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FREEDOM OF INFORMATION SUMMARY

General Information:

NADA No.:

Sponsor:

Generic Name:

Trade Name:

Marketing Status:

140-441

Bayer Corporation,
Agriculture Division
Animal Health
P.O. Box 390
Shawnee Mission, Kansas 66201

Enrofloxacin

Baytril@ Taste TabsTMAntibacterial Tablets

Rx

Effect of Supplement: This supplement amends the NADA to add a 136 mg
tablet and the associated label changes. The currently approved tablet sizes are
22.7 and 68 mg.

Indications for Use:

The indications for use remain the same as currently approved. Baytril Taste Tabs
Antibacterial Tablets are indicated for the management of diseases in dogs and
cats associated with bacteria susceptible to enrofloxacin.

Dosage Form(s), Route(s) of Administration, and Recommended Dosa~e(s):

Administer orally at a rate to provide 5 – 20 mg/kg (2.27 – 9.07 mg/lb) of body
weight, either as a single daily dose or divided into two (2) equal daily doses
administered at twelve (12) hour intervals. Selection of a dose within this range
should be based on clinical experience, the severity of disease, and the
susceptibility of the pathogen. The dose should be continued for at least 2 – 3
days beyond cessation of clinical signs, to a maximum of 30 days. Animals which
receive doses at the upper-end of the dose range should be carefidly monitored for
clinical signs that may include inappetence, depression, or vomition.



IV. Safetv and Effectiveness:

The approval of the 136 mg tablet does not require safety or effectiveness data as
the dosage remains the same as currently approved. The approval is based on the
manufacturing information on containers/closures, labeling, dissolution, and the
stability of the 136 mg tablet.

v. Human Safety:

Human Food Stiety

Data on human safety, pertaining to consumption of drug residues in food, were
not required for approval of this NADA. The formulation is labeled for use in
dogs and cats only.

User Safety

The labeling contains adequate directions for use and thus poses no human safety
hazard. The labeling contains adequate “WARNING” and “CAUTION
statements.

VI. AEency Conclusions:

The data submitted in support of this NADA satisfj the requirements of section
512 of the Federal Food, Drug, and Cosmetic Act (FFDCA) and Part 514 of the
implementing regulations (Title 21), and demonstrate that BAYTRIL*Taste TabsTM
136 mg Antibacterial Tablets are safe and effective when used according to the
approved conditions of use.

The drug is restricted to use by or on the order of a licensed veterinarian because
professional expertise and proper diagnosis is required for safe use and treatment
success.

Under section 512(c)(2)(F)(iii) of the FFDCA, this approval for non food producing
animals does not qualifi for marketing exclusivity because the supplemental
application does not contain substantial evidence of the effectiveness of the drug
involved, or any studies of animal safety required for the approval and conducted or
sponsored by the applicant.



VII. Labeling (attached):

A.

B.

c.

Baytril@ (em-ofloxacin) Taste TabsTM136 mg Antibacterial Tablets, 50 tablet
bottle label

Baytril@ (enrofloxacin) Taste TabsTM136 mg Antibacterial Tablets, 200 tablet
bottle label

Package Insert



DOSAGE: Administer ordl at a r.ste 10 provide 5-20
rngikg (2.27 to 9,07 m /lb of body weigh!, either as JJ
single didly dose ordwr edmlo two (2) equal daily doses
administered at twelve (12) hour in!ervds. Selection of
o dose within this range should be hosed on clinic~l

$’experience, tie eeveri of dtseaw, and the suscepti-
bihty of the pathogen, IS dose should be continued
for Jt least 2.3 da beyond cessotion of cfinicd s!gns,
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at tfw upper-end of the dose ronge should be cwefully
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CONTRA NOfCATIONS:Theuseof enrofloxacin is con.
tmindicated in smtll and medium breeds of doos dur.
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!of ~ge), The SJ e use of enrofloxacin has not been est~b-
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DOSAGE: Administer orall at a raleto prowcte
5-20mg/kg(2,27t09 .07m /1 )ofbodyweight, ei[her

i“!asasingle daily dose or wldedmto two(2) equal
daily doses administered at twelve (12) hour inter.
vals. Selection of a dose within this range should be
based~ clinical experience, the severit y of disease,
andthesusceptibifity of the pathogen This dose
shoufdbe continued for at least 2-3 days beyond
cessation of cfinical signs, to a maximum of 30 days,
Animals wtkh receive doses at the upper. end oi
the dose ran eshoufd be carefully monitored for

{cfinicalsignst atmayincfude inappetence, depres-
sion, or vomition.
CONTRAINDICATIONS: The use of enrofloxacin
iscontraindicated in small and medium breeds of
dogs during the r id growth phase (between 2 and

%8 months of age). e safe use of enrofloxacin has
not been established in farge and iant breeds dur-

‘?ing the rapid growth phase, Consu t package insert
for details.
WARNING: For Use in Animals Only. Keep Out
of Reach of Chifdren.
Read package insert carefully for complete
details.
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Sl!!gle Oral Oose.2.5mgkg (1.13 moAb)

Body Fluld$ [mcg/mL)
Oile
Cerebmsvinal Fluid
Utine
Eye Fluids
whole Lvocd
Plasma
.%um
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E3ay’tl’ir
(enrofloxacin)

Taste Tabs’m 136 mg Antibacterial Tablets
and Injectable Solution Tissues (mcq/g

!tlemalouaktic vskm
CAUTION:

Federal (U.SA.] law re$hfcls this drug 10 use by or on lhe OIW of a licensed
vttednarian.
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ACTIONS:

Mlcroblolog~Oulnobneuhoticaddde*sa*tiSUtiasDNAWtihlWoK.
The mechanism of action of these compounds is very complex snd net yet fuliy under-
stood. The site of action k bided-al g rase, a synlhesls pmmotb?q encyme. The effect on

iEscbeMFa coti is the inhibtion of D A synlhesk Ihsough prewmtion of ONA supemofl-
ing. rWong other thlng~, such compoumds lead 10 fhe cess.lion of ceU rcsphahon and
division. They ma also mtecmpt bacletil membtane Intwrily;

{“Enmflosacin k actencidal, vdlh actiity against both Grsm negaOktamf Grdm Podtive
bacteria. The minimum Inhffrbocy concentralkms (MICS] were de.temined fora sefies of
39 Isolates represenlino 9 genera of bacteds from natural Infections In dgs smd cats.
selected pdncIpally because of redslance 10 one m more of the fcdlowfng antknoticx ampl-
sillin, cephalothln. colktin, chloram henicol erylhmmycio. genfamicfn, ksnamycFn. penl-

tWin, streptomycin, tehacyctine, ! PIE sulfa and sulftirfmelhoprim. Tla MIC waloes for
enmflosacin against these isolates am prssenled in Table L Mosl shains of ttwse organ-
isms were found 10 be susceptible 10 enrolloncin in rifmbtd the ctinicd significance b3s
not been detemlned for come of the kolales.

Tbasusceptitilityof organisms 10 enmtloracln should be determined using enmflo=dn
5 mcg disks. Specimens for susceptibffity testing should be collected pdor 10 the initia-
tion of enrofioxadn therapy.

ea;[plasnss concentfalimrs increase pmfm
admmislcred at up to f 1.5 mmo. Me da!ly? Wrns2n@h ~oftfreon2tfadmida-
temd dose sntem the systemk circulation uichaiwed. The dimhstlng Or&, b?sed.
Ihe dnag’s My clearance lime, csn rudq rensow the dmg with no M Oon fhat W
eliminating mechanisms are sstumled. The pdmarj mole of enxetlon k dafhe urfsw, 7ke
absor tion and diminatkm chamcteristics bcyoad ffdz pokt are unkoewn. In cats. no

[ord a sorpoon m[ormation is available sf other Osao 2.S mcWo. @minkteced ordtv x a
single dose. SaWable absomtion andFor eliminafkm pr&s-& may occur at g~eaer
doses. When salutation of me abso@on pmmss omom. Lha pbsnas cwcmfnticm of
the acfive moiety will be fess than predicted. based on fhe cmepl of dose pmpodiona5fy.

Following an oral dose in d~s of 2.5 nrg@ (1.13 m ] enrofkmdn msdred 5G%of
Pix maximumserumconcenhationin 15 mmutes an @ serum tewf wss rcadM

in one hour. The elimimfion ha ff-!jfe in dogs is approtiorsk$ 2%-3 bows al Mat h.
while in sals ii is gre-aler than 4 houm. In a sfudy comps ~dogs.scdcsts Me
cenlralion andthelime top@kconcenbatimrwe renofd’ emnt. Agnp6bdu~$%
mean serum levels following a dose of 2.5 mgkg (1.13 @b) la d~s (oral SM ti-
muscula~ md cals (oral) is shown in figure 1.
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TABLE I - MIC Values for Enmf[oxadn Against Canine and Fefine Pa fbogens
(Olagnosl{c laboratoq Isolates. 1984)

MIC Ran e _
Oraankms Imlales t[mculm )
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f&eroides SPP.
tTonfete/la bmnchkeplka
c?fcfceffacanis
Clashfdiurn pwfringens
Escherichia cot
A7ebsie//a spp.
Pmleus minbilis
Pseudomonas aeruglno$a
Sfaphyfococcus Spp.
“Includes feline Isolates.
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:.;J3.f 25
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canine urinaty pathogens was ako hm-The inhibitory actiti on 120 kolafes of seven
Ttigated and is listed in able Il.

TABLE U - MIC Values for EnroNoxadn Agslnd Canine Urhmy Palhoqens
(Oiagnodlc laborafoW Isolates. 1985)

MIC Ran e
Oruanlsms isolates !(mcqlm ) Fig ure t - Serum Concentratims ot Enrofloxacin

Following a Single Oral or lotramuscular
Dose at 2.5 mg/kg in Dogs and a Single
Oral Dose al 2.5 mgkg in Cats.

E. ;oli
E mimbilis
K pneumon(ae
i? aem hosa

LfEn(em acferspp.
Sfaph. (coag. t)
SIreo. faloks hemol.)

30
20
20
10

I
fo

0.06-2.0
0.125-2.0
0.s.s-0.s
1.O-B.O
O.ffi-f .0
0.125-0.5
0.5-8.0

I
- The lower limit of [he dose range was based on efiicacy SWdi6 In d s md @S &

“7 Jenrolloxacin was administered at 2,5 mgkg twice daily. Target amm safet snd loa.f -
COICJOYMudics were used [o establish Ihe upper Iimil of fbe dose range sn bedtmmt
dura!iofi.. .

Dlsblbulion [n fhe Bod~ Enrofioxicin peflehates into all canine and leUne tissues and
body Ouids. ConcentnOons of drug equal to or gredler than the MIC for many pathogens
(See Tabfes 1, II and Ill) are redched in mosltissues byhvo hours aflerdodng at 2.5 mgkg
and are maintained for 8-12 hours after dosing. Parti=xd.xlY high levels 0! enroffosadn are
iound In mine. A summa of the body fluldil!ssue dmg I@& at 21012 hews arter dos- ————

7ing at 2.5 m@g k olven n Table 111.

8teakpoinl:
8ased on phamnacokinetic shsdiis of sssmflosdcin bs dogs and sals after a sln Ie oral

tadminishation O( 2.5 mg enroflos.schvkg BW (Le. fsaff of Uw kvmst-md alngle dd 63x
rWe] and she dati lisled In Tables I snd 1!, the follow+mg bfcakpofnrs are recommw
for c.mme and feline iS01ah2s.
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A repori of ‘Susceptible- Indicates lhaf the pathogen k W@ to be ksldbkd by gsox-

ally achievable pbsma Jewk, A repod of ‘bslemwdisle” k a ledrnfsal bcrfferand lsdass
Ialliflg Into Uds cdl ow shou!d Lw retested. AMenratka~ ffw o anlsm my be SUCJX$S-

7’ %fully heated it Oie in edion k Lna body dte tiere dmq k physb WV mncermsted. A
m oti of .Resistam- Indkates that the ackievsble drug crmcen[rdtIons are unllkcty o be

!!In hitOIY M Nherthenpy should be sdwted.
StmdarCued procedures require NW use of Mo@ q @in31 ocgsslfsrm f. Wb

standardized disk diffusion assays and standardize dduUon assays. Tke 5 0
denrofloxadn disk dmukf give the Iolbwing zone diiders and enroffosadn fm ec

should protide the following MIC values for refereoce SWISS.

E. c%%!!5922 T ~
1? aemqiflosa ATCC 27853 15-19

S. .rureus ATCC 25923 27-31
S. aureus ATCC 29213 0.03-0.12
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‘osA’EANoAOM’N’sTT’ONTbedose iangeol Erayln (brsoiSofsamffoti) Tas!e Tsbsm Tablets indogsandcats
l$Sto20mgAg .27-9 .07m@ of~~tdhcr= asmledo= ordf~edlnto

{Fdsltwe(2 equaldal doscsadnv ereda!fwdvs 12]hur W*. Seltionofadose
wilfsln hlsm~esbuld be b~mcintie AeWe~WO!dSwe,ands”,-I— f’alalabfli : osldogs w4flcmmume GsySr!PTasle T,sbsm Tablets vAffkrce’’~~”’~fl’h”””” gl#fvXt of-
temdbyhan .~emllw~. t~ti~t(s) ~ti~emdhfdw~- ministered

~~;;ri;;~dm{dtimtim. -tieatihsti lobewtsf”tiemfisedomtva,
“fled) as whb other oral fabfci rnedkatmns. In ~, BayfdKS Taste Tabsm Tablets should

Animals ~idr receive doses h Ore uppwemf 01 tlw dme range should be carshsliy rmxs-
llw~forcl}n~sl~ that~khdeti~wtm, depws9m,andm~”. Fordogs,
@dylril Irjectabls So otion mdy used bsilia yas a dngle Inhanmscidardose at 2.5 mgfkg.

[NOICATIONS
Oogs & Cats: Baytril” (brand of enroflomcln] Tasm Tabsm AnNoacleiial Tablets and

injectable sohtion are ffld(cdted for the mawwmml of diseases h ms and cals associ-
ated vdlh bacteria susceptible 10 eomrloradr.
EFFICACY CONflfffdATION

ooqs: Clinical eh?cacy was esLsblished In dermal infedimrs (wmcods and abscsm?s)
assocrmd vdth susceptible shahrs of [schtihfa M Meb@lfa fmeumofl/ae. Proteus
mhabilis. and Sfaph@coccus Infemretiuz rsspbatow Infections (pneumonia,torrdlfitis,
tiinitis) associated wHh susceptible shahs of EscAsrklda cofi and S@A ecoccm du-

cfJ’co\lPmterrsreu.r .md whraw wstitfs associated with smceolible shahs of Escfreff

TABLEfS:
Oogs & Cats: The durallm of Irealment sfmufd b-! selected based w cWfcal evldeace.

Gerrerallv. adminlsba!lon of Baytfl Tablets ahoufd Conllrsue fw at bat 2-3 da~ beyond
‘- ‘--- udlor cmndJc21ed Mcffons. more CmUomwd ther-

— ,.
cessalion of cfinlcal signs. For x-, v ~ -..
aPY,UP1030 days. maY ~ reqd@. ~ no ~mtient k sem wif~ln f~ days, the diag-
nosis should be eevalualed and a differed coume of Oreraw Ccmddamd.
INJECTABLE S-’’-”-””mln”bilis. and S[aphyfocvccus aureus.

Palatablll Free choice palatabltity In Oow w2s C@sfirnmd In a study lo which 350
YIndividual dos ngs resulted In a wluntary Ingestion fate of 73%.

Cal~ Cllnlcal emcacy vras estabflshed h dermal Infections (wounds and abscesses
associated vdih susceptible shalns of Pas fumJfa muffodda SLsphybmcsvs auraus, an i
Sfafshjiococcus erzldamrldls.

,ULUIIUN:
m~~~l l“l=*~tictitibn~ htiastihtiltidowti2,5m g&g.lt

ramuscdady (1 ) as a shsgle dose, foffowed by Erdtlallon of
Dogs OrdK -1,.,8,.,,..,<

shoufd be admimstered Int
Baylsil Tablel therapy.
Bayld Tablets and In]eciable Sdutti may be ahfrrlslered as folfow%

Weight BaySSin~~!able Oayfri Tablet Oops and Cats)
Ill \Once Dally Oslflg chart 1

COW”k41NO[CATfOflS
~mflomdnls~mfnti~tdln dwsati~~mto~ SmrsSfWb qrdnoknres.

~rrsaiTmic.w,tbeuseOogz Based on the studies discussed errder the mcfkm on
of enrcdkxacfn Is corrtraindlcafed In snral ard medium breeds of @s durhg the rapid
gmwfh hdse efween 2 and 8 months of age). The safe ose ofenroffosadn has nof bean

R&esfablls ed In rpe and gfanf breeds du~ the ragld gmwfb phase. large brwds m k
%In fhls phase for up fo one e.arof age and the gfarsf brds for up fo f8 rsmrlfw. fn nl-

[CA field tdafs utilizing a da fy oral dose of 5.0 mgleg, mesa wore rm tcpods of lameness

k
or Inf problems In any breed. Ifoweves, confmfted studies wffh frlsfm emmlmfion
Of e adfC121arCdrtlfage have nof been conducted In ffre tatge Or gis@ breeds.
AOVERSE REACTTONY

Dog~lWo of the 270 [0.7% d~s heated wffh BayfdP rmd of enmfbsacfn)Tablets

?J
Lat 5.0 mg~ per d in the cli cdl fieid studies esfdbileds effects, wfrkb were appar-

!Odrugmfafeds[dea ffectswsre reporiti. 122cfhdcafcasesfreaCerjwffhLr@fF
en Lfma relafed. hew two cases of vomiUon wers seff-Amiling.

[enMf!WXifl) Injectable Sofution followed by EtdySiil Tab4ds af 5.0
m~i[(BrandCat= No dnrg-rdafed side effects were ~edln f24 c3Cs lredled

of EnmrToxacin) Tablets at 5.0 mgfig per shy Ior 10 days. h dinicai fiafd sbs Ies.
ANfMAL TOSICOLOGt

STORAGE:
Protect in].xtable fmm dimci sunfigfd. Do not freeze.

HOW SUPPLIEO:

Cod~#;5mbcr ‘all’;:’g:~::r

Code Number ‘?sfgly
0387
03B8 22.7 mg
0389 68.0 mg
0390 6Er.Omg
0417 136.0 mo
039f 136.0 mq

U.S. Palent No. 4.670.444

flogs Aduft dogs recefvfng enroflotin o@y af a daff dmge ~fe ~ 52 m~~ for
Lf3 weeks had only isolated hrcldences of vwssitjon and kmppelvmce. PM dogs o?ce ng

the tablet formulation for 30 consecufiw days at a daly treatment d 25 mqrtg dd rot
exhlblf significant CiSnicai signs nor were fbe~ effwK Km ~ ~m~ &6h-y, hm.
foloqlcd or histological aiametem. Daify doses of !2S

i
m#gfOru’tolldays lodocd

wsmdims, fnappetence. e rewon, ddtlcult locomotion a death wh.4eadufl dogs secdv-
Ing 50 m fig/day for 14 ~zys had cfinicdi signs of wwdffon snd insp@eewe.

1’Adulf ogs dosed Intramuscu!ady for fhrm lmatrtsents at 12.5 mqJag, folfowed by 57
oral fseafmenfs at 12.5 mgfig all at f 2 hour intewals, did not exhibit edharsi nificant din-
Ical si ns or effects u on the Cfirdcal chemistry, hematoio ical or fdsfc40gi parameters.

1! I“JLOra lmatmentof 1 to 2B week old gmwfnq puppk WO dadydosage rales of 25 m Arg
has hduced abnosmal carriage of the cqal feint and weakness in the birsrfquarfe~. p.
nificant [m mvement of cfinical s[gm is obssrved folfovdfl dmg vdlhdsawal. tAicmscop.

la f \Ic studies ve identified &sIons of the articufar csrlilage olfowm 30 day Ire-sbnents at
either 5, tS or 25 mg~ In this a e group. C4inkal signs of difticu ambutatkm or asso-

1!ciated czrtilage lesions ave not een 05sesvtd In 29 to 34 week old uppies followfng
Jdally fseatmems of 25 mgrlg for 30 consecti days nor br 2 week of pupp4es vdth fhe

same frcafment scAedule.

—

Tablefsrllc4fle
100 Double Scofsd
500 Double Scmad

50 Double Scored
250 Double Scorsd

50 Double Scored
200 Double Scosed

REFERENCES:
1 Doughe@, T.J. and Saukkonerr, JJ. Membrane PemteabifAy Changes Associabd wffh

ONA G case Inhibitors in EschMcfda collAntimkrob. A@s and Chemofb., V. 28, Aug.
11985, 00-2C6.

? Walker. R.0, el al, Pharmacokkwifc EvaluaOm of Enmflosacfn &Jmlnlstered 0mi2y to
Hedfthy Dogs. /on. J. Res. V 53. No. f2, Dec f9Q 23 f5-2319.

Tests indicated no effect on circulating micmfi!ariae or adrdt hearemsmcs (Ofmr7farfa
imm#fs) when dcgs were treated at a d.sity dosage rate of 15 mgikg for30 days. No effect
on chohnestense valuss ws< nhwwti flayer Corporation

Aqrlcollure Olvision, Animal HeaNb
Shawnee Mlsslon. Kansas 66201, U.SJ.-

NAOA f40-44f, Approved by FDA
NAOA 140-913, A’pmved bv FOA

EDPI TBO, R.O
X 30 cormecti”vs days M“[h no adverse effects upon the cfinttii chemist~,

hematohg~~l or Irisfotogical parametem. 10 cm 7.10 months of age lmsted dairy for 30
consecutive da~20f.4receti ng 5 mgrkq, 3 of 4 receiving 15 mghq, 2 of 4 cecewfng 25
mgrkg and i o 4 non freated corrtmls experienced occ.ssionaf vomtion. Fwe to 7 mmdh
ofd cats had PO side effects wfth daily treatments of f5 m g for 30 days, bvt 2 of 4 ani-

Preals had amcular carti!dge lesions tien administered 2 mgrkglday for 30 days.
Doses of 125 mtykg for 5 consecutive dsys to adull csts fnduced wmifiin.de mssfon,

f’iflCOOPJbIafiOn aod death while those receitfog 50 mgk for 6 days ~d din{cd signs of
Ivmmilion, inappelence, Irscoonfination and conwdsicns. 04 they rehsmed to normal.

oRUG lNIFRM!ssrluv------ ... . . .-,...
Compounds that contain me!al cations (e.g. aluminum. cdlcium. lmn. magnesium)

may reduce the absorption of some quinolone-class dr s horn the lnles final lnct.
?“ConcomlLant them y wilh other drugs that are metabolize m the Iwer may reduce Ihe

clwiance rales of f e uinolone and the otier drug.
‘“laOogK Enm(lomcm s been administered 10 dogs ala d.sity dosage rate of 10 mglkg

concurmntfy with a wide nrie of otier hmfti pmduclsinchcdin anthelmintics (prazi-
? f“quantel, feba~tel, sodium disop mol), insectiddm (ferdhimr, pyret nns), hemtwwm pre-

$
VWd2fiveS dlelhylcsdramazine) and other antibiolks (mrpicillin, ge”timlti $uff,ste.peril.
CN17fl,cOh rostreptomycin). No hrcompalibiliiies tilh olher d s arc known at this time.

?? !#lgconcu@ywlbCats: nmfloxacin was administered al a rfdy dossge rate of m
anthelm[ntics (pracfquantel, fehantd). an imectickde (pmpwmr) an another antibacterial
(ampiclllfl). No lnCOfrrpatiMiies wflh other drugs am known at thK time.
PRFCAUTfflN.

Ouinolor
ed Central Newwus System (CNS

iIns f.snca, been associated wrfh C :
Ouirrolone@ass dregs

jol~;,and otier forms of acth{

.
rg-class drugs should be used wNA caution in animals wilh known or srsspect-

I disordefi. in such snimsfs, quinofonss have, In rzoe
: stimulation wh4ch may lead to conwlsive seicoms.

s have been associalsd with caidage erosions h weighl-bearfng
ropathy in immature ardmals 01 vartous species

Iefy In breeding or prsgmrrl cats has not been estsbffshed.
. . . . . . ----

For Use In Animals Onl . Keep Out of Reach of ChNdren.
rAtoidcontacf wflh ayes. ncase of contact. Immsdrate flush eyestitbmpiou$amounk

\of water for i S mlrustes. fn case of dersnal con@t. was skrn wtth sosp and water. Cen-
SUO a physician ff irdtXlOn persists fofloti occslar or dersrral esposure. lndMdrsals vdth

%)a hlsfo of h er’sensitivity?o quln~loness rsfd awvd fhls prnducl, In hmran~, them Is
7?a rfsk o user p ofosensiffzzhon vMtrm afew~urs after excesawe expzsurc 10 qomolones.

if escesslve accldenfal ewosure occurs, avmd dhecl sunfi ht.
dTo report adverse reacth,s or fo obtain a ww of the atedd Safety Data Sheet, call

1-8S’3-633-8405.
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