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BESCRIFTION: mmw\e 1§ a drug be-
ionging 1¢ & clasa of pharmacoiogrcal
agents koown 23 1he Calcum channal
biachers. Mebadane 15 3, 5-andinmdicer-
boxytic 3¢, 3 4-gihyare-2.6- -dymed bt
_4-(2-nitropheeyl)-, dimathyl ester. The
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Nbadiping 18 & yollow Crystabane sub-
stanca, practically nsghubie m weter but
sosuble 10 #thased. It has 3 matecutar
weight of 346,34, Nitediprnt axtended-
roladse 1400t 13 Sormulated 43 § onCe-3-
Sy comtrotied-reiamse Labiet tor orl Bd-
ministration designed 1o deiwer 30 mg
of rutedipine. Esch tablet aiso contaas

ing inactieg mrielands: Meo-
SC3A. aliphatic aicakol solvant.
SO,

the movemant of umnllulll mclull
0ns irto these cafs trough specrfic ion
channbls. Nehcigine sasectively inhibits
caicium on Hux acrons the cal mem-
Sramn of cardiac muscie and vascHa
SPO0IN Muscke without Mienng serwm
CHCIMN CONCAmtTItoNs.

Muchasion of Acties- Aapies: Tha pra-
TISE MAChBMAMS by which iwbeion of
calum mihe ey snging has oot
baen fully delermined, but includes |
ast the Tolownng bwa e hanizms:
Relazziion sod Preveainon of

Atary Spasm: Wiledipina dilstes tve
MMN CUONY Brianes and cornary -
Tatialas, ot in aorms) sad ischemic
TRQONS. ang 13 # pataes intubsior of coro-
Ny rlary spaaim. whather Spomanes
o weponavine-inducsd. This proparty
INCHEASES ICIcAS) CEygen talivicy
Palems, Wit CofmAlry artary spesm. and
14 responsbie tor the ettectreseess of
nifedipne i vasouppstic Prnametal’s
oF varusd) anging, Whather this efiact
plays 2 it i classcal anging 13 nat
chidy, but STudis of marcise lolerancy
Have nOt Shown 4 Ctsae W the maxi.
U ECis (Al PSSO product, §
wisly accavted wiazum of mygen uh-
lization. This suggests thad, in peneral,
Teliaf of toasm or dicaten of coromsry
Wrtaris it nol an important factor in
classcsl s

Reduction of Qipee: Uoization. Whedi-
DO faguiacy reduces artenal pressun
1 vest and at ¥ given hiwel of exevcise by
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HRCELI Of CHTUIC MUSCI 400 vimi-
AT SO M sry denencen upon
he movement of astracaliular caicium
03 (11 [hesg cakls, thoouph soatrhic in
<hannets. Miedioie ssactrvely infubity
Caicium 1n il across the cail mem-
brane of cardiac muscls and vascular
smogth muscle withoul #Henng serum
Caiium coneantratons.
deckanam ot Actien: Aagins: The pre-
crie mechamgmg by which imiomion of
Caicium milur redieves angina has rot
béen Lulty aetermined. bunt cludes af
Jeast the ioliow g twa machamisms
Relazatwn ang Provention of Coronary
Artery Spasm- Mifedipine 4s the
MAN COBAArY wrtenes and CODNMY 8-
tenoles. both @ MYMa) and \schemic
Eens. and 13 3 potent inhiirer of com-
Pafy aftéry spASM. wiwther 1ponianeous
ar argonowing-induced. This property
MCMBSES MyDCArdial Geygen cheiivry in
Phlsteds with coronacy srtery spasm. and
15 raspontibie for the atiactivanass of
nrfedipinn 10 vasaspastic IPinzmea’s
OF Vanant angina. Wather thiy etfact
Plays sty role in classical angina i oat
Clear, bul studies of exertrsy Iokrance
Nt ol shown a0 ncrease i the may-
UM EIBICISE FALK-Drtsure product, §
wadety accaplég measurs of g M-
lizaton, This sugpests that i gnensl,
re{ef of spasm of dilation of covonacy
arteiNs 18 not an important lactor n
classical anging,
Reducton of Ceygen (Briczation: Mis-
Dine reguisrly taduces arens presswe
nmmﬂamwﬂmmm
GRating penphecai artancies and raduc-
183 tha total penphacal vascular rsis.
lance (afteripad) 31 which the
heart works This unioading of the heart
TRCKICES MbCardia! energy Consumption
and qeygen requnements, ang probably
000Ut for e sttecivenes of Aifeg-
P in Chittac staiie angina.
Apporiaasion: The macharigm by which
ledipioe mduees artanal blocd pres-
SUTY (s pNphacl artenal vasad
latahan #nd the mrutting reduction n
Panipheral vascular mystancs. The -
€384 penpharal vascuiar mustance
that 15 an underinng cause of hyperian-
Son Mty {rom se incresse in actve
ONSI0n W the visCulsr smooth museis
Stedies have damonstiated ihat the
IACTUAM 10 Jcfrvd Tension reflecty an
ACTRESA V. CYDSOHC e Cacrum
Nifedining 1s 3 peripheval artenai
VANhiLstor which BT dectly on wisty-
far smocth muscle. The brging of acied-
W [0 voltage-depencent and ORIy
ICROLN-0paratad chanheis w1 vasCular
Smoath Muscit GRS i an shabition of
COICIm Wi IvDugn these channms.
Stores of intracabolar calcmm m vascy-
00 oot muscie s imited and s
depandent upan the miiar of eracely-
Wt ealcum for contraction 1o oceur. The
mduction e catwm i by
CRUSES BTTENN) vE3adiation wnd de-
Creased panpherl vascuiar maistance
WhCh risults In s & artenal blood
PRI,
PRarmacshinatics 2! Wetsbalam:
Weiecipin 15 completery -uarbed after
oral admissstration. £ - u.na deug con-
Contrations st 5t & § oo, comrolied
raiy SHer & Acudigin i amded-releasn
idiet doae and reach 1 plateey ot ap-
Prosim sy 3ix hours £ Ir the st doke,
For subsequant doas 4, rmvatively con-
stant plesma conc atrateons. al this
plalesu art meinls sed with muimsl
fiucluations ower ke 24-towl desing
wtarval, Alxut o lowr-lol gher flucty-
Hron e (rotio of ek th owgh plas-
Ma conceatralien) wes cbearved with
ha convestional ivmediate-reisase
neladigene ca0Hld at 1.0 desing Tham
with once diily niledipona extanded-
iense tabiel. M steady-stste the bic-
Suirabiiy of th wrinduping axtended-
piense Labiet & DE relarbve 1D umadki-
B-ruana s Chpsiies. Adein-
siration of the siiedipine ectended-
eipase taDk 10 the presance of
Shghtly after thwe eadly rate of drug ab-
$0rption. bei dai net, wotiumnce e -
tent of drag bicavadability. Markatly
duced /) retetion ime gver prokonged
UNOCL [1.4.. Short bowntl Syndroma),
Nowvrr, may infuence the pharmacok -
natic peofitg of the dnug wiich could
potentiidly result in lower plasma con-
contratons Pharmacokinetics of ndec-
pine extanded-reiease tablets are finas
over tha dose range o 30 0 180 mg
that plasma drug concentrations e
proportna) to doss admenistered. There
w3 o pcence of dose dumping wither
1 the presance of Jbsancs of food for
over |50 subjects 1 pharmacokinelic
stud.

Mitndipone 13 e ensively MeLabokeed
10 beghly watwr-50l e, mactive metabo-
Iites accounbng b ¢ 60 to BO% of the
oose ecrwbad in Ht: uond. Thee elimens -
titns all-lide of % ledipeny 13 wpprmm-
Pataly to hours. iy traces (less than
0.1% of the dose of unchanged form
can b datected a iha urine. Tha -
Maeetiie 13 mveted m i bces w my-
tabolumt form, most aely a1 & result of
bueary orwton. Thas, the pharmacok-
nehct. of nredeonnd 41 net uieficanty
intluanced by te degres of renal weper -
men Pahents « himirduyses o then-
xlmmmlﬂl"!:’;r
nol reported wgnrficantty ant -
maciunitics of nifedipin. Sinca hapatic
baatentstorsmation 11 The predomisam
route for tha draposition at nefedipine.
he pharmacolingtics may bi sensd i
prtents with chromic iver Siseesa, Fa-
benty, with hepetic impammant (v cxr-
hosis) have 2 longe despesitin halt-
rky g hgher Do 1 bty ol nddeck -
Dune Than sty voiur £ s The dagron



Aieswne Zaosuse I 1.0. Doung :han
wrih gace daily mitegipene exiended-
reierse tabi, AL Rasdy-3tate e beo-
avasabiity of The Arieaioens axtended-
raleasy AN 13 56 ralatrve o e
m—m-s:. Prbeciung CHpiuies. Admin-
sstration of tie nifegiging extended-
reida%e bt 10 the prazence of tood ="
shightly Sary. Tha sarty o1 of drug ab-
wrplion. bud doss nat infusncy: the m-
feni of drug toavadatality Markegly
reducsd Gl revention fime gver prolonged
periots (2. short Dowel syndrome).
vt My tnHugnce the phanmacoli-
netic protve of the Sy which Could
patentigity resutt i iower pasma con-
contishons. Pharmacoiunetics of nredi-
pine exdendéd-reiease tabiets are hnear
Qv tha dose raege of 30 1o 130 mg n
thal plasma grug concenirahions aré
te dose sdmwustensd. There:
wis 10 enience of Josk dumping erther
th the presence of absence of topd for
aver 150 subpcts in pharmacolumetic
studins.
Netuckgune: 15 mtonrinety metabokeed
o heghly wabe-olulie. 1nectr metabo-
Iies aceounting for &0 1o B0% of the
dose mecreted 10 the unne. The atimmns-
1iom halt-ite of milediping 13 approu-
matey twp hous. Only traces (ieks an
0.1% of the dasa) of unchanged form
can ba detected i the unne. The re-
mawndne 11 crted 1 the ks i e
[#tohzed form, mast ey as 3 resull of
bihiary ecreton. Thu3. the pharmacol-
nehcs o nrisdewne see not spmheantly
witiuencad by the: degras of renal mpar -
ment, Patats in hamediaiya of chron-
1c smbutmtery paritomeal distysis have
not reported sapniticantly altersd phat-
macokehcs of neledipie, Smck hepatc
brotranstormation 15 the pledominant
route for the disposition gt mbediging,
The phanmacokimtis may be atternd m
patients weth chonc iner dusease. 73
tunts with hopatic mgaemant (er o
hows) have & longer despotition haif-

high (92 to S8%1. Praten binding My
e graatty rectuced w petrents wth rnal
o henatet Impasment.

Lika other siow-channel
tiockars, miedipuw muerts & negaine
inotropsc ettect on solated myocsrdial
bason. THHS 3 raraly, el 3800 M in-
tact Barmais O Man, probebly becevse
of rethm nesponses to ity wasadiating
pitects. tn mas, mingiping decreases
penpharsl vascyist resistance which
Jends 1o & Tl I systolc and durstelic
pressunes, usually miwmal in normokn -
v velunteers (s than §to 10 mm Hg
systolic), But sometimes lsrger. With
nuudigine axtandad-takease Lablets.
these detiases 8 biood prassuN =Y
not accompanied by sny sigmficant
change in heart rate, Hemody
wiudied W patints with NOMa ventney-
1ar funcion nave generatly found 2 small
Incransd 1 Canipt NGRS without Ao
#ffacts on wechon fraction, i vemtricu-
tar 0 diastolic presson (LYEDF] or voi-
ume (LVEDY). In patients with impaied
vernGula hunction. Most acute Studies
have showh S0/ INCIEASE 1N SecTon
frpeton snd mduction i et wtncular
Hlling pres$uns.

Eactrophysisiegic Effects: Although,
ike ot membery of its clasa, mhedi-
ping causes a shight deptession of
sinoatrial node function aed Mrioven-
brigutpr conduction in 3olsted mYOSar-
tha) praparahiont, 3uch ethcts hive
been s N stuthes m mtact aemmals
o 1 man. n termal sectiophyssiogc
studies, In patients with
pocmal conduction tystests, hifedipind
has had no tendency 10 prong -
eveniocutat conduction o siaus node
Tovovary lime, o fo S oW R
IWICATINS NS USARE: Yotsepastic
Jagina: Nitedipin extended-iinase
1ablets s indicated fov the manage
meni ot vasospastic angws confirmed
by amy ol the loligmnyg critena: 1) elaal-

wrgonoves, o 31 anpographcally [
moni7ates Corshay ariery Apasm. n
1hasa patnts whe ke had sngRgis-
phy. the presance ot ugnrticant tond
costructren desbase 13 et incompatii
with (he ciagmamy ol vE3APRSIC SAg-
na. prowded That the abows crtuna ank
salisiwd. Miiedrping extomded-riaase
may als0 t x3ed whare e chiical pre-
SHmLUON SuFpusts 8 paasbie rEII-
1ic compoadil but where vasospasi has
ol hesn contirmed, &g, Weers BBIA has
# vanabie theeshold sa ssrton of 10
Unstable AREINA WerE BlectaCardee-
Lragnic TndHngs are cuRpILIbE wih

manspemenl of Chronic Wable angina
{etton-associsted engina) wrihout we-
dence of vAs03DRIMm in patients wha
remain symptomatic despite adequate
Souks of beta Diochans and/er SFERNK
niirates of wha camnot fokrate those
s

i chromc stabla sngna (ptort-a530-
ciated snpa) Miedipend has teen of-
itk i controted tnats of up 1o wght
weets. durabion 0 reduiing angina in-
QUERCY 3G INCTRASING RXATCIM ok
anoe, bl contrmation of sustsned wi-
Jactivenims 204 wvalughon ol kng ferm
satuty 1 D patuaets. 15 meompista.

rtudepion and buta-blockung spents
be beneticial 1 patents wih chronc
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FABAKC 1ARES e SCADATILM TR
RIS FISOSLOES X whem anging
18 neTaCIony t DTItes MMOr Moeouave
o5 ol beta biochers.

Chraic Stubin dagme (Ctatcal Effert-
Assocrsted ARgmy’: Melscipng
od-reexse labiets oy m
MARDEERNT of CAONK $1aDk HAEINA
(eHort-a5s0cipted anpna) wthowt v
dence ol vesagpasm in patigniy why
remain symotomatic despits adequate
00sts of bata DIOCKSS andior orfanec
niirates o who cannot tolerate those
apents,

1 chiome stabie sngyd e 4530
Cated sngina) nitwdiping has been of-
factrvy i cantrolied tnals of up o eghl
waeks durshion in educing angiia te-
QUENCY and (KCTRISING ATIFCISE (Diar-
ance, but conhemation ¢ sustaed of-
foctreaness and wvaiustion of fong Tem
Salety ih hese patients 15 moomplete.

Corrplied studees 1 ymad numbers
of patwnts supieest concomitam uss of
Irhediper 30 bita-blockung apents may
be benrhcisl in pahients with chiome
siable anpns. but avadatie miormaton
1 not suthcust to predict with conf-

=mePthe afiects of concurcent fraat-
dwel, especially In patients with com-
promrsed left wentrculsr fuction or car-
uic condiuchon sbnormaides. Wher in-
1radueing such concomitent theragy.
catt must by taken to manner Mood
POTIUIE ClOSHly SINCE SIVEFE DO~
SO CHN oceur trom the comiinet of-
Jacts of the drugs. (See WARNINGS |
Hyportession: Nifediping extandad-
release 1abiets pre micaind for the
treatavent of hypertension. [t may be
e plone: or 1 combasion wath. oiher
IDAtenive Aty
COMTRAIDICATIONS.: Known typarsan-
Srtrety machon to nifedipine.

WARNMIES. Excosaiva Mypwisnsion: A-
Ihough in mosi sApAd paluerdy the hy-
potensrvy aftect of nidediping 11 modest
and wall tolerated, occasonsi patnty

Hliy occurmd dunng wvtial tiration o ot
tha time & twbsequent upward dosape
adjusiment, and may be more likety in
[uienty on concomdamt bata biociers.

ported » patents recevang nrediping
et with & bets-biackung spem who
UNGUrWTE COIDAMY drtery SYPASS Sur-
o7y wEng high duse Weniaced pmesthe-
sa. The wheachion with high dosa iee-
el 3ppESF3 b bk dus I the ominng -
ton of nefedipine and & bets biocher, byl
The possibibity that it may occur with
Pindiping slona. with low doses ol -
18t 1n athar surpicat procedures, o

where uegwry unng high dose fertan
anestiiy 15 contamplated. the plys-
<ian should st dwiin of thess patential
peohiemz and i the patwent's congition
permits, sufficient ime (at least 36
hours) should ba silowsd for niactiping
1o b washed out of the body prior to
gy

The foiowsng formatien should ba
taken w0 secount in those paints who
are being trested for hysértension a3
wall ¥5 angina:

ncrexsed fagina sadier Byecarslal
Intarction: Ramly. patasty, pacticulany
1hose who hive dévire pbeinactve con-
nary prtery dissase. have developed wei
docomentad rnerkesed frecuency. durs-
hon god/or severtty of angins o stte
myocarcial infaschon on slartng adede
e o M the time of dosape e
The mechanism of this ahact 15 not
establishad.

Dota Blaciar Withdrowst: 1t 13 1mpor-
tant ta taper Duta biochers it pogsibie,
rathed s stopoing them sboaplly be-
lore beginreng dedipia. Patwnts rp-
oty st from beta biockers sy
Gveiop 3 withdrewal syadiome with
incredsed anging, probably miated to
Increased sanityvrty (5 Cata-helytings
betateon of ndfedipame: trastmant il not
DIVRIN thes BCEUINGS ad 40 acTRon
a3 been reporead o mcress &
Comgosiive Neart Falwre: Rarwly, pa-
Tients ususily recesving B bats blockr
huwe devaiopi At fasury sfter begn-
ng neiudipine. Pahents with by aor-
1ic ttenosis may be at grester nsh bor
Suth M Bverd, s the uosding attect of
nifedipine wouid be sxpected to be of
W35 beneft to thosa pabents. pwing to
Hhow Homd impaasncs to fiow across the
SONUC vale,

PRECANTIENS: Benaral: ¥ypetension:
Bacaysh trethiate dcTersas panphersl
vasculsr resistance, carvhel monstonng
of blood préssure during the witial
sdmintsirabion and ttraen of nrtediping:
13 sugpested. Close pboirvtion iy sape-
oty recommendad for pabets skady
taking medications [N dre knined to
Tower biood (XS, (Sem WARNINGS )
£dema: Wild to maderate
petipharal sdamy oceurs i 4 dose
manme with an incidance
ranging trom approximataly 10% te
3out 30% 2 the mptwst dost Studnd

thought tu be gxsaciaied with vaspdda-
thon of dependent srisheles and 1mall
Dhoors weasets and nal du To Jeft vertnc-
ulst dysienctuph or gonerelized fuid
rotenbion. With pabens whose anging o
oot pyiion 13 comphatd by congey-
trve heatt faihure, Cotk Shoukd te Laken
Io differestiots this panphersl sdemy
Trom the etiects of crasing W ven-
Incylar dysfuncion

Bohar: As with any other ron-defommable
A.’ “aebien sheild b 1ged when



AN ATy Disedse v ReVINODEG wei
Sarymeniag INCTEAY TRQUENCY, dwa-
TN ancior sevarrty of ARgWd Of acute
macardial iNCton on darting nedr
ping or at ihe me of 02S2p incruase.
The mechanism of thrs aitect 15 not
exLablishad,

uta Becker Withdrawal: 1 15 impor -
tant to 1apér defa diockers .1 possibis,
raiher than stopping them abruptty Se-
tore pepinming Achedigene. Pabents -
oenthy wrthdrawn from beta blockers may
Gevelag 3 withdrawal synarame with
Increased angins. probably related fo
INCFRAMT ST 10 CALSCROLAMeS
inttiation of ndedipine treatment wiil not
prevnt this etcurmnce and o0 accasien
has been reported to mcrease n
Compestive Neart Fpllyrn: Rarely, 04-
1013 usysily receving 1 bata blocker,
v Sevrioosd et faiee atter degin-
mng rtedipene. Paherts with tipht aor-
b stenovis may be at grbater ngh on
such an event, 35 the unioading ettect ot
nidedipine would be exprcted to ba of
less beneht 1o thase patwnts, gwing to
thet fid impedance to fiow acrosy. the
SR vaive.

PRECAUTIBNS: Kangral: Sypwtonsion:
Because nriecigene decreases panoheral
VBSCUNT fRSISTanCE. cartiul Monttonng
o blood pressure during 1he imbial
admirstraion and tribon of ndedipine
12 suggesied. Close pbasrvation 1§ espe-
Gty recomimunded for patertts aiveady
tamng medicaiions that are knawn ta
Tomed bioog pririsure. {See WARNINGS.|
Parighersi Efwmy: Nild to moderate
PEIphEI3] EdUma oCCurs 10 & dose
dependant mannsr with an ingigence
ranging fram apprommataly 10% ta
about J0% at the highest dose studied
1180 tg). 4 14 4 Wealiped phenatrimon
thoogh to be associated with vasodtia-
hixt of dependent Artenoks and small
biood vessas 3nd A0l duk Lo heft venine -
ular dysfunchinn o pemerahzed fiued
eemion. Wiih palients whosa angina of
Ipertension i3 compixated by conges-
Twe heart Ielure. cank shoukd b taken
1o differentiate T3 pengheral sdema
from the eucts of incmasing il ven-
tncular dysfunctan

Othar: As with sy othar non-deformatie
matend), cailion shoukl be used when
sdmumstering niedipine extended.
MEMSE N paiwnts with preecsiing sev-
ore gastroniestinal namowing (pathe-
oy of iatroganec) Thare have basn rane
reporls of obstructive symotoms i
Dpattents wilh kngwn sinctunes i 25300~
ation with the ingeston of ritedipine
atended-reass.

trtormation lor Patieats: Mifedipine
extended-reiease tabiets showld be swal-
lowed whaie. Do pot ehew. dinde ar
crush tadiets Do ol be concernad H you
cceasionalty Hotice it your $tool Some-
hing hat jooks e @ tabiet, In nriadi-
e xtencid-release. e Matication is
contemed witun 2 madm that has been
spscdlly deyprad Lo Siowly reledte the
drug for your body 10 absord. Whan this
process i3 completyd. portiony of the
mareia may be aliminated Irom your

Labaratery Tasta: Ram. usualy tran-
sienl. but occasionally significant seva-
Homs of enZyMeS Such &S akabine phos-
phatase. CPR 1DH. SGOT and SGFT have
been roted. The retationship 1o mbedi-
(o HeaEy 15 unEertinn i most Tases.
but probable 0 some. Thess laboratory
abnormalthes have rardy deen assocat-
83 with Climical symgpioms. howavr
cholestasis wath o without isundice tas
been reported. A amatl {5.4%) incresse
n mean Hialion phosphalase was notwd
1 PADERLS 11eaind with nifadiping -
tendad-reianse. Thes wat &0 1calated
finging not associaied wiih chnical
Symptams and 1 rarely esuited M vl
utd winch fell ouiside e nomal ey,
Rarw nztances ot sterpc fwgatihy. vy
bean reported. (n controlied studies,
Mikedipine actended-reiesse 4 not 3~
vissaly athct sench unc Bead. EIUCoN.
o choipstarot Serum Dolessium wis -
changed m palents racenng niladdpune
extended-nHiease in tha atsenca o con-
comuignt disret; therapy, and slighily
SICTRBIN R DALWILS TRCHHART CONCOMI-
1an dhurstics.

Netachpang. ke gther Calcum chan-
nel blackers. decreases platet aggne-
FRion i vifre: Limwted chnital studes
have demonsirated a modetate bl ste-
tishcaly Jgruhcant ducrease n piatvet
StiRaton a0 INCEA3E 1N biesding
TuTot 11 40 AtadePend BECMALS. TS 1§
thought % be x function of nhibeison of
SHkIum Lranzoon #croas (e plitdiel
memprans. Mo chmcal sigmbcance
Ihess hngings has baen demansirated.
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Positiva direct Copmbs test
with/wiihout hemolytyc: Semia ha3 b
reporied bul 3 Cau3al ratianship be-
Iween nilediping administratios yng
pastiraty of this Laboratiey fest, nclud-
ing hemolysis. could Aot be determmed.

Aithouh sedisne has ben used
Sately m patients with renat dystunction
AN has been reporied to et 4 Densh-
i3l efhact In teltiun CASES, T® RPaTs-
ible wevations in BUK #nd serum craat-
ming have been raportied i pAGRNTS Wl
pre-emisung chromc renal insuthoiency
The relationsiup {0 prindiping thacapy &
GhCETaN 1 most cases but probable n
oM
brug Ctny: Bata-adranarpic
eching apeviz: (St INDICATIONS AN
USAGE and WARMINGS.j Expenence in
over 1400 patients with nrbedipang 1m-
medate-raease capsules 1n 2 poncom-
parative chinicai tha) has thow that
concomAant adminrstration of Artedimwne
and bela-biocking pfents 15 Lsustly wall
toberated but Mhere have baen BCCasOnal
Idetature regarts suggesting that the
COMDNAION MAY NCrEIse the Hkeimood
o conpestrve hearl faiure. severs po-
Tonsion, or exbcanatbon of anprd.

Long dctag Mitraius: NMsdipine may be
salety co-sdmimistered with nitrates, but
Ibere have besi v Lontrolied Studies to
sualyate the shanginal eftectreness of
s combanation

Bigitalis: Admimisteanion of nrfedipim
with digoin ncreased dipoun kevels
nine of tweive normal volunteers. The
avrage increase was 45%. Anothet m-
vestigatar found no incresse 1n dgomn
loveis in thirteen prbeets wiih coronany
artery disaase in 30 uncontrolied study
of cver two hundred panhents with con-
gestve beart [l duna g wiich digor-
10 biood levais were not measured, digi-
tahs toacity was nol obisereed. Since
here have been 1salzted mwports of pa-
trents with elevated dipman levels, @ 15
recommended that difomin levels by
mearored when imtirting. adjusting,
and discantipuing pifedipind to dvtid
DPosEibie over- of ubder -igriatization.
Cawmarin Anocazguisnts: Thare have
baan AT (BpOCtS Of INCTAATA) prothrom-
bin tme i galienes 13kimg coumanm
snosagulants 1o whom Adedtpine was
siministored. Mowever, the reigtionship
to nrivdrging Heragy i3 uncartam.
Cimotidins: & sty 10 30 hasiiry wolun-
ety has shown & sipvficant ncresse in
peak niedipne plasna levels (80%)
and area-under-the-curve (14%), after 3
one week course of Gimending at
1000 mg oer dey and nriadipine al
40 mg per dey. Remitidine producad
amaiter, non-ugnificant incresses. Mhe
eHect may be mediated by the known
tnhebetion of cimetding on Reprhe Sy
chrome P-450, the enfyme sysiem prob-
ably responuibie for the tiert-pass me-
taboirsm of nchedipene. If Aadiine ther-
Afy 18 Initiated tm 8 patient currently
acenving cmeliding, caytious tiration iy
advsed

Larcimepesesh, Matageaeris, tmpar-
avomt of Fortity: Mitodipsne we3 admin-
\sternd orally 1 7aks for two years and
weid not shown 10 be cacmopsnic. When
gven o reta poor ko matmg, neediine
caused reduced ferlidity at & dose 4p-
procmataly 30 i O mEDmUm -
ommended bumes dose. There is 1 iiter-
atort report of reversible reduction w The
ity of uman toam obtained from 2
limited number of tntertile men talong
recommundad deses of nrikceene o ind
10 aad et 0 ovom 0 v fn e
muthgencity stUdIES wern negatrve.
Peagnancy: Proguascy Categery C:
Nrfediping hys besn 3hown 1o poducy
teratogenk: hndings 1n rats And rabbrts.
inciuding digitsl snomalas ssmilar i
thate reparted for phanytein. Digitsl
anomaies hyve bt reponied b occur
with other members of the dimdropm-
dine clsss and ary possidiy a result ol
compromesed wherna biood fiow. Nitedi-
pene admirvstration was ss3aciated with
2 vanety o sbryoiouc, olscentoni.
stunimt

b (mica), chtt patate (micel, smatt

1 ] underdeveinped Chinsnic
wilit (mpnkeys), embryonit and fetal
deaths {rafs. mice, rabbdts), and pro-
longed pregrancy/decraaied nechalsl
survival (1ats: ot evaivaiad 1n othar
speces). O 3 /g sasis, all of The
doses associsted with the TVATOReMC
ambiyolome of fetptaue sffects n an-
mals ware rghe (3.5 bn 47 et than
1hs madimem recommended humes
dost 0f 120 mg/day. On 3 mp/mé? bases,
oM OSES Wire Pgier pid 30ME A
Jowar than the MAKIGM (acommensis
human s but a¥ ary withen an order
of eaageue of 1. The doses asociated
wiih placentstmec effects 18 monkeys
wass eQuivaient [ of Jowi than the
maRmum racommanded humed 0GR o0
2 mg/m? sam,

Thare aru a Sdaquste 3 wall-Gon-
owed stdws n pragnant women. M-
fadipome tinded-release Lebiets thoud
be used ounng pragnancy only i the po-
tantua) bt justrfies the pobential risk
n the betus.

Podiaric Uou: Sahty ans tectraness
in pedeaing patients have net [
asiablishe

ARVERSE REACTIONS: Over 1000 os-



Fy 9

R X PP
DGR Jn0 UNGETYMION] SMonone:
w1 imeteyy) emoryanie and ftai
GRBths rats. micw. rabixts). ang oro-
lonped pewgnancy decressad neonatal
Sanitval {rats; not evaivated in piher
oecies) O 3 g basis. ail of the
Q0341 ALSOCIETY wth the evatopenic
OOl o fatotanc sftects i ani-
ML wire hegher (15 1 47 b} than
(he maxitum recommended human
05 of 120 my/day On a mg/m? hans.
S0me fovet wars Nghes B0 some ware
Jows: Han e mamum mconmandsd
NUMan dost Dt &4 31w within an order
o magetude of 4. The deses Nasaciptes
with placentatonc ftects in Monkéys
Weie equivalent to or lowsr 1han the
MAUMUMN Mcommanded tuman dose on
amg/md baus.

Thers 372 00 adequate aext wel-con-
trolled studies 1n pregnant women M-
Fodioune extanded-raieasa tablats show
uumnmmmw’my#man-
temlial benetd wstifies the potsmipl s
1o tha tefus.

Fedatric Use: Satwty and etectveness
N pedidtric pabients Nave not deen
astablished,

ABVERSE WEACTIONS: Over LOOO pa-
hients from Both controNed and opn tn-
Als with ardsdipion ertended-saleass
tablets  bypertensian ang SNPNA wary
inciuded # the evaiustion of advarss ex-
Pparbnces. All o witucts maported dur-
Ing nefadeping extended-cotease isbiet
Thesapy ware Dabuiated indepandent of
thesr tausa! ralation t medication. The
Most common 1ide etfect reported with
nifadiine stvrded-reease wis ema
wuch was dose refated and angsd in
irequency from dpprommangty 1% to
oA 0% at He tighest dose stugweg
1180 mg). Dther commen atvarse sgan.

ances teported 10 placebo-controlied tn-
als Mkt

INFEDPisE

EXTENDED-

TABUETY
ABYERSE %) (%)
EFFECY Nalt?)  (Haieg)
Headacha 158 91
Fatigue 59 il
Drzniness il 45
Constipation kE] 21
Nausaa 13 19
Of these, onty atema and hesdach

WYTE MOk COMMon i niksdiging -
tanded-rilesse patienty than placebo
Pabenty,

Tha folioweng sdvarse meachiony. -
curved with an incidence of lese than
J0%. vt the meaphos of leg Etymps.
the indence of thess side sifects wis
similas fo that of placebo sione.

Bty s A WaniaSyriomic: ssthe-

np, Nlushwng, pem

Bl sty
Comiral Narveny System: insomnia.
PVOUTARLY. ParESthesra. Yomme-
nce

armatalegic: pruntus, msh
Gastraitestinn: Abdommnal paon,
g, dry mouth. dvapepus, flat-
ulency

Murcaleshaletsl: arthral,
1]

(ttwr 2dverse mactions were report.
ed sporadically with an incidence of
10% of as. Thesa meioge:

Bady s A Whela/Spatemic: face

sdema. fwver, ot Nathes, malaise,

penarben wlema, rigors

10N, abraml wsin, aste parver-

30N, bondus

UregenitalRepravactive: breas!

PN, Gysuns, MemMUNE, naciuns

AQVITIE Expenences wiwch pogumed
N s than | in 1000 petwnts cannpt
be distingwished from conewrnt dis-
S states o madications.

The followsng adwirre spenences,
ported in a3 than 1% of patents,
occurted under conditons {e.g. ooen -
Als, marketing axpengnce) whery §
causal reistionship 13 unceftain gay-
romtesting? imtatios, (4 stroirtesting
inading, pyacomastuy

n melitipe-gowe US. and forwign
comrofied studus. with nifedipine cap-
AL 1N WiIEh adverse mactiens ware
Teported spontaneously, adverse sfects
wers fraquant but enersiy at 1nous
and rarely required Siscontinuabon of
therapy or detagy ddpstment Mot were
apicted consequences of e vasodry-
tor eftects of niedipine immediate
L)

NNEMPE
TNNERIATE -

ABVERTE {%) (X}
EFFECT M=28] (N=137)
Diztimess.
ighthaadedness,
Pidiness i 15
Flusing, hext

saneating b v



P T S T T
1AbMEY o perension ane angme e
WCHURT 5 the IvHhon of adverse e1-
penences. Al ude eHecty mported dur-
IME wledipng extended-riease tabiet
heragy wery Eabyiated ncependerd of
Theet CouSal relation % Medeciion. The
most common side eftect feponed with
NiNdipns: ertended-reissss was sdewy
WRCh was dosa related and rangad i
Irequency from approaimarety 10% 1o
atout 3% at the wghest dose studied
180 mg). Other common adverse mpan -
ences feporied in prabebo-controled tn.
a3 Jnciude:

Of thesa, oriy sdema snd heddache
w{d MO COmMmMON 10 nifedipiAg Bc-
tented-reiass patsms than placebo
patumty,

Tha tolemng sdverse reactions oc-
curred wrih #n :ncidence of st than
3.0°%. With tw mxcaphon of leg cramps,
the nexdence of thse de slects was
Similar fo et of placebo slone

Body Az A Whelw/Systemic: asthy-

ma, Hushng, pain

't et pbons
Cal'si Worvoms Systam: insommg,
ARIVOUSNELS, pAksiesa. somne-

ency

Sermatalogic: prurtiys. rash
Gartraimtestiast- atdomingl parn,
disirhea, dry mouth, dysoecsia, Nat-
Lience

Muscabashatetal: arthisipa, leg

cramps

Remglratory: chest pain |nwspacr-

ic]. dyspnes

Wragonital: (mpotence. pokuna

Other avarse rEactions wers reged-
#d 3poradecally with yn mcidance of
L0% or less. These include:

Bty M1 & Whsla/Sytomic: face

adems, Wvir, hot flasaws. melsine,

panorbal sdems, npony

Cardigviscaiar: arriythmia, hpo-

hensaon, incrissed prpes, tachvtar-

b, Syncope:

Contral Borvees System: snnaty,

atwn). decressed ik, depressin,

Trbirtoma, hynoesthesas, M raans.

"

myspal
Respiratery: coughing, epistans,
Upper eSgH Moy tract srhctam,

m-
ratry desarier, Siusdtiz

Spociel Soman: 2bnormal iscnms-

Hon, abnormal wisn, taste perver-

o, tnnitus

NregesitalReproductive: breas!

DA, dysung, hematuna. noctuns

Advarse scpenances wivch oocumed
i o33 than L i 1000 patwets canmol
be distingwished from concurrent dia-
225 States o0 Wt ptins.

The foliowing adverse sipanances,
reported w ks than 1% o patients,
SCCWTR under CONKIDONS. (9.2 opan -
#3, mamating sxparcence) whare &
causal relationship 1y uncertan: gas-
trowrbestinal ivitatie, o strosstesting]

In multiphe-doae U.S. and loregn
coniotied shudes with nikediping cap-
THEL N wich 3dverse mactons ware
repeted sontanasusly, i frirse sty
wire raguint bol penera dy net oy
And romy requied disc ttnuaton of
Ehiragy o docage adjuste ant. bost wers

mparcted Con3equInGs o The vasodda:
tor eftects of nitedipi e immediaty
re.se.

TP N
T
RELEAE
AP rUCE
ADVEREE % 1%}
EFFECT {h=lf}  (R=338)
Dirbress.
irghtheadadness.
ddiness n 15
Flushing, heat
sonsation 25 L)
Hendache ] 2
Wasrhness n 1
Mauas,
hearthum il ]
Myscie cramps.
irsmar ] 1
Panpherai
adems ! I
MOrOushss, Mmoo
changes ? 4
whon 7 H
Oripous. cough,
wheazing [ 3
Nass conpestion,
1o throm § 3

Thers 15 atso  Large uncontrolied m-
periance i over 2100 patients i the
Unwind States. Most of the paherts Rt
VASORATDC o resistil padna pactony,
and about al R concomiient trest-
mant with bata-adrenergc bocking
agonts. The relatrsty common adverse
HYRTHL wars SIS N ANTH 10 thoss
300n Witk nefecipee achended-reisase.

In addidion. mory 3enous aidvers
vrts warm obaarad, not readiy distin-
fushabie from the naturs hestory of the
drigasa on Tk patems. it remains
congebin, howaver. that same or many of
s pvants wery dreg ceated Moo

R e T



CaUTa! reLRASAIG 1S uMCENLAN 1B
trovmestaal meiahon. o
Dincn, EYMCORITIL

in multipie-tosa U5 awd formgn
controlled studes with ahedioeed Cap-
subts 1n which Miverse resciions werk
reported spontaneoualy, Sverse pthacts
ware trequent bul peneradly hot SEnous
a0 raewty toqwnd discentiuation of
therapy or (cage adiustment Wit wany
xpactsd consequences of The vasila-
tor effects st nilecigine immedinty
e,

WIFERIMRE
|WRBERATE -
RELEASE
CAPSULES  PLACEM
ABVERSE (%) %)
EFFECT W=12) (=25
Muenness,
Iightaadetness,
piodiness. F 15
Flushing, *at
sentation <} ]
Headache a 20
Weaknast 1 10
Nawsas,
hesritan 1 3
Muscis TEmpS.
tremor ) ]
Fenpheral
wima ¥ 1
Nervousness, maod
changes 7 ]
FPalpitabion 7 H)
Dyspran. cough.
whenzing, ] 3
Nasai conpesthon,
‘sore twnat § L]
Thers 13 aioe 3 largy uncomrolied er-

panance 1 over 2100 patents in the
Unated States. Most of the pabents had
vaszspastc o marstant acgina pectons,
#nd About hatt A concomitent tredt-
ment with bata-aorandrgic biocking
agents. The relatrvely common aversy
wvatits ware Jmlar in agtire to thost
i with owfediing eciandi-TBlease.

_ In pditien, more snioul adverie
Teadly disti- T

‘woots ware sbairved, 0t
mmmmmmulm
diseate in these patients. H rmaing
passibie, e, Dhat poms or masy ol .
thes ivants ware drug related, bivo-
catthdl sntarction eccumad w about 4%
of patunts an) congustive haset 1avure
o pulesonary s0ema w about 7% Ven-
incuiar aerrythmis or condection dis-
turbences each occurred i fewer Than

ha pattem and snodence of Mvene -
parnacas wes nat dferent from tat of
The entirs grow of nrfedioana wemads-
ate-reiease trasted palients. {See PRE-
CAUTIONS.)

patwits with & Gleghisss of conpestive
It faskomn 5 walk 5 2njMA, GUTIPES
or lightheadednass, pariphaial ecema,
headache or fushisg sach occumed m

conpestiv
1 about ong patwerd in 15, MU or ven-
ticulst dyschythmuss Sach pecwred in
about one patient in 150.

tosencutivity
SYENMAEADE: Exponmice with iludigns
overdosape 1 hmites, Gonerally, Pr-
Sonage wiih niladiping ieading ta gt
nounosd calts Jor active CaF-
dorasciar support including monrior-
ing ol casthovasculs and respitalony
funchon, elevation of ertremities, [ud-
ciow3 ust of LMCWM witusan, prsir
agests and Motz Claarance o aried-
pens would ba wxpacted Mo e pronged
1 patws weth mpawrnd liver heachion.
S crbucinum 18 Noghy protess-Beund,
mmmlﬂimhcnmﬂl
There has been whe rporind cae of

rnfedining mtendud-iessa 0 A young
m.nﬂmlﬂlmnlmﬂd
cocameanduced dapmssion wis mitial
dizningss, paiptations, tashing. and
pervoushuss WIthin wreerah houls af
gESDIN, KAuIE, VORIDNG o ganer-
alized sbema devsioped. Mo ugrricant
InypolentRs wE3 aopsrem 0 preska-
tion, 1 houry posi-ngeeute, Ectronty
abnarmablns comisted of a mad, n:u:

mosks! shevatuns of LDH aad CPU, but
acrmal SGAT. Vikal Mgns mensinad -
Somxmb-

shctro MOTabuC

(s wary noted 3nd renal teachien -
tumad 10 nensl Wit 74 10 43 heuny
mmmmnmnm
hwsﬂ-mm

The ettect ot 1 ungie 300 mg el
tion ol msdipsna smmEdaly-rakae
captulet 11 2

Joas. of conscuusarss wittun 30 meocies
dmmaﬁw‘wﬂiw<
wiich responded L0 COIEM (RfuLION,
wmmmmn
ity of ECG abaormaies wary: S6a%
1n thes ot weth 4 SIY o bundi
Disach Block, INCHIAG SAUS bradvCar-
@i and varyiag dagrons of AY bhock.
Thesa dictatad the propitactic place

. Supweficant hyparghcemia was
<nn ity 10 s patent. it plasma



o AEMA A GROGK] TYD el s
WRACT RIDANORT [0 CIHCAM (ATUSION
DreSS0r agwans. 4od fsd pucamant. &
vanty of FCG JOROrmaniies ware san
™ty pateent wath 3 hastory of bundie
Dty black. incioding Lot Dradycar-
tia and varying oigrees of AY biock
Thesa dictated the prophwiactic place
ment of & lempolary vemircular pace-
maket. but otherwse mesoterd spomta-
neousty Signifcant hvperEvOemI way
soen gy m s patwnt, but plasma
hocase ievels rapdly marmaiired withoul
lurther treatment.

A young fyoertensive palient wiih

advanced renat-Talure ngestad 280 &g
of niedipine smmedialy-releasa cap-
SuMS 3t 0ne . WIT resuling mankd
hyparension respondany (0 CBCIIR 1Afu-
sion and fiugs. Mo A¥ conduction 3baor -
Manlies, armythmas. of prencunted
changes in hearl rate were noted. noc
was (Nere any Iurthet detencratan n
rena function.
DDSAGE ANG ADENISTRATMIN: Dosage
musl be adiusted acoording tn each pa-
ttenl 3 nasds. Therapy ior erher fyper-
tenyion or anging should be imtiated
with 30 of 60 mg once daily. Nifedipwie
extonced-rehpse tabists shoukd be swai-
iowed whaie and should pot be bdten of
drged. In peneral. rtration hould oro-
cead oved # 710 14 day peniod o that
\he physitian can tully assess the re-
sp0nse 12 4ch dose level ang mopnitor
biood pressure before proceading o
hrgher doses. Since slexdy-state pasma
hevels am achieved on the sacond day of
dasing. if Symatoms &8 wartanl, itration
may proceed mone ragidly provides the
patient 15 assessed fraquently Titration
to dases above 120 mg 15 not recom-
mended

Angina patwnts controlled on nrteci-
fHna immadiale-reloase Capsuies alone
o 1N COMDAILON mth other sniuanginal
medications may be salely swriched to
mledipine extended-reta s [abiels 2t
the nearest squivaient toiel dady doss
io.g.. 30 mg tid. of odedipsne immed:-
ate-rbease capsules may be changed to
90 mg once daily of niiedinine extended-
TEERSE 1abints). Sybsaguen Hratson bn
DIEAT of iower dosks may be necescary
#n should be inrtated as clically war-
ranted. Exparrtnee with doses greatw
than 90 mg n patents with angina 3
hmiled. Therelor, doses greater than
90 mg shousd be used with caubon and
0ly whem chicaly wTamSE.

Mo “rebount effect” his been ob-
served ypon discomtinuation ol ndedi-
e extended-reieass Labiets. However,
1l duscontwation of nriecypine 15 neces-
sary. sound clinicai pracnice suggests
that Ihe dosage shoyld be decreased
Rraduaby with close physsean Sufiio-
o0

Care shoukd e taken when dispens-
g Ailedipond axiended-reiease 1o 13-
sure thal the extanded-reiease dosage
torm has been poescnDed.
Ca-Mmbnistration with Sthar dati-
seginnl Drogs Sublingual niraghcenn
iy b® Likin &4 raquuned for the comirol
ol acute manifestations of anging. par-
TCUlMTyY JUNNE Aifadipig Dratan . See
PRECAUTIONS, Drug Intevactions, for w-
formalaon o0 co-sdmmistration of nibedi-
rm Wit bt blackars o kg CTINE
nrirates
HOW SUPPLIER: Hilndipine Extanded-
reiase Tablets. 30 mg are suopied a5
brown, film-coted, mund. unscomd. ty-
Convex tablets with B over 474 postec in
Slack ink on one side of the tatiet and
blaow on the other side. They are avau-
abie a3 foHows.

NGC 0378-0474-01
botthes. of 100 tatiets
NDC 0378-0474-05
botties of 500 tabiets
STORE AT CONTROLLED ROOM TEMPER-
ATORE 157 30°C (M°-80°F).
m'"‘lﬂ FRHS MGISTURE AND HaD-

Dispansa n 2 tight, iight-msistant
contamer a5 delined 1n the USP using »
Child-resistant closure,

MYLAN

Mylan Pharmaceuticals inc
ntown, WY 26505
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NIFER:R2
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NIFEDIPINE EXTENDED-RELEASE

TABLETS, 30 mg

ANDA 75-108

Eﬂm lmhlmm'
N . nm NOC 0378-0474-01 | 2 ned o ihe USP weng s 3
O——_—_
N — MYLANT - oy cemd
; — :J] | m’:'ﬂm
O = g ii | NFEDIPINE evomt AT cTROLLED
=" 'y | EXTENDED-RELEASE | noow rowmuirves ~
N — 5 L 4| TABLETS
= t_ ] 30 me ———
1O — Buange snd Haac fas Mrsurgammyg
T [
- BEC 2 0 {loomaseers BT e earmssostion e
—_— WY 20505
Olspanise 0 2 tight containes 3
we NOC 0378-0474.01 | Homesdn e USP egs 5
o — Keag:comuiner Sghdy clomed.
e MYLAN®
.~ Kiop Tt and 5k mcication
s . ut of the veach of childrn,
! MFEDIPINE | o arcommeuss
EE TNTEMDED-RLLEASE Mg TEMPEIATIS
N — TABLETS o
- — 30 mg plregridlioney
a DEC 2 ( Soage amd loer 64 COMOARYNG
- 100 TAZLETS _,EM -n-n-—m
Each sutnced-reisess {anenes in 3 g container sk
Sz e W WD Q378047001 | B dene X
! w MYLANS
S == O ; iyl
F E=1 | niFEDIPINE ermes 7 CourmouLED>
= TABLETS e
o 30 mg MR 5 by
lo == Bovapt ta ees S sccmmiaming
- 100 TABLETS | | e Prarmaesctoc e



Each extended-release
wWZ :r?m;:\emms ..... 30 mg NDC 0378-0474-05
o W
.n: S ; MYLAN®
=" NIFED{PINE
== EXTENDED-RELEASE
o TABLETS
—= 30 mg
- 500 TABLETS B
=~ Each exténdad-release
wz :mmms 30 mg NDC 0378-0474-05
1 s NVLAN®
—LI NIFEDIPINE
r— : EXTENDED-RELEASE
L= TABLETS
o= 30 mg
" 500 TABLETS B
NDC 0378-0474-05
| = 1]
;I‘-ﬁ %——' — MYLAN®
= NIFEDIPINE
4+ = EXTENDED-RELEASE
= TABLETS
< e 30 mg
1" 500 TABLETS
T bt . e, LM At e & wrer ko on ettt

i 1Ml PAARAGEU HILALD NG,

NIiFEDIPINE EXTENDED-RELEASE

TABLETS, 30 mg

ANDA 75-108

Dispense in a tight container as defined
in the USP using 3 child-resistant closure.

Keep container tightty closed.

Keap this and all medication

out of the reach of childran.

STORE AT CONTROLLED ROOM
TEMPERATURE 15°-30°C (59°-88°F).
PROTECT FROM MOISTURE

AND HUMIBITY.

Dosage awd Usae: See accompanying
prescribing information.

This is a bulk contziner and not intended
for dispensing far household use.

Mylan Pharmacenticals Inc.
Morgantown, WV 26505

RMO4748

Dispense in a tight container as defined )
i the USP using a chiid-resistant closure. §

Keep container llghtly_ closad.
Keep this and all medication

aut of the reach of children.

STORE AT CONTROLLED ROOM
Tmrmmuax_s--so'c (59°-86°F).
PROTECT FROM MOISTURE

AND HUMIDATY. . —
Dosage and Usa: See accompanying
prescribing infonnaggm P

This i€ 2 bulk cantainer and not intended
In!' dlr'.pensing for hpqsehold use.

> Mylan Pharmacaeuticals Inc.
. . Morgantows, WV 26505




