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Drug Facts

| Active ingredient (in each tablet) Purpose
Ranitidine 150 mg (as ranttidine h loride 168 mo) Acid reducer
Uses

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

n
w
-Wammgs (%) 8
Allergy allert: Do not use if you are allergic to ranitidine or other acid reducers L__, a
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 < u,o.,
condition. See your doclor. ———

ntac

Ranitidine Tablets 150 mg/Acid Reducer 1 5 O-

] @) o

« with other acid reducers
« if you have kidney disease, except under the advice and supervision of a doctor

Ask a doctor before use if you have

« had heartburn over 3 months. This may be a sign of a more serious conditior.  « hearthum with ightheadedness, sweating or dizziness
« chest pain or shoulder pain with shoriness of breath; sweating; pain spreading to arms, neck or shoulders; or lightheadedness

« frequent chest pain  + frequent wheezing, particularly with heartbum ~ + unexplained weight ks

« nausea or vomiting  « stomach pain

Stop use and ask a doctor if  + your heartbum 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, | case of overdose, 2: medical help or contact a Poison Control Center right away,
Directions
« adults and children 12 years and over:
« 10 refiieve symptoms, swallow 1 tablet with a glass of water
« 10 prevent symptoms, swallow 1 tablet with a glass of water 30 to 60 minutes before eating food or drinking beverages
that cause heartbum
«can be used up 1o twice daily (do not take more than 2 tablets in 24 hours)
« chikdren under 12 years: ask a doctor

["Other Information  » 6o rotse 1 printed foil under bottle cap 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 ingredients  hypromellose, magnesium stearate, microcrystalline celubose, synthetic red iron oide, v
titanium dioxide, triacetin
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MAXIMUM STRENGTH

!/
-Os 489npay PO/ Buw 061 S18/q8 L uUPRUBY

b 131124

HION3ALS WNWIXYW

9

L£0,L2%18

4

LoT
EXP

Drug Facts (continued)

" .
(. Questions? cal 1-888-285-9159 [Englist/Spanish) M~ F, 8:30 =5 EST, or visit www.zantacotc.com

Read the directions, consumer information leaflet and warnings before use. Keep the carton.
It contains important information.

Boehnnger Boehringer Ingelheim Consumer Health Care Products
||| Division of Boehringer im Pharmaceuticals, Inc., Ridgefield, CT 06877
Ililv Ingelheim  copyight @ 2015, Boehringer ingelheim Pharmaceuticais, nc. All ights reserve.
Product of Spain. Manufactured in Mexico.
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Drug Facts

Active ingredient (in each tablet) Purpose
‘ Ranitding 150 mg (25 ranitiding nydrocHOride 168 M)mmmmmamssimsssinsssmasssimsssmsssmsnssisssimmsns Acid reducer
4 Uses

« refieves 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

ntac

Ranttidine Tablets 150 mg/Acid Reducer 1 5 0-

WV 65

n

w

Tammgs n?

Allergy alert: Do not use if you are allergic to ranitidine or other acid reducers E 8
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 2 3

condition, See your doctor, ==

« with other ackd reducers

« if you have kidney disease, except under the advice and supervision of a doctor

Ask a doctor before use if you have

« had heartbum 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 Eghtheadedness

« frequent chest pain  « frequent wheezing, particulardy with heartbum  « unexplained weight loss

« nausea or vomiting  « stomach pain

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.

ﬁ out of reach of children. In case of overdose, ﬁ medical ﬁ or contact a Poison Contral Center riﬁl away.
Directions
« adults and children 12 years and over.

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

« to prevent symptoms, swallow 1 tablet with 2 dlass of water 30 to 60 minutes before eating food or drinking beverages

29159 A

0s1
A 480npay piov,/Bul 051 SYAIGEL SUPRIUEY
MAXIMUM STRENGTH

oejilie7

HIO9N3YIS WNWIXVYW

that cause heartburn

ZANTAC does not supply store brands

I
8= «can be used up to twice dadly (do not take more than 2 tablets in 24 hours)
————————— | « children under 12 years: ask a doctor
1 - =
8 — Other information  + do not use if printed fol under bottle capisopenortom  « store at 20%-25°C (68°77°F)
I — « avoid excessive heat or humidity « this product is sodum and sugar free
© Inactive ingredients h ium stearate, microcrystaline cellulose, synthetic red iron oxide,  wr = o
titanium dioxide, triacetin o >
e ———— — (]
Drug Facts (continued)

c Questions? call 1-888-285-9158 (Engish/Spanist) M ~F, 8:30 = 5 EST, or visit www.zantacolc.com

Read the directions, consumer information leaflet and wamings before use. Keep the carton.
It contains important information.
~ Boehringet Boehringer ingelheim Consumer Health Care Products
"l P Division of Boehringer ingelheim Pharmaceuticals, Inc., Ridgefield, CT 06877
Ililv Ingelheim  copyight © 2015, Boehringer ingelheim Pharmaceuticais, nc. Al rights reserved.
Product of Spain. Manufactured in Mexico.
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« 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).

+ 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
090340240/4
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10009711
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Product:
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150 mg
Consumer Leaflet
Date:
July 2014
How does + MAXIMUM STRENGTH Zantac 150 reduces the
- . MAXIMUM STRENGTH production of stomach acid. This is what makes
P What you should know about Zantac 150 work? [l MAXIMUM STRENGTH Zantac 150 different from
antacids, which neutralize the acid already in your
MAXIMUM STRENGTH stomach. Antacids do not reduce the production of acid.
JR— Tips for + Do not lie flat or bend over soon after eating
— managing + Do not eat late at night, or just before bedtime
— heartburn + Certain foods or drinks are more likely to cause
— heartburn, such as rich, spicy, fatty, and fried foods,
—_— RANITIDINE TABLETS 150 mg ® chocolate, caffeine, alcohol, even some fruits
— ACID REDUCER and vegetables.
« Eat slowly and do not eat big meals
(Please read all of this information before taking MAXIMUM STRENGTH Zantac 150. + If you are overweight, lose weight
Save this leaflet for future reference.) * g you :}?“;\ke' équt SmOm‘g
What is +MAXIMUM STRENGTH Zantac 150 contains * naise the head ot your b
MAXIMUM STRENGTH 150 mg of ranitidine (as ranitidine hydrochloride, Wearloase fittieg ciothing aralind yous stomach
Zantac 1507 168 mg), a medicine that doctors have prescribed When should +* Do not use
more than 200 million times worldwide. Iseeadoctor? «if you have trouble or pain swallowing food, vomiting
. . Lo with blood, or bloody or black stools. These may be
Excellent Safety The ingredient in MAXIMUM STRENGTH Zantac 150, signs of a serious condition, See your doctor.
Record ranitidine, has been prescribed by doctors for years « with other acid reducers
to treat'mlllllons of pat'lents safely and effectively. +if you have kidney disease, except under the advice
The active ingredient in MAXIMUM STRENGTH and supervision of a doctor
Zantac 150 has been taken safely with many
frequently prescribed medications. « Ask a doctor before use if you have
« MAXIMUM STRENGTH Zantac +had heartburn over 3 months. This may be a sign
150 tablets are sodium and of a more serious condition.
su + heartburn with lightheadedness, sweating
gar free.
or dizziness
What symptoms does * MAXIMUM STRENGTH « chest pain or shoulder pain with shortness of breath;
MAXIMUM STRENGTH Zantac 150 relieves sweating; pain spreading to arms, neck or shoulders;
Zantac 150 relieve and prevents or lightheadedness
and prevent? heartburn associated « frequent chest pain
with acid indigestion « frequent wheezing, particularly with heartburn
and sour stomach. « unexplained weight loss
. + nausea or vomiting
+ Certain foo<.h or beverages, - stomach pain
and even lying down to sleep can
cause heartburn associated with « Stop use and ask a doctor if
acid indigestion and sour stomach. It is normal for « your heartburn continues or worsens
the stomach to produce acid, especially after « you need to take this product for more than 14 days
consuming food or beverages. However, acid in the « If pregnant or breast-feeding, ask a healthcare
wrong place, such as the esophagus, or too much professional before use.
acid, can cause burning pain and discomfort.
+ Keep out of reach of children. In case of overdose,
How should I take + To relieve symptoms, swallow 1 tablet with a glass get medical help or contact a Poison Control Center
MAXIMUM STRENGTH of water. right away.
Zantac 1507

Questions? call 1-888-285-9159 (English/Spanish)
M-F, 8:30 -5 EST, 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 notuse if the individual blister unit
is open or torn.

Boehringer Ingelheim Consumer Health Care Products
Division of Boehringer Ingelheim Pharmaceuticals, Inc.
Ridgefield, CT 06877

Copyright © 2014, Boehringer Ingelheim Pharmaceuticals, Inc.

All rights reserved.
090340240/4
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MAXIMUM STRENGTH

| acisoe ! |
RANITIDINE TABLETS 150 mg/l

ACID REDUCER |

Boehringer Ingelheim

Pharmaceuticals, Inc. |

| Ridgefield, CT 06877 |

PUSH THROUGH PRINTED SIDE. | |

RANITIDINE TABLETS 150 mg/ |
ACID REDUCER

Pharmaceuticals, Inc.
| Ridgefield, CT 06877

PUSH THROUGH PRINTED SIDE. |

| " COOL MINT TABLETS |
MAXIMUM STRENGTH

| aC150°

RANITIDINE TABLETS 150 mg/ |
|ACID REDUCER
Boehringer Ingelheim
Pharmaceuticals, Inc. |
| Ridgefield, CT 06877
PUSH THROUGH PRINTED SIDE. |

RANITIDINE TABLETS 150 mg/ |
ACID REDUCER
Boehringer Ingelheim
Pharmaceuticals, Inc. |
| Ridgefield, CT 06877
PUSH THROUGH PRINTED SIDE. |

| - mLWNFAﬁs_m

MAXIMUM STRENGTH

| Zantaciso

RANITIDINE TABLETS 150 mg/ |
UCER

| ACID REDI

Boehringer Ingelheim
Pharmaceuticals, Inc. |

| Ridgefield, CT 06877
PUSH THROUGH PRINTED SIDE. |

" COOL MINT TABLETS | Ok MINT TABLETS " COOL MINT TABLETS |
| maSiom ey | | M‘X’M;M STRENGTH || Ot N TS
Za ®
Zantacs0° niaciso Zantacis0°
AR | o | EHLACI
Boehringer Ingelheim | Boehringer Ingelheim | Boehringer Ingelheim
Pharmaceuticals, Inc. | harmaceuticals, Inc. Pharmaceuticals, Inc. |
| Ridgefield, CT 06877 | Ridgefield, CT 06877 | | Ridgefield, CT 06877
PUSH THROUGH PRINTED SIDE. | PUSH THROUGH PRINTED SIDE. PUSH THROUGH PRINTED SIDE. |
| P011082-005 |
10009590
| | TA/206/US/4 414 004 | |
| " COOL MINT TABLETS | | "~ COOL MINT TABLETS | | " COOL MINT TABLETS |
MAXIMUM STRENGTH MAXIMUM STRENGTH MAXIMUM STRENGTH |
| C150° | C150° | Zantacis50°

RANITIDINE TABLETS 150 mg/ |

ACID REDUCER

Pharmaceuticals, Inc.

Boehringer Ingelheim |
| Ridgefield, CT 06877

®

PUSH THROUGH PRINTED SIDE. |
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MAXIMUM STRENGTH |

Zantaciso®

RANITIDINE TABLETS 150 mg/l
ACID REDUCER
Boehringer Ingelheim
Pharmaceuticals, Inc. |
Ridgefield, CT 06877

PUSH THROUGH PRINTED SIDE. |

| ~ COOL MINT TABLETS |
MAXIMUM STRENGTH |

| Zantac150°®

RANITIDINE TABLETS 150 mg/l
ACID REDUCER
Boehringer Ingelheim
Pharmaceuticals, Inc. |
| Ridgefield, CT 06877

PUSH THROUGH PRINTED SIDE. |

MAXIMUM STRENGTH |

| Zantac150°

RANITIDINE TABLETS 150 mg/l
ACID REDUCER
Boehringer Ingelheim
Pharmaceuticals, Inc. |
| Ridgefield, CT 06877
PUSH THROUGH PRINTED SIDE. |

t____J

MAXIMUM STRENGTH |

| Zantac150°

RANITIDINE TABLETS 150 mg/ |
ACID REDUCER
Boehringer Ingelheim
Pharmaceuticals, Inc. |
| Ridgefield, CT 06877

PUSH THROUGH PRINTED SIDE. |

COOL MINT TABLETS
MAXIMUM STRENGTH

Zantaciso®

RANITIDINE TABLETS 150 mg/
ACID REDUCER
Boehringer Ingelheim
Pharmaceuticals, Inc.
Ridgefield, CT 06877

PUSH THROUGH PRINTED SIDE.
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ACID REDUCER
Boehringer Ingelheim
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PUSH THROUGH PRINTED SIDE. |
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| Zantaci150°

RANITIDINE TABLETS 150 mg/l
ACID REDUCER
Boehringer Ingelheim
Pharmaceuticals, Inc. |
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PUSH THROUGH PRINTED SIDE. |
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| Zantac150°®

RANITIDINE TABLETS 150 mg/l
ACID REDUCER
Boehringer Ingelheim
Pharmaceuticals, Inc. |
| Ridgefield, CT 06877

PUSH THROUGH PRINTED SIDE. |

MAXIMUM STRENGTH |

| Zantac150°

RANITIDINE TABLETS 150 mg/l
ACID REDUCER
Boehringer Ingelheim
Pharmaceuticals, Inc. |
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

"| Boehringer
l I Ingelhelm "CODEN U PONTOBNLE UGS J0 Prpaid
“Panasal SHL IV | 'SERN0BUEYJ WP | 1DULI 08 ‘G102 O WPIADD  prrayraguy Al
289010 PRUDAY | ‘SEQNEBUEY] WPy 1811208 J0LISAQ ; |"
Copy for NDA S wchsses o wmeog (3
Submission — Cm—1 | E—
Product: siepy] Uy apuig PrPQidsiy) 3y o paeunok «
WipuLgu jJusioduy U ) SUSSIDM 10 SaMI JLOJ WNLEay Inok « S—
u ] EYSEPIE &N
Zantac 150° esmasog dtmuren e e oy i
Cool Mint w::;:’:’m‘" " wnqumy s framged Eﬂm g
ssoupepeatyby 10 SBRNGS 10 28U ‘S 0) ipeaids wed §
2 5 SuEans YEai p SSALAS luu.dg:msnmma- ;
M’lnmm -
Component: oA oo e g
WOT HOIEWEZ MMM JISIA 0 *1S3G —0E8 4- W 210w &40 ufis & 3q Aew S| SYPON ¢ 130 WNQIEE PEY « =
150 mg COO' Mint 8ct sum gusibu 65 16-982-888- 1 IED ; SUORSaNY) a--u-amnmv ;
1q0pEP WS
- ‘agqosipd pad d ‘ .
Blister Carton oo g iy | o wmnesem bmanny | | L]
‘S0 O NGIIH suapalﬂlanmwl "D I 335 UORPUCO TOUIS
Date: e B R e
February 2015 i Do S ¥ 250 i 101« =mn o
LOEULION B0 ¥ s n aupoue: ojofiayee ok y &y og yae A5gy
1090 € 5% : SEak 7| JOuN UAIPRd « shunuey —
19(E1NBIP PUP — — O
. sdiEaNaq
Mvzumzoxmmaﬁ&&mx pUE S0 U383 Sipuwp10 By Aqup ybrmug a0 I\
safeiaeq Bunpup D poo; BurEa aiogaq sayau g9 o] g¢ IN0S PLE U0QS3(IPU PG LM POEI0SSE LINGUBsY mvm: . —
‘,’:;.t‘;,i;‘.‘}'.“:.}:‘;:‘{‘ ,:'.' ;‘Q‘:m':: 3} 005 PUE LS 3BpU PIE Y PBIEDOSSE UNQLEA] SABal « ——
1130 DB SEKZ | UAIRID PIE SPE « saq,
SUORFNA B pmpaipy mnsslwwmmanﬂus:
£
e B0 9o o sepatoR seesieme oy | 2S0ind (1310} yoes w) juarpaiu angoy
— (penuguoa) sjoe4 g speq bng

COOL MINT TABLETS
MAXIMUM STRENGTH

Zantac
EEE150

“COOL MINT TABLETS
MAXIMUM STRENGTH

Zan tac

Ranitidine Tablets 150 mg/Acid Reducer

FDA STANDARD FORMAT COPY
STANDARD FORMAT/ HELVETICA NEUE 100% SCALE

DRUG FACTS-10 PT HELVETICA NEUE BOLD CONDENSED [TALIC

DRUG FACTS (continued)-9 PT HELVETICA NEUE BOLD CONDENSED ITALIC
HEADINGS- 8 PT HELVETICA NEUE BOLD CONDENSED [TALIC

SUBHEADS- 6/6.1 PT HELVETICA NEUE BOLD CONDENSED

ALL SMALL TEXT - 6/6.1 PT HELVETICA NEUE CONDENSED

HEAVY RULE - 2.5 PT

LIGHT RULE -5 PT

HORIZONTAL SCALE 85%

BULLETS -5 PT

MM = 3/64” -Gap (Border -type)

Reference ID: 3715230

269



Boehringer
I"II Ingelheim

Copy for NDA
Submission

Product:

Zantac 150°
Cool Mint

Component:
150 mg Cool Mint 24ct
Blister Carton

Date:
February 2015

This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

"B U PANEIEY UBIS 0 JNpold
TPanasaISylu IV 0y SEIMaEWR)d weydy BluNR0g 50z O Wiikd) tmalnain] il
2789019 'PRBIPYH "4 ‘Seopnecw By waypby Bluspog puasng |||
SENpoid AE) YIEH Aunsue) wey By BlunEog

P M A0pq
ssapud exe'd 10,

SSAPapEa}Ufil| 10° SBPIIOYS 10 YU ‘SUIE § Dupeaids ued
*Gurpams ‘yEan p SULDUS i ued BOYS Dued jBip «
ssugzp jobuneass ‘soupapeaull| LIm uNQIE -

“w
R o S v} ey} anw oy} mpod Sy 25} 0} eou ok « g
o 3 UOGEULIO i) Jue ot SUrguoo j| SUBSIOM JOSTUIUN UNGLEDY JOA « ; (V)
“uae ay) day J— P L TR 2 E
ssmanmd mpue Bunauoaso msnm « ssqmall\. :r;x":l . : E
PUes] uajao] BWINSUC ¢ 2
ed Duiz: aibay « ]
‘swipasp an e s e~ s
88
°

Ranitidine Tableiz 150 mg /Acid Reducer 150»

Zantac

*LOIPLDISNOLES
WOTIMENEZMMM IS D 1SIS- 058 1 - N anwep s eay wsiy] SYUow  BAO NGIEY PR «
(yseds/pI0) 65165828881 |ED Z SLOIJSANY) ey nok §asn alojaq J0}90D € YV
DPOp & P uoswads
apucop whug | ‘a0 eons 3Equs ipd ‘o AP au Apkod mammmmmn‘a‘mmaﬁnm .
‘0 aNjEISio0 S B} umsouiEw Ssqjaundiy ) SBOIDAI POE BUP LM «
‘SoAg)‘ FoNaME R sua_:pa;ﬁu aAlpoed| e o ‘1q20p ndaagmmsm
s d B JOSubE aq_luasau 5003 )peiq 10Apoojg 10 ‘poog
[RURA—— vy v/ r¥iesove-d LT B

un}soualos Jun B)SIq|EPAPU Y 3SNJQI0p « L

Lopeutioj By BUP D aupyuE! q Ao ase ok J a0 puog: pae Aliagy

DPOP B ¥ SIBK 2| JPUN UAPRYD « shuniey

(smoypzu 0)dn) Ap 3 md'gr} ‘?snmmlg. andy

crcasamcaa e ':::u.:, poie i PUE S0y uEiED BP0 By & 0o pangs
ot ———

130 J0 S B Y BIqY | MOJENS ' SuojdukS g o} Ros e umsdipu poe m W!“S“‘W‘W m!a‘

1210 mESIBaAZ| UapIyd e SN « Sasf)

SUORIINT K conpes poy -~~~ 6usgg) mmowal::l: :&
g 6 opmn o g pe e g | 3590 (oyge yoeo ) wopait ango
(panuyuco) 284 g sjoe4 ﬁua /

:COOL MINT TABLETS
MAXIMUM STRENGTH

Zantac
150

"“COOL MINT TABLETS
MAXIMUM STRENGTH

Zan tac

Ranitidine Tablets 150 mg/Acid Reducer

|| ZANTAG does not supply store brands |

HIONIYIS WNWIXVW
§1318V1 INIW 1002

09 l JRONPOY P11 BT 0G 1 599 [ SUp JUBY

090321647/3
P030202-004
2/16 003

CT6149A

FDA STANDARD FORMAT COPY

STANDARD FORMAT/ HELVETICA NEUE 100% SCALE

DRUG FACTS-10 PT HELVETICA NEUE BOLD CONDENSED [TALIC

DRUG FACTS (continued)-9 PT HELVETICA NEUE BOLD CONDENSED ITALIC
HEADINGS- 8 PT HELVETICA NEUE BOLD CONDENSED ITALIC

SUBHEADS- 6/6.1 PT HELVETICA NEUE BOLD CONDENSED

ALL SMALL TEXT - 6/6.1 PT HELVETICA NEUE CONDENSED

HEAVY RULE - 2.5 PT
LIGHT RULE -5 PT

HORIZONTAL SCALE 85%
BULLETS -5 PT
MM = 3/64” -Gap (Border -type)

Reference ID: 3715230

271



This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

08¢

" o _Srﬂﬂ-x S_-nﬁsm-fﬁ

sl M NOpomEwdy

i SORy ,_.xo.hna!_..awmﬂiu‘._ﬂ»

01536~ (€8 4~ NORUROS U 65 16 SB2- 68|

ﬂu!laa_a.ii:asé%.

sefmsaﬁméee_iﬁs;_ oM
.

Japn p 930 WINHIE | MIEAS ik oM
00 2300 DU SR 7| VAIAKD DUB PR o g amng

Lot

EXP

1m

inger

Boehr
Ingelhe

Gl

Copy for NDA

Submission

Product:

150 mg Cool Mint 50ct

Zantac 150°
Cool Mint
Component:
Bottle Label
Date:

February 2015

100%

08¢

090330996/1

100-19¥5€0d 100 G112 V28191
“pansasal sbu Iy'19 .m_m_s%_m “2U) 'S|RalINaTBLLRY Wialjabu|
,_bueog ‘5107 G WOuAdo) W0D'9J0TRIIEZ MMM JSIA
101536 - 0€: 3 - W (UsuedgsipL3) 6616-582-098-
(&9 ¢Suoysany 10}00p & ySe :Sieak | 13pun UaIp|iyd
SIN0Y 42 Ul S}2]e}  UBL) 210w 8e} J0u 0) A|rep Boimy
0} dn pasn aq UBA e LINGURAY 8SNBA Jey} Sabieianaq
Bururp o pooj Bures a10jeq sanulw wm 0} 0¢ Jajem
10 SSB|D B UYIM 18|qe} | MO|[eMS ‘SwoydwAS Juanaid 0} o
JaJem J0 SSBJ6 & Um 13|qR) | MOj[ems ‘Swo)dwAs analpl
(0} o 21300 PUB $IB3K 7). URIP|ID PUB SYNPR o SUORIAIIQ

LOT
EXP

COOL MINT TABLETS
150°

MAXIMUM STRENGTH

4
200%

N

-

\J
=
S

RANITIDINE TABLETS
150 mg / ACID REDUCER

(

"0} J0 uado | (10} J1 8sn jou oq ‘dea Japun o} payud YyIM pa[eas api0g

“Reme Jybu Jajua?) |04U07 L0SIOg © 180D
10 djay [eipaLu ja6 ‘asopiano Jo ased U] “UaJpliLyd JO Yoeai Jo 10 daay
*85N 910J9( |U0ISSaj0.d yeay e yse ‘Huipad)-1sealq 10 Jueubad §|
.%mi UBY} 810w 10} Jonposd Siu) 8y} 0} paau NoA Jo SUSSIOM LInGueay
ok e J1 _28% e yse pue asn do}§ ‘uied yIewojs e ?_W_EE 10
aSIEU o SSO| JUDIaM paulejdxaun e uNGuRaY WM Asenoied ‘buizsaym
1uanbayj ¢ ured 1saya Juanbal e SSaUpapeay}yb| 10 Siapjnoys Jo}aeu
‘st 0y Buipeads ured ‘Buieams ‘yiealq o SSauYoyS Yum Lied Japinous
10 Ued 18812 o SsauIzzip Jo Buipeams ‘ssaupapeayjybi| yim uing
-J1Bal o "SUJLOLU § JBAO WINGLBAY PRY o 3ARY NOA 1 3SN 310j3( J0ja0P B
NSy 10J00P B JO UOISIAJBANS pue 99IAP. 8Ly Japun 1daoxa ‘aseasip Aaupiy
aARL N JI « SIB0NPBJ PIOR JALRO LM e 'J0}20P JNOK 39S “LORIPUCD SNOLIBS
© J0 Subis 8q Aew 8saL] *$|003S %98(q J0 AP00|q J0 ‘PO0|q LM BuryLwoA
‘pooy Buimojiems ured 1o 8jqnoL} aAey NoA Jl e asnjou oq ShusuEm

\_ J

FDA NARRATIVE FORMAT COPY

NARRATIVE FORMAT/ HELVETICA NEUE 100% SCALE

HEADINGS- 4.75 PT HELVETICA NEUE BOLD CONDENSED [TALIC

SUBHEADS- 4.75 PT HELVETICA NEUE BOLD CONDENSED
ALL SMALL TEXT — 4.75 PT HELVETICA NEUE CONDENSED

HORIZONTAL SCALE 84%
BULLETS -4.75 PT

MM =

Reference ID: 3715230



This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Boehringer
I"ll Ingelheim

Copy for NDA

Submission
Product:

Component:

150 mg Cool Mint 50ct
Bottle Carton

Date:
February 2015

€00 SH/2

VISILOLO
S00-8910€0d
€/6%912€060

\
s

(s3s0q 09)
S131avl 0 S
L 480npsY PO/ BUl 051 19108 1 UPRNIEY

]

b 131112 4

HION3YIS wn

§13719VI INIW 1002

[0/9

9

8

s/
Y 9!!100) v
Zantac 150° sasvany
Cool Mint I ‘

Drug Facts Drug Facts (continued)

1VOuH,
pmno l

278

13anpay piay/b6w g6y si3jqe] auipiuey

56} uez

HION3d1S WNWIXVYW
S1319V1 INIW 100): .

09 l 130npay pioy/6uw gg1 syaqel aupiuey

oejlie7

HION3yIS wnw:wi
$1319V1 INIW 100)

i i out of reach of children. In case of ‘medical
Acve igroden i cach e Pupes | med e o, o e

{25 ranicine oo 168 ... Acidreducer [FTEPRS

« prevests hearlbum associated with acid indigestion and sour 3010 60 minules before caing food o driking bererages
Do by ol (i citla ot » can be used up fo bice daily(up 0.2 ables in 24 hours)

- = do not chew tablet

Warnings « children under 12 years: ask a doclor

« adults and children 12 years and over:

Uses
« relieves hearthum associated with acid indigestion and sour « o relieve symptoms, swallow 1 tabiet wilh a glass of water
« o prevent symptoms, swallow 1 tablet with a glass of water

ntac
150

COOL MINT TABLETS
Ranitidine Tablets 150 mg/Acid Reducer

MAXIMUM STRENGTH

mutmm;mimnmu&mm«m Other information

5050 00ses

Dnmt-e ‘mmalngmﬂmmapsmm )
« if you have frouble swallowing food, vomiting with - store 25°C (B8*77°F) = awnid excessive heat or humidity
Mﬂum«s(i:‘mmmmmm « this product is sodium and sugar free
. See yaur docke Inactive ingredients s Bue o, s, .
hypromellose, magnesium siearate, microcrystalline celluiose,
nymmm;eyummmmmm polyedhylene ahycol, polysorbate, Sucralose, titanium diaxi )

sk a doctor before use if you have Questions ? call 1-888-285-9159 (Engiish/Spanist
« had heartbun over 3 months. This may be a sign of a more H—F,Bzm—sm,uvﬁ-lmﬂ )

pain spreading fo arms, neck or shoulders; um
« frequent chest pain
« frequent wheezing, particutarly with hearibum

ZANTAC does not supply store brands

unexplained vomiting consumer information leafiet
smmp.']w - s and wamings before use.
Sllpnudnatﬁli Keep the carton.
your hearibum confinues or It contains important information.
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« you need fo take this product for more than 14 days
lm-m feeding, ask a health professional ,
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Drug Facts Drug Facts (continued) wy .
out of reach of children. In case of overdose, get medical ~
‘mwm{me”hbw Mm guwnmmmmmmzm ™ EQ U o
(e yochore 169 g) Acidrecicer [[pme—ms =5 /o)
Directions <
Tses nl;:;dﬁmﬂmsmm - g T
~1o relieve symptoms, swallow 1 tablet with a glass of water )
mmmmmmmmmmmm ’hmm.ﬂbylﬂid@lqmﬂm 51.73 § w%
© evens et amccaed whh acd ikl s 301 60 minutes befor eatin food o rinking beverages SE“E 50
Shnach brought on by eating or drirking  can b used up o e daily up o 2 taiets in 24 hours) =3 § =20
- o ot chew tablet 0 < 29
Wamings « children under 12 years: ask a doctor 0§ 2 =9
Allerg alert: Donotuse i youar allrgic o raniiine r oter  [F=7memmemeten v S LN
syt e e | i ©
 if you have froubie or pa i ing with oS ; ° o 2
Hoad o oy o bk St T oy be Syt = tis product s sodum and suger free '§
serious condilion. See your docior. Inactive ingredients  Fc Bie o1, fvors, s
« with ofher acid reducers m searate, microerystal e celuiose S
» v iy e, e i e atice el e, poymtale, sk, e ks H )
sk a docior before use il you Rave 2 call 1-888-285-9150 [EnglisSpanish)
Mlﬂhanf!ﬂm“'SMhleﬂfam eugﬁttslo”'ssm‘f:stmdm P
-mmmmﬁum £
« chest pain or shoulder pain with shoriness of breath; sweaing; ®
pain spreading i ams, neck or shoulders; or lightheadedness £
: g
« stomach pain and warnings before use. 5
Stop use and ask a doctr if Keep the carton. g
« your heartburn confinues or worsens It contains important information. g
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i boctiineer— What you should know about
COOL MINT TABLETS
MAXIMUM STRENGTH

Zantac

RANITIDINE TABLETS 150 mg ®
ACID REDUCER
(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
MAXIMUM STRENGTH contain 150 mg of ranitidine (as ranitidine
Zantac 150 Cool Mint hydrochloride, 168 mg), a medicine that doctors have
Tablets? 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.
Excellent Safety * The ingredient in MAXIMUM STRENGTH Zantac
Record 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.
What symptoms does + MAXIMUM STRENGTH Zantac 150 Cool Mint Tablets
MAXIMUM STRENGTH relieve and prevent heartburn associated with acid
Zantac 150 Cool Mint indigestion and sour stomach.
Tablets relieve and Eating or drinking certain
prevent? 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.
How should | take * To relieve symptoms, swallow 1 tablet with a glass
MAXIMUM STRENGTH of water.
Zantac 150 Cool Mint « To prevent symptoms, swallow 1 tablet with a glass
Tablets? of water 30 to 60 minutes before eating food or
drinking beverages that cause heartburn.
This medicine can be used up to twice daily (up to 2
tablets in 24 hours).
* Do not chew tablet.
MAXIMUM STRENGTH Zantac 150 Cool Mint Tablets
should not be given to children under 12 years old
unless directed by a doctor.

249

090340618/2

How do

MAXIMUM STRENGTH
Zantac 150 Cool Mint
Tablets work?

Tips for managing
heartburn

When should
Iseeadoctor?

P030183-002

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

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
+if you have kidney disease, except under the advice
and supervision of a doctor

+ 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

+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 1-888-285-9159 (English/Spanish)

M-F, 8:30-5 EST, 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 unitis open or torn.

Boehringer Ingelheim Consumer Health Care Products
Division of Boehringer Ingelheim Pharmaceuticals, Inc.
Ridgefield, CT 06877

Copyright © 2014, Boehringer Ingelheim Pharmaceuticals, Inc.
Allrights reserved.
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda
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