frequent chest pain

« unexplained weight loss ~  nausea or vomiting e stomach pain ~ « kidney disease

Ask a doctor or pharmacist before use if you are taking a prescription drug. Acid

reducers may interact with certain prescription drugs.

« fyou have trouble or pain swallowing food, vomiting with blood, or bloody or black
Stop use and ask a doctor if

« had heartbum over 3 months. This may be a sign of a more serious condition.
« chest pain or shoulder pain with shortness of breath; sweating; pain spreading to

« heartbum with lightheadedness, sweating or dizziness
« store at 20°-25°C (68°-77°F)  avoid excessive heat or humidity

« this product is sodium and sugar free

Other information « do not use if individual biister unit

« you need to take this product for more than 14 days
If pregnant or breast-feeding, ask a health p:
« adults and children 12 years and over:

Ask a doctor before use if you have
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Zantac 150 8ct Carton
09.26.18
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MAXIMUM STRENGTH

Ranitidine Tablets 150 mg/Acid Reducer 1 5 0®

MAXIMUM STRENGTH

Zantac

Ranitidine Tablets 150 mg/Acid Reducer 1 5 0®

PREVENTS & RELIEVES
HEAR TBUR N associated with

acid indigestion and sour stomach

TABLETS Z

(8 DOSES)
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Read the directions,
consumer information leaflet and warnings before use.

|
|

Keep the carton. It contains important information.
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MAXIMUM STRENGTH

Ranitidine Tablets 150 mg/Acid Reducer 1 5 0®

MAXIMUM STRENGTH

Zantac

Ranitidine Tablets 150 mg/Acid Reducer 1 5 0®

PREVENTS & RELIEVES
HEAR TBUR N associated with

acid indigestion and sour stomach

TABLETS Z

(8 DOSES)
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Read the directions,
consumer information leaflet and warnings before use.
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Keep the carton. It contains important information.
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Sanofi Regulatory Specifications
Drug Facts Info

Verified Date: 09/26/18

Drug Facts (Title) Font name: Helvetica Neue 77 Bold Condensed Oblique 9.1 point type
Drug Facts Font name: Helvetica Neue 77 Bold Con Oblique 9.1 point type
Headings Font name: Helvetica Neue 77 Bold Ct Oblique 8 point type

i Font name: Helvetica Neue 77 Bold Ct 6 point type
Body Text Font name: Helvetica Neue 57 C 6 point type
Bullets Font name: Helvetica Neue 57 C: 5.66 point type
Bullets on same lines: end of separated from bulleted by two ems YES
Spacing of the hairlines from edge of box — i.e. Minimum of 1 space either side of Drug Facts Box YES
Tracking: Oto8pt. | Horizontal Scale: 97%-102%
Leading space in body of Drug Facts): 6.0 pt. Cl Inch: 40
Barlines: 2.5pt. | Hairlines: 0.5 pt.
Principal Display Panel Info
Font size of Net Quantity of Contents (Smallest character height in inches) 0.088 in
PDP di (in millimeters) H89mm W 97mm
Font size of of Identity (If not live text, to be measured in Helvetica capital “M”) V 11.5pt. H 0.00 pt.
Font size of Logo/Largest Copy on PDP (If not live text, to be measured in Helvetica capital “M”) V 82pt. H 0.00pt.
Ratio of Statement of Identity to Logo/Largest Copy on PDP
Statement of Identity (pt.) (Divided by) Largest Logo Copy (pt.) V15% H 0%
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Zantac 150 24ct Carton

09.28.18

ZAN_150_24ct_CTN_0100643-01_MEX_FDA_2018_FNL3

dx3
101

MAXIMUM STRENGTH

Zan tac

Ranitidine Tablets 150 mg/Acid Reducer

MAXIMUM STRENGTH

B Zantac

Ranitidine Tablets 150 mg/Acid Reducer

PREVENTS & RELIEVES
HEARTBURN cssociated with

acid indigestion and sour stomach

2

TABLETS y /
(24 DOSES)

*uonew.ojul Juepiodw Sulejuod 3 "uopiea ayy daay "asn aiojaq

10-€¥90010 00X\l UIBLIO 8102©
sbujuiem pue 19|Jea| UOHEULIOJU] JBWNSUOD ‘SUORIAIIP AU} Peay

6120-607.€ NL ‘efooueyeyy
6122 08 "'0d

Auedwo) youes e

“ou| ‘wapeyg :Aq painguisiq

7 [HONVS

W02°9}0IBJUBZ' MMM JiSIA 10 W
0191-££9-008-1 II20 £ SUOISaNY .,

(panunuo) spae4 bnig

UnageLl} ‘apixoip Wniueyy
“apIX0 U0 PaJ 9N3LIUAS ‘9s0[n||ad suljelsAI0sol ‘alelea)s Wnisaubew ‘asojawoldAy s;ua_lpe,lﬁll_l anjjoeu|

331} Jefns pue Wnipos s110npoJd Siy o AIPIWNY 10 88y BAISSAIN PIOAR »
(doL£-689) 552-50Z 1B 240} » 10} Jo Uado S| Jlun Jajsi|q [enpIAIpUI Ji 8SN Jou 0D« LIOIRULIOJUI JAL)0

10J00p B YSe :S1eaf g | Japun Uaipjiyo
(sInoy g U1 S19|qR) 2 URY) B10W 8] Jou Op) Alep 82} 0} dn pasn aq ued e
uIngyieay asned Jeuy
sabeianaq Buryulp Jo pooy Burjes ai0jaq saynuiw 09 0} OF J31eM JO SSe|6 . Ui 13]qe} | mojems ‘Swojdwis Juanaid o) e
1918 J0 SSe|B & Ujm 191qe} | MOjemS ‘SojdLAS analfal 0} e
21300 puB S1eaf g | UBIP|IL PUB S}NpE o
suonaaiq

“Reme Jy6LI J81USY [03U0Y UOSIOG B J9EUI0D JO dja [eaIpaLLl 136 ‘8SOPIAN0 J0 8SED U “URIPIYD JO YIeal J Jno daay
*3S0N 2104aq [eUOISSBJ01d yjeay & yse ‘Buipaaj-jsealq 1o jueubiaid j|
Sfep | Uy} BJow 10} }npoid SIU} B} 0} PasL NOK «  SUSSIOM JO SNURUOD LINGIEAY NOK « 1 10}00P & Yse pue asn dojg
*sBrup uondiasaid uieHad yym joessjul Aew siaanpal pioy “Bnup uonduasaid e Gunye) aie nok y1 asn alojaq isioewneyd 10 J0jo0p e ysy
aseasip faupy ¢ URd YJeWOo)S «  BURILIOA IO BASNEU ©
80| Jybiam paurejdxaun uingueay Lym Aenaned ‘Guizasym juanbal e ured 353y Jusnbaly e
$saUpapeaLyBi| Jo 's1apjnoys 10 498U ‘stwite o} Buipeads ured :Buieams ‘yieaiq Jo ssaupoys LM uled Japinoys 1o ured 13y «
ssauizzip 40 Buryeams ‘ssaupapeauyyfi] LM wngueay « UORIPU0D SNOLIBS BJ0W & Jo UBIS & aq e SILL "SIUOL € JBA0 LINGHIEaY Pey o
aney nok i asn 310Jaq 10}20p € ¥sY
$139NpaJ PIJ. JOLHO YHM o
*10}90p INOA 333 “UONIPUOD
Snouas e Jo subis 8 Aew asay] "$|00}s %9.(q Jo Apoojq Jo ‘poojq yym Bumiioa ‘pooj Buimojiems ured Jo jqnos} aney nok ji
asn Jou oq
$199NPaJ PI9B JaU}0 Jo BuIprILel 0} diBIal[e aJe nok Ji 8sn Jou og :Mafe ABasly
sbujurey

MAXIMUM STRENGTH

$a6e13A9q pue SP0o} Ure}Ia2 BunjuLp Jo Buiea Aq uo JyBnoiq Yoewols Jnos pue uonsaBipul PIoe UM PaJeronsse inghieay sjuanaid «
OBWIO}S A0S PUB UOS3BIpUI PIB LYIM PRJBIO0SSE LINGLIEAY SaAI|al o
sas)

(Bw g9} ap auipnues se) B oG | aupniuey
(1918} yaea uy) Juaipailul anRay

J13onpal ploy
asodind

sjoe4 bnig

Sanofi Regulatory Specifications
Drug Facts Info

Verified Date: 09/28/18

Drug Facts (Title) Font name: Helvetica Neue 77 Bold C: Oblique 9.1 point type
Drug Facts Font name: Helvetica Neue 77 Bold Cond Oblique 9.1 point type
Headings Font name: Helvetica Neue 77 Bold C Oblique 8 point type

i Font name: Helvetica Neue 77 Bold C 6 point type
Body Text Font name: Helvetica Neue 57 C 6 point type
Bullets Font name: Helvetica Neue 57 C 5.66 point type
Bullets on same lines: end of from bulleted by two ems YES
Spacing of the hairlines from edge of box — i.e. Minimum of 1 space either side of Drug Facts Box YES
Tracking: 0to8pt. | Horizontal Scale: 97%-102%
Leading space in body of Drug Facts): 6.0 pt. i Ch: Inch: 40
Barlines: 2.5pt. | Hairlines: 0.5 pt.
Principal Display Panel Info
Font size of Net Quantity of Contents (Smallest character height in inches) 0.088 in
PDP di (in millimeters) H89mm W 97mm
Font size of of Identity (If not live text, to be measured in Helvetica capital “M”) V 11.5pt. H 0.00 pt.
Font size of Logo/Largest Copy on PDP (If not live text, to be measured in Helvetica capital “M”) V 82pt. H 0.00 pt.
Ratio of Statement of Identity to Logo/Largest Copy on PDP
Statement of Identity (pt.) (Divided by) Largest Logo Copy (pt.) V 15% H 0%
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Drug Facts (Title) Font name: Helvetica Neue 77 Bold Condensed Oblique 9.1 point type
Drug Facts i Font name: Helvetica Neue 77 Bold Con Oblique 9.1 point type
Headings Font name: Helvetica Neue 77 Bold Ct Oblique 8 point type

i Font name: Helvetica Neue 77 Bold Ct 6 point type
Body Text Font name: Helvetica Neue 57 C 6 point type
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| ZANTAC does not supply store brands |

Sanofi Regulatory Specifications

Verified Date: 09/29/18

Drug Facts Info

Drug Facts (Title) Font name: Helvetica Neue 77 Bold Condensed Oblique 10 point type
Drug Facts (continued) | Font name: Helvetica Neue 77 Bold Condensed Oblique / Helvetica Neue 57 Condensed 8 point type
Headings Font name: Helvetica Neue 77 Bold Condensed Oblique 8 point type
Subheadings Font name: Helvetica Neue 77 Bold Condensed 6 point type
Body Text Font name: Helvetica Neue 57 Condensed 6 point type
Bullets Font name: Helvetica Neue 57 Condensed 5 point type
Bullets on same lines: end of 1t separated from bulleted 1t by two ems YES
Spacing of the hairlines from edge of box — i.e. Minimum of 1 space either side of Drug Facts Box YES
Tracking: Oto8pt. | Horizontal Scale: 97%-102%
Leading (Minimum space in body of Drug Facts): 6.25 pt. | Maximum Characters/Inch: 30
Barlines: 2.5pt. | Hairlines: .5pt.
Principal Display Panel Info

Font size of Net Quantity of Contents (Smallest character height in inches) 1204 in
PDP dimensions (in inches) H6.75in W7.75in
Font size of Statement of Identity (If not live text, to be measured in Helvetica capital “M”) V 11.5pt. H 0.00 pt.
Font size of Logo/Largest Copy on PDP (If not live text, to be measured in Helvetica capital “M”) V 80pt. H 0.00pt.
Ratio of Statement of Identity to Logo/Largest Copy on PDP

Statement of Identity (pt.) (Divided by) Largest Logo Copy (pt.) V 15% H 0%




Reference ID: 4413742

Zantac 150 32ct Bonus (24 plus 8)
09.29.18

ZAN_150_32ct_Bonus_Spain_CTN_0100619-01_2018_FDA_FNL3
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Zantac

Ranitidine Tablets 150 mg/Acid Reducer 1 5

BONUS! 8 FREE TABLETS
BONUS! 8 FREE TABLETS

MAXIMUM STRENGTH

™ Zantac

Ranitidine Tablets 150 mg/Acid Reducer

" PREVENTS & RELIEVES
HEARTBURN cssociated with

acid indigestion and sour stomach

TABLETS Z
(32 DOSES)
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| ZANTAC does not supply store brands |

Sanofi Regulatory Specifications

Verified Date: 09/29/18

Drug Facts Info

Drug Facts (Title) Font name: Helvetica Neue 77 Bold Condensed Oblique 10 point type
Drug Facts (continued) | Font name: Helvetica Neue 77 Bold Condensed Oblique / Helvetica Neue 57 Condensed 8 point type
Headings Font name: Helvetica Neue 77 Bold Condensed Oblique 8 point type
Subheadings Font name: Helvetica Neue 77 Bold Condensed 6 point type
Body Text Font name: Helvetica Neue 57 Condensed 6 point type
Bullets Font name: Helvetica Neue 57 Condensed 5 point type
Bullets on same lines: end of 1t separated from bulleted 1t by two ems YES
Spacing of the hairlines from edge of box — i.e. Minimum of 1 space either side of Drug Facts Box YES
Tracking: Oto8pt. | Horizontal Scale: 97%-102%
Leading (Minimum space in body of Drug Facts): 6.25 pt. | Maximum Characters/Inch: 30
Barlines: 2.5pt. | Hairlines: .5pt.
Principal Display Panel Info

Font size of Net Quantity of Contents (Smallest character height in inches) 1204 in
PDP dimensions (in inches) H6.75in W7.75in
Font size of Statement of Identity (If not live text, to be measured in Helvetica capital “M”) V 11.5pt. H 0.00 pt.
Font size of Logo/Largest Copy on PDP (If not live text, to be measured in Helvetica capital “M”) V 80pt. H 0.00pt.
Ratio of Statement of Identity to Logo/Largest Copy on PDP

Statement of Identity (pt.) (Divided by) Largest Logo Copy (pt.) V 15% H 0%




Zantac 150 40ct Carton
09.26.18
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MAXIMUM STRENGTH

Zantac

Ranitidine Tablets 150 mg/Acid Reducer

MAXIMUM STRENGTH

Zantac

Ranitidine Tablets 150 mg/Acid Reducer

(

PREVENTS & RELIEVES
HEARTBURN cssociated with

acid indigestion and sour stomach

4

TABLETS Z,
(40 DOSES)

MAXIMUM STRENGTH

Ranitidine Tablets 150 mg/Acid Reducer 5 ®

@ 40,

Sanofi Regulatory Specifications
Drug Facts Info

Verified Date: 09/26/18

Drug Facts (Title) Font name: Helvetica Neue 77 Bold Ci Oblique 9.1 point type
Drug Facts inued) | Font name: Helvetica Neue 77 Bold Ci Oblique 9.1 point type
Headings Font name: Helvetica Neue 77 Bold Condensed Oblique 8 point type

i Font name: Helvetica Neue 77 Bold Cond 6 point type
Body Text Font name: Helvetica Neue 57 C 6 point type
Bullets Font name: Helvetica Neue 57 C 5.66 point type
Bullets on same lines: end of from bulleted by two ems YES
Spacing of the hairlines from edge of box — i.e. Minimum of 1 space either side of Drug Facts Box YES
Tracking: 0to8pt. | Horizontal Scale: 97%-102%
Leading space in body of Drug Facts): 6.0 pt. Cl 40
Barlines: 2.5pt. Hairlines: 0.5 pt.
Principal Display Panel Info
Font size of Net Quantity of Contents (Smallest character height in inches) 0.088 in
PDP di (in millimeters) H89mm W 97mm
Font size of of Identity (If not live text, to be measured in Helvetica capital “M”) V 11.5pt. H 0.00 pt.
Font size of Logo/Largest Copy on PDP (If not live text, to be measured in Helvetica capital “M”) V 82pt. H 0.00pt.
Ratio of Statement of Identity to Logo/Largest Copy on PDP
fg}em;gt ’qfll‘d‘gnqwm.)ﬂ(gjqd{;i.y% lflrgest Logo Copy (pt.) V 15% H 0%
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MAXIMUM STRENGTH

Zantac

Ranitidine Tablets 150 mg/Acid Reducer

MAXIMUM STRENGTH

Zantac

Ranitidine Tablets 150 mg/Acid Reducer

(

PREVENTS & RELIEVES
HEARTBURN cssociated with

acid indigestion and sour stomach

4

TABLETS Z,
(40 DOSES)

MAXIMUM STRENGTH

Ranitidine Tablets 150 mg/Acid Reducer 5 ®

@ 40,

Sanofi Regulatory Specifications
Drug Facts Info

Verified Date: 09/26/18

Drug Facts (Title) Font name: Helvetica Neue 77 Bold Ci Oblique 9.1 point type
Drug Facts inued) | Font name: Helvetica Neue 77 Bold Ci Oblique 9.1 point type
Headings Font name: Helvetica Neue 77 Bold Condensed Oblique 8 point type

i Font name: Helvetica Neue 77 Bold Cond 6 point type
Body Text Font name: Helvetica Neue 57 C 6 point type
Bullets Font name: Helvetica Neue 57 C 5.66 point type
Bullets on same lines: end of from bulleted by two ems YES
Spacing of the hairlines from edge of box — i.e. Minimum of 1 space either side of Drug Facts Box YES
Tracking: 0to8pt. | Horizontal Scale: 97%-102%
Leading space in body of Drug Facts): 6.0 pt. Cl 40
Barlines: 2.5pt. Hairlines: 0.5 pt.
Principal Display Panel Info
Font size of Net Quantity of Contents (Smallest character height in inches) 0.088 in
PDP di (in millimeters) H89mm W 97mm
Font size of of Identity (If not live text, to be measured in Helvetica capital “M”) V 11.5pt. H 0.00 pt.
Font size of Logo/Largest Copy on PDP (If not live text, to be measured in Helvetica capital “M”) V 82pt. H 0.00pt.
Ratio of Statement of Identity to Logo/Largest Copy on PDP
fg}em;gt ’qfll‘d‘gnqwm.)ﬂ(gjqd{;i.y% lflrgest Logo Copy (pt.) V 15% H 0%




Reference ID: 4413742

Zantac 150 40ct Label
09.26.18
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Sanofi Regulatory Specifications

Drug Facts Info

Verified Date: 09/26/18

Drug Facts (Title) Font name: NA point type
Drug Facts (continued) | Font name: NA point type
Headings Font name: Helvetica Neue 77 Bold Condensed 4.6 point type
Subheadings Font name: Helvetica Neue 77 Bold Condensed 4.6 point type
Body Text Font name: Helvetica Neue 57 Condensed 4.6 point type
Bullets Font name: Helvetica Neue 57 Condensed 5 point type
Bullets on same lines: end of statement separated from bulleted 1t by two ems N/A
Spacing of the hairlines from edge of box — i.e. Minimum of 1 space either side of Drug Facts Box N/A
Tracking: Oto8pt. | Horizontal Scale: 97%-102%
Leading (Minimum space in body of Drug Facts): 4.6pt. | Maximum Characters/Inch: 48
Barlines: N/Apt. | Hairlines: N/A pt.
Principal Display Panel Info

Font size of Net Quantity of Contents (Smallest character height in inches) 0.059 in
PDP dimensions (in millimeters) H41mm W 27mm
Font size of Statement of Identity (If not live text, to be measured in Helvetica capital “M”) V 5pt. H 0.00pt.
Font size of Logo/Largest Copy on PDP (If not live text, to be measured in Helvetica capital “M”) V 20 pt. H 0.00 pt.
Ratio of Statement of Identity to Logo/Largest Copy on PDP

Statement of Identity (pt.) (Divided by) Largest Logo Copy (pt.) V 15% H 0%
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MAXIMUM STRENGTH

Zantac

Ranitidine Tablets 150 mg/Acid Reducer

MAXIMUM STRENGTH

Zantac

Ranitidine Tablets 150 mg/Acid Reducer

PREVENTS & RELIEVES
HEARTBURN cssociated with

acid indigestion and sour stomach

5

TABLETS
(50 DOSES)

2/

Sanofi Regulatory Specifications
Drug Facts Info

Verified Date: 09/26/18

po)

Drug Facts (Title) Font name: Helvetica Neue 77 Bold Ct Oblique 9.1 point type
Drug Facts (continued) | Font name: Helvetica Neue 77 Bold Condensed Oblique 9.1 point type
Headings Font name: Helvetica Neue 77 Bold Condensed Oblique 8 point type
i Font name: Helvetica Neue 77 Bold Ct 6 point type
Body Text Font name: Helvetica Neue 57 C: 6 point type
Bullets Font name: Helvetica Neue 57 Condensed 5.66 point type
Bullets on same lines: end of from bulleted by two ems YES
Spacing of the hairlines from edge of box — i.e. Minimum of 1 space either side of Drug Facts Box YES
Tracking: 0to8pt. | Horizontal Scale: 97%-102%
Leading space in body of Drug Facts): 6.0 pt. Characters/Inch: 40
Barlines: 2.5pt. | Hairlines: 0.5 pt.
Principal Display Panel Info
Font size of Net Quantity of Contents (Smallest character height in inches) 0.088 in
PDP di (in millimeters) H89mm W97mm
Font size of of Identity (If not live text, to be measured in Helvetica capital “M”) V 11.5pt. H 0.00 pt.
Font size of Logo/Largest Copy on PDP (If not live text, to be measured in Helvetica capital “M”) V 82pt. H 0.00pt.
%&3;# ﬁwtﬂgﬂ I&%ﬂ@o@?mgest Copy on PDP
dentr Largest Logo Copy (pt.) V 15% H 0%
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MAXIMUM STRENGTH

Zantac

Ranitidine Tablets 150 mg/Acid Reducer

MAXIMUM STRENGTH

Zantac

Ranitidine Tablets 150 mg/Acid Reducer

(

PREVENTS & RELIEVES
HEARTBURN cssociated with

acid indigestion and sour stomach

5 TABLETS Z /
(50 DOSES)

Sanofi Regulatory Specifications Verified Date: 09/26/18
Drug Facts Info
Drug Facts (Title) Font name: Helvetica Neue 77 Bold Ci Oblique 9.1 point type
Drug Facts (continued) | Font name: Helvetica Neue 77 Bold Ct Oblique 9.1 point type
Headings Font name: Helvetica Neue 77 Bold Condensed Oblique 8 point type

i Font name: Helvetica Neue 77 Bold Cond 6 point type
Body Text Font name: Helvetica Neue 57 C 6 point type
Bullets Font name: Helvetica Neue 57 C 5.66 point type
Bullets on same lines: end of from bulleted by two ems YES
Spacing of the hairlines from edge of box — i.e. Minimum of 1 space either side of Drug Facts Box YES
Tracking: 0to8pt. | Horizontal Scale: 97%-102%
Leading i space in body of Drug Facts): 6.0 pt. Cl 40
Barlines: 2.5pt. Hairlines: 0.5 pt.
Principal Display Panel Info
Font size of Net Quantity of Contents (Smallest character height in inches) 0.088 in
PDP di ions (in millimeters) H8Imm W 97mm
Font size of of Identity (If not live text, to be measured in Helvetica capital “M”) V 11.5pt. H 0.00 pt.
Font size of Logo/Largest Copy on PDP (If not live text, to be measured in Helvetica capital “M”) V 82pt. H 0.00pt.
Ratio of Statement of Identity to Logo/Largest Copy on PDP
| Stafement of Idenq%pt A([yudgd_py) L?rgest Logo Copy (pt.) V15% H 0%
<eterere:
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Reference ID: 4413742

Zantac 150 50ct Label
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Sanofi Regulatory Specifications

Drug Facts Info

Verified Date: 09/27/18

Drug Facts (Title) Font name: NA point type
Drug Facts (continued) | Font name: NA point type
Headings Font name: Helvetica Neue 77 Bold Condensed 4.6 point type
Subheadings Font name: Helvetica Neue 77 Bold Condensed 4.6 point type
Body Text Font name: Helvetica Neue 57 Condensed 4.6 point type
Bullets Font name: Helvetica Neue 57 Condensed 5 point type
Bullets on same lines: end of statement separated from bulleted 1t by two ems N/A
Spacing of the hairlines from edge of box — i.e. Minimum of 1 space either side of Drug Facts Box N/A
Tracking: Oto8pt. | Horizontal Scale: 97%-102%
Leading (Minimum space in body of Drug Facts): N/Apt. | Maximum Characters/Inch: 48
Barlines: N/Apt. | Hairlines: N/A pt.
Principal Display Panel Info

Font size of Net Quantity of Contents (Smallest character height in inches) 0.059 in
PDP dimensions (in millimeters) H41mm W 27mm
Font size of Statement of Identity (If not live text, to be measured in Helvetica capital “M”) V 6pt. H 0.00pt.
Font size of Logo/Largest Copy on PDP (If not live text, to be measured in Helvetica capital “M”) V 20 pt. H 0.00 pt.
Ratio of Statement of Identity to Logo/Largest Copy on PDP

Statement of Identity (pt.) (Divided by) Largest Logo Copy (pt.) V 15% H 0%
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MAXIMUM STRENGTH

Zantac

Ranitidine Tablets 150 mg/Acid Reducer

MAXIMUM STRENGTH

Zantac

Ranitidine Tablets 150 mg/Acid Reducer
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PREVENTS & RELIEVES
HEARTBURN cssociated with

acid indigestion and sour stomach
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Sanofi Regulatory Specifications
Drug Facts Info

Verified Date: 09/26/18

Drug Facts (Title) Font name: Helvetica Neue 77 Bold Ci Oblique 9.1 point type
Drug Facts inued) | Font name: Helvetica Neue 77 Bold Ci Oblique 9.1 point type
Headings Font name: Helvetica Neue 77 Bold Condensed Oblique 8 point type

i Font name: Helvetica Neue 77 Bold Cond 6 point type
Body Text Font name: Helvetica Neue 57 C 6 point type
Bullets Font name: Helvetica Neue 57 C 5.66 point type
Bullets on same lines: end of from bulleted by two ems YES
Spacing of the hairlines from edge of box — i.e. Minimum of 1 space either side of Drug Facts Box YES
Tracking: 0to8pt. | Horizontal Scale: 97%-102%
Leading space in body of Drug Facts): 6.0 pt. Cl 40
Barlines: 2.5pt. Hairlines: 0.5 pt.
Principal Display Panel Info
Font size of Net Quantity of Contents (Smallest character height in inches) 0.088 in
PDP di (in millimeters) H89mm W 97mm
Font size of of Identity (If not live text, to be measured in Helvetica capital “M”) V 11.5pt. H 0.00 pt.
Font size of Logo/Largest Copy on PDP (If not live text, to be measured in Helvetica capital “M”) V 82pt. H 0.00pt.
Ratio of Statement of Identity to Logo/Largest Copy on PDP
fg}em;gt ’qfll‘d‘gnqwm.)ﬂ(gjqd{;i.y% lflrgest Logo Copy (pt.) V 15% H 0%
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MAXIMUM STRENGTH

Zantac

Ranitidine Tablets 150 mg/Acid Reducer

MAXIMUM STRENGTH

Zantac

Ranitidine Tablets 150 mg/Acid Reducer

(

PREVENTS & RELIEVES
HEARTBURN cssociated with

acid indigestion and sour stomach

6

TABLETS Z
(65 DOSES)

MAXIMUM STRENGTH

Ranitidine Tablets 150 mg/Acid Reducer 5 ®
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Sanofi Regulatory Specifications
Drug Facts Info

Verified Date: 09/26/18

Drug Facts (Title) Font name: Helvetica Neue 77 Bold Ci Oblique 9.1 point type
Drug Facts inued) | Font name: Helvetica Neue 77 Bold Ci Oblique 9.1 point type
Headings Font name: Helvetica Neue 77 Bold Condensed Oblique 8 point type

i Font name: Helvetica Neue 77 Bold Cond 6 point type
Body Text Font name: Helvetica Neue 57 C 6 point type
Bullets Font name: Helvetica Neue 57 C 5.66 point type
Bullets on same lines: end of from bulleted by two ems YES
Spacing of the hairlines from edge of box —i.e. Minimum of 1 space either side of Drug Facts Box YES
Tracking: 0to8pt. | Horizontal Scale: 97%-102%
Leading space in body of Drug Facts): 6.0 pt. Cl 40
Barlines: 2.5pt. Hairlines: 0.5 pt.
Principal Display Panel Info
Font size of Net Quantity of Contents (Smallest character height in inches) 0.088 in
PDP di (in millimeters) H89mm W 97mm
Font size of of Identity (If not live text, to be measured in Helvetica capital “M”) V 11.5pt. H 0.00 pt.
Font size of Logo/Largest Copy on PDP (If not live text, to be measured in Helvetica capital “M”) V 82pt. H 0.00pt.
Ratio of Statement of Identity to Logo/Largest Copy on PDP
fg}em;gt ’gfll‘d‘gnqy{pt)ﬂ(gjqd{p.y% lfrgest Logo Copy (pt.) V 15% H 0%
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Sanofi Regulatory Specifications

Drug Facts Info

Verified Date: 09/28/18

Drug Facts (Title) Font name: NA point type
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MAXIMUM STRENGTH

Zantac

Ranitidine Tablets 150 mg/Acid Reducer

Drug Facts

Active ingredient (in each tablet) Purpose
Ranitidine 150 mg (as ranitidine hydrochloride 168 mg) Acid reducer

Uses
« relieves heartburn associated with acid indigestion and sour stomach
« prevents heartburn associated with acid indigestion and sour stomach brought on by eating or drinking certain foods and beverages

Warnings

Allergy alert: Do not use if you are allergic to ranitidine or other acid reducers

Do not use

« if you have trouble or pain swallowing food, vomiting with blood, or bloody or black stools. These may be signs
of a serious condition. See your doctor.

« with other acid reducers

I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
| Ask a doctor before use if you have
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I

« had heartburn over 3 months. This may be a S|gn of ‘amore serious condition.

« heartburn with lightheaded

« chest pain or shoulder pain with shortness of breath sweating; pain spreading to arms, neck or shoulders; or lightheadedness
« frequent chest pain

« frequent wheezing, particularly with heartburn

« unexplained weight loss

* nausea or vomiting

« stomach pain

« kidney disease

Ask a doctor or pharmacist before use if you are taking a prescription drug. Acid reducers may interact with
certain prescription drugs.

Stop use and ask a doctor if

« your heartburn continues or worsens

« you need to take this product for more than 14 days

If pregnant or breast-feeding, ask a 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.

Directions
« adults and children 12 years and over:
« to relieve symptoms, swallow 1 tablet with a glass of water
« to prevent symptoms, swallow 1 tablet with a glass of water 30 to 60 minutes before eating food or drinking beverages
that cause heartburn
« can be used up to twice daily (do not take more than 2 tablets in 24 hours)
« children under 12 years: ask a doctor

Other information
« do not use if individual foil pouch is open or torn
« avoid excessive heat or humidity

« store at 20°-25°C (68°-77°F)
« this product is sodium and sugar free

Inactive ingredients hypromellose, magnesium stearate, microcrystalline cellulose, synthetic red iron oxide,
titanium dioxide, triacetin

(: Questions? call 1-800-633-1610, or visit www.zantacote.com for Tips for Managing Heartburn

Distributed by: Chattem, Inc., a Sanofi Company, P.0. Box 2219, Chattanooga, TN 37409-0219
©2018 Origin Mexico  0100662-01
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MAXIMUM STRENGTH

Wehouid ZI tac

k n o W ab ou t Ranitidine Tablets 150 mg/Acid Reducer

(Please read all of this information before
taking MAXIMUM STRENGTH Zantac 150.)

+ MAXIMUM STRENGTH Zantac 150 contains

150 mg of ranitidine (as ranitidine hydrochloride,168
mg),a medicine that doctors have prescribed more
than 200 million times worldwide.

+The ingredient in MAXIMUM STRENGTH

Zantac 150, ranitidine, has been prescribed by
doctors for years to treat millions of

patients safely and effectively. The active
ingredient in MAXIMUM STRENGTH Zantac 150 has
been taken safely with many frequently prescribed
medications.

* MAXIMUM STRENGTH Zantac
150 tablets are sodium and
sugar free.

* MAXIMUM STRENGTH
Zantac 150 relieves
and prevents
heartburn associated
with acid indigestion
and sour stomach.

+ Certain foods or beverages, and even lying down to
sleep, can cause heartburn associated with acid
indigestion and sour stomach. It is normal for the
stomach to produce acid, especially after consuming
food or beverages. However,acid in the wrong place,
such as the esophagus, or too much acid, can cause
burning pain and discomfort.

+To relieve symptoms, swallow 1 tablet with a
glass of water.

+To prevent symptoms, swallow 1 tablet with
aglass of water 30 to 60 minutes before eating
food or drinking beverages that cause
heartburn.

+This medicine can be used up to twice daily (do not
take more than 2 tablets in 24 hours).

+ MAXIMUM STRENGTH Zantac 150 should not be given
to children under 12 years old unless directed by a
doctor.

+ Allergy alert: Do not use if you are allergic to
ranitidine or other acid reducers

o — — —— —— e e e e e e e e el

MAXIMUM STRENGTH Zantac 150 reduces the
production of stomach acid. This is what makes
MAXIMUM STRENGTH Zantac 150 different from
antacids, which neutralize the acid already in your
stomach. Antacids do not reduce the production of acid.

+ Do not lie flat or bend over soon after eating

+ Do not eat late at night, or just before bedtime

+ Certain foods or drinks are more likely to cause
heartburn, such as rich, spicy, fatty, and fried foods,
chocolate, caffeine, alcohol, even some fruits and
vegetables

+ Eat slowly and do not eat big meals

+If you are overweight, lose weight

+ If you smoke, quit smoking

+ Raise the head of your bed

+Wear loose fitting clothing around your stomach

+*Donotuse
+if you have trouble or pain swallowing food, vomiting
with blood, or bloody or black stools. These may be
signs of a serious condition. See your doctor.

« with other acid reducers

+ Ask a doctor before use if you have

+had heartburn over 3 months.This may be a sign
of a more serious condition.

+ heartburn with lightheadedness, sweating
or dizziness

+ chest pain or shoulder pain with shortness of
breath; sweating; pain spreading to arms, neck or
shoulders; or lightheadedness

+frequent chest pain

« frequent wheezing, particularly with heartburn

+ unexplained weight loss

*nausea or vomiting

+ stomach pain

+ kidney disease

+ Ask a doctor or pharmacist before use if you are

+ taking a prescription drug. Acid reducers
may interact with certain prescription drugs.

+Stop use and ask a doctor if

+your heartburn continues or worsens

+ you need to take this product for more than 14 days

+ If pregnant or breast-feeding, ask a 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.

Questions? call 1-800-633-1610, or visit
www. otc.com for Tips for Managing Heartbum

Do not use if individual foil packet is open or torn.
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MAXIMUM STRENGTH

Zantac

Ranitidine Tablets 150 mg/Acid Reducer

Drug Facts

Active ingredient (in each tablet) Purpose
Ranitidine 150 mg (as ranitidine hydrochloride 168 mg) Acid reducer

Uses
« relieves heartburn associated with acid indigestion and sour stomach
« prevents heartburn associated with acid indigestion and sour stomach brought on by eating or drinking certain foods and beverages

Warnings

Allergy alert: Do not use if you are allergic to ranitidine or other acid reducers

Do not use

« if you have trouble or pain swallowing food, vomiting with blood, or bloody or black stools. These may be signs
of a serious condition. See your doctor.

« with other acid reducers
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« had heartburn over 3 months. This may be a S|gn of ‘amore serious condition.

« heartburn with lightheaded

« chest pain or shoulder pain with shortness of breath sweating; pain spreading to arms, neck or shoulders; or lightheadedness
« frequent chest pain

« frequent wheezing, particularly with heartburn

« unexplained weight loss

* nausea or vomiting

« stomach pain

« kidney disease

Ask a doctor or pharmacist before use if you are taking a prescription drug. Acid reducers may interact with
certain prescription drugs.

Stop use and ask a doctor if

« your heartburn continues or worsens

« you need to take this product for more than 14 days

If pregnant or breast-feeding, ask a 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.

Directions
« adults and children 12 years and over:
« to relieve symptoms, swallow 1 tablet with a glass of water
« to prevent symptoms, swallow 1 tablet with a glass of water 30 to 60 minutes before eating food or drinking beverages
that cause heartburn
« can be used up to twice daily (do not take more than 2 tablets in 24 hours)
« children under 12 years: ask a doctor

Other information
« do not use if individual foil pouch is open or torn
« avoid excessive heat or humidity

« store at 20°-25°C (68°-77°F)
« this product is sodium and sugar free

Inactive ingredients hypromellose, magnesium stearate, microcrystalline cellulose, synthetic red iron oxide,
titanium dioxide, triacetin

(: Questions? call 1-800-633-1610, or visit www.zantacote.com for Tips for Managing Heartburn

Distributed by: Chattem, Inc., a Sanofi Company, P.0. Box 2219, Chattanooga, TN 37409-0219
©2018 Origin Spain  0100664-01
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Drug Facts Info

Drug Facts (Title) Font name: Helvetica Neue 77 Bold Condensed Oblique 10 point type
Drug Facts (continued) | Font name: NA point type
Headings Font name: Helvetica Neue 77 Bold Condensed Oblique 8 point type
Subheadings Font name: Helvetica Neue 77 Bold Condensed 6 point type
Body Text Font name: Helvetica Neue 57 Condensed 6 point type
Bullets Font name: Helvetica Neue 57 Condensed 5 point type
Bullets on same lines: end of statement separated from bulleted statement by two ems YES
Spacing of the hairlines from edge of box — i.e. Minimum of 1 space either side of Drug Facts Box YES
Tracking: 0to8pt. | Horizontal Scale: 97%-102%
Leading (Minimum space in body of Drug Facts): 6.5pt. | Maximum Characters/Inch: 30
Barlines: 2.5pt. | Hairlines: 5pt.

Principal Display Panel Info

Font size of Net Quantity of Contents (Smallest character height in inches)

.0903 in

PDP dimensions (in inches)

H4.00in W4.75in

Font size of Statement of Identity (If not live text, to be measured in Helvetica capital “M”)

V 13pt. H 0.00 pt.

Font size of Logo/Largest Copy on PDP (If not live text, to be measured in Helvetica capital “M”)

V 94pt. H 0.00pt.

Ratio of Statement of Identity to Logo/Largest Copy on PDP
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 MAXIMUM STRENGTH

Zan tac

Ranitidine Tablets 150 mg/Acid Reducer

What is
MAXIMUM
STRENGTH

Zantac 1507

Excellent

,,,,,/\I! Safety Record

What
symptoms
does
MAXIMUM
STRENGTH
Zantac 150
relieve and
prevent?

How should |
take
MAXIMUM
STRENGTH
Zantac 150?

MAXIMUM STRENGTH

Wehouid ZI tac

k n o W ab ou t Ranitidine Tablets 150 mg/Acid Reducer

(Please read all of this information before
taking MAXIMUM STRENGTH Zantac 150.)

+ MAXIMUM STRENGTH Zantac 150 contains

150 mg of ranitidine (as ranitidine hydrochloride,168
mg),a medicine that doctors have prescribed more
than 200 million times worldwide.

+The ingredient in MAXIMUM STRENGTH

Zantac 150, ranitidine, has been prescribed by
doctors for years to treat millions of

patients safely and effectively. The active
ingredient in MAXIMUM STRENGTH Zantac 150 has
been taken safely with many frequently prescribed
medications.

* MAXIMUM STRENGTH Zantac
150 tablets are sodium and
sugar free.

* MAXIMUM STRENGTH
Zantac 150 relieves
and prevents
heartburn associated
with acid indigestion
and sour stomach.

+ Certain foods or beverages, and even lying down to
sleep, can cause heartburn associated with acid
indigestion and sour stomach. It is normal for the
stomach to produce acid, especially after consuming
food or beverages. However,acid in the wrong place,
such as the esophagus, or too much acid, can cause
burning pain and discomfort.

+To relieve symptoms, swallow 1 tablet with a
glass of water.

+To prevent symptoms, swallow 1 tablet with
aglass of water 30 to 60 minutes before eating
food or drinking beverages that cause
heartburn.

+This medicine can be used up to twice daily (do not
take more than 2 tablets in 24 hours).

+ MAXIMUM STRENGTH Zantac 150 should not be given
to children under 12 years old unless directed by a
doctor.

+ Allergy alert: Do not use if you are allergic to
ranitidine or other acid reducers

o — — —— —— e e e e e e e e el

MAXIMUM STRENGTH Zantac 150 reduces the
production of stomach acid. This is what makes
MAXIMUM STRENGTH Zantac 150 different from
antacids, which neutralize the acid already in your
stomach. Antacids do not reduce the production of acid.

+ Do not lie flat or bend over soon after eating

+ Do not eat late at night, or just before bedtime

+ Certain foods or drinks are more likely to cause
heartburn, such as rich, spicy, fatty, and fried foods,
chocolate, caffeine, alcohol, even some fruits and
vegetables

+ Eat slowly and do not eat big meals

+If you are overweight, lose weight

+ If you smoke, quit smoking

+ Raise the head of your bed

+Wear loose fitting clothing around your stomach

+*Donotuse
+if you have trouble or pain swallowing food, vomiting
with blood, or bloody or black stools. These may be
signs of a serious condition. See your doctor.

« with other acid reducers

+ Ask a doctor before use if you have

+had heartburn over 3 months.This may be a sign
of a more serious condition.

+ heartburn with lightheadedness, sweating
or dizziness

+ chest pain or shoulder pain with shortness of
breath; sweating; pain spreading to arms, neck or
shoulders; or lightheadedness

+frequent chest pain

« frequent wheezing, particularly with heartburn

+ unexplained weight loss

*nausea or vomiting

+ stomach pain

+ kidney disease

+ Ask a doctor or pharmacist before use if you are

+ taking a prescription drug. Acid reducers
may interact with certain prescription drugs.

+Stop use and ask a doctor if

+your heartburn continues or worsens

+ you need to take this product for more than 14 days

+ If pregnant or breast-feeding, ask a 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.

Questions? call 1-800-633-1610, or visit
www. otc.com for Tips for Managing Heartbum

Do not use if individual foil packet is open or torn.
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Ranitidine Tablets 150 mg/Acid Reducer

VALUE SIZE 90 TABLETS

MAXIMUM STRENGTH

P

VALUE SIZE 90 TABLETS
MAXIMUM STRENGTH

Zantac

Ranitidine Tablets 150 mg/Acid Reducer
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Drug Facts Info
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Drug Facts (Title) Font name: Helvetica Neue 77 Bold Condensed Oblique 10 point type
Drug Facts (continued) | Font name: Helvetica Neue 77 Bold Condensed Oblique / Helvetica Neue 57 Condensed NA
Headings Font name: Helvetica Neue 77 Bold Condensed Oblique 8 point type
Subheadings Font name: Helvetica Neue 77 Bold Condensed 6 point type
Body Text Font name: Helvetica Neue 57 Condensed 6 point type
Bullets Font name: Helvetica Neue 57 Condensed 5 point type
Bullets on same lines: end of statement separated from bulleted statement by two ems YES
Spacing of the hairlines from edge of box — i.e. Minimum of 1 space either side of Drug Facts Box YES
Tracking: Oto8pt. | Horizontal Scale: 97%-102%
Leading (Minimum space in body of Drug Facts): 6pt. | Maximum Characters/Inch: 30
Barlines: 2.5pt. | Hairlines: 5pt.
Principal Display Panel Info
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What you should know about

MAXIMUM STRENGTH

ACID REDUCER

(Please read all of this information before taking MAXIMUM STRENGTH
Zantac 150. Save this leaflet for future reference.)

* MAXIMUM STRENGTH Zantac 150 contains
150 mg of ranitidine (as ranitidine hydrochloride, 168 mg),
a medicine that doctors have prescribed more than 200
million times worldwide.

* The ingredient in MAXIMUM STRENGTH Zantac 150,
ranitidine, has been prescribed by doctors for years to treat

Zantac

RANITIDINE TABLETS 150 mg

150°

millions of patients safely and effectively. The active

ingredient in MAXIMUM STRENGTH Zantac 150 has been
taken safely with many frequently prescribed medications.

* MAXIMUM STRENGTH Zantac 150 tablets are sodium and

sugar free.

* MAXIMUM STRENGTH

Zantac 150 relieves and
prevents heartburn
associated with acid
indigestion and sour
stomach.

« Certain foods or beverages,
and even lying down to sleep
can cause heartburn associated
with acid indigestion and sour stomach.

It is normal for the stomach to produce acid, especially after
consuming food or beverages. However, acid in the wrong
place, such as the esophagus, or too much acid, can cause
burning pain and discomfort.

+ To relieve symptoms, swallow 1 tablet with a glass of water.
+ To prevent symptoms, swallow 1 tablet with a glass of water,

stomach

heartburn
occurs here

________________________ - b e e e
LT T T T T
' :
|
[ 439na34 a1y I

09 [ 6w 0G| S1379V1L INIGILINYH :
|
|

ejiie7
|H19N.-1aus WNWIXYW |
MAXIMUM STRENGTHl

30 to 60 minutes before eating food or drinking beverages |

that cause heartburn.

other acid reducers.

* This medicine can be used up to twice daily (do not take
more than 2 tablets in 24 hours).

* MAXIMUM STRENGTH Zantac 150 should not be given to
children under 12 years old unless directed by a doctor.

+ Allergy alert: Do not use if you are allergic to ranitidine or

ACID REDUCER

RANITIDINE TABLETS 150 mg 1 50®I
I
I

Zant

tac

[
0100655-01!

| Distributed by: Chattem, Inc.,
a Sanofi Company
I P.0.Box 2219,
Chattanooga, TN 37409-0219
©2018

vomiting with blood, or bloody or black stools.
These may be signs of a serious condition. See your doctor.
« with other acid reducers

* Ask a doctor before use if you have

« had heartburn over 3 months. This may be a sign
of a more serious condition.

« heartburn with lightheadedness, sweating
or dizziness

« chest pain or shoulder pain with shortness of breath;
sweating; pain spreading to arms, neck or shoulders;
or lightheadedness

- frequent chest pain

- frequent wheezing, particularly with heartburn

« unexplained weight loss

* nausea or vomiting

« stomach pain

+ kidney disease

* Ask a doctor or pharmacist before use if you are
« taking a prescription drug. Acid reducers may
interact with certain prescription drugs.

* Stop use and ask a doctor if
« your heartburn continues or worsens
+ you need to take this product for more than 14 days

« If pregnant or breast-feeding, ask a 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.

Questions? call 1-800-633-1610 or visit www.zantacotc.com

BOTTLES: Bottle is sealed with printed foil under cap.
Do not use if printed foil is open or torn.

BLISTERS: Do not use if the individual blister unit is open
or torn.

FOIL PACKET: Do not use if the individual foil packet is open
or torn.

BACK
: How does MAXIMUM STRENGTH Zantac 150 reduces the production of stomach acid.
: MAXIMUM STRENGTH This is what makes MAXIMUM STRENGTH Zantac 150 different from
| Zantac 150 work? antacids, which neutralize the acid already in your stomach.
: Antacids do not reduce the production of acid.
[ Tips for managing » Do not lie flat or bend over soon after eating
: heartburn + Do not eat late at night, or just before bedtime
I « Certain foods or drinks are more likely to cause heartburn, such as
[ rich, spicy, fatty, and fried foods, chocolate, caffeine, alcohol, even
: some fruits and vegetables
I « Eat slowly and do not eat big meals
| « If you are overweight, lose weight
I « If you smoke, quit smoking
| + Raise the head of your bed
: « Wear loose fitting clothing around your stomach
| When should [ Do not use
| I see a doctor? «if you have trouble or pain swallowing food,
|
|
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What you should know about
MAXIMUM STRENGTH

Zantac

RANITIDINE TABLETS 150 mg 1 50®

ACID REDUCER

(Please read all of this information before taking MAXIMUM STRENGTH Zantac 150.
Save this leaflet for future reference.)

that cause heartburn. !
+ This medicine can be used up to twice daily (do not take i
more than 2 tablets in 24 hours). '
* MAXIMUM STRENGTH Zantac 150 should not be givento |
children under 12 years old unless directed by a doctor. i

+ Allergy alert: Do not use if you are allergic to ranitidine or
other acid reducers.

What is * MAXIMUM STRENGTH Zantac 150 contains i

MAXIMUM STRENGTH 150 mg of ranitidine (as ranitidine hydrochloride, 168 mg), !
- Zantac 150? a medicine that doctors have prescribed more than 200 i
i million times worldwide. E
! Excellent Safety * The ingredient in MAXIMUM STRENGTH Zantac 150, i
i Record ranitidine, has been prescribed by doctors for years to treat E
! millions of patients safely and effectively. The active !
i ingredient in MAXIMUM STRENGTH Zantac 150 has been |
E taken safely with many frequently prescribed medications. E
i * MAXIMUM STRENGTH Zantac 150 tablets are sodium and i
i sugar free. !
i What symptoms does * MAXIMUM STRENGTH hearthurn i
MAXIMUM STRENGTH Zantac 150 relieves and oceurs here |
i Zantac 150 relieve prevents heartburn E
| and prevent? associated with acid !
! indigestion and sour !
| stomach. stomach !
| + Certain foods or beverages, E
! and even lying down to sleep |
i can cause heartburn associated i
E with acid indigestion and sour stomach. !
' Itis normal for the stomach to produce acid, especially after |
E consuming food or beverages. However, acid in the wrong i
! place, such as the esophagus, or too much acid, can cause |
i burning pain and discomfort. E
i How should | take « To relieve symptoms, swallow 1 tablet with a glass of water. i
MAXIMUM STRENGTH - To prevent symptoms, swallow 1 tablet with a glass of water
! Zantac 1507 30 to 60 minutes before eating food or drinking beverages!

___________________________________________________________________________

______________________________________________________________________________________________________

How does
MAXIMUM STRENGTH
Zantac 150 work?

Tips for managing
heartburn

When should
I see a doctor?

Distributed by: Chattem, Inc.,

a Sanofi Company

P.0O.Box 2219,

Chattanooga, TN 37409-0219 ©2018

MAXIMUM STRENGTH Zantac 150 reduces the production of stomach acid.
This is what makes MAXIMUM STRENGTH Zantac 150 different from
antacids, which neutralize the acid already in your stomach.

Antacids do not reduce the production of acid.

+ Do not lie flat or bend over soon after eating

* Do not eat late at night, or just before bedtime

+ Certain foods or drinks are more likely to cause heartburn, such as
rich, spicy, fatty, and fried foods, chocolate, caffeine, alcohol, even
some fruits and vegetables

+ Eat slowly and do not eat big meals

« If you are overweight, lose weight

« If you smoke, quit smoking

+ Raise the head of your bed

+Wear loose fitting clothing around your stomach

*Do not use

«if you have trouble or pain swallowing food, ittt it

vomiting with blood, or bloody or black stools.

« with other acid reducers

* Ask a doctor before use if you have

+ had heartburn over 3 months. This may be a sign
of a more serious condition.

+ heartburn with lightheadedness, sweating
or dizziness

« chest pain or shoulder pain with shortness of breath;
sweating; pain spreading to arms, neck or shoulders;
or lightheadedness

« frequent chest pain

- frequent wheezing, particularly with heartburn

- unexplained weight loss

*nausea or vomiting

« stomach pain

+ kidney disease

* Ask a doctor or pharmacist before use if you are E
+ taking a prescription drug. Acid reducers may |
interact with certain prescription drugs. i

* Stop use and ask a doctor if i

« your heartburn continues or worsens
+ you need to take this product for more than 14 days

« If pregnant or breast-feeding, ask a 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.

Questions? call 1-800-633-1610
or visit www.zantacotc.com

BOTTLES: Bottle is sealed with printed foil under cap.
Do not use if printed foil is open or torn.

BLISTERS: Do not use if the individual blister unit is open
or torn.

FOIL PACKET: Do not use if the individual foil packet is open
or torn.

___________________________________________________________________________

__________

__________
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Ranitid ne Tablets 150 mg/Acid Reducer 1 50@
COOL MINT TABLETS

MAXIMUM STRENGTH
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g :
Releases a

{ Cooling Sensation
in Mouth & /

SUGAR FREE

Zantac

Ranitidine Tablets 150 mg/Acid Reducer ¥

PREVENTS & RELIEVES
HEARTBURN cssociated with

acid indigestion and sour stomach
TABLETS

8 Z,
(8 DOSES)

10-¥¥90010

00IXa\ UIBLI) 81020
6120-607.€ N ‘ebooueney) ‘61zg xod ‘0d
Auedwoy youes e “ou| ‘waney) :Aq panquisia

7~ IHONVS

*uonewoul Juepodwi Suleuod
*uope ayy daay
*asn a10jaq shujurem pue
13]Je3] UOEULIOJU JAWNSUOD
‘suonoaip ay} peay

P 35N 810J3q
d yyeay e xse ‘Buipaay-jsealq 10 yueubiaid |

sfiep | ueyy aious Joj 3onpoad iy 8e} 0} paau no e

SUASIOM JO SNUAUOD UINGLIEaY IO o

11 10}90p & Yse pue asn dojg

*sbnip uonduasaid

UIBLI82 YJIM JoeIaul few s18anpal piay “Bnip uonduosaid

e Bupye) a1e nof j1 asn a105aq ysioewieyd Jo Jojaop e ysy

dX3
101

092109 JUBZ" MMM JISIA JO W
0191-€29-008- | [0 £ SUOIISNY .’

aseasIp faupy Ured Yoewo)s o
Buniwon 10 e3sNeU «  $S0] Jyblam paure|dxaun e
wingueay Lym Apejnaued ‘Buizasym juanbayy o
ured }say9 juanbalj o

Ssaupapeayybl| 1o {s1apnoys o %aau ‘swie o} Buipealds ured
“Bureams ‘yjeaiq Jo Ssaupioys uym ured Japinoys Jo ured 1say9 e
1zz1p 10 ‘ssaupapeayyBi] yim unguesy «

£

9PIXOIP WNJUBY} ‘3S0[RJINS ‘08 d 109A|6 aus)A
350[n/[39 aUllejSAIN0LIL ‘jesea)s nisaubew ‘asojjauoldiy
‘sionel ‘L 'ON NG 304 SpuBIPaLBUl anijaeu|

381} JeBns pue Wnipos s jonpoid siuy o
Apiny 10 Jeay oAISSANG PIORe e (4// -89) 0,52 - 0T Je BI0IS o
Ul0} Jo uado 1 Jun Jajsijq [ENIAIPUI J1 8SN JoU 0p o

uonewojul 13y30 asn jou og
§13onpal pioe
1000 B )fse :s1eaf g | 1apun uaipjiyd « | 1auo Jo suipiiues o) AIbiae a1e nok 4 asn jou 0 :Haje KB1a|Y
11qE) M3y Jou 0p shunuey
(sinoy g ur -
$13]q.} 2 UBU} 10w e} Jou op) Arep soim} o} dn pasn aq U safielanaq
wIngpeay asnea ey} pue Spooj Uteysd Bunjup Jo Buijes Aq uo Jubnoiq yoewojs

safiesanaq Bunjuup Jo pooj Buiea a10jaq sanui 09 0} 0¢
Jajem Jo sSe|b e uym 1a|qe} | mojjems ‘stojdwiAs Juanaid o} e
J3JBM JO SSBID B UM 19]G.} | MOJ[eMS ‘SwiojduAS analfal 0} e
21300 pUe SJ8af g | UAIP|IY2 PuB Synpe e
suonaaig

“UOI}JPUO9 SNOLIas
210w  J0 UBIS B 8q Aew SIY| "SUIUOW § JOA0 LINGLBaY PRy o
aney nok i asn a10§aq 10}20p € ¥SY
$180NP3 PIOB JAJO LM

*10}00p INOK 93 "UORIPUOI SNOLISS

© J0 subis 8 Aew 8say "s|00}s Y9e1q Jo AP0ojq Jo ‘poojq
ynm Buniwon ‘pooy Buimojiems ured Jo ajqnos aney nok Ji ¢

1N0S UE UOjSaBIpUI PIok UM Pajeloosse LINGUeay Sjuanaid «
YoRWo)S

1N0S PUE UOjSaBIpUI PIOE UM PajeIo0SSe LINGUEAY SBAaIjal o

sas

“feme Bl Jajuay 01U07 U0SI0d © 9.ju02 o djay
BaIpaLL JoB ‘3S0pIaA0 J0 BSBD U] ‘UBIPIIYD JO Y31 JO N0 daay

(panunuoo) spae4 bnig

(B 891 8pOjY20IPAY BUIPHIUEI SE)
B g} suipniuey
(131921 yoea w) Juaipaibus antjay

sjoe4 bnig

1aonpal pioy

asoding

Sanofi Regulatory Specifications

Drug Facts Info

Verified Date: 09/26/18

Drug Facts (Title) Font name: Helvetica Neue 77 Bold Condensed Oblique 10 point type
Drug Facts (continued) | Font name: Helvetica Neue 77 Bold Condensed Oblique 9 point type
Headings Font name: Helvetica Neue 77 Bold Condensed Oblique 8 point type
Subheadings Font name: Helvetica Neue 77 Bold Condensed 6 point type
Body Text Font name: Helvetica Neue 57 C 6 point type
Bullets Font name: Helvetica Neue 57 Cond d 5.66 point type
Bullets on same lines: end of 1t separated from bulleted by two ems YES
Spacing of the hairlines from edge of box — i.e. Minimum of 1 space either side of Drug Facts Box YES
Tracking: 0to8pt. | Horizontal Scale: 97%-102%
Leading (Minimum space in body of Drug Facts): 5.9pt. | Maximum Characters/Inch: 40
Barlines: 2.5 pt. Hairlines: 0.5 pt.
Principal Display Panel Info

Font size of Net Quantity of Contents (Smallest character height in inches) 0.088 in
PDP di (in millimeters) H8Imm W 97mm
Font size of Statement of Identity (If not live text, to be measured in Helvetica capital “M”) V 11.5pt. H 0.00 pt.
Font size of Logo/Largest Copy on PDP (If not live text, to be measured in Helvetica capital “M”) V 82pt. H 0.00pt.
Ratio of Statement of Identity to Logo/Largest Copy on PDP

Statement of Identity (pt.) (Divided by) Largest Logo Copy (pt.) V 15% H 0%
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RANITIDINE TABLETS 150 mg/
ACID REDUCER
Dist. by: Chattem, Inc.,
a Sanofi COmpan%
Chattanooga, TN 37409
PUSH THROUGH PRINTED SIDE.

Lot 00X000 Exp 00/0000

RANITIDINE TABLETS 150 mg/
ACID REDUCER
Dist. by: Chattem, Inc.,
a Sanofi Compan)é
Chattanooga, TN 37409

PUSH THROUGH PRINTED SIDE.
Lot 00X000 Exp 00/0000

RANITIDINE TABLETS 150 mg/
ACID REDUCER
Dist. by: Chattem, Inc.,
a Sanofi COmpan%
Chattanooga, TN'37409

PUSH THROUGH PRINTED SIDE.
Lot 00X000 Exp 00/0000
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RANITIDINE TABLETS 150 mg/
ACID REDUCER
Dist. by: Chattem, Inc.,
a Sanofi COmpan%
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Chattanooga, TN 37409
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RANITIDINE TABLETS 150 mg/
ACID REDUCER
Dist. by: Chattem, Inc.,
a Sanofi COmpan%
Chattanooga, TN 37409
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RANITIDINE TABLETS 150 mg/
ACID REDUCER
Dist. by: Chattem, Inc.,
a Sanofi Company
Chattanooga, TN 37409

PUSH THROUGH PRINTED SIDE.
Lot 00X000 Exp 00/0000
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ACID REDUCER
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Sanofi Regulatory Specifications

Drug Facts Info

Verified Date: 09/26/18

Drug Facts (Title) Font name: Helvetica Neue 77 Bold Cond d Oblique 10 point type
Drug Facts (continued) | Font name: Helvetica Neue 77 Bold C ] Oblique 9 point type
Headings Font name: Helvetica Neue 77 Bold Condensed Oblique 8 point type
Subheadings Font name: Helvetica Neue 77 Bold Condensed 6 point type
Body Text Font name: Helvetica Neue 57 Condensed 6 point type
Bullets Font name: Helvetica Neue 57 Condensed 5.66 point type
Bullets on same lines: end of statement separated from bulleted by two ems YES
Spacing of the hairlines from edge of box — i.e. Minimum of 1 space either side of Drug Facts Box YES
Tracking: 0to8pt. | Horizontal Scale: 97%-102%
Leading (Minimum space in body of Drug Facts): 5.9pt. | Maximum Characters/Inch: 40
Barlines: 2.5pt. | Hairlines: 0.5 pt.
Principal Display Panel Info

Font size of Net Quantity of Contents (Smallest character height in inches) 0.088 in
PDP dimensions (in millimeters) H89mm W 97mm
Font size of Statement of Identity (If not live text, to be measured in Helvetica capital “M”) V 11.5pt. H 0.00 pt.
Font size of Logo/Largest Copy on PDP (If not live text, to be measured in Helvetica capital “M”) V 82pt. H 0.00 pt.
Ratio of Statement of Identity to Logo/Largest Copy on PDP

Statement of Identity (pt.) (Divided by) Largest Logo Copy (pt.) V 15% H 0%

Reference ID: 4413742
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Reference ID: 4413742

Zantac 150 Cool Mint 32ct Bonus (24 plus 8)
09.26.18

ZAN 150 CoolMint_32ct _Bonus Mexico CTN _0100623-01_2018_FDA FNL1

COOL MINT TABLETS

MAXIMUM STRENGTH

Ranitidine Tablets 150 mg/Acid Reducer F 5 0 ®

BONUS! 8 FREE TABLETS
BONUS! 8 FREE TABLETS

COOL MINT TABLETS

MAXIMUM STRENGTH

= Zantac

Ranitidine Tablets 150 mg/Acid Reducer
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Sanofi Regulatory Specifications

Drug Facts Info

Verified Date: 09/26/18

Drug Facts (Title) Font name: Helvetica Neue 77 Bold Condensed Oblique 10 point type
Drug Facts (continued) | Font name: Helvetica Neue 77 Bold Condensed Oblique / Helvetica Neue 57 Condensed 8 point type
Headings Font name: Helvetica Neue 77 Bold Condensed Oblique 8 point type
Subheadings Font name: Helvetica Neue 77 Bold Condensed 6 point type
Body Text Font name: Helvetica Neue 57 Condensed 6 point type
Bullets Font name: Helvetica Neue 57 Condensed 5 point type
Bullets on same lines: end of statement separated from bulleted statement by two ems YES
Spacing of the hairlines from edge of box — i.e. Minimum of 1 space either side of Drug Facts Box YES
Tracking: 0to8pt. | Horizontal Scale: 97%-102%
Leading (Minimum space in body of Drug Facts): 6.25 pt. | Maximum Characters/Inch: 30
Barlines: 2.5pt. | Hairlines: 5pt.

Principal Display Panel Info

Font size of Net Quantity of Contents (Smallest character height in inches)

1204 in

PDP dimensions (in inches)

H6.75in W7.75in

Font size of Stat

1t of Identity (If not live text, to be measured in Helveti

ca capital “M”) V 11.5pt. H 0.00 pt.

Font size of Logo/Largest Copy on PDP (If not live text, to be measured in Helvetica capital “M”)

V 80pt. H 0.00pt.

Ratio of Statement of Identity to Logo/Largest Copy on PDP
Statement of Identity (pt.) (Divided by) Largest Logo Copy (pt.)

V 15% H 0%
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COOL MINT TABLETS
MAXIMUMtS TRENGTH

Ranitidine Tablets 150 mg/Acid Reducer
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Ranitidine Tablets 150 mg/Acid Reducer

COOL MINT TABLETS
MAXIMUM STRENGTH

Zantac

Ranitidine Tablets 150 mg/Acid Reducer
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PREVENTS & RELIEVES
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acid indigestion and sour stomach
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Drug Facts Info

Drug Facts (Title) Font name: Helvetica Neue 77 Bold Condensed Oblique 10 point type
Drug Facts (continued) | Font name: Helvetica Neue 77 Bold Condensed Oblique 9 point type
Headings Font name: Helvetica Neue 77 Bold Condensed Oblique 8 point type
Subheadings Font name: Helvetica Neue 77 Bold Condensed 6 point type
Body Text Font name: Helvetica Neue 57 Condensed 6 point type
Bullets Font name: Helvetica Neue 57 Condensed 5.66 point type
Bullets on same lines: end of it from bulleted by two ems YES
Spacing of the hairlines from edge of box — i.e. Minimum of 1 space either side of Drug Facts Box YES
Tracking: 0to8pt. | Horizontal Scale: 97%-102%
Leading (Minimum space in body of Drug Facts): 5.9 pt. Characters/Inch: 40
Barlines: 2.5 pt. Hairlines: 0.5 pt.
Principal Display Panel Info

Font size of Net Quantity of Contents (Smallest character height in inches) 0.088 in
PDP dimensions (in millimeters) H89mm W 97mm
Font size of 1t of Identity (If not live text, to be measured in Helvetica capital “M”) V 11.5pt. H 0.00 pt.
Font size of Logo/Largest Copy on PDP (If not live text, to be measured in Helvetica capital “M”) V 82pt. H 0.00pt.

F?ﬁlego @en& timL rgest Copy on PDP
Statement Identity (pt.) (Divided by) Largest Logo Copy (pt.) V 15% H 0%
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lo not take more than 2 tablets in 24 hours

» do not chew tablet e children under 12 years: ask a doctor

be used up to twice
Questions?

Sanofi Regulatory Specifications

Drug Facts Info

Verified Date: 09/19/18

Drug Facts (Title) Font name: NA point type
Drug Facts (continued) | Font name: NA point type
Headings Font name: Helvetica Neue 77 Bold Condensed 4.6 point type
Subheadings Font name: Helvetica Neue 77 Bold Condensed 4.6 point type
Body Text Font name: Helvetica Neue 57 Condensed 4.6 point type
Bullets Font name: Helvetica Neue 57 Condensed 5 point type
Bullets on same lines: end of 1t separated from bulleted 1t by two ems N/A
Spacing of the hairlines from edge of box — i.e. Minimum of 1 space either side of Drug Facts Box N/A
Tracking: Oto8pt. | Horizontal Scale: 97%-102%
Leading (Minimum space in body of Drug Facts): N/Apt. | Maximum Characters/Inch: 48
Barlines: N/Apt. | Hairlines: N/A pt.
Principal Display Panel Info

Font size of Net Quantity of Contents (Smallest character height in inches) 0.059 in
PDP dimensions (in millimeters) H41mm W 27mm
Font size of Statement of Identity (If not live text, to be measured in Helvetica capital “M”) V 6pt. H 0.00pt.
Font size of Logo/Largest Copy on PDP (If not live text, to be measured in Helvetica capital “M”) V 20 pt. H 0.00 pt.
Ratio of Statement of Identity to Logo/Largest Copy on PDP

Statement of Identity (pt.) (Divided by) Largest Logo Copy (pt.) V 15% H 0%
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Ranitidine Tablets 150 mg/Acid Reducer
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Ranitidine Tablets 150 mg/Acid Reducer
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Sanofi Regulatory Specifications Verified Date: 09/26/18
Drug Facts Info
Drug Facts (Title) Font name: Helvetica Neue 77 Bold Ci Oblique 10 point type
Drug Facts (continued) | Font name: Helvetica Neue 77 Bold C Oblique 9 point type
Headings Font name: Helvetica Neue 77 Bold Condensed Oblique 8 point type
i Font name: Helvetica Neue 77 Bold Co 6 point type

Body Text Font name: Helvetica Neue 57 C 6 point type
Bullets Font name: Helvetica Neue 57 C: 5.66 point type
Bullets on same lines: end of separated from bulleted by two ems YES
Spacing of the hairlines from edge of box — i.e. Minimum of 1 space either side of Drug Facts Box YES
Tracking: 0to8pt. | Horizontal Scale: 97%-102%
Leading (Mini space in body of Drug Facts): 5.9 pt. i Cl : 40
Barlines: 2.5pt. | Hairlines: 0.5 pt.
Principal Display Panel Info
Font size of Net Quantity of Contents (Smallest character height in inches) 0.088 in
PDP di ions (in millimeters) H89mm W 97mm
Font size of of Identity (If not live text, to be measured in Helvetica capital “M”) V 11.5pt. H 0.00 pt.
Font size of Logo/Largest Copy on PDP (If not live text, to be measured in Helvetica capital “M”) V 82pt. H 0.00pt.
Ratio of Statement of Identity to Logo/Largest Copy on PDP
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lo not take more than 2 tablets in 24 hours

» do not chew tablet e children under 12 years: ask a doctor

be used up to twice
Questions?
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Drug Facts (Title) Font name: NA point type
Drug Facts (continued) | Font name: NA point type
Headings Font name: Helvetica Neue 77 Bold Condensed 4.6 point type
Subheadings Font name: Helvetica Neue 77 Bold Condensed 4.6 point type
Body Text Font name: Helvetica Neue 57 Condensed 4.6 point type
Bullets Font name: Helvetica Neue 57 Condensed 5 point type
Bullets on same lines: end of 1t separated from bulleted 1t by two ems N/A
Spacing of the hairlines from edge of box — i.e. Minimum of 1 space either side of Drug Facts Box N/A
Tracking: Oto8pt. | Horizontal Scale: 97%-102%
Leading (Minimum space in body of Drug Facts): N/Apt. | Maximum Characters/Inch: 48
Barlines: N/Apt. | Hairlines: N/A pt.
Principal Display Panel Info

Font size of Net Quantity of Contents (Smallest character height in inches) 0.059 in
PDP dimensions (in millimeters) H41mm W 27mm
Font size of Statement of Identity (If not live text, to be measured in Helvetica capital “M”) V 6pt. H 0.00pt.
Font size of Logo/Largest Copy on PDP (If not live text, to be measured in Helvetica capital “M”) V 20 pt. H 0.00 pt.
Ratio of Statement of Identity to Logo/Largest Copy on PDP

Statement of Identity (pt.) (Divided by) Largest Logo Copy (pt.) V 15% H 0%




Zantac 150 Cool Mint 65ct Carton
09.26.18

ZAN_150_CoolMint_65ct_CTN_0100603-01_FDA_2018_FNL2

10-€090010
00X UIBLIO 81020

6120-607.€ N1 'BB00UBNEY) ‘612 X08 "0d
Auedwo? 1joues e “ou| ‘waneyd :Aq pamnquisiq

7 1JONVS

spuelq a10}s Addns Jou saop JYINYZ

995159

@Os [ 4139npay piov/bui 61 sivjqel aulppiuey

b 12311274

$1379V1 INIW 100D

“uonewoul Juepiodw) SUIBJU09 )|
*uopies ayy daay
*asn a10jaq sbujusem pue
19]483] UOIBWLIOUI JBWNSU0D
‘suonoaIp ay} peay

3sN 210jaq
[euoissajoud uyeay e yse ‘Buipaay-jsealq 1o jueubaid y

sfep |, UeL 10w 104 JanpoJd Iy} avje} 0} pasu nok e
SUBSIOM 10 SANUIUOD LINGLIEAY N0k
41 10}00p © yse pue asn dojg

*sbnup uonduosaid
UIBM3) UM JoeJa)ul Aew S18anpal piay “Bnip uondyosaid
© bunye} aze nok y1 asn a10jaq 1sioewneyd 10 J0j0p e ysy

aseasip faupiy o Uled yoRWO)S o
Buriwon o easneu o sso| Jyblam pauredxaun e
wingueay ynm Arenaruied ‘Buizeaym jusnbaly «
uted 3say9 Juanbay o

woY’ ‘MMM JISIA JO W
0191-£€9-008-1 1120 £ SUOIISANY |,

10 10 98U ‘swie 0} Bujpealds ued
‘BuueaMs uwan 10 SSAUHOYS UM Ured Japjnoys Jo ured 1530 «
UM UINGYesYy o

3pIX0Ip winiuey} ‘asofelans ‘(g ayequoskjod ‘|0ak|h suaiurakjod
350[n] 39 AUIfe}sAI0I01U ‘ajesea)s Wnisaubew ‘asojjwioldAy
‘sioney ‘LN NG 304 SpuBIpalBiul anpaeu|

9314 Jefins pue Wwnipos s1 1npoud siu} «
Aypiwuny 10 1e9Y BNISSBOXE PIOKE @  (o/L - 89) eGC - (T JE BI0}S »
10} Jo Uado i dea a[oq Japun (1o} pajuld J1 SN Jou op

“UOIIpU0D SNopias
210w & Jo UbIS & 8q Aew SIU ] "SUIOW € JBA0 LINGHESY PRy o
aney nok Ji asn a104aq J0}00p € Sy
$189N3J PIJe JALJ0 LM

*10}90p INOK 93S UORIPUOI SNOLISS

© J0 suBis aq Aew sy "sjo0}s %9e|q Jo Apoojq Jo ‘poojq
yym Bupiwon ‘pooy Buimojiems ured 1o 8|qnos aney nof i e

uoneurojul Jayi0 asn jou og
S130npal pioe
10J00p ©ise :Jeaf g | Japun uaIpiyd « J8UJ0 10 aulpiuel 0} aibia|fe a1e nok J1 asn jou og :paje Baajy
191G} MBUD J0U 0p » sBunuey
(sinoy 2 uy :
S}3]je} g Uy 210w axe} Jou op) Ajiep 8im o} dn pasn ag Uea safiesanaq

uIngueay asnea Jeyy
safiesanaq BupjuLip Jo poo Buiea aiojaq saynuLw 09 0} 0¢
13)eM JO sSe|6 & yym 13|qe} | Mojjems ‘swojdwis Juanaid o «
131BM J0 SSB{B & U}m 131qe} | MOjems ‘SojdwAS analjai 0} «
190 pue SJeaf 2| UBIP|IYD pUe Synpe «
suonaalg

pue Spooj urepad Bupjuup Jo Bupyea Aq uo jybnoiq yoewois
1n0s pue uoisaBipul Pioe Ylm PJeIansse Lingyesy sjuanald e
OBWO}S
1N0S pue UojsaBIpUI PIOe UM PERI0SSE UINGHESY SaNIjal o
sas)

“Keme Bl J8Jusg) 0407 U0SIO  J0B}U00 J0 djay
eaipaLL 106 ‘9S0pIBA0 J0 9SBD U] ‘UBIPIIY JO YB3 JO Jn0 daay

(panunuoo) spae4 bnig

Jaonpalplay (6w 89| 8pLOJY20IpAY BUIPRILEI SB)

b g1 auphuey
asodind  (19/qe} yaea ui) Juaipaibul ady

sjoed Bnig

COOL MINT TABLETS

MAXIMUM STRENGTH

ntac

COOL MINT TABLETS

65555

Ranitidine Tablets 150 mg/Acid Reducer

Ranitidine Tablets 150 mg/Acid Reducer

COOL MINT TABLETS
MAXIMUM STRENGTH

Zantac

Ranitidine Tablets 150 mg/Acid Reducer
g i

g

Releases a

Cooling Sensation

in Mouth &
Throat

PREVENTS & RELIEVES
HEARTBURN ossociated with

acid indigestion and sour stomach

2t

g TABLETS
SUGAR FREE 65 (65 DOSES)

Sanofi Regulatory Specifications Verified Date: 09/26/18

Drug Facts Info

Drug Facts (Title) Font name: Helvetica Neue 77 Bold Condensed Oblique 10 point type
Drug Facts (continued) | Font name: Helvetica Neue 77 Bold Condensed Oblique 9 point type
Headings Font name: Helvetica Neue 77 Bold Condensed Oblique 8 point type
Subheadings Font name: Helvetica Neue 77 Bold Condensed 6 point type
Body Text Font name: Helvetica Neue 57 Condensed 6 point type
Bullets Font name: Helvetica Neue 57 Condensed 5.66 point type
Bullets on same lines: end of it from bulleted by two ems YES
Spacing of the hairlines from edge of box — i.e. Minimum of 1 space either side of Drug Facts Box YES
Tracking: 0to8pt. | Horizontal Scale: 97%-102%
Leading (Minimum space in body of Drug Facts): 5.9 pt. Characters/Inch: 40
Barlines: 2.5 pt. Hairlines: 0.5 pt.
Principal Display Panel Info

Font size of Net Quantity of Contents (Smallest character height in inches) 0.088 in
PDP dimensions (in millimeters) H89mm W 97mm
Font size of 1t of Identity (If not live text, to be measured in Helvetica capital “M”) V 11.5pt. H 0.00 pt.
Font size of Logo/Largest Copy on PDP (If not live text, to be measured in Helvetica capital “M”) V 82pt. H 0.00pt.
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lo not take more than 2 tablets in 24 hours

» do not chew tablet e children under 12 years: ask a doctor

be used up to twice
Questions?

Sanofi Regulatory Specifications

Drug Facts Info

Verified Date: 09/19/18

Drug Facts (Title) Font name: NA point type
Drug Facts (continued) | Font name: NA point type
Headings Font name: Helvetica Neue 77 Bold Condensed 4.6 point type
Subheadings Font name: Helvetica Neue 77 Bold Condensed 4.6 point type
Body Text Font name: Helvetica Neue 57 Condensed 4.6 point type
Bullets Font name: Helvetica Neue 57 Condensed 5 point type
Bullets on same lines: end of 1t separated from bulleted 1t by two ems N/A
Spacing of the hairlines from edge of box — i.e. Minimum of 1 space either side of Drug Facts Box N/A
Tracking: Oto8pt. | Horizontal Scale: 97%-102%
Leading (Minimum space in body of Drug Facts): N/Apt. | Maximum Characters/Inch: 48
Barlines: N/Apt. | Hairlines: N/A pt.
Principal Display Panel Info

Font size of Net Quantity of Contents (Smallest character height in inches) 0.059 in
PDP dimensions (in millimeters) H41mm W 27mm
Font size of Statement of Identity (If not live text, to be measured in Helvetica capital “M”) V 6pt. H 0.00pt.
Font size of Logo/Largest Copy on PDP (If not live text, to be measured in Helvetica capital “M”) V 20 pt. H 0.00 pt.
Ratio of Statement of Identity to Logo/Largest Copy on PDP

Statement of Identity (pt.) (Divided by) Largest Logo Copy (pt.) V 15% H 0%
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COOL MINT TABLETS
MAXIMUM STRENGTH

Zan tac

Ranitidine Tablets 150 mg/Acid Reducer

BONUS! 13 FREE TABLETS
BONUS! 13 FREE TABLETS

- COOL MINT TABLETS
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Zantac

Ranitidine Tablets 150 mg/Acid Reducer
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Ranitidine Tablets 150 mg/Acid Reducer
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lo not take more than 2 tablets in 24 hours

» do not chew tablet e children under 12 years: ask a doctor

be used up to twice
Questions?
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(Please read all of this information before taking MAXIMUM STRENGTH Zantac 150
Cool Mint Tablets. Save this leaflet for future reference.)

What are
MAXIMUM STRENGTH

.Zantac 150 Cool Mint

Tablets?

Excellent Safety
Record

| What symptoms does
MAXIMUM STRENGTH
| Zantac 150 Cool Mint
Tablets relieve and

prevent?

i Howshould | take

JAXIMUM STRENGTH
' Zantac 150 Cool Mint
Tablets?

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

i

+ MAXIMUM STRENGTH Zantac 150 Cool Mint Tablets contain i
150 mg of ranitidine (as ranitidine hydrochloride, 168 mg), a !
medicine that doctors have prescribed more than 200 million |
times worldwide. |
» When swallowed, MAXIMUM STRENGTH Zantac 150 Cool Mint E
Tablets release a cooling sensation in the mouth and throat. |
* The ingredient in MAXIMUM STRENGTH Zantac 150 Cool Mint |
Tablets, ranitidine, has been prescribed by doctors for years to i
treat millions of patients safely and effectively. The active !
ingredient in MAXIMUM STRENGTH Zantac 150 Cool Mint !
Tablets has been taken safely with many frequently prescribed |
medications. |

* MAXIMUM STRENGTH Zantac 150 Cool Mint Tablets are sodium E
and sugar free. !
* MAXIMUM STRENGTH Zantac 150 Cool Mint Tablets relieve and |
prevent heartburn associated with acid indigestion and sour i
stomach. !
Eating or drinking certain foods '
or beverages, and even lying down i
to sleep, can cause heartburn '
associated with acid indigestion E
and sour stomach. Itis normal !
for the stomach to produce !
acid, especially after |
consuming food or beverages. i
However, acid in the wrong '
place, such as the esophagus, E
or too much acid, can cause !
burning pain and discomfort. !
« To relieve symptoms, swallow 1 tablet i
with a glass of water. i
+ To prevent symptoms, swallow 1 tablet with a glass of water |
30 to 60 minutes before eating food or drinking beverages |
that cause heartburn. i
This medicine can be used up to twice daily (do not take more |
than 2 tablets in 24 hours). i
+ Do not chew tablet. i
MAXIMUM STRENGTH Zantac 150 Cool Mint Tablets should not !
be given to children under 12 years old unless directed bya |
doctor. !
+ Allergy alert: Do not use if you are allergic to ranitidine or other i
acid reducers. !

stomach

Reference ID: 4413742

How do

MAXIMUM STRENGTH
Zantac 150 Cool Mint
Tablets work?

Tips for managing
heartburn

When should
Isee adoctor?

Distributed by: Chattem, Inc.,
a Sanofi Company
P.0.Box 2219,

Chattanooga, TN 37409-0219 ©2018

MAXIMUM STRENGTH Zantac 150 Cool Mint Tablets reduce the production of
stomach acid. This is what makes MAXIMUM STRENGTH Zantac 150

Cool Mint Tablets different from antacids, which neutralize the acid

already in your stomach. Antacids do not reduce the production of acid.

* Do not lie flat or bend over soon after eating
+ Do not eat late at night, or just before bedtime

« Certain foods or drinks are more likely to cause heartburn, such as
rich, spicy, fatty, and fried foods, chocolate, caffeine, alcohol, even

some fruits and vegetables
« Eat slowly and do not eat big meals
« If you are overweight, lose weight
« If you smoke, quit smoking
+ Raise the head of your bed
+Wear loose fitting clothing around your stomach

*Do not use
«if you have trouble or pain swallowing food, vomiting
with blood, or bloody or black stools.

These may be signs of a serious condition. See your doctor.

« with other acid reducers

* Ask a doctor before use if you have

+ had heartburn over 3 months. This may be a sign
of a more serious condition.

« heartburn with lightheadedness, sweating
or dizziness

« chest pain or shoulder pain with shortness of breath;
sweating; pain spreading to arms, neck or shoulders;
or lightheadedness

« frequent chest pain

- frequent wheezing, particularly with heartburn

« unexplained weight loss

+nausea or vomiting

« stomach pain

« kidney disease

* Ask a doctor or pharmacist before use if you are
« taking a prescription drug. Acid reducers may
interact with certain prescription drugs.

* Stop use and ask a doctor if
+ your heartburn continues or worsens
+ you need to take this product for more than 14 days

« If pregnant or breast-feeding, ask a 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.

Questions? call 1-800-633-1610
or visit www.zantacotc.com

BOTTLES: Bottle is sealed with printed foil under cap.
Do not use if printed foil is open or torn.

BLISTERS: Do not use if the individual blister unit is open
or torn.

FOIL PACKET: Do not use if the individual foil packet is open
or torn.
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What are

MAXIMUM STRENGTH
1Zantac 150 Cool Mint

Tablets?

Excellent Safety
Record

|What symptoms does
MAXIMUM STRENGTH
|Zantac 150 Cool Mint

Tablets relieve and
prevent?

How should | take

MAXIMUM STRENGTH
1Zantac 150 Cool Mint

Tablets?

What you should know about

COOL MINT TABLETS
MAXIMUM STRENGTH

Zantac

Ranitidine Tablets 150 mg/ 1 50®

Acid Reducer

(Please read all of this information before taking MAXIMUM STRENGTH
Zantac 150 Cool Mint Tablets. Save this leaflet for future reference.)

+ MAXIMUM STRENGTH Zantac 150 Cool Mint Tablets contain
150 mg of ranitidine (as ranitidine hydrochloride, 168 mg), a
medicine that doctors have prescribed more than 200 million
times worldwide.

* When swallowed, MAXIMUM STRENGTH Zantac 150 Cool Mint
Tablets release a cooling sensation in the mouth and throat.

* The ingredient in MAXIMUM STRENGTH Zantac 150 Cool Mint
Tablets, ranitidine, has been prescribed by doctors for years to
treat millions of patients safely and effectively. The active
ingredient in MAXIMUM STRENGTH Zantac 150 Cool Mint

Tablets has been taken safely with many frequently prescribed

medications.

* MAXIMUM STRENGTH Zantac 150 Cool Mint Tablets are sodium

and sugar free.

* MAXIMUM STRENGTH Zantac 150 Cool Mint Tablets relieve and

prevent heartburn associated with acid indigestion and sour
stomach.

Eating or drinking certain foods or
beverages, and even lying down to
sleep, can cause heartburn
associated with acid indigestion
and sour stomach. It is normal
for the stomach to produce
acid, especially after
consuming food or beverages.
However, acid in the wrong
place, such as the esophagus,
or too much acid, can cause
burning pain and discomfort.

+ To relieve symptoms, swallow 1 tablet
with a glass of water.

+ To prevent symptoms, swallow 1 tablet with a glass of water
30 to 60 minutes before eating food or drinking beverages
that cause heartburn.

This medicine can be used up to twice daily (do not take more
than 2 tablets in 24 hours).

* Do not chew tablet.

heartburn
occurs here

stomach

MAXIMUM STRENGTH Zantac 150 Cool Mint Tablets should not

be given to children under 12 years old unless directed by a
doctor.

+ Allergy alert: Do not use if you are allergic to ranitidine or other
acid reducers.
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MAXIMUM STRENGTH Zantac 150 Cool Mint Tablets reduce the
production of stomach acid. This is what makes MAXIMUM
STRENGTH Zantac 150 Cool Mint Tablets different from antacids,
which neutralize the acid already in your stomach. Antacids do
not reduce the production of acid.

How do

MAXIMUM STRENGTH
Zantac 150 Cool Mint
Tablets work?

+ Do not lie flat or bend over soon after eating

+ Do not eat late at night, or just before bedtime

« Certain foods or drinks are more likely to cause heartburn, such
as rich, spicy, fatty, and fried foods, chocolate, caffeine, alcohol,
even some fruits and vegetables

« Eat slowly and do not eat big meals

« If you are overweight, lose weight

« If you smoke, quit smoking

+ Raise the head of your bed

« Wear loose fitting clothing around your stomach

Tips for managing
heartburn

*Do not use
«if you have trouble or pain swallowing food, vomiting with
blood, or bloody or black stools. These may be signs of a
serious condition. See your doctor.
« with other acid reducers

When should
I see adoctor?
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* Ask a doctor before use if you have :
« had heartburn over 3 months. This may be a sign |
of a more serious condition. :

« heartburn with lightheadedness, sweating [
or dizziness :
« chest pain or shoulder pain with shortness of breath; |
sweating; pain spreading to arms, neck or shoulders; [
or lightheadedness :

« frequent chest pain |
- frequent wheezing, particularly with heartburn |
« unexplained weight loss :
+ nausea or vomiting I
- stomach pain :
+ kidney disease I
[
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|

|
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* Ask a doctor or pharmacist before use if you are
« taking a prescription drug. Acid reducers may
interact with certain prescription drugs.

* Stop use and ask a doctor if
« your heartburn continues or worsens
+ you need to take this product for more than 14 days

« If pregnant or breast-feeding, ask a 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.

Questions? call 1-800-633-1610 or visit www.zantacotc.com

BOTTLES: Bottle is sealed with printed foil under cap.
Do not use if foil is open or torn.

BLISTERS: Do not use if the individual blister unit is open or torn.
FOIL PACKET: Do not use if individual foil packet is open or torn.

Distributed by: Chattem, Inc., a Sanofi Company
P.0. Box 2219, Chattanooga, TN 37409-0219 ©2018
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