CENTER FOR DRUG EVALUATION AND
I RESEARCH

-
- -

APPLICATION NUMBER:
74-315

s ST
" .



DEC 31 1998

1

TERAZOSIN HYOROCHLORIDE
TABLETS

. 72024
PATIENT INFORMATION

e e e o - = 4 =~ = = = = = = = = = = = e e e e - e - - —e s o - sooGSSSCos s

?:

PATIENT INFORMATION

ABOUT
TERAZOSIN HYDROCHLORIDE TABLETS
When used to traat HYPERTENSION or
BENIGN PROSTATIC HYPERPLASIA (BPH)
120241

Prease rout this Bafiet DetOre You SEart 1IONQ NFRZONN MOroCHondy
3 now oreacroton. This & 2 sum-

and NOUNS NCUBS (9rRIOSIN T
Ohion Delore yau Har 13KIng £ 4nG 31 YOUT rEGRAST CHECIRIS.
[Srazosen hyarocrionde & used 1o wmmog:n--

00

the pressure of the DIOOA 2QINE! the WS Of tNe vesesls rees.
f Mgh DIOOG DressAse
ure CIN GAMBe 0I0Od VeeReis of g
Nherd $na mey Gecranss the Sow of 5iood 10 the heart. brisn, snd led-
navs. AS 2 resut. 1N6SS OrQ78 MY bRcoms JBMEOND 33 Net lunchon
COmectly 1 high DIOOS HIESSUre 1 COniroled. I GIE0N 18 10e Mgy
maid

|
i
i
[
i

o
+if torazosn Mycrochionds B MeiDNg YOu. YOU SHOUId NORCe an
::uonm DtiCUIN SYMoloma in 2 10 4 wesls of Mg 1
"
+ Evan Inough you and W may helg you.
mm—n acionds may nel pleven 1N need fer surgery m the
ure
- 999

Wil wed 10 COMinuE S0MNG YOUr JOCIOF 16 CHICK your

wmmmnwmlﬂdmn‘m

10 YOur 0NEF 10gUNF ChOCIDS.

« Yous 40C10f hes DrEECTIDEG 1673208 Pydrochiends tor yous BPH
Tave 8P4 and

PATIENT INFORMATION
ABOUT

TERAZOSIN HYDROCHLORIOE TABLETS
When used to treat HYPERTENSION or
BENIGN PROSTATIC HYPERPLASIA (8PH)
72021

Foans rens 11ws 9a1iet DEYON® VAU ST3M TAKING 1072208 Pvat CCHIONOR
1aDios AISO. 1800 £ 8CT 1T YOU QI & New OreecTOtion Tnig 3 UMy
fmary ang shousd N2T TaKe the DIICE Of 3 Ak ICUASION WA vour OC-
10¢ Wi He8 30GINHONI MO TRNON ADCLUL 187 RIS WEIOCHIONGE YOu
2nd your 0OCTO! SNOUND GIECUSS 1 AZOMN fwd OC HIONGE 3N0 YOU! Can-
GMON DY YOU SIMT 13KING X 31 3l VO reQUIBI CRECKUDS

Torazommn MdrOCTHGNIOR 18 UG 10 Lrest RGN DIOOD DTESSLr & (VDU -
tonpion! Terazon ovorochHionoe 18 3150 used 10 1reat DEvgN 073N
tic ryoeroeis (BPH) m men This igahet describes terazosn hvdio-
cmm.uu regtment tar avoertension or BPH

Iyporiencion (Mg na)?

BIaod DYESsUe 18 1 [NNON 01 1he biood within the DICT YeIeIs
1001000 1 PUTI0NA 100 TorceRultv, of 1f 1 DISOD vesaes BrE 0O NAITOW
[ 0rEssuie Of tha DICOD BEBINS! INe WENS Of TG vESSNS 11808

1t Pwgh D100 DresUE & N1 trasted. over 1img, the nCreased ores-
SUMe CRN CAMBQS 100C YE881S O X CBN CIuMe (1@ Neert 10 WOrk 100
Nard 30 May CECreEse 1he Kow o) biood to the hedst, brin. 3nd kig-
oyt AS 1 resull. Ihese 0rQENS Mav become apmIQed and nol function
m&nnmmmmmmm.mmﬂﬂ“"'l
]

Trostmont aptiens i iyperiensios

Non-arug Iteaiments are sometimes stiective i Controlng mild
hyperiension The Most 1MooNant iiestwe ChaNges 10 tower Dicod
DFEESUNE 314 10 1098 WX, recuce 3, I, G CONOI it NG et aud
SMOKING. 31T 4NFCISE OGN Mewpver. many 90 palionty
(EIere O Of MOCE DAGOING Mudications 10 contral tReir Bload Bred-
2ure. Thers 3o ilerant Kins 31 MEOCRIONS 0 el FyDeren-
20n _YOur GOCTOr R 0768CrtDad IWFRTTSN IVIIOCIHOTION Jor YOU.
What Braresia Sydreshieride dens & best ot

Tera1001n NVOTOCTHOIGe WONKS Dy Tetaieng DI000 VeSS6!s 30 that
Diood Desees tHMOUGh them more sesdy This NEDS 10 Jowel Bro0d
oressure -

Whet b BPW? .

The crosiae 8 2 10C200 DEIOW he DINCSEY 0f MERMT SUITOUNGE
lmm'“mrni TH-CON), WnCT 18 3 LuOR that g LIne from e
Dlacer. 1§ 2 eniargement of \ne orostate giend. TR symotoms

n ncriese

of BPH. nOwsver. CIN De C3UBed by o0 the BQMNeSS of
MUBCIES 1N 1he DIONMe It I MUBCIes 800 the Of Rl on_ 1hy
<N SQUIEZE e WIS ang Siow INe flow of wne Tl 1o

symetoms such a8
= 0 WO O MARTTUOISS IR whon urimeting -
« 8 NeHng INGE YOU CANNN SMOTY vour DIsAdN COMOMIeNy
8 lesing 0f 08ty WNEA vou Start 10 Urnale
» 1 "ead (0 UNNeE often. e30RCIaIY of MO, o
-lh‘"!ﬁ.n:m'n'um:wm

There are tiee MM restment oBiong for BPH

« Progrym o MoNAOTNG of “Weichiul Wading® Some men have an

onier8a DIORELY OIING. DUt N0 SYMOIOMS, Of JYOIOMS Ihat are

not DOINErSaMe. 1t fiws 30PAES. YOU 1K your doCtor A JecYde on

1 program of MONOTING MCIUAANG FEQUINT CHCKUDS. nstead of
o

MRCRION OF SUIONTY

« Madication. There 3¢ viierent Xinos 0! MedKCation used 10 treet
BPH Your 00CIOf NS DIESCHO#d NIAZORN fydrochionds 1or vou
See “Wht MFR2080n NvOrOCIMOMNGe G0N 10 trast BPH” deow

» Terazosn
dons NOT CYange the si2e of 1he O0STEIS. Which May contmue 1o
FOW HOwsver. § INQIF Drostate 0088 NOL NECESEBIYY CIUSE MITe

of Worse wyImploms
« It 10raz0mN NYGrochiofios B heIning Yeu. You ShOUIG Nonce an
«HHeCt 0N Yeur DOAICUlN JyEtoms i 2 10 4 wesks ol staring lo

ke ihe on
« Evan INOUGN YOu 12 WraZONN arochierde and § May NP YOu,
gummmmmwmnmm;awy nthe

[ ] tosts sheut iorazesin hydrashieride toe §PN
« You ShouRd 360 90 SR 0N YOUS SYTIDIOMS 1 210 4 wesks. SO. you
it 'gd 10 CONINUS SO0 YOUr GOCIBF 10 CHICK YOUr DIOQIES
] SPH and to Mondor your DIOCT Dressure 1 on

,g-
Hifl
ggsgl
i
i
H M

H

l

;
|

% - e r et —, e ----

.



.

——
a2

-——'-"/

HOCcause of tvs #ffect. VOl GOCIO! NIV MV 101 YOU 10 1848 erazonn
VE OCTUSI Il 2t DOCEFNE 11 vOu TXE FRZORN PVGrOCNIGNIR 3 DeciTne
wmmn-unmmmwmmummomm
AUNINASEAYOU MR WY NOW (0 MEBCIne You it s ws0
oS ETEUN uo siowiv 1am a chest of OB 2 3y I UTWI: You ieern
NOW YOU NICY 10 10FAZ0MN INOTOCHIONGE YOU SAOUI N0t ATIve of G0
anv rezaf unNé YOU B9 USRS 10 110 4HeCTS 0f the mackcation

3086 WIH DO MCTEB08T IS yOuS DOTY OUIS usen 10 the efiect of the
MRACEon

* Other 5100 0gets You COU Rave Whie TaING HMZDEIN ydrochio-
1108 (NCIUOR COWISA. DAFTad O NAZY VIB/ON. NBUBEd, Of *outt-
nage” of 1he lest o hanae. Orecuse any unexoecied sNRCE YOU

nolice win ydur 4pctor.
TSt MedicEIONS have caused
miormunmmww
™ »ﬂ:n)rua« mesturoation Thes condtion 1§ sanous. and if
untrented 4 can OF 10110wad Dy DErTRNSM ALY L0 NEVE an sracthion
1¥0U N3VE 3 SrOIONOEd ADACITNAI e7eCuON. Call YOus ADCIOT Of 9O 10 3N
#MATGINCY {00M 28 SOOI 23 OUSSILIL.
How lo e nrmpesin
Fouow vour goctor's IINUCHIoNS DO how 10 take Ierazomn
MAOTOCIONIGe You misst take d every omy Bt tne Gose prescrioed. Tolt
with youl Qoctor i you GON't taks 4 fof 3 lew deys. YOu Mav nave (0
fesion £ 3 2 ) mQ dose NG DE CUHOUS DOUL POSNDIe Bivess Do
] IAEIOWN NYOrOCHionas wilh anyons aise. 1t was Ofaecribed
onty Jor you

mrnmmmmumu of the remeh of
"
Stare 31 Cortroied room lamosrature 130-300C (598-309F).

Protect from

FOR MORE um TERAZOSIN HYSROCHLONDE
ANO HYPERTERSION OR 8P%. TALK WITH YOUR DOCTON. MURSE.
PHARMACIST OR OTHER NEALTH CARE PROVIDEN.
Aev 97-1M c97/4
12021

Manyisctured 8y
Geneve Pharmaceutcals.

Broomfeid. CO mzo

A == = e e e e e e e e e e e e e

Because of I effect. mummm!numm-lmm
IVAOCTMON IR 31 DRGRIN (1 YOU LKA 18FA208IN MVAFOCRIONGE 3 DU
DUt e 10 QR UG 70N BED 10 QO 10 ThE SHNOOAM. get UD SI0WY and
CAUTIOUSIV LTI vOU 3@ SUre NOW (NG MAEACING 3MNCTS VOu 't 6 §B0
(TOOMAN 10 Nt O SIWN 110M 3 CHEN Of DD 3 2NV 198 U YOU 1ar™
now vou [eact 10 16raZoN Avdrochionde You snould 1ot OFve or 30
20V NAZICOUS LBKS LN YOU IR USEd 1 118 #ttecty of 1 TRGICINON
11 vOu DOGIN 10 fea GIZV. ST OF g SOWN LIS YOu Ne DETAY

« You W 1371 with & 1 T 0088 0f lerazosn twarochionae Then the

@058 Wil B¢ INCTANSAC 33 YOUr DOCY QEtS UBeq 10 the eftect of the

« Other 5100 $1lec1s You ¢ould NIV WIS TRIONG HrazomN hvaracnio-
OB ICIUN JrawsNeSs. Diurrad of Ny VBN, Neusea. Of “duff-
nem” mmu«mmmmomm
NO1ICE WA YOt GOCT

Extromely carety. mw NG SHTY MAGICINONS NAVE CAURED

oululumnmum mmmmmmwu

usl Th % S400US. 30O it
nnnn WDURY 10 Ve 3N ereCtion

11 You Ve 8 DIOINGEX 30NCIIMAS erection. cal your GOCIOr of 9010 3N

MrgINCY (00M 38 3000 35 DaAIDIA

How ® ke

Fowow your doctor's Mstructhions DGR how 10 19k Iazomn

fooid sk

>
BackusE of IS $16CT. YOS SOCI0* ey Fave 10T vou 0 "IN TeN3I T
VR OCTMONIOR 31 DIGIA™E (1 YOU L3KN 1RFAIO8 = ~vf 221 0p X NChM.
DUt need 10 9ot Up 1rom B4 1S 90 *0 Ihe SAINO0M el b Siowiv Ir 2
SAUNIOUBMY UM VOU 3°¢ SurE NOW the Mmetiche Ity v . * S 1t
IMOOINt 13 QN U0 SIOWN 1O 3 ChQIF Hf DBG 3 APY HITE N1+ "y W =
NOW vOU IECT 10 terazomn WL aCNIarge YU SPOUKC RO ¥ ve Tt 2,
w RAZITOOUS 1SR UNTIt VOU M€ UBed [0 170 TTECTS ST The mPaX IO
11 ¥Ou DRI 10 198 AZTV. St OF e JOWN LTI VOU Nee Defte’
© You Wt SI3T WaN 2 | T JOMA OF EFAZ0IN PNVOIOCTHONOR 8" "he
Goue will D INCTIBE0 33 vOUT DOCY QIS USHC 10 Ine etter” 2/ te

megication
* Othet 500 #7CIS YOU COUKS Nie whiig T9RING [IrAZ0TN AVGroC™)
108 1Ctude RAWBNESS. Diurfad or NAZY YRIGH Naused Of 3y
nesa” of 1he et of Fance  Discuss any UNEXDECTEO #7HeCts vou
NOIICE WP VOUE DOCTOr
Extremen rMEty L2208 ING SimAst MEAICEIONS NIVE CIUSEC
Ddaniul #70CION 0F 1 DRNMS. SUBTIINGG 107 NOUTS BT LNTIEVEd By 42 -
UM INTETCOUISE O MIBILIDINON Trwg CondRiOn 18 saedus 310G )
UMTaated 1t CAN Be 101OWd Dy Oe!MRNEN NBDEAY 10 Nave 30 #ECH ¢
1 you NaVE 1 C1010nQed 20NOITANI Brection. call vOUr GOCTOr Of GO L0 &N
HTCQENCY (O0M A3 3007 23 LOTNE
M 19 take DrmVsn hvireshieride
FONOW YOUr QOCIAT'S :nsTructions 200U NOW 10 (3Ke Ierazomn
08 YOU Must 13ne 1t everv Gav 31 1he Cose prescrived Tam

0CNIONGE wilh BYONe GiSa: & WaS Drescribed
KooD 107RIONN WOrochionds Snd 4 MecICnes aut of the reach of
&ma:wurmlmnﬂ-smmm.

Protect from
FoR maum TERAZOSIN HYDROCIL SouDE
HYPERTENSION ON lﬂl TALK WITH YOUR DOCTOR. SURSE,
IRIMACIST OR OTHER NEALTH CARE PROVIDEN.
Rev 97-tM Caria
72021
ctured 8y
Pmmnm nc.
Broomiieid. CO $0020

?g------_-------------------------------------------_-----------_-_--_--_---_------_-_-----_--_---------------_

WRR vOUr GOCTOM It vou G0N © 1388 & 04 3 'ew GAVE. vOu MIV AaVE 10
AR R ¥ 2 ) MQ 9082 N0 De CAUMous BDCUI DOTI0IE BTVMS Do
Ot SNACE IGTIZOPN MYOrOCHIONAR wiih JNVONe 90 1 WS OresctDed
Ny 101 vou

n:nmm PrvQrochionae and a medicines out of Ihe each of

SIore a1 CONMrolied 100m temperature 1305000 , 590- 06

Protect from ww mosture

FON MORE | IMATION ABOUT TERAZOSIN HYDROCHLOMIDE

HYPERTERBION OR SPN. TALR WITM YOUR DOCTOR. RUNSE,
Mlﬂlﬂl OR OTHER NEALTH CARE PROVIOER.
Rov §7-1 b}
72021
Manuictured By
Ganeva Prarmaceuicals. inc
Sroomieia, CO 80020

Tim 9y ™ ., ]
L 4



____ = Serazesm |, LHMIJUIIE

Hydrochloride |3 _0781-1541-01 5

-
& .
. Tab'ets squivaient to 10 mg of terazosn
Usust Aduit Dossge: See package insert
Store at controlled 7oom temperature 150-309C
(59‘-60“) Avord SxCO33Ive NOBL 4QOC { 1040F)
11 & ught, ight
Rev st Manufactured By Coare
Geneva Pharmaceuticals. Inc
Broomtield. CO 80020

LoT
EXP

Ll

@ I
Terazosin
H Vd rOGh lo ri d e ?Elcch) 7(3!‘.‘1 c;'n?lﬁj Yla?ouns hydrochionde

equivatent to 10 mg of terazosin
Tah' e's Ususl Aduit Ocssge: See package insert.

Stors et controlied room temperature 15°-309C
(590-86F). Avord excessive heat 400C (1049F)
Dispsnse in a ght, light-resistant container.
Rev. 34- Manutactured By Cos/e

Geneva Pnnrmacwhcala Inc.
8roomtreid, CO 80020

LOoT:
EXP:

es B

1Alb

W

Foamr 1y )
[ 4 “

o
B



- -Terazosin
Hydrachloride
Tablets
-5 mg*

g w o
y, CRTy nu--n-lcc-_v_—t ﬂ:

o “m..,‘_ R

LT e TABLETS

TR

3 0781 1571-01

Terazomn hyd W
nqumum lo § mq of terazosin

syl Aduit : Se® pachage insen
Store st controiied room temperafure 159-300C

{599-86°F) Avocd excessive heat 400C {1049F)
" coais

Geneva

DHOATNOCHUNICTNS. INC.

lnuncume By
Geneva Aharmacsuticals. inc
Broomtield. CO 80020
Lor
ExP

GO~
Terazosin
Hydrochloride
Tablets
5 mg"
. e TascETs,

o g

e . B = o

LU

Y "0781-1571-10

*Each tabiet contains: Terazosin hydrochlonde
squivaient to § mq of terazosin.
Usual Aduit pachage insert
Store at controlied room tempersture 159-300C
(590-869F). AvOid excassive Nest 400C (104°F).
Dispense in 8 tight, light-resistant container
Aev. 94-7E Manufactured By

Geneva Pharmaceulicals, Inc.

Broomtield. CO 50020

o7

“GEneva

EXP:

(90 b



G-

-~ Terazosin

Hydrochloride
Tablets

AW

3 0781 1561-01 1

oqu-umu lo 2mg of terazosin 7
Usuel Adult : See DACKAQS nsert
Siore at controlleg foomM temperature 150-309C

{599-889F) Avord exCessive heat 400C (1040F)
Disoenss In a ight, ight-resistant contaner
Rev 94-7E  yanutactured By co4as8
Geneva Pharmaceuyticals, Inc
Broomheid. CO 80020

Terazosin
Hydrochloride
Tablets

L

Y "0781-1561- 10 3

*Each tablet col :
equivalent to 2 mg of terazosin.
sual Aduit See package nsert.

Store at controiled room temperature 159-300C
(599-869F ). AvOid excassive heat 400C (1040F).
Dnspcnu i 8 hght, light-resistant container

Rev. 94-7€ Manutsctured By

Geneva Pharmaceuticais, Inc.
Broomiistd, CO 80020

hydi
o~

v

[lezs

T

EXP

(94b



GO

| ~——Terazosin

Hydrochloride
Tabilets

Geneva

N

gL

Y "0781-1551-01

+Each tabiet yaroc
squivaient to 1 mq of terazosin

Usual Aduil Oosage: See package msert
5lor' at controiled room temperature 15%-300C

90-889F) AvOrd 8xCessive neat 40°C (1049F)
Dnsunu (n 8 (iGN, light-resistant contaner
Rev 34-7E  yanytactured By /e
Gensva Pharmaceuticals, Inc
Broomtiela, CO 80020

Lor

&O—
Terazosin
Hydrochloride
Tablets

wmumm

-rvq-w-i

SRR

% 70781-1551-10 4

*Each tabiet contans: Terazosin hydrochionde
equivalent 10 1 mq of terazosin,

Ususi Aduit Dossge: See package insert.

Stors at controlied room temperature 159-300C
gm ). AvOid #xcessive heat 400C (1049F),
R:p;fz’u In a tight, light-resistant container.

Genevs Pharmaceuticals. inc.
Broomtieid. CO 80020

LOT.

EXP.

(8¢ b

Manufactured By Co4/8

- -

v

S AT

*e

Y



