


Ramipril Tab‘let's i
Rx only

USE IN PREGNANCY

;mhibltors can cause |
letected, ramipril should be
morbldrty and mortality.

When used in pregnancy durmg the s' s
injury and even death to the deVelopr etus. When pre
drscontmued as soon as: possrble See S: Fetalln

DESCRIPT!ON : ’ o
Ramipril is a 2-aza- -bicyclo [3.3. 0}-octane—3-carb0xyltc acid “derivi
substance soluble ‘in polar- ‘organic solvents.. and buffered a
between 105°C and 112°C. o o :

ve. It is a whlte crystalhne
vs’solutmns Ramipril melts

The CAS Registry Number is 87333 19—5 Ramtpnls chemf"al name. IS (25‘ 3aSs, GaS) 1[(3) =N-
[(S)-1-Carboxy-3-phenylpropyi] alanyi] octahydrocyclopenta [b]pyrrole-Z-carboxyhc acid, 1~ethyl :
ester; its structural formuta st Fih o

Its empiric formula is CzeHazNzDs and xts melecular werght IS 416 5.

Ramiprilat, the diacid’ metabolite of ram’ ril, isia non-su!fhydryl anglotensm convemng enzyme,y »
inhibitor. Ramipril is converted to’ 'amiprrfatiby hepatrc cleavage of the ester group. '

Ramipril is supplied as tabtets for oral admrmstrahon centammg 1.25: mg, 2 5'mg, 5 mg, and
10 mg of ramipril. The inactive tngredtents present are crospovidone, hypremeuose iron-oxide
‘black, lactose ‘monohydrate, magnesium oxide, magnesium s arate, microcrystalline cellulose
and titanium dioxide. The 1.25 mg strength also. contains FD&C Bit # 2, FD&C Red # 40 and
FD&C Yellow #6. The 2.5 mg, 5 mg and 10 mg strengths al‘,' ) contam |ron oxrde red and |roni
oxide yellow : . :

CLIN!CAL PHARMACOLOGY ,

‘Mechamsm of Action ; i ~
Ramlprrl and ramnprllat lnhlblt angxotensnmconvertmg enzyme (ACE)Y m human subjects and-
animals. ACE is a peptidyl drpeptrdase that catalyzes the. ion of angiotensin | to the
vasoconstrictor substance, angaotensm h: Angrotensm il also: les aldosterone secretion by
the adrenal cortex. Inhibition of ACE resuits in. decreased plasma angmtensm I, which leads to
decreased vasopressor activity and to de eased aldosterone secretion. The latter decrease may
result in a small increase of serum potassium: In ypertensnve patients with normal renal function
treated with ramipril alone for up t .5‘6 S, pprommate!y 4% of patrents dunng the trial had
an abnormally high serum: petass:um and an mcrease from baseline ‘greater than 0.75 mEq/L,
and none of the patients had an abnormally ow potassium and a decrease from baseline greater
than 0.75 mEg/L. In the same study, approxumate!y 2% of pataents treated wsth ramipril- and




- hydrochlorothiazide for up to. 56fweeks?had abnormally hlgh potassrum values and an rncrease, i
from baseline of 0. 75 mEq/l. or ! prox ately 2% had abnormally
decreases from baselme of 0 L -

The effect of ramlpnl on hypertensron appears to result a
- tissue and crrculatmg ACE . actlwty, thereby reducmg angiote
plasma , « o

ACE is ldentlcal to kmlnase an enzyme that clegrades bra ki
bradyktnm ‘a potent vasodepressor peptrde, play a role i
remalns to be elucrdated : « o ; :

While the mechamsm through - Wthh‘ ramrprll lowers blood
suppressron of- the remn-anglot ' ]

all. races studled ‘black hypertens, ,e:;patlents (usual
smaller average response fo monot

Followmg oral. admmlstratron of ’ramrprll -peak plasma conoentratrons ‘ﬂof ramlprll are reached
wrthln one hour The extent of absorptlo‘

: Cleavage of the ester group (pnmarlly in the‘i llver) converts ramlpﬁ
ramlprrlat Peak plasma concentratrons {

percentages are. mdependent of concentratroh over the range

: Ramlprll is almost completely melabohzed to ramlprllat
- inhibitory activity of ramipril, and to the di
glucuronides of ramrprll and ramiprilat, al
ramrpnl about 60% of the parent drug an

admlmstratlon of
theiurlne and about,

not been determmed Less than
ramipril. R

Blood concentratlons of ramlprll and raf
dose-proportlonal The 24-hour AUC for
mg dose range. The absolute bloavall
respectively, when 5 mg of oral l'alTllpl'!l was comparedu /
lntravenously ; : ’

Plasma: concentratlons of ramlpnlat declm' ,rn;a trrphasr
elimination phase, terminal ellmmatlon phase), The
distribution of the drug into a large pe, sheral.
plasma and tissue ACE, has a half-
~slow dissociation from the enzyme
ellmmatlon phase corresponds to the cle

ontnbute to the

it does not , s
life;:ot ramiprilat

; d es of ramlpnl 5——10 mg, the half-
range was 13-17 hours e .

accumulation of the drug Al‘ter
concentrations wrthm the therapeul:lcv




After once—dany dosnn'g,',steadr -state : p}asma \\cencentrations of ramaprllat are reached by thei

the first dose of ramlpnl especxa&ly a
m5|gmﬂcant : i

reglmens the total exposure to ramapntat (AUC} in thes ‘ ,"pa
in patlents w;th normal renal functlon who recewe SImllar deses

The urmary excretlon of ramlpr;l ramlp:'at, and the:r me

Pharmacodynamtcs

Single doses of ramipril of 2. 5-20° mg produce approxmate  60-80%
“hours after dosing with approxnmately 4
ramnpru of 2.0 mg or more cause pias%

tion of ACE activity 4.
lultiple oral doses of

by ramlprelat and relatlve!y slow release fro

1 thdse s‘ates“ '

;Pharmacodynamtcs and Chmcal Eﬁects

= Reductlon in Rlsk of Myocardlal Infarctl Stroke, arn

a major cardtovascular event ?b
vascular disease, or. dlabeteé

documented m:croalbummuna)m Patients vere ei
antthypertensrve agents. Patients were e
have alow ejectlon fractlon (<0 40) Thas ‘

mfarctxon stroke or death from cérdoovasculaf causes f o
~The HOPE study results showed that ramxpnl {10: mg/da«

myocardlal infarction, stroke or death from cardiovascula
, relatwe nsk 0 78) as well as the rates of the 3 components of |




Oufcome

P value

Combined End-point

(M, stroke, or - "0 78 (0.70-0. 86).

death from CV cause) P-O 0001
Component End-pomt S L s >
Death from Cardio- . 282(6.1%) i '0 74 (0 64~0 87),
- vascular Causes S LT . P=00002
Myocardial infarction ~ 450(9.9%) ~0.80 (0.70-0. 90)
e s . TN o - p’-Q 0003 ;
Stroke 156 (34%) 068 (0.56-0.84),
Overail Mortality i e b e | i
(Death fromany 482 (10 4%) 569 (1’2;2%) e % .o 84 (o 75-0. 95) ‘

Cause) R e P"D 005
- This effect was evudent after abo“' _: ¢ ;e'ye_raof treatment iy :

™

!"‘m;:m%;;;ft ol Brtinesi

confidence. mterval 0. 70-0 86)

Ramrpnl was effectnve in dtﬁerent demogr'aphrc subgroups :
by underlying disease (e.g., cardsovas‘, L
" concomitant medication. There were ins
equally effecuve in ethmc subgroups

%cié‘ry‘;'vtjiﬁ:qatiﬁaff_ta del _he or not ramxprﬂ was

ith at ieast one cther
nd V‘,,s*tcomponents were ‘

This study was des;gned Wlth a prespemfled substudy in
card:evascufar risk factor. Effects of ramipril )
S|mllar in diabetics (n=3, 577) to those in the overatl stu iy p Dpulatior




Placebo
(N'*1769)‘ o

. Outcome ‘
no (%)
Combmed End—pomt ' : B
(M, stroke, or G '};':277 (15 3%) o f,, 351"
~ death from CV cause) SR
Component End- pomt . e el e
~ Death from : 112(6 2%) o7
~Cardiovascular Causes o it
My,of;ardual infarction = - ",’185 (10 2%) 229

 Stroke o T6(42%) 108

CM«W&W;&
¢ mwa

o 2ty zw ni*m 5
kmfskfmosm ‘! :

omposrte Outcome ofjf :
rafl _and. in Vanous

The dashed line.

pmn or other antl-, e
andcalcxum channet :

: platelet agents beta—blockers and up‘d-lowenng agents asv
“blockers. - ‘ : : S

Hypertens:on L

' Admmlstrat:on of ramipril to patsent, g

both supine and standing blood
tachycardia. Symptomat(c post ¢
who are salt- and/or vo!ume—depee : W
thiazide diuretics. gnves a blood pressur weril
alone. . S

’ 'fits in a reductmn of “
no compensatory V

. same extent
quent although,
gy e

;wrth e:ther‘ ageynt ‘

emic attacks. The



In smgle—dose studses dose 0 within 1-2 hours o
~once-daily doses of
and diastolic blood
n comparisons of peak
response 1In-a titration -

pressures 24 hours after dosmg:b'
VS. trough effect the trough effect re|
study comparing divided (bid) vs. qd
for some patients the antihypertensiv
(See DOSAGE AND ADMIN!STRAT C

rsl several weeks of
shown lo contmue '
1as not resulted ina

In-most trials, the antlhypertensrve effect of ramrprll mcrea
repeated measurements. The a lhypertenswe effect of
during long-term therapy for at least 2
‘rapld increase in blocd pressure i

with a calcrum channel blocker a oop
diuretic) indicate no unusual drug- g ;
~additive effects wrth beta adrener : cckers pres
pressure by mhlbltlng parts of l'he rem angxotensm system

| mfluenced by age sex or welght

In-a baselme controlled study of 10 patien
reduction was accompamed by a 15%‘
glomerular frltratlon rate was unchanged

\ lNDlCATlONS AND USAGE
Reduction in Risk of Myoca

Ramipril is mdlcated in: patre 5 years
~cardiovascular event because of a history
- disease, or diabetes that is accompa
'(hypertensmn elevated total “cholest:
documented mlcroalbummuna) to redu

oplng a ma;or- S
lpheral vascular'

tte . smoking, or
ke or death from
eatment (such as

: Hypertensron

Ramipril is indicated for the treatment of hypertensucn lt m eerm ccm‘byihiatlon

- with thrazrde dluretlcs R ; S : E L

ngiotensin convertmg ;
~ patients with renal
cw that,_ramlpnl Vdoes:h

In: usnng ramipril, consrderatron sheuld be*glven to the fac’(*
enzyme inhibitor, captopril, has. caused gre
impairment.or collagen-vascular :
~not have a similar risk. (See WAR, ‘N‘Gﬁ

-In considering use of ramipril, it: should be noted that in controlled tnals ACE mhrbrtors have anmoo
effect -on blood pressure that is less in. black patlents lhan in non-blacks ln addltlon ACE o

ffect of a single

erior,: mdlcatmg that; o
i :quately mamtamed .



inhibitors (for whrch adequat dafa al le): cause a h:gher rate of angxoedema m blaok than Lo

in non-black patlents (See V

' »CONTRA!NDICATIONS

Ram:pnl is contramdrcated in . pattents who
angnotensnn converting. enzyme mh:bltor
therapy wrth any other ACE mhlbstcr)

ence angloedema dunng

‘WARNINGS

\e metabolism of

elcosanmds and polypeptldes, ;

‘ (mc!udmg ram;prn) may be sub;ectvto' a variety of " m serious.

‘Head and Neck Angroedema ‘

ted wrth iaryngeal"
or g!ottts occurs

edema can . be fatal. lf laryngea[;
treatment wsth ramrpnl should bej

to 0. 5 ml) shoutd be promptlyr ad‘ vinist

Jntestmal Angloedema |

Trs These patients
s there was no

~d|agnosed by procedures mc!udmg ab
symptoms resolved after stoppm the AC

In.a large U.S. postmarketmg stt
tongue, or throat edema) was reporte
of wh ite pat:ents These rates were not dl

hen ACE mhlbztors :

lnhubltor Anaphylacto&d reactxons have; a so:‘ been reportedatn-. ( eréoih'g«:}Q{w,-dehs,ity' ‘
hpoproteln apheresrs wnth dextran sulfate absorptron ‘ : ~ :

Hypotensron o

Ramipril can cause symptomattc hypoten' jor, afte
dosage has been increased. Like
with hypotension in: uncomphcate
to occur in patients who have b ~ pr L
therapy, dietary salt restnctlon dta&ysns drarrhea or vcmltmg Vofume and/or salt depletron, '

should be corrected before mmatmg therapy with ramlpn! S : '

roduct or any other i

ACE inhibitors :

gleedema was -

ed hfe hreatemng' e



g

,mhlbrtor therapy may cause excess

‘As with other ACE mhrbttors rarely, amﬂdz

: mhrbrtors will be found In: these rare cases.'the mothers sh

mtraammotlc envrronment

In patients with- congestlve heart farlur o wrthout assocaated renat ;rnsufﬂcrency, ACE,\’” |

herapy should
r the ﬁrst 2 weeks

,necessary, treated
‘ can be contmued

followmg restoratron of blood pressure and volume

Hepat:c Farlure

Rarely, ACE inhibitors, mcludlng ramlpnl have been assocrat"’
chotestatlc ;aundrce and. progresses to fut :

: ,e that starts wrth j
es) death. The
ors who develop
g CE mhrbstor and

Jaundlce or marked e!evatlons of hepatlc&enzymes sho ild- ¢
receive appropnate medlcal fol low-up :

cell count and hemogtobtn content, whi } | p.
cases agranulocytosrs pancytopema and ‘one marrow de essre _eccur Hematologrcal b
t ' age vascular dtsease. :

the dlsease :s assocrated wrth mparred renat functlcn

FetaI/Neonatal Morbidrty and Mortalrty

ACE xnhibltors can cause fetat and neon*
women. Several dozen ‘cases have be
detected ACE rnhlbltors should be dtsco‘,

development Prematunty, mtrauterme growth retardation; anc
been reported, although it is not ctear whether these occurre
exposure ; ;

ess, when patrents 3
: ‘ff ramlprrl as soon

alternative to ACE
ed of the potential

hazards to their fetuses and senat ultraseund exammatrons shouid be ’ _med to assess the '

Bl fe-savmg;‘,

for the mother. Contractlon stress stin CST) a non-stress test (NST) 0 "blephystsal profiling

(BPP) may be approprlate dependtng upon the week of pregnancy Patients and physrcxans

~with oliguria or =



should be aware, however, that ohgohy’**amnxos may not appear unttl after the fetus has ;
sustained irreversible mjury : .

‘Infants with histories of in utero exposure to ACE mhnbltors sheuid be ciosely observed fory
hypotensnon ohgurla and hyp' g

/ ‘hese means but

nt fthese infants. -

: Ilmlted expenence has not shown that such .emova | as centrai ,

, and cynomolgus'

No terategemc effects of ramtpn! were seen m studces 0{ go) " ;
g etely 400 tlmes {in

‘severe congestrve heart fallu
angiotensin-aldosterone syste
_including ramipril, may be asso
“acute renal fallure and/or death

1 angiotensin converting enzyme “inhibito 1
Jguna and/or pregresswe azotemla ‘and (rarely) with-

In hypertensive patlents wu’th unllateral or bil
“nitrogen and serum creatinine may o
enzyme inhibitor suggests that these
ramipril and/or diuretic therapy In suc
f:rst few weeks of therapy Some hyp

d*tscanimuatxon of‘
] ;|tored dunng thei -

uctlon of ramlprﬂ o

Evaluation of the hypertensw .
function. (See DOSAGE AND A

~Hyperkalemia !n chmcal \trt ‘s\'f

hese patlente w\asQ
e development of

hyperkalemna mclude renal msufﬁmen
potass;um—sparmg dluretncs

dlscontmuatlon of therapy ACE lnhiblton '
diagnosis of cough =

Impaired Liver Functlon Smce 'ramrprllk,}ts prlmamy 'metab
active monety, ramlprﬂat patsents ith imp
plasma levels of ramipril. No
‘hypertensive patients with impai _
may be activated in patients with sev

~ exercised in treating these pat:en

) g;otensm system, ' :
; _'osxs and/or ascites, partlcular caution should be' o

sia with agents[»thar e
ldfotherwise: oceur

,Surgery/Anesthes:a ln patlents undergomg surgery or durmg ane
"produce hypotens:on ramspnl may block anglotensnn 1 formatlon tha

;e't:c Thls usr i



secondary to com bensatiory\remgj; releas
can be corrected by'volUma expansion.

: ypotensronthat »Scéurs as'.,_a resultof this mechamsm #

Informatlon for Patlents

Pregnancy: Female pattents of chntdbeanng age should s
second- and third-trimester exposure to ACE in "b’ltOFS anc{
consequences do not appear to, have: ed from intrau
been limited to the first trimester. These patient: of

physncaans as soon as possuble '

; be told that these
ibi rexposure that has
[e regnanc:es to. the;r

"Jeatment w1th ACE :

Angloedema Angnoedema mcludmg ia ngeal edema, c, ,
: oul nd told to report.

tongue or dlfﬂculty in breathmg)’z and te take no;mcre drug
prescr:bang physmxan j : ,

or vommng can Iead to an excesswe f
Ilghtheadedness and possmie syncope

With diuretics: Patlents on dr
mstltuted may occas:onally exp : ;
, n b m_mtmlzed byt
Sin L intake pric ’ of treatment with
~ ramipril. If thrs is not possnble the stm' , Id be ee DOSAGE AND: \
,ADMlNiSTRATION) : e i : e _

With potassrum supplements and potassmm~spf ing ¢ ; :prxlk'can attenuate, o

in pahents recervmg ACE mhrbltors during i thium. drugs should be ‘
coadm:mstered with cautton and,frequent i lithium leve srecommended If

‘dlgoxm antacxd» &

:sure and ‘heart rate).

consequences of

n of ramipri and



The co-admmlstratron ef /ram.tprn -1an warfa m‘swd not adverse]y affect the ant ‘o“' ulant effects of_ o

,'tidoses of up to
s the maximum

acttwty was detected in the Am e
. DNA- synthes&s in-a human- cell line, 0
oovary cell line. Several metabolites and
Ames test. A study in rats w1th dosags
effects on fertility.

also negative inthe
ot produce adverse

Pregnancy ST e e Y T e k
Pregnancy Categories c (first trimester) and D (second and third trimes See WARNINGS: =
Fetal/Neonatal Morbu:m:y~ } S e R e T T

Nursing Mothers 5

Ingestion of smgle 10 mg oral dose Of ra‘ ipri

metabolites in breast . mtlk Howeve
. concentratuons that are not predlctable fr
, breast feed ‘ , pe

ts of rarmpr!l and its
produce flow milk
ram prn shouid not

Genatric Use

Of the total number of pattents who rece
65 and over while 0.2% were 75 and
observed between these patlents and ; 2nts, .an linical experience
has not identified differences in responses betws en th rly patients, but greater
sensitivity of some older mdlvrduais cannc ruled P N

mtpnl 11 0% werev -

’hlgher in older patcents

Pedlatnc Use -

Safety and. effecnveness in: pednatrtc'patients have net'»'been»festa
:damage has been observed in very you g ral

ADVERSE REACTIONS
Hypertension E

Ramuprﬂ has been evaluated forf safety in
~‘patients were studied in US centr :
Almost 700 of these pattents were eate
adverse events ‘was simitar in
effects (poss&bly or probably relat
placebo-controlled trials were; h
(2.0%), but only the last was mor
Generally, the side: effects wer

required in approxrmately 3
fdxscontmuatlon were: cough (1.0%), “dizz

) No mutagenic |
e, unscheduled
Chinese hamster

ness or safety were =



Ramlpnl S
‘ (n-651) (n—~286)
Asthénia (Fatigue) 13 o 2 2 : 1
In placebo-controiled trials, there was also an. excess ‘of ry infection and flu
syndrome in the ramlprxl group, not E

~carried out before the re!atlonshlp of
events may represent ramxprll induced. cough. Ina
in almost 12%: of ramipril pat:ents wnth about 4%
treatment S

‘some of these .
ed cough was seen.
| discontinuation of

HOPE Study

Ramiprll ACEE

(N—4645) N=465
S i Yt

Discontinuation at any time e 32
Permanent discontinuaton =~~~ .29 28
~Reasons for stopping Cough e T s S e
Hypotension or Dizziness -~ =~ .~ ‘19 15
Angioedema : e ‘0‘3 - ;; - 9;10;.1; :

vOther adverse experrences reported m controlled cl'""

Acute rena! fallure

Angloneumtlc Edema Angtoneurotlc edema has been rep;
chmca! trials. (See WARNINGS ) :

,undic;e, l'penei»"eetitis; &b
anorexia, constipation, a, dry mouth,
on- and taste. dtsturbanc SR

Gastromtestmal Hepatlc fallur .
with  enzyme changes s
dyspepsia, dysphagia, g

these studies were =

pain’ (SOmettmes,’i s



myalgla and welght gam

Post-Marketing Exper:ence.
have been rare reports of hypo i ; A oril ther: . given to pat;ents
concomltantly takmg oral hypoglycemrc agents or msuim The isal relationsh pls unknown.

_Clinical Laboratory Test Fmdings

Creatimne and Blood Urea Nitrogen, |
receiving ramnprll alone, and in 1.5% of patie
blood urea nitrogen levels occurred in 0.

pattents receiving. ramlprtl with a diuret
treatment. Increases in these laborator
'msufhctency or those pretreated wrth :

in 1.2% of patients
etic. Increases in
Ione and in 3% of
' 'tmuatlon of

-~ serum potassium can occur. Potas: m
vngen with cautton and the patsen

frequently. (See

low value and éf :
;rece!wng ramxpnl
atrents discontmued -

decrease of 5 g/dl or 5% respectxvely) ;
alone and in 1.5% of patlents recelvm

andard laboratory‘_- ,
r enzymes, serum .
h ponatremta and

' Other (causal relattonshlps unkno
tests were rarely associated with
bilirubin, uric acid, and blood glucose
‘scattered incidents of leukopema 80
patients discontinued treatment for laboratory abnurmahtnes ;
—or abnormaf llverfunctlon tests. N

”OVERDOSAGE

overdosage are avallabie The mo
to hypotension. ' AR

: ‘ktnxcel”\'trialé" there

tion, eievatxon of .
ics should be



LLaboratory determmatlons of serum; levsls?ef ramiprll and nts metabohtes are not wudely avaaiable e
and such determinations: have Hn,any '
overdose : ' L

known whrch

i any, of these substances can be vusefull
hemodnalys:s o .

‘Angtetensm II could presumably«serve asfa specxﬂc antagcm '

' DOSAGE AND ADMINISTRATFON ;
 Blood pressure decreases assoclyatedf;

vascular Causes i
Ramlpnl should be ngen at an lmtlaf dos g, Once a day for
the next 3 weeks, and then increased a olerated, toam é 0 mg, once a day.

If the patient is hypertensive or recently post myocardial infarc iso be given as a -
divided dose ‘ S e e e SR ~

Hypertens:on

‘The recommended mma! dose. for pa’ueﬁ { ‘” ’;, day. Dosage

ance dosagef q

least two hours and untl
: WARNINGS and PRECA JT|

;potassmm-spanng dluretscs can lead to mci‘eases of se m pot ‘

In pattents who are currentiy bemg treatedwnth a dturetlc asy :

_n/1 ‘573m (serum creatmme approxumately'ffs‘
' id be expected to 'nduce fun therapeutnc :

In patsents wnth creatmme cleara e'
>2.5 mg/dl) doses only 25% of tho: y s
. ,Ievels of ramiprilat. (See CLIN%CAL,PHAR ;‘COLOGY )

t,. na estableshed role in- the management of ramiprilg e



Hypertens:on For patnents thh ' f

'HOW SUPPLIED

' Ram;pnl tablets are avaﬂable as foliows

1 25 mg Normal convex pmk fdm coated tablet debossed “R'

Bot’des of 100
Bottles of 1000

- Unit Dose Box: Qf‘[']'QO"” i

Bottles of: 100
. ‘Bottlas of 500
" Bottles of 1000
- Unit Dose Box of 100

: ‘other

- Bottles. of 100
~ Bottles of 500
_Bottles of 1000 ,
,Umt Dose Box of 1 OO

other

Bottles of 100
Botties of 5@0

Bottles of 1000

Umt Dose Box of 10@

sion and renal impairment, the

e Ivi:NDC,,
k "NDC; PRORIREA

5 mg Oval normal convex buff ﬂlm coated tablet debossedk

10 mg: Oval, normal convex, buﬁ’fnm Co‘a:,t,é’d; tab!etdebossed

titrated upward un lood pressﬂre ns '

e and " on the ‘othe'r-". ‘

and “” on the other. -

side and * ” on the

o side and “ " on the

Dispense in well-closed container With, safety closure.

 Store at 20" to 25°C (68" to 77°F) [See USP Controlled Room
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