-

CENTER FOR DRUG EVALUATION AND RESEARCH

Application Number 74-655

FINAL PRINTED LABELING



G —
Ranitidine
Capsules
EETE

camen ‘*"::.m‘f".?%

30 CAPRULES.

GMCK‘.W"CM nc

SR

Y 0781-2855-31 7

Each capsula contans. Ramhdine by arochionde
USP squivent to 150 mmnlldnc

susl Dosage: Ses
Slortbcm.ﬂ?"z.'wc 77"F\-nmnplacc
Prom:! trom || BCE CAD SCLre) amr
KEEP ms DALI. GS OUTOF

THE CH OF C

Rav. 95-0M M'nuhﬂuudﬂv NE5 10

. Ine
Broomiwid. CO 80020

EXP

Ranitidine
Capsules

0?81 -2855-60 7
bem 'é’.‘.’“"“""‘“’“
T?\'F‘omla'vphl:l

Prac e 'ﬁ".m..“:n%“u'smm

THE H OF CHILDR
w9510

e, 25-9W Mnnuhﬂm!d By
Genpva Pharmaceulicals. Inc.  »
Broomiisid, CO 80020 *

GENEVQ

PRAMMOCaUTCOL NC

-
Ranitidine
Capsules -

A

§‘!7a1 2855-92 8

Each capeule
use lolsomgm

TFIF)nnavphu

PM tmn Ro%co cas
Al m"o’ln QF
T AR ALK o cmms‘u“
Rev. 95-9M Manulactared By NOS 10
Gengva Prarmaceulicais, (nc
Broomiieid, CO 80020

Geneya

LOT.

3

M~y

™Y



D
Ranitiding
Capsules -

EEIGTE

CAUTION: FI‘H'N Ilwmﬂ
hout prescnpuon. Q“"‘

J0CAPSULES .

Geneva

D\'\CFT‘OCB&T‘CU& ne

AR

¥ 0781 2855-31 7

Ench caps
use oqumlmf to Y50 mg nnm&n
U : Sea

Il nsart
Siore batwaan 20. HBC 3; 77"F| 2 dry pace
Protect from b .ﬁm ucurol altar
openmg. KEEP I'Il! IJALI. TOF
THE AEACH OF CHILDREN
Pev 95M wpanytaciured By NES 10
Geneva Pharmacsuticals, inc

Lor

ExXP

F@Hanitidine
Capsules

IHIHIIHIIIIIII)L

0781 2855~ 60

Gnnqmocmcn ne,

G-
Ranitidine
Capsules

AR

781 2855-92 s

uwwwvwwmm

Store betwesn 26 T79F) h & dry piace.
S APl R T TR

Rev. wa mw ND&/ 1O

OehRexa -~

HA



Com
Ranitidine
Capsules

_h

cmmnm -
% Mﬂqzrﬁ-,-

Ommwﬂcm nc

AR

3 0781- 2865 -31 &

Each capuie com Ty arochionos
USP squwvaiment 1o 300 mg ranfichne
Usus : See p

Siore Detwaen 20.255C 'ﬁmﬁm.

bmu:é ':(UE"E ;ﬂ‘ . A.ﬂ‘DA Sn’""'gﬁ -lm
THE M:H OF CHILDREN.

Manufactured By Nes10
Ph,

LOT
Exp

Yooy
Ranitidine
Capsules

IIIIIH llllllll!l

0?81 2865-6

mmmmmm
i M
Slcnbdwun?ﬂ T?ﬂthlu'vpm

Protect trnm l Flogsc. cagnu mot{"os

HO’C

Mlmuauud By Nest0
Gensva Phanmaceuticals. Inc
Broomiied, CO 80020

pnamcu:qmcm ne

Lot

&

Ranitidine
Capsules

NI

¥ 0781-2865-9

Il

2 7

Squivaient 1o 300 mg rannidine
Ususi Donage: See insert
Slonb.mun 20.250C (.

LOT:

Each capsul contains: Raniting hydrochlonde. USP

TTBF)m adryplm P

AND Lan“&I‘OF !R! H O CHILD

RN
ENE
- PN

T

-~
“
> z
R
LA
-
[4
e
-
'
j [y



Ranitidine
Capsules

Ranitidine
Capsules

LI

3 0781~ 2865- 31 6

Ench capaule
USP squvalent to 300 mg ranmm
Usual Dosage: Ses
Siore between 20.250C
Pmroct trom

??'lFl na dry place.

ucur- aﬂ.r
KEEWHIS Ah‘- ALL TOF

Flw B&-DM

Manul-ﬂumd By NeS 10
Phay 3

E! 0781-2865~ 60 6

smmnﬁwammm

e 'mmmﬂam"u..&“)ﬂ TOF

THe REACH oF

Rev. 95-0M

MMuhuundBy Lcaly

Gentva Pharmaceuticads. Inc

Lot

Ranitidine
Capsules

0?81 -2865-92 7

clﬂl.lh conum Rardidine hydrochionde, USP

Broomieid. CO 80020

i

LOT:
EXP

Sm-mzﬂa w«'ﬂ#hr‘adwm

AND LL%%OF#{!R!%? KEEPT‘HII

NGQID

ured By
Geneva Pharmaceuticals. inc.
Broomiiedd. CO 80020

™

™Y



"

B | [l BRI g ) AL 10 A i o g
i mmm: MW i Mm _m”mm: mm A. W mm mm | mm _mmm wmm memmm mW mw_mwwmm m.m mm mmmm wm" mmmmw
b s ol Rl s Dl splte it hatiial il ) Sl i
o mem%mw i mmm_mw.m il i mmmmm i
jlifpd all s m.m il m,m._mmm_w,wmwm ummmwm g e i
e A H: i

m

N hirve ShowN O SHmy-
by ranstising and N0 AMWAIrODENNG ACin-

gynecomashs and

ﬁ

of any petistary hermone
umm

pmlunrumu

occasional Gasas of

ubstituied

iy cinvtding has baen

ICOmastan. wpolence. and ioes of

]

G0 have baen

FRCIVING FAMIICANG. but the incxence g not o~

THDOFTRG M M DRty




Er oo dde) AT A DD OCESHONG TDOMS O hagaLIs,
hapCCiuiar of Of MENN0. Witk or wWhoW Bundicy. in
SUCh CHTUMIKINCES. Manidess SAould be STmadeioly dmcontmusd. Thite
AV arY URUNY , bt s

Nax occuTeg
Wmunrmmm.

: SILKHES W) SNUTAS I Tk Ve SHOWN N Stenu-

umummmmmwmm.:wnmmm
. ] G- IOUCS n

O3S hirve TRSONE] When IO RIS DESR SUDRIMUARD. HOwVE]

OVENDOSAGE: Thers has been L)
POrted Bcuts InQEShons of up 1o 18 [ Olly have Deen EOCMS0 weth
(hode i RO chncal

therapy B #mpioyed
SN 11 GO0S recH0g 0Sa08S OF rarutithns w0 wxress of 225 mg/xg
D47 Gy hve Shown MysCular tremon, vomng, and X
Singhe ordi doses of 1.000 mg/kg in mice and rats wars #or Wik
Iniravenous LDy vaives in iece and rats ware 77 and 83 mgrkg.
n

Mtive Dvadensi Liver: The currem iUk oral dosaga of
for duodenal wicer 13 150 mg tce ok

0 300 Mg onca dasly 21Mr Tw evening masl or 2t nnhu:'ﬂiw
g on¢

by SICTREON 1 LS Stuckes, and sivrsl
mmmmuwomm.n‘uumnmummmm.
ANaci) Should be greti a% nesowd ior rei! of pam (58 CLINICAL

PHARMAGOLOGY: ).
o Husling of Dusdonsl tsers: The current recommended
adid oral dossge 3 150 mg It badtime
Contilane | "
ey ) Curmin recomiminded adull ora 00NN & 1 Imlz
In 30Me pabedts it o 10 Mdmnater 150 my
oS MOtE ntquenty. Do aciusted 10 ndeadual patient

154 mg: Opacue caramel 5 614 o whea ik, filled
with ofi-white gowoes i botties of 20 40, §0. snd 500.
I mg: Draces’ uuun-guwﬁﬁusmmum
with off-whiis pgwter o Dottes 91 30, 80, $0. and 400 i
SAote Detween 202500 (M-775F) 10 8 dry place. Prosect trom ligit
CAD securely BT S3Ch ouening
Cowtien: H;.Iw'wmmmmm m’wmm
ra peohil
Rev §7.3M Lo
174
Mantactured By
Phirmaceutcaly, Ine
Broomiwid, CO 80020

7’



G-
Ranjtidine
Capsules .

N

K TR ST

Geneva

phamaceuticals, inc.

i

Y 0781-2855-05 &
Each capsule contains: e
Ranitidine hydrochioride, USP equivalent to 150 mg ranitidine.
Usual Dosage: Sae package insert,

Store between 2°-25°C (36°-77°F) in a dry place. Protact from light.
Replace cap sscurelr aftar opening,

Disgense ina tigwt, light-resistant container.
KEEP THIS AND ALL DRUGS OUT OF THE REACH OF
:
av. 97- 97/4
Manufactured By .
Geneva Pharmacauticals, Inc. (7~
Broomfietd, CO 80020 - 2 .

LOT: .
EXP:

[

—

r



rCo—

Ranitidine
Capsules -

Pk

300 m

1’1 s__".\‘,;'jl‘!f R

I

Y 0781-2865-05 -
Each capsuls contains:
Ranitidine hydrochloride, USP equivaient to 300 mg ranitidine,
Usual Dosage: See package insart.
Store batween 2°-25°C (36°-77°F) in a dry piace. Protect from light.
Raplace cap securaly after opaning.
Dispense in a tl%n. ||ghl-resislant container.
KEEP THIS AND ALL DRUGS OUT OF THE REACH OF
Rou o - co7

ev, 97 e -

Manufactured By oo
Geneva Pharmaceuticals, Inc.
Broomfield, CO 80020

LOT:
EXP.



—

M

nw

o RANITIDINE CAPSULES
) MIT4

N~

.
[ ”
- —_

DESCRPTION: Ry L 0% 1 4 hista H-receptor

Amagonst, Chamicaly it 13 N{2- [[f%. [] Imethyt] 2-

;'l;;anvl!mmyllmio}-ﬂnylifﬂ'-Sulllyll- -‘..n'?&"l'ﬁ'f:ﬂm.m]u

mmmﬁ:u Wghtly n::m W0 Sutur-isks 000r nnt:.tnz
. [ L] .

Roliowing struetural lormula:

CHNO,

(CHINCHy | 0., CH:SCHCHNHENHCH,
]I ll  Het

CrsHnN,0,S ¢ HCI MW, 350.87

EAch capmele, for orml adm contang 188 mg or 336 mg ram-
Ww mmmwmr‘m-
. Com Stach, FD & C

(>3
]

SgEET
WL .

|
E S5ESE

Actve Dy LA In 2 A . Goubla-bhing ded. US $i
of endoscopwcaily ﬂlmosld_ﬂ_umrul UICETS Barher haaiine wat qm“w’:

TRE AT EAte leaatmm

- Wik

re



Mg ar ranene A1 I FVOTIQN Diasha Aty f 4 3
tansocena rr -

Trinks:
Actre Dy Leer ina . doubie-biind, |, US study
SncasCipecally (WNOES] QUGN WICETS. SIWT MAING WS 140 11
the paberms IraEted weth ransicnr 25 SNOWN i Taie 1
Tabée 1

Ranrchne * Pacybe”

Humbe: Heaind/ Humber Hidied
Entared Evaluable Entered Eviuabie

Outpehents
Woek 2 195 nne I'Sﬂif 188 NNB4 (1%}
Waek 4 1371187 (TNt Y64 (45%)

N WOrR BTITWItSD 0.00. SEACION 10¢ felee] Of pan,
17 <0001,

in thess Fudee. peoents Irkned win

Firwtadens reportsd &
OayDena and nOctumal pae, #d Uiy M0 CONSLMAD less aMackd than
Dationts as shown i Tadia 2:

4]

Tabw 2

Mo Daaty Doses of Antacw
\NCH Healed icar Mot Hapied
Ranschne 008 an
. 143

mm“m;w:'m- 150 mg h.5.) than Tesad win
mghs. 0 patints
PiRcHDO over g 12- nmg
Datdonal lsar Proveioncs
Double-ind. Multcentsr, Pleceda-controded Tnas
Mulbcenter Wo. of
Trisd Drug Uuadenal Lkcer Prevalence Pahents
04 08 0-12
RAN 0% 24%° B 138
usA P “u% % 5% 139
- RAN 2% e 2w 174
Foragh PLC 56% % 8% 185
% = Lrie-Table ssnmaty.
* x Po0S O vy rator
o lw comparator)
FLC = piaceso.
AS with other Hy the factors ot he

1 the privinance of duddend! uicers incluar preveriiion of
mummmmmmmmmaum

Mantenance turagy, or both,
Gasine Uicer: It 1 mulicemiyy, Mumcmmm. ] nuay"?.l
WIAOBCOpIAly e ulcers. sa Wit saen i
patients: tratad mmumnmtwu"&m:
Ranrtidine” Placene*
Humber Hodleey' Number Healed/
Emered Evaluabie Enternd Evaluable
Quipatents
b S
Yok & (Mlﬂ:l
8%t 151%)

* AN DEUMLS wors DATIVIN .10, antacsds ¢ e of pan.
1P 0,008
1N thes Mulicenter fal, griticantly more patients irested with ndidws
DOCHmE pisn-troe dunng theragy. .
beson gyn-

Londrons (such a3 Zodnger-
mr.mmmmmmmwmmm
uldmmmdmin 43

0N assocuated with Zolinger-Elimon X masl 3
ry CONOHIONS {4.0., postoperatree,
of Hiniiune waa Tollowed by heal-

!

and other pathologecsl hypersecrsto
ing at ukcers m 8 of 1§ (4 ) PALINLE WG werl IMFACSMNS 10 pYeVIous
theragy.

E friidng 150 mg &.1.d llllﬂmmh.ln 'ol::’
urapd, 13 1.d. Wit mova ||

of hesntbum o ssocistad win GERD. Ranriding-
\rédted patenty antacid than
treated patwnts

Tmusmmmnmummmmu‘u.u.mmmnm
mnnmmmnwmmuwmmmnmmmmt
1 2 waeks aiter ¥. ouGh
Ot e B-woak Il panod. MO0V, DT rPS)ONSE TIEY deMORStad
it the aitect of hedrtbum exiends through bolh the day s mgivt me
Daviends.

1 {300 Reverne)




