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Rx only, whxoh 1nd1cates that the product 1s. prescrrp‘ /on,, ly.
the start of the ramlpnl tablets package msert S

: Text referencmg ramrpnl as a method of treatm
‘removed to comply thh Altace patent use. code U

~tablets and in line with the marmfacturers in-hou:
~ been omitted.
Storage condxtrons have been changed to rcad as
- correspondent between King and Spalding. an

- regarding the Agency s preferred wordmg fo
: Temperature ; S

Altace® Capsules and ALTACE have been replaced ‘with ramrpr_rl capsules or’
ramipril, whrchever is approprlate and grammatrcally corree ‘throughout the

. msert

y has been moved to-

The Reference Listed Drug (RLD) mactwe mgrechen;_ /have been replaced thh
- the inactive mgredrents used i in the subject drug p! I F

cart fa1lure has been'
atent ‘No. 5403856)

and dosage admrmstratlon mvolvmg the openmg_
le Juic e or apple sauce has been removed

Text refemng tod chmeal :
of Altace capsules m t[ =

Supply and appearance detarls have been change’ those applymg to ramrprll
] ei,Ramxpnl tablets

manufacturer detarls in the appearance and ND ers have mtentmnally

ore at 20“" to 25°C
s wording reflects
ezza of the OGD
1 SP, Controlled Room

(68° to 77°F) [See USP. Controlled Room Tempe

Manufacturer and rev1sron date detarls have been changed Note Manufacturer :
details for 1am1pnl tablets hav tentronally been om1tted
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— ALTACE‘@‘CapsuIes

(ramlpnl)

USE IN PREGNANCY

| injury and even death to the di

. mortalzty

"CE inhab:tors can cause |
‘ elc , : LTACE® should +
be drscontmued as soon as posstb%e See‘ WARNING‘ o tal}, morb:dlty and

When used in pregnancy durmg the second and thu* ,‘

ALTACE (ramxprn) is supphed as hard sheﬂ capsules "f :
2.5 mg, 5 mg, and 10 mg of ramtprs! Thy

) CLIN!CAL PHARMACOLOGY

DESCRIPT|ON

~ substance solub!e in polar: orgamc solvents and buffered équeous olutions

between 105°C and 112 C..

The CAS Registry Number §
[(S)-1 -Carboxy-3-phenylpr0pyl alanyl;
ester 4ts structural formuia isi s

Its empiric formula is szHaaNzOs, and :ts" m o!eoular wazght is 416 5.

macnve ingred
NF, gelatin, and titanium dioxide. The 1. 25 mg capsule sh
mg capsule shell contains: D&C yeliow #10 and FD&C red-
FD&C blue #1 and FD&C red #40 anﬁ the 10 mg capsuie s;

ch mn 0x1de the 25
capsuie shell contains
FD&C blue #1

Mechamsm of Actlon

Ramlpr;l and ramiprilat mhlblt anglotensm—convertlng enzym ,) in human subjects “and
animals. ACE is a pe:)tldyl dtp, ptldase hat catalyzes the conversion of angsotensm I-to -the
vasoconstrlctor substar; ' ites dosterone secretion by
gote_nsm Il whsch leads' to

énﬂ increase from baseline greater than 0. 75 mEqiL,
y low potassium and a decrease from baseline greater

and none of the‘pattents had an abnorrr

“than 0.75 mEq/L In the same study, apbroxzmately 2% of panents treate W|th ALTACE and. -

e ;,I‘wapproxxmate y 4% of pattents durtng the tnai had S



hydrochtorothtazsde for. up to 56 weeks had abnormaﬂy hlg‘ 'potassmm 'lues“and an increase

decreases from basehne of 075 mEq/L or greater (¢
/angnotensm 1t negatwe feedback on renin secretion leadst

GNS) Removal of
ma renin actwlty

ért- fram mh;bmon of bbth

The effect of ramapr:l on hypertenscon appears to result a ; fle
formation in fissue and

plasma

' -ACE ss sdentlcas to kmsnase an enzyme that degrades bra&

——

‘.:In a trial in- wh:ch sub;ects recelved :
:.dissolved in water, dtssolved in appt

serum protem bmdmg of ramrpru is about 73% and that of : ,
percentages are mdependent of concentrenon Dver the range Qf 0 01 t' 4

metabehtes and/or unabsorbed drug, however fhe properbo
not been determmed Less than 2% of ’the admxmstered dos

Y mtravenously

apid deciine apparent.
S : ine, which represents;

ph al com artment and sub equent binding to both

2—»4 ours Because of its potent undmg to ACE and

Plasma concentratlons of ram1prﬂa£ deci ‘
elimination phase, termxnal ellmmatloh
distribution of the drug mto a larg
plasma and tissue ACE, has a
slow dissociation from the -
elimination phase corresponds ance of free ramiprilat and has a halfiife of 9-18 hours.
The terminal elimination phase has a prolonged half-life (>50 hours). and probably ‘fepresents the "
bmdmg/dtssocnaﬂon kmetlcs ofi the ramlpfiiat/ACE complex !t daes not contmbute to- the

low values and

lipri at shows two elimination phases The apparent o



. »accumutatnon of the drug After mulhple daliy doses of ramzpnl 5—10 mg, the half«-hfe of ramiprilat
concentrations thhln the therapautvc range was 13-—1? hour S M .

- After once- dally dosing, steady~stat "

the ﬂrst dose of ALTACE
msagnmcant

reglmens the totai exposure to famzprtlat {AUC) in thesa p
in pattents with normal renat functron who receive. snmﬂar d :

amiprilat. levels andi sl ght!y ionger tlmes o
},‘TION Yo Ay ,

however are not d:fferent from those see in subjects“ﬂ
ofa glven dase on plasma ACE actmty daes nnt vary'

) Pharmacodynamlcs

*. randomized, piacebo controlted, 2x
 patients (4, 645 on ALTACE) ;wh ;
: developmg a major cardiovascular even
peripheral vascular disease, or diabete
5 cardlovascular nsk factor (hypertens:on,, elevate

motens:ve or under .

; had clinical heart

fauure or were known to have a Jaw ejectsrm fractzcn (<0 40 5 igned to examine

~the Iong—term (mean of. fwe years).;effects f ALTACE (1 0 mg ; day) en the combmed o
| di

; f 1g/di i tiya_reduced the rate of
myocardxal infarction, stroke or death from cardrovascuta ses (651/4645 vs. 826/4652
. relative risk 0. 78) as well as the rates of the 3 components of the combz ed endpomt




e T Altace . Placebo " Re!atlva Risk -

. Outcome S (N=4645) =4 (95% cly.
. AT e CEE LI $ Pvalue
Combined End-point , . Chemln
(Ml stroke,or 65’1 (.1‘;4.0%) L
death from CV cause)‘,f e

‘Component End-point
~ Death from Cardio- - 282(6.1%)
‘vascular Causes ST L R D

* Myocardial infarction 459(9.9%)

"0;70—0 86),
P=0.0001

i, 74 (0,640, 87) :
-~ P=0.0002

- 0.80(0.70-0.90),

. P=00003
0,68 (0.56-0.84),
't;P*ooooz

Swoke  158(34%) 26(49%)

OverallMortality =~~~
(Death from-any- 7', e }' 482 (1 4%) ‘ 569 (12 2%)
Cause) o \ :

f’?&@sﬂ“t?
P‘O 005 B '

' This effect was evndent after about one yaar of treatment

i ey

- Frogodive of Patenty:

F:gure 1: Kaplan-Me/er Esttm‘ he ¢ ._"5 pOSit 1 ), or Death from CV -

> _ Plac ' ¢ sk of the composite
'outcomes ;n the Ram:pnl ‘G up as {;was 0 78% {95%
: conﬂdence .'nterval 0.70-0. 86) :

; *“su‘bgroups defmed
roups. defined. by‘
‘her or not ramnprxl wasf

Ramlpn was eﬁectlve m dtfferent demographlc subgroups

dth at least one other
' tts components were

: s:mxlar m dlabetxcs ( *3 577) to those m;thebveraﬂ study populatr



0 °‘~5‘.‘Retatwe Risk
Raductuon ;

Outcome :
no. (%) ‘,*"(95%01) R
. Combmed End-pomt e :

M srokeor 277 (5 3%) . 025(0.12-0.36),

_death from CV cause) : - P=0.0004
Component End—pomt S e S '
Deathfrom L 1’12’7'(6 2%‘)‘ -0 37 40: 2‘!—0 51),
Cardiovascular Causes ¥ - P=0.0001
- Myocardial infarction -~ 1 85 (10 2%) 2 b 22 {0.06-0.386),

T ' ! A : o P=0.01
Stroke SN 76(4.2%) 4 108(6 1%) 0. 33 (0.10-0.50),

 P=0007
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omposite Outcome of -
ll-and-in Various
a emic attacks. The
ackh ,roup ‘The dashed fine

Myocard:a/ Infarctlon Stroke, or Dea
Subgroups. Cerebrovascular disease : “strok
- size of each symbol is proporttonal to ~zthe number offpatr
i /ndlcates overall relat/ve nsk ~

7The benefits of ‘Altace were. observed among pattents wh
platelet agents, beta- blockers and hpxd~10wermg agents as:
b!ockers :

etics and calcium channel

Hypertens:on v = R
- Admmlstratnon of ALTACE to patrents w:th mtid to mcder ‘ =t j eS’G{ts' in.a reduction.of -
- both supine and’ ‘standing 't i pres -hi. no compensatory [
tachycardia: ‘Symptomatic po n s rin patients:
“.who are salt- and/or vo‘lu»e—d . \ n combination with -

thiazide diuretics gwes a blood ,\pressure,towermg effect greater than that seen wzth either agent.

aione




re within 1-2 hours,

sive effect of a single
nce-daily doses of
d diastolic blood
pansons of peak
response. In a t\ira‘uon ~

in smg(e-dose stud:es, doses of 5~ 4
wﬁh peak reductlons achtevv

9 oL
study comparmg dwnded (bid) vs qd
for some patients the antihypertei ‘
(See DOSAGE AND ADMIN!STRAT!,

n most tnals the antlhyper "‘nswa ‘ increast f,st several weeks of
‘ ect of A 1as been shown to continue -

: ertensnve agents:

s combining ramupnl' o
ker, vasodilator, and a
ors have had less than
;r'ugs lower “blood

: Except for thlazldes no formal mteractran studles ‘of‘ 'amlp
‘ have been carrled out Lxm ited experta ce :n cantmﬂ'

ess of ALTACE was ot
tie s with mild essent:al :
se in renal blood fl ow

mxzed para!lel-. i

F) at any tsme after e

( but in etther event

{ ' 777% of pat:ents
; randomlzed to ramnpru) of 5 mg twme daﬂy Pataents were :
: months (range MG) :

by 23% (p-O 01 7) and 26 ,
in-both: genders; and they Wi
~older patients may have ha Ia grea
- patients on, and not. on various. conco

,ant bmedrcatlons, at;ths temé'of réndomrzatton thesef,‘

cute myocardial: -



%’%ﬁ_

‘~"dlabeies that is accompamed by
__'eievated total els,

: mhlbrtors (for whxch adeduaté daté are

) 'Heart Fa:lure Post Myocardr
Ramrpnl IS mdlcated i stabfe;p

 WARNINGS 5
Anaphylactoid and Passibly Relat

/escosanolds and polypeptsdes, mctudm OUSs
;(:nc!udmg ALTACE) may be. subyect ot T of them serious.

: -Head and Neck Angioedema 7

- Where there ds mvoiveme" of

nitrates (about 55%),
a>4 (:abput 12%).
rdio \asAckular_Cayses )

cular disease, or
tor ,(hypertens;on

cholesterci

Hypertenslon e
ALTACE is lndlcated f@r '

” partzcutarly inh

'mh;bﬂars have an
‘ln addmon ACE .
guoedema in black than

in non-bfack patlents (See WARNING

ycard;ovascuiar e
: gressmn to :

CONTRAINDICATIONS

ALTACE is- contramdlcat’ .
anglotensm convertmg enzyme i htbltO
therapy thh any other ACE lnhibttor)

"e metabchsm of

with laryngeal
,_gloms oceurs,

~ i ately.
n e, glottls, or iarynx, hk ely to cat.i‘se‘anrway

treated wnh anglotensm co V
edema can be fatal.. If la'
treatment with ALTACE

a major cardiovascular

act that anotherf?' R

ing ACE inhibitors



. obstructnon, approprlate therapy, 9. subcutanaous piaephrina?soiu‘ n;1 1, (100 (03 mi

10 0.5 mt) should be promp

Intestmal' Ang:oe’dema‘ 2

anaphylactond reactlons ln e san en ACE inhibitors
were temporanly W|thheld but_ E s
; eactlons have been
fxtantly with an ACE
ts undergoing fow-density

Anaphylactmd reactmns,» uring my
reported in. patients. dialyzed witk

~inhibitor. Anaphylactoid reactions have als 3en re

B hpeprotem apheresis. wuth dextran su fate absarption.

' Hypatens:on

: ~ALTACE can cause symptomattc hypotensoon, after exther d‘oéédi a"/'iéter dose when :
i s been’ cmly rarely
atic hypetensaon

azotemia and, rarely, Mth cu
. be started under close medcca

nd rf necessary, freated
sua!ly can be. contmued

If hypatensson occurs, the patient should be p aced ina sup
“with intravenous infusion of physmlogxca! saline. ALT ACE
fo!lowmg restoration of blood pressure and votume %

i Hepattc Fatlure

‘Rarely, ACE inhibitors, mcfudtng Altace, ha!

- cholestatic jaundice and progresses § i
~ mechanism of this syndrome is n
jaundice or marked elevations: of hepat;c enzymesf should:dt
recelve approprsate medlcal foi!ew—up

drome that starts with™
times) death. The
nhibitors who develop ,
the ACE mhlbltor and

Neutropema/Agranulocytos:s :

As with other ACE inhibitors, r:
cell ‘count and. hemoglob'
cases, agranulocytosis, par

reactions to ACE mhtb;tors are ore xkely to occw' in,patlents w:th coilag > "'}\“/ascular ‘di‘sease‘ ,

hreatemng[ T



Ad renai [impairment. Monztormg of white

(e.g. syster"nn: lupus erythematbsus 1sc'eroderma) ‘i
’ f ; :la_kdi‘sease especsaﬂy if

i j‘iete’rg‘ajci} 1o pregnant

‘ ACE mhxbltors can cause fetal and ne
women Several dozen cases have

development Prematunty, i
been reported, although it :s‘
exposure

_ACE mh:bxtors only durmg the ﬂ .
'become pregnant, physucnans should 1
soon as poss:ble

: Rarely (probably Iess uften than‘, once m every thousand ,p

hazards to their fetuses, and semal,uit
mtraammot:c envxronment T

, hypotensnon ohguna and hyperkale
- support. of blood pressure and renal pe
~ as means of. reversing . hypotensmn a
: wh:ch crosses the placenta can be re

S; abbzts and cynomolgus «
basis oximately 400 times (in
‘rats and monkeys) and 2 trmes (m'rabb ts) the recommende 2 s e

PRECAUTIONS

,Imparred Renal Functlon"As a consequence
system changes m renal function may be arm ‘

mcludmg ALTACE, may be 2880

LTA b ciated with oliguria andlor progresslve aiu,,em:e and (rarefy) wuth. i
acute renal failure and/or death. \




Hyperkalemla In clxmcal “trial

In hypertensave patients W|th um!ateral fer bxlateral rena artery stenosis ncreases in blood urea
otensin ‘converting

2 fun ould be monitored during the
i flrst few weeks of therapy Some hypertenswe pataents with no ap pre-exzstmg renal’
1 creatinine; usually -
iy with a diuretic. This
“Dosage reduction of

 function. (See DOSAG : AND ADM

occurred:: ln apprommately 1%

‘ p slum supplements -andlor . potas um contammg salt
substitutes whrch should be used cautxously, ,

: _dlagnOSiS of cough

Impalred Liver Functton Smce ra )
active: morety, ramiprilat, pati
piasma levels of - ramuprll No form
hypertenswe patients with lmpaired ,
may be activated in patients with severe liver c:rrhosrs and/o
exercrsed in treatmg these pat:en’cs :

can be corrected by volume expanSnon

lnformatlon for Patlents ,

' Pregnancy Fema!e patients of chlldbearlng age shm | c ‘the 6ohseq0‘énces of
| d also be told that these
itor: xposure that. has

sed and to!d to report
of face, eyes, hps or

% ‘prescnbmg physsclan

Symptomatlc Hypqtens:on} P ients ¢
especially during the first days of
Syncope occurs; ALTACE shuuid b 8

tec ~untnI the physmxan has been consulted

discontinuation of -



e perspiration, diarrhea,

All patients. shou!d be: cauttonef:f that madequate ﬂu;d mtake or excessr A
» me consequences of

or vommng can lead to an excess:ve fall n: btood pressu v
, llghtheadedness and posstble syncope 8 :

Hyperkalem;a Patlents should be. told not to use sait subst tes eentaimhgj pfé;tas‘sium ‘without
consuitmg thetr physncuan ] & : e

: ,,Neutrapema Patuents shouid be totd tor an; ;ndseaman infection (e.g., sore
: throat fever) wh(ch could be asngn of neutropema it :
‘_Drug lnteractlons : ‘ LAl L
_ With nonsteroidal -anti-inflammatory -agents: Rarely,
: mhibltOf‘S and nonsterondai antt-mﬂamm Iy agents have b en ¢

tan tr 'at?meht', with  ACE
< ,c-_,i,at,e | with. worsening - of

: y tbase in whom diuretic therapy was recently
' _,ductuon.;of blood pressure aﬁe ;

potassxum toss caused by thtaz , -Potassiul
:armtonde tnamterene, and others) ,; ease the nsk of

e rugs ‘should be
recommended If

grace ,»; G
Ames test A study in. rats w:th dosages as great as. 50
effects on fertmty :

Pregnancy

Pregnancy Categories C (frrst esta\ and D (second and third tnmesters) See WARN!NGS
FetalINeonatal Morbldity and Mortality.




Of the iotal number of patrents who r

bk ADVERSE REACTIONS

i placebo—controlled tri

, Nursmg Mothers

- Ingestion of single 10 mg ﬂral dt)se of ALTACE esulted m u"d tee:a )

its metabolites in breast mik. However, - mult

-concentrations that are not pred{ctab!e om smgie doses 3
“breast feed ' :

nts of ramipril and

gALTACE shoutd not

: Gerra:nc Use T e

f ALTACE 11.0%
veness or safety
reported clinical
nd younger patrents.

- were 65 and over whlle 0. 2% ‘were 75 ang :

i experrence has not rdentrﬁed dxffer“
~but greater sensmvrty of some olde :

ramrprllat leveis and ar
higher in older patlents

Pediatrfc Use .

e . rrﬁever,s‘ibie‘: Kidney
3 damage has been observed in. very ymmg rats gwen a sln B :

, 'Hy,pettensmn it LT
ALTACE has been: evaiuated for safet
patients were studied in US contre
Almost 700 of these patrents were lreate

. -adverse events was srmrlar xn JALT

of these 1 230 e
reig ;contralled tnals 5

cel rrg ALTACE in US* ,
d f 't'gue or asthema .

ALTACE

~ (n=651)
R Vo %

; Asthen.ia‘(Fatigue)“ 13 2 j';'

s ,these studies were ~

- syndrome in: the ramrp ,
d, some of these ,

“in almost 12% of ramnprri pat:ents, ,Scontnnuatron of ‘

W:th “about 4% of patlents requ_, ng
treatment. :




e Heart Fa:iure Post Myocard:al Infarctmn

| shown below. The incidences represent the exp:
| was between 6 and 46 manths for this study.

o HYpetension i

| Dizziness:

I Vomiting "

‘|- Abnormal thney Functlon ;
:Dtarrhea i

i tnterruptlon ef treatment The molde '

' Dlscontmuat:on at any tlme

- ALTACE, particularly when ALTACE was given concorr
~ Acute renal failure. S s R

_Adverse reactxons (except;i orator
“study drug that occurred in more {

Cough Increased -

Angina Pectoris

Nausea L
Postural HypotenSIon
Syhcope : ‘

Vertigo

HANRNNNNG R oD

:HOPE Study

"Safety data in the 'HOPE trlai were 7~~coitectedf[as reaso intimiyét‘io‘n or ’,tempo‘tary
n the AIRE trial. The

PL#CEBO

- (N-4652)

%

32

28

2 .

013_ g

Permanent discontinuation i
Reasons for stopping Cough G
Hypotension or Dlzzmes o

Angaoedema : I

fan 1% sf ram:pnl
ollowmg {m some, a -

ts in- US trials) (See

Renal Some hypertens:ve patients— Ni
minor, usually transient, increases ine when taking'

tic. (See WARNINGS) i

Angioneurotic Edem )

‘ has been reported in 'Oﬁ?:"’/&?*ef patz nts 'iyh‘ us
clinical tnals (See_W’. _ e 0 e o

sease have developed’



: jdecrease of 5 g/df or 5% respec’avely) were: rare. occurrmg

“;Gastromtestmal Hepat:c fallure hepatlt:s, jaundtce'f pa' atitis abd m ,‘,a!?; pam (sometcmes .
‘with enzyme changes suggesting . f - di

jdyspeps:a dysphagia gastroentemtr

:nervousness, neuralg:a neuropathy, pa tremor vertlgo, andﬁ,

vision disturbances

Mlscellaneous As wnth other ACE mhlbttors a symptom complex has'v ee repcrted whrch may,

include a posmve ANA, an elevate rocyte sed N rate; b ,
itivi nd other dermatologac manxfestatzons B

ph, c pneumeamt!s has been reported T

Addltsonaﬂy, as w«th oth/‘ r \ACE

Fetal/Neonatal: Morbidity and. MD‘

tality. See WARNINGS Fetanmga 5 tal Morhldlty and
Mortam:y : R g ,

Other‘ arthralg:a, arthntls dyspnea edema eptstax;s 4mpotenci sed 's,weati,ng, ,ma!aise, ‘

,myaigia ‘and welght gacn

ﬂn:cal trials; there.
en,k‘glven to patlents

/Post-Marketing Experience m ad ition o advers."'""' :
~have been rare reports of hypogiycem ia reported durin ALT
concomatantly taklng ora! hypoglycemto agents or: msuh . The

Chmcal Lab‘”'at"ry Test F‘ndmgs L

_recelvmg ALTACE alone. d
biood urea n:trogen levels oce
patients receiving ALTACE
treatment. Increases in thes
insufficiency ‘or ﬁhose pre
inhibitars, would be exp
' WARNKNGS and PRE' A

Ione and in 3% off
discontmuahon of

it (a [t’gw ,vaiue 'and a

Hemoglobin and Hematecrlt Decreases in hemoglob:, : / :
nts receiving ALTACE

iver enzymes serum.
' hyponatrem;a and

patlents dlscontmuad treatment for labaratory abnbrmamfes
or abnormal llverfunctlon tests e i e

arthritis, myalgia, k



: .,OVERDOSAGE

. known which, if any, of theseéubstances can e '

-~ dose should be 1.25 mg once daily.

I”Ehahty n dogs oral
mited data on human -
,ymptoms atmbutable TRt

to hypotensson S

re. not w;deiy available, '
anagement of ramipril

, V_Labaratory determinations: of serum leveis of ram:pnl nd its n
~and such determmatvons have, in any evant no. establ ;
overdose L R Iy

No: data are avadabie to- suggest ph 'smlogscal maneuvers ( nanetiver “to'change the pH of

the urine) that might acceterate elimi bolites. Similarly, it is not -
ved from the body by »

hemod:atySts o '

Because the hypotensrve effect c
hypovolemia, itis reasonable to trea ;

DOSAGE AND. ADMINISTRAT{ON A ,
jart, on the presence

of renal artery stenosxs o such 'fc cu ent the nmtlal startmg

: "tfdiovras‘culé'r Causes
k, 5 mg, once a day. for
img, once a day

If the patient is hypertenswe or récenﬂy post mydcardt
divided dose :

- Hypertension at
The recommended initial dose
- should be adjusted accord ng
range is 2.5 to 20 mg per day’ ad
- some patients treated once; datly,

~dosing interval. In such pa'

: censrdered if b!ood pressure

| with the drug, foHong effectf T anage en csf thé hypotens:on

sence or-absence .



mg bsd and up to a maXtmum.dose m'«2 5 mg’,b;r,d de_:

| ALTACE 2.5 mg capsuies are supp ied as orange, h : gela
. 61570-111-01) 500 (NDC 61570-111-0 0 (N
100 (NDC 61570-111-56), and Bulk pack

‘ ALTACE 5 mg capsules are supphed a

- 112-
’ 61570—1 1 2—56) and Bulk. pack of 5000's.

1 packages of 30 (NDC. 61570—120-80)

.ln patzents who are current!y bemg treatad thh a duurenc symptol
can occur foHowmg the initia dose of ALTACE To reduce

mg/d!) doses ony 25% of those nor

fiy used ‘should b expected ;
: ievels of ramtpnlat (See CLINiCAL :

ind ce fuI! therapeutxc

e recommended initial
: untd bload pressure is

: -and renal »mpairment'
' increased to1.25
i c,al‘response and

tolerablhty

HOW SUPPLIED :

: bctttes of 100 (NDC
d iwmt Dose packs of

3 500 (NDC 61570-112-05), 100

:ALTACE 10 mg. capsu!es are supplsed as Pro(;eSs B o e

(NDC 61570~ -120-01), 500 (NDC 61576-120- 05)'; 0

Dlspense in well-closed contamer w:th safety ciosure

7) ‘_étore at controtled room temperature (59" to 86°F )

02> —> Rx only.

4G'm£/mm!1 73m. (serum creatinme ‘pproxlmately 2. 5'



Manufactured by: Kxng Pharma ut ;;?‘lnc, ’Bnystot TN 37

- Pr:escpbmg"lnformat:on:as, of Septembéf~f 2005. ;




