RANITIDINE HYDROCHLORIDE- ranitidine hydrochloride tablet, film coated
Select Brand

Drug Facts

ACTIVE INGREDIENT (IN EACH TABLET)
Ranitidine 75 mg (as ranitidine hydrochloride USP, 84 mg)

PURPOSE

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 notuse
= 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

frequent chest pain

frequent wheezing, particularly with heartburn

unexplained weight loss

nausea or vomiting

stomach pain

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

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 (1-800-222-1222).

DIRECTIONS



® adults and children 12 years and over:
= {0 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
® canbe used up to twice daily (do not take more than 2 tablets in 24 hours)

® childrenunder 12 years: ask a doctor

OTHER INFORMATION
s TAMPER EVIDENT:DO NOT USE IF THE CARTON OR PRINTED FOIL UNDER 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

Colloidal silicon dioxide, croscarmellose sodium, hypromellose, iron oxide red, magnesium stearate,
microcrystalline cellulose, polyethylene glycol 400, talc, titanium dioxide

QUESTIONS?
Call 1-800-406-7984

PRINCIPAL DISPLAY PANEL

NDC 15127-711-30

select brandg

Regular Strength

Ranitidine Tablets, USP 75 mg

Acid Reducer

Prevents & Relieves Heartburn Associated with Acid Indigestion & Sour Stomach
TCompare to the active ingredient of Zantac 75%

30 Tablets

Distributed by: SELECT BRAND® DISTRIBUTORS
5094996/0412



5]

2
3
@=
-
5
2
[ =1
g

f
:
:
:
:
-
@

z
£
A
=

y
wn
™
-
(=]
™

0

85089V #

‘©G/ JBJUEZ YIEWapLI} palejs|Bal
8U} J0 J8UMO “OU| S|BOINBJBLLIBY

wiayjabuj Jabuuysog Aq painguisip Jo

paIN}oBINUELL 10U S1 10NPOID SIUL,

5094996

P S180NPAJ PIZ. JELI0 LM W

*J0}00p JNOA 8BS "UCIPLId snoues e jo suflis eq Aew esey] "s|oo0ls
%98(q 40 Apoo|q o 'poojg Lm Bujiwon ‘pooj Buimo|ems wjed Jo sjgno sAey nod | @ asn jou og
s189npa) pioe Jaylo 1o euipniuel o} sifie)e aue nok j esn jou og peje ABia)y
sbujurepm
s

sefielanag pue spoo) uepes Buuup
Jo Bupes £q uo juBnoig yorwWwo)S NS pue uopsabipu) pioe Y)IM PSIEIDOSSE LINgUEaY Sjuasald W
UoBLWO)S JNOS pUE Uonsabipul pioe UliM palBinosse LNGUeSY SaAsiel W

595[)

JB{)I"IDQ.I p!W"""""'""""'""""' damraaErrane .-.{m m 'dsn am'mmu au'pluue‘ S.E} ELI.I gﬁ EI.IID!]JUEH
asoding (1319e1 yoea ) Juaipasbuy aARoY
sjoe4 bnig

- NDC 15127-711-30

select bram.

the lower price name brand

Ranitidine Tablets, USP 75 mg

Acid Reducer

- tCompare to the active ingredient of Zantac 75® ‘ W

Ranitidine Tablets, USP 75 mg

Acid Reducer s

Tablets :

YE6L-90¥-008-1 2 4 SUONSaND

apixoip WniuEy, ‘ofe} ‘00f 109A)6 sua|fyjadiod ‘esoin)ieo sul|elsiiooioiu ‘sjelea)s wWissubew ‘pal
8P UoJ| ‘8S0jjBLOIdAL 'WNIPOS 8S0||BULIEDS0I ‘BPOIP LIS [ERIDIICD STUBIPaIBUI BAIJIBL]
R

2ayy Jebns pue wWnpos 1 janpod siy m

Aypiwny Jo |3y BASSa0NS PIOAE B

(424 - .89) D .52 - 02 1B BIOI5 W

‘NHOLHO N3dO S| d¥2 H3ANN 1104 Q3LNIHd HO NOLHYD JHL 41 35N LON 00 :LN3AIAS H3dWYL B

uojeuLIojul 13Y}0

10}00p B ¥5E 's1eaf g Japun uaipjyo m
(sanoy vz Ul S191q8) Z UBY) 2I0W S3e) J0u op) Ajiep soww o) dn pasn g uED m
winguesy asnea ey sabieianag Burjuup Jo pogy
Bujes siojeq saynujw g o} OF Je1em JO sse|b B Yim j21q8) | MojEms ‘Swojdwis yuaasid 0} m
Jaiem o sSE|D B YIm 18|g8] | MOjEMS ‘SLwojdwAs enarjed o) W
:JanD pUE sieak 21 UsJp|IY PUE SYNpE B
suonoallgq

‘(22z1-z2z-008-1)
Feme b sequan jonuod) uosiod & eI Jo disy [Eopew 166 ‘esopuano jo 85ED U] "UBIP|IY3 JO YIERU O Jno deay
‘88N alojeq [eucissajoud yyeay e yse ‘Buipea)-jsealq Jo Jueubaid
sAEp | LB} 810W 10} Jonpoud SIy} 8yE) 0) pasu nok m
SUBSIOM JO SBNLNUOD LLNGUESY Jnok M 1 JOJD0P B S8 pue asn doig
ssaupapeawybl| Jo 'siepnous
10 ¥oau ‘suue o) Bupeasds ued (Huneems (UiesIq Jo SseUlIOYS UM wied Jepinoys 1o ued jsayo m

ssaufzz|p Jo Bupeams ‘ssaupapeayjyBi yim unguesy m

T i e——en

@
£
=4
2
2
[}
£ g
g £
s g
E 5
o .
s E pe e
3% p—c
=€ =
= :
..E-g —
-2
5 E ——]
v
3 g
E2=
=
=5
2T
58
g2
g8
[- 4
o
(=]
w
F=9
w
w
o




UDIPUCD SNOLISS BUOW B JO UDS E 80 NBL SIYL 'SUJUOW § JBN0 LINGUESY PEY M
ured YoRWOlIS W

Bumwona Jo Basneu m

s50| Jybiam paure|dxaun m

wnaguesy ypum Apenoed ‘Buizeaym jusnbal) B

ujed jsaya wanbay, B

aAey nok J1 asn alojaq Jojoop B Ysy

(penunuoo) spoeq Bnig

RANITIDINE HYDROCHLORIDE
ranitidine hydrochloride tablet, film coated

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name
RANITIDINE HYDRO CHLO RIDE (UNIL: BK7646 5THM) (RANITIDINE - UNIL:8 8 4KT10 YB7)

Inactive Ingredients

Ingredient Name
COLLOIDAL SILICON DIO XIDE (UNI: ETJ7Z6 XBU4)
CROSCARMELLOSE SODIUM (UNIE: M28 OL1HH48)
HYPROMELLOSES (UNIE: 3NXW29 V3WO)
FERRIC O XIDE RED (UNII: 1K09F3G675)
MAGNESIUM STEARATE (UNII: 70097M6130)
CELLULO SE, MICRO CRYSTALLINE (UNII: OP1R32D6 1U)
POLYETHYLENE GLYCOL 400 (UNI: B697894SGQ)
TALC (UNIE: 7SEV7J4R1U)
TITANIUM DIO XIDE (UNIE: 15FIX9 V2JP)

Product Characteristics

Color pink Score

Shape ROUND Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date
1 NDC:15127-711-30 30 in 1 BOTTLE

Marketing Information

NDC:15127-711

Basis of Strength Strength

RANITIDINE 75 mg
Strength
no score
8 mm
OR;606

Marketing End Date



ANDA ANDA201745 07/10/2012

Shasun Pharmaceuticals Limited 915786829 manufacture(15127-711)

Revised: 9/2012 Select Brand
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