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Doryx@ 
(Coated Doxycycllne 

Hyclate Pellets) 

DESCRIPTION 

OORYX” Capsular contain speclaily coaled 
pellnr 01 doxycycllne h ciale lor otai 
admlnlrlfatlcn. r Also conlans lactob~, NF: 
mktOCtySl~llln6 C6IIuI056. NF; povidone, IJSP. 
The CapsulQ 5hell and/Or band contarns FO And C 
blue No. I; FO and C yellow No. 6: 0 and C yellow 
NO. IO; gelalin, NF: riltcon dioxide; radium Iau I 
sullate, NF; titanium dloxldo, LISP. Ooxycycllne 1 4 
a bfoad~spQctfum anttbtotic synlhetkalty danved 
lfom Oxylblfi3CyCltnb and available as dOXyCyCllne 
nyclate. The ~haml~~l dQ5tgnaltOn ot this IlQhl. 
yellow ctyt~allmr powder is alpha-6~dQroay-5. 

0OxyCyClina has a high dagtea 01 
lot calcium 

uman serum. 
tnto an epianhydto 

CLINICAL PHARMACCLOCY 
TQttacyclfnes ate r4adtly abtofbad and ate bound 
IO plasma proteins in vaylng de 

f 
fee. They afe 

concentrated by lhe Ilvat in lnb bf e, and axcrelad 
tn me urine and IecQs at high concanltatlon5 and 
In a biologically actbvb rotm. 
Oorycyclino i5 vlnually Complet4ly ab5ofbQd ahof 
oral adminirlration. FolIowIng a 200 mg dose, 
normal adult voluntbat5 bvbtSgbd peak $Qturn 
Iav4ls Or 2.6 mc mL 01 dOxyCyCllnb al 2 hours 
dacfeaalng IO 1 4 f tIKf#mL al 24 hOut5. ExCtQtiOn 
Of aoxycyclina by the kldne Is abOul 40% I 72 

,1 ho~f5 In IndIvIduala WII normal lunctlon 
(ctea~lnlna claatanca about 75 mUmIn). This 

bfcbnib a excretion may tall as low as 1.5% f72 R P, out5 in ndlvtduaib wllh 54verQ renal in5utkclancy 
(ctQallnlna clearance Dalow 10 mUmIn). Sludies 

nitkant dlMatbncb tn sefwm half. 

tbnal IunctIon. 
tibmadlalybl5 dOb5 not akQt 84n.rm hall~llre. 

MkrObl0lo y: 
0 

Doxycycllne 15 prlmarlly 
baClbtlO5lblC and Is thou ht IO exerl 115 
anllmktoblal elect by lhr In lbllion t 01 prolbln 
5ynlhbslS. Doxycyclina I5 actlva agalnsl a w!de 
fanga 01 gram~po5ilive and gtam~negabve 
organisms. The drugs In the laltacyclina class 
nave closely almtlat antknict0Olal apbclra ana 
et050 tb5t5tance among mem la common. 

Susc4ptlblllty fbalr: olrlublon Technlquer: 
The us4 01 anlrbioltc dtsc susceplibillly IQSl 
maihods which measure zone alameler glvas an 
accurate aatlmatton 01 suscapl)billly of otganiSm5 
IO OORYX One such standard ptocadutal has 
b44n tecommenasd lof use wtlh dl5cs lot laaling 
anllmtctob~al5. Ooxycydino 30 mcg dlacs 5hOuld 
be used lot the aelQtmination Of Iha suscepttbtltly 
01 ofganisms lo doxycycllne. 
Wilh Iht5 t pe 

r 
01 procedure. a tAPOtt Of 

‘su5cepGble tom the taboratory Lndica(Q5 lhat Iha 
lnlscting otganlbm lb llkaly to respond lo IhQtapy. 
A report 01 ‘tnl4tmbdiala aubcepltbtltly’ 5UQQaSlb 
thal lhb organism would be auscQpIIbIb II high 
dObag lb used or II the Inleclton lb conknad 10 

(laaue and lluld5 (e.g, uflnQ) In which high ankblotk 
levels ate Oblalnbd. A report 01 ‘rbslrtanl’ 
Indloalor that Iha lnfbcllng OrQanlrm Is not likely lo 
respond to therapy. With the doxycycllne dlac, a 
zone or 16 mm or grbatet Indicalas subcaptlblllly, 
ronr 5lse5 o( 12 mm or lea5 lndlcala tasl5tanca, 
and zone 5lze.e or 13 lo 15 mm lndlcale 
inlbtmQdiblQ 5uacbpllbliily. 

Slandardised procrdures tequlre Iha ubb of 
IabOralOfy conlrol organi5ms. 
laltaeyctln4 disc should 

The 30 mcg 

bbhvean 19 and 28 mm lot 8 
ive tone dlafnelets 

4ureu4 ATCC 25923 
and balWban 18 bnd 25 mm lot 6. colt ATCC 
25922. The 30 mcg doxyc 
lone dlametatr be&teen I 

CllnQ dlac should give 
3 and 29 mm lot S. 

aufws ATCC 25923 and behvQan 18 and 24 mm 
for 15 co/l ATCC 25922. 
OllullOn Teohnlqurr: A baclatlal Isolate may be 
considered suscaptlblQ If me MIC (mlnnnal 
InhlDllOry concantrallon) veiue tot aoxycycllna Is 
leas than 4 mcg/tnL. Ofganl5mt at4 conalderbd 
t45ialanl il the MIC la gtaalQt than 12.5 mcgfmL. 
MlCs QraalQf lhan 4.9 mcqmL and lass than 12.5 
mcg/mL tndiCala5 IntatmbdialQ 5uacaplibilily. 
As with mandatd dilluaion tnQthod8. alluilon 
procedures require Ihe USA of labotalory conltol 
machantsms. 
should give 

Standard doxyoycline powder 
MC 

mcgfmL and 1.0 
values In lha range 01 0.25 
me /mL lot S. bufeus ATCC 

B 25923. For E. cot/ A CC 25922 iha MIC range 
should be behvaan 1 .O mcg/mL and 4.0 mgcfmL. 
INDICATIONS AN0 USAQE 
00x chine 15 indlcalea in inieckona caused by 
lhb !O?owlng mlctootgani5ms: 

Rlckansiaa (Rocky Mountain spollea lavat, 
lyphua lever and (hb lyphu~ group, C  
t~ckall$IalpOx and lick la~atb). 
Mycoplasma pneumoniar [PPLO, Eelon’s 

:$I’; cl p5lnaco5ls ana ornkhoai5. 
Aganls oi lym hogtanuloma 
granuloma lngu 0818, P 

vanQraum end 

The (OIlowIng gtam~nagarlve mlctootganlam4: 
Hbemophllus &JO& 
Yafslnla pastlr (lormb 6 

chanctold) 
y Patfaumk pesffs) 

Fmnc/ae//a tularensb (lotmerly Paslburblla 
khmns/sJ 

Wbflo cholafbe (~ormefly k?8do commrJ 
Cbfnpyfobbcrer fbfus Potmetly viblfo lektsj 
Btwelfa 5 aclea 

,f 
(In con~uncllon with 

sirep(omyctn I 
Bacau50 many a(raln5 of Ihe lollowlng groups ol 
microorganlsmr have bean ShOwn lo be resislanl 
IO lbltbCyCllnQ8, CUIIU~Q and 6uaceptibiliIy lQ5tlng 
ate tacommandad. 
Ooxycycllna Is IndiCblad lor lraalmanl of inlaCliOn3 
caused by Iha lollowing gramnegative 
mlctoorganism$. when baclatiologtcal lesltng 
inaicales apptopriala suscapltbilily to thb drug: 

EschQfkhia CO/l 
Enterobeclal arrogsnes ilotmafly AetobaclQt 
aatog4nes) 
Shlgetlb apecias 
M/ma 5peciba and Hbmllea specie5 
Hsemopni/rs inliubnzab (tespiraloty inleclions) 
KlebrkNb s~acl~S (t*Spttaloty bnd utlnaty 
lnl4clions) 

Ooxycyckne Is IndicQ+sd lot lreatmenl 01 InteMona 
caused by lhe Iollowlng gram~poQlllva 
mkrootganlsms when baclsrlologlcal trrllng 
indicates apptoprlata buacQplibliky lo the drug; 

Srfbptoeoccus Specler: 
Up lo 44 perconl 01 sttalns 01 Stmproooocub 
pyoganbo and 74 percent 01 Sfrbptococcub 
labcalls have bbbn lound 10 be rablalanl to 
laltacyollnb drugs. Therelore, latracycllnab should 
not be used lot slraplococoal disease unless Ihe 
otganlsm has bean dQmon8ltaled to be 
auacapliblb. 
For upper teaplralofy Inlacllonb due lo group A 
bblb*hQ”Ol 

7 
IC bltbpl~cOCC~, pbnklllln 15 IhQ u5Ual 

pe’t~,ol cho ca, Including prophylaxis 01 rheutnallc 

Dlplococcus pneumonlae 
Staphylococcus aurbus. (fa5piratory, akln and 5oll. 
lI5auQ Inlaclion5). Tettacycliner are not lhb drug 01 
CnOiCQ In IhQ Itealmanl 01 any lypa 01 
slaphylococcal Infeclion. 
Anlnrax dub to Be~/l/ua Qnlhfecls, lncludlng 
lnnalalion bnlhtax (pO5l~QXpO5utb): IO reduce Iha 
lncldanca or progression ol diaQa5a lollowIng 
exposure lo aetollzad bsci//us anfhtacla. 
When penicillin Is cotwalndicalbd. doxycyclinb la 
an alternative drug in me lrealmanl 01 lnlacliona 
ada IO: 

Trbponbme paltidum and 7ibponema pbrtbnue 
(syphilis and yaws) 
Liztars monocyfogenea 
Closffidium species 
Fusonbcretium rusiformr (Vincenl’c InlQcllon) 
Actinomyces species 

In PcuIQ lnla5lmal amQblasl5 dOxyCyCllnb may be a 
ubalul adiuncl40 amebtctdes. 
in 5evara acne dOxycyCllne may be uselul 
bdiunClivb therapy. 
Ooxycycllne la lnalcbtaa In Ihb lrablmanl of 
lrachoma. Allhough the Inlactlou5 aganl Is not 
always bllmlnaled, as 
lmmun0fluoreacenca, 

ludgbd by 

IncIubIOn OOnuncIlvllib mby be lraaled wilh oral 
doxycycllne I a 008, or with a comblnatlon of toplcal 
agents. 
Ooxycycllna Is Indlcatad lot the ttealmenl 01 
uncomplicated uralhtal, endocarvlcal or teclal 
lnlrctlonr 

2 tncnometl ~ 
adulls caused by Chlamydrb 

Ooxycycllne I5 lndlcaled tot the Itealmanl al 
non onococOal utelhrkls caused b 

f: 
Cttlam d/a 

rfac omarh and Umap/6rma uraUyfcum an I d lot 
Ihe treatment 01 acula ap 
by Chtafnydie ffachomofis iv 

ioymoOrchiti$ causad 

Ooxycycline Is lndicalad lot the Irealmenl 01 
uncompltcaled qonococcal lnlectlons In adults 
(excapl lot anoteclal inlaclions In men), the 
gonococcal atlhtitla~defmatllis b;M;&:a and 
ACUIQ N,ponoRh~~~~Ymo.~tch~~~~ QY 

CONTRAiNOiCATrONS 
The dfug is Conlralndicaled in persons’ who have 
shown nypat6ansilivily lo any 01 lhe lattacyciinas. 
WARNINGS 
THPUSEOFORU0SOFTHETETRACYCLlNE 
CLASS OURINO TOOTH OEVECOPMENT (LAST 
HALF OF PREONANCY, INFANCY AN0 

CHILOHOCO TO THE ACE Of 8 YEARS) MAY 
CAUSE PERMANENT OISCOL~RATI~N 0F TtiE 
TEETH (YELLOWKsRAY.BROWN), 
lhls adverb6 reactlon la more common dutlt7g long 
term usb 01 the drugs but has bitm ob$efvQO 
followlng rapaalad shot6 larm cour5es. Enamel 
hypoplaala has also barn raoonad. 

P5audomambtanou5 colllls has bean fbpotlbd 
wllh nabrly all anlibaclbtlai agents. InCludlng 
dox 

r 
cycllnb. and ma 

to I la~lhtQalenln9. ‘; 
tangb In beverily ltom mild 

hafelore, It I4 lfnpotianl IO 
Consider lhia dlagnosls In pallbnla who ptasanl 
with dlattnea auQ5equQAl lo Ihe admlnl6lf5liOn 01 
anltbacletial agents. 
Ttealmant wllh anllbaolatial bgenls allets Iha 
normal flora 01 ma colon bnd may petmll 
ov~tgfowlh 01 clostndia. Sludlec Indicate lhal a 
lOxIn produced by CtOStrfUwn dlfficfle I6 a primary 
Cause of ‘anlibtoltc.a5soclalad ~llllb.’ 

AHet the dlagnoals 01 pbQtfdOmbmbtanOub colills 
has bean eslablisned, lhetapaullc mba6utbb 
should be lnltlnad, Mild case5 01 
psQudom4mbranou5 c~BII$ usually respond to 
diaconlinualion 01 the drug alOnb. In mOdetale lo 
S~vat~ caaea, considatalton should ha given lo 
managamanl wtlh llulds and blecltolyIes, pfoleln 
5upplemenlalion, and ItQa~menl wllh an 
anltbaclarlal dtug. cilnlcally bliectlve bgalnri 
CfoSfridfum d/#iCrfb COlkls. 
Rb5ullb 01 animal aIudlb8 Inalcale lhai 
lbftacvcllnas cr036 lhb olacenia. at4 lound In letbl 
llaauas ana can nake loxlc btlacla on Iha 
daraloplng lblub (OtlQn t*lbiQd lo tblbfdalton 01 
akalalon davelopmanl), Evldance of 
bmbryoioxlcily has baQn nOlbd In mlmala itbated 
batty In pregnancy. Ii any lalta &a I5 Ulba 
dutlng pta nbncy of II Iha albnl bbCOmb$ 

R 89 prQQn8nl w  Ila Ibkir3g there ru95. Ihe pbllbnt 
5hould be appfalsed of polanllbi haxatd lo Ihe 
l6lU3, 
A5 wllh other wacyollner, dor/cycM form5 a 
stable eaklum comolax In any bone-lotmlno 
ll55ue. A pbctbaba Iti lha rlbula gro~h tale hai 
been Oblerved In premalutas glvan otal 
lQltacycllnb In do&be of 29 m@%g ave rlr hourt. 
This teaCliOn was rhwrn IO bb tbvetaib a when lha 7 
drug was dlsconllnuad, 
Pholo6enslllvlly mbnlfaslbd by an brag bfalbd 
sunburn ha3 Dban Obsbwed In roma Indvlduala P 
laking Ieltbcycllna8. Pallanlb apl lo be Qxp~sad lo 
dlrecl SunlIght or ul~rbvlolel llqhl Should be advlsed 
lhal ml3 taacllon can occuf wfln t4itbcyciin4 atUgS, 
and lraatmenl bnOuld be dfScOnlinuad al in4 11tbl 
avldenca 01 skin brythbma. 
The anlianbbOllC actlon 01 the IQ’ 
cau5e an lnctbasb In BUN. ’ SW::: 22 
Indicate lhal lhi5 do45 nol occur with Iha use 01 
OOXyCyCllnQ In pbllbnl8 wllh Impa~tea renal 
IunctIon. 
PRECAUTIONS 
A6 wlin olhet anliblolic PtbpbfbllOnS, ~84 01 In15 
drug may rbsull In ovetgtowlh 01 nOn5u5r%PUbla 
otganlsms, Including fungi. II bupetlnl4cllon 



occura, the anllblollc should be dttcontlnued snd 
approprlale lherspy inatlluted, 
All Inleollona due to group A bola%ornolyllc 
atreplococci should ba treated for al Ioaal~lO days. 
Laboralory taata: In vanofoal dlao~ao when 
coexlalonl ayphllla It aua octod, dark.lletd 
oxaminatlon should be done to lore IfOaImonI la 
alartod and the blood serology repeated monthly 
tof at least 4 monlha, 
In long term therapy, parlodto IabefalOfy ovPlubtlon 
of or9an syslema. tnctualn hematopotello, renal 
and hopStIC studlea should & performed, 
Drug Intoracltona: Because Iolrocycllnea have 
been ahown IO depress plasma prolhrombln 
acllvlly, pallonla who are on anllwagutanl thorap 
ma 

r 
r require downward adiuatmont 01 thor 

nnt coagulant dosage. 
Stnce baclerloa!aIlc drugs may Inloriere with the 
baCtArlCldal actIOn 01 panlClllln, II la bdvlaablo lo 
avold olvlng tetfacycllnes In con)unctlon with 
penlclltin, 
For concomllanl thorapy v&h antacids of Iron. 
conlalninp pre afallona and food bee ‘DOSAQE 
AND ADMINIS e, RATION aecIlon. 
Carclnogoneair, mulagonoato, lmpalrmonl ol 
lorrlllty: Lono lorm atudloa bra Cuffonlly boinp 
conducted to dolormma whether tolraoycltnoa 
have carclnoganlc polonllal. Animal atudlo~ 
conducted In fala and mlco hove not provided 
conclublve evldenco lhat tetracycttnoa may be 
carclnogenlc or that they Impalr lefullty. In two 
mbmmallan 0011 assay* (L51794 mouao 
lymphoma and Dhinoae hammer tuna colla h vlfm) 
posltlva responrea lor mutagmrlci occurred at 
conconIratrona cl 80 and IO moo/m feapocttveIy. 1 
In humanr no aaaoclallon between telracycllneo 
and lheae eiiectb hove boen made. 

g’,:;;;,!yg; Tofatoponlc Effects. Pregna 
There are no adoqualo and wet. 7 

COnlfOllbd atudlba on Iho use cl doxyCyCllnb In 
proQnanl women. The veal maJoftIy 01 roporIod 
axparlence whh doxyc cllne during human 

5! 
regnancy la ahon~torm. rrst lrlmoslor axpaaure. if 
hero ale no human data avallablo lo aaaoaa lho 

etIocIa cl tong-term therapy of doxycyctlno tn 
pre(tnanl women such ma lhal proporod for 
lreatmonl cl anlhru axpoouro. An orpen revlow 
01 publl4hed data on rxporloncoa wllh doxycycllno 
use during pregnancy by TERIS - Iho Toratogen 
lnlormatlon System - concluded that thefapoutlc 
dose8 during pregnancy are untlkely lo par e 
subalanllat teraloganlc risk (Iho quanlrly and 
quallty 01 data were aasosaod as l lmkod IO IaIr), 
but Joe data are InsuHtclenl to stole that there la no 
ftrk 
A casa~conlrot aludy (15,515 mOthofb cl Inlbnlb 
wllh congonllal anomallaa and 32.904 mothora 01 
Inlants with no cdngonttal anomaJlea) ohowa a 
weak bul marolnally atallallcally al nlllcanl 
aaa0cIaIl0n with Iota1 matformatlona a m3 use ol 
doxy dine an Imo during pr 

rr ‘s 
nancy. 

three 0.19%) o the controls ond 
(SixIy 

6 (0.30%) 01 thr 
cases wore lroalod wlth doxycycllne). Thla 
aaa0clatlon wab not *oon when IhA anaiyata wba 
conllnod IO mblornal Irealmenl durt 

2 
the porlod 01 

oroanogenatla (la. In the racand o ihlrd months 
cl gestallon) with the excopllon of a mar@nal 
ratollonahlp wllh neyral tuba dotoct based on only 
WC exw6ad chaos I 

A small pro$pocIko study 01 81 repnenclea 
deawlbea 43 pre~nanl women veal8 B lof IO days 

euIy Oral Iflmeator. All 
exposed Infants wore 

Nurelnp h4othara: Telracyollnoa ere axcreled In 
human mltk, however, the extent of abaof lion 01 
Iotracyctlnoa, lncludlng doxyc cllno 
brooaIIod Inlanl la ndl kr$wn S 

i a g, the 

laclatlng 
orhtorm uae by 

women not noceaaarlly 
canlralndtcaled; howover, Iho ottocta cl prolonged 
o~.p;;;ns IO dOxyCyCllno In breaal milk are 

Because of Iho potonIlal Ior adverse 
reacllona in nuhg InlMla from doxycycllno. a 
doclsldn ahduld be mode whether lo dlacdnIlnue 
nuralng or lo dtaconilnuo the drug, laktng Into 
account Ihe I 

YY’ 
MCI 

(See WARNIN S). 
of the drug to Ihe mother. 

Pedlalftc USA: See Warning6 and Doaego and 
MmlnlatraUon. 
ADVERSE REACTIONS 
Due lo oral doxyc cllno’r 
abaorpllon, alde 

vlnually complale 
o oola lo the lower bowel, x 

parllcularly dlarfhoea, have been Inlroquenl. The 
lollowlng adverse reactIona have been observed In 
pnlenla recolvlng IoIrwyctlnea: 
Gealrolnleatlnal: Anorexia, n&sea, vomiting. 
dlarfhoeo, gloaallls, dyaphagla, entorocolltla, and 
lnttammalcry tealona (with monlllol OvofgfOwIh) In 
lhe anogenitot togton. These reatilona have been 
Caused b 

r 
bolh tho Oral and parenteral 

admlnialrat on ol lotracycltnoa. Rare Instances 01 
eaophagltla and esophageal utcerallon have boon 
reported In patlanir recalvin~ capJut and tablet 
torma 01 drugs In Iho Iesacycllne Clara, MoaI ot 
lheao patlonla look modlcatlona lmmedlaloly 
bolofo going lo bed. 
Admlnlacallon). 

(See Dosage and 

Sktn: Maculopopular and orythematoua rashes. 
ExlolloIlve dermaIllla has boon taponod but la 
uncommon PhotosenaitMty Is discussed S&VA 
(886 Wafnlng3). 
Renal toxlolty: Also In BUN haa been reported and 
la apparently dose related, (See WarnInga). 
Hypersensitlvlty reacllona: Uftlcarla, 
enQloneufotlc odoma, anaphylf&b, anaphylaaold 

P 
urpura, porlcardltla, and exacerballon of ava~omlc 

upub orylhomatoaus. 
Bulging tontanela in IntMla and bent@ lntfacranlal 
hypeftonalon In ad~IIa have been fopartt~o;~ 
lndlvlduala rocolvlng lelracyctlnea. 
condltianr Ul8appeared when the drug was 
dlacdnllnued, 
Blood: Homblytlc anemia, lhrombocfytoponlo, 
neuIroponla and aoslnophllla have boon roponod 
with letracycllnea. When &on over prolonged 
porlcxla, letraoycllnoa have been repcrIed to 
produce brown-black mluoawplc dlewlouretlon 
of th told glanda, No abnormalll lea cl thyrold 

I lunct ona are known to Dccuf. 
DOSAClE AN0 ADMINISTRATION 
THE USUAL DOSAGE AND FREQUENCY OF 
ADMINISTRATION OF DOXYCYCLINE OIFPERS 
FROM THAT OF THE OTHER TETRACYCLINES. 
EXCEEDINO TktE RECOMMENDED DOSAGE 
MAY RESULT IN AN INCREASED INCIOENCE 
OF SIDE EFFECTS. 

Adulta: The usual dose 01 oral Uoxycycllne In 200 
mg on the flral day ot troatmenl (edmlnlslerod 100 
mg every 12 hours) lollowod by a malmonanco 
dose 01 100 m#day. The malntonanco dose may 
be admlnlslored aa a single dose of aa 50 mg 
every 12 hours. In Iho management cl more 
severe tntecltona (partlcularty chronic lnfoctlona cl 
Ihe urinary Iract), 100 mg every I2 hours la 
recommended. 
for pedlalrlo paUonla above olghl years cl age: 
The roc4mmonded dosage schedule tot pedlalflc 

ibd 1 
8llonls welghln 

y welght dlvl 
100 pounda or lead la 2 mpnb 01 

ed Into Iwo doses on tne Itfhl day 
Of IfAotmonl, tollowed by 1 me/lb cl body wblght 
ptvon aa a $lngle dally dose or dlvlded Into two 
doaea on subsequent days. For more severe 
lnlecIlona up lo 2 mflb ot body welghl may be 
used. For pedlslrlc pallanla over 100 pounds, Iha 
usual adull doae should be used. 
UnCompllcatod 

9 
onococcal Intectlona In adutla 

(except anorocta lntecllone Inpen): 100 mg, by 
moulh, WCo-oday lor 7 daya + Aa an okornate 
atngle vlril UObb, admlnlalor 300m slat (allowed In 
one hour by A second 300 mg B 088. The dose 
ma be atlmtnlatorad with locd. Including mrlk or 
car II onatod beverage, as requlrod. 

caused by N. 
0 mO, by mouth, twrce.a.day for at 

Prima 
dlvldo 7 

and aecondafy lyphilla: 300 mg a day In 
Qosaa ICI at least IO days. 

Uncomptlcaled urelhral, endocbfvlCal. or reclat 
InleCliOn In bdulls soused by Chlamydla 
frachomarl,: 
least 7 daya2. 

100 mg by mOuIh, twIcea-day for at 

Nonpcnococeai urelhrltls caused by C. 
Imchomafls and U, urealyflcum’ 140 mg, by 
mouth, twice-a-day tor at least 7 days . 

caused by C. 
00 mg by mouth, twlce.a-day tot at 

lnhalallonbnthrax (poal~expoauro : ADULTS: 100 
1 mg cl dox cycllne, by moulh IWWa-day lor 60 

days. CHILDREN! weIghIn loss than 100 lb (45 
(2,2 mgrkQ) ot body wolghl, by moulh, 
for 60 days. Children wolghlnq 100 lb 

Of more should recetve the adult dote. 
The thefapautIc antlbaclerlal (arum adlvlty will 
usually peralat Iof 24 hour8 totlowlng 
recommended dosage. 
When used In atraptococcal Infections, therapy 
.%hbuld be continued ICI 10 daye. 

If 9OtIdC Irrkalton bccura, II Is recommended lhal 
doxycycllno be qlven with load or milk. The 
absorption ot doxycycline Is not mafkedly 
l;;n;encod by 8tmullmeoua IngoaIion 01 lood or 

COnComllanl therapy: Antatldc contalnlng 
alumlnlum, CalClum of magnarlum, aodlum 
DICbrbOnale, and Iron~contalnlnp properallons 
should not be given to patients taking oral 
tetracycllnea 

SIudrer IO date have Indicated lhet admlnlrtfalton 
01 doxycycl~no at tno usual recommended doaaa 
600s WI load IO oxcosalvo aC%UmutaItOn Ot Ihe 
antrblol% In peuenta with fonat tmpatrmenl. 
HOW SUPPLIED 
DORYX Capr~ler 100 mg have a YottOW 
tranaparenl body wllh lloht blue o a ue cap: the 
upaule bearing the Inac$don ‘db’RYX WC’ In 
white Pellets are coIoure yollbw. Each CopaUle 
wntalns apadally waled ollola cl doxycyctlne 
hyclale oquivalenl to 10 l 
suppl~oa In: 

mg of dbxyCyClln0 

&&ko~)nIalnora cl 60,000 capwtea (NDC 50549 

DORYX@ capautea 75 mg have an bran e 
R lranalucenl body with opaque green cop; I 0 

caprule boannp Ihe InacrlpIton ‘Doryx’ on the cap 
and ?5mg’ on the body In blnck. Pollatb are 
coloured yallow. Each capsule cdntalna rpeclaIly 
COblod polleta cl Doxycycllno t+yClblA oqulvblenl 
lo 75 mg Doxycycllno au 
01 60,009 cepsulea (ND I? 

plod In: Bulk ContaInera 
60546.550*01)< 

STORAGE CONDlf lONS 
;;~(~,;pnlrollod room temperature below 
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~DASUPP~AM~~~ME~~ 
Warner Chitcoti, lnc- 

February 4,2003 
3anice Soreth, M.D., Director 
Division of Anti-Infective Drug Products (I-IFD-580) 
Food and Drug Administration (CDER) &ElVZ~ 
Document Control Room 
920 I Corporate Blvd. 

FEE? 0 5 2003 

I Rockville, MD 20850 MZGA/CDEFi 

RE: NDA 50-582 DoryxQ Capsules (coated doxycyclioe hyciate pellets) 75 mg 
Bulk FPL for approved Slrpplement NDA 50482lS-016 

Dear Dr. Soreth: 

We are hereby submitting this information requested in your approval dated June 18, 
2002 for S-016. Provided are 20 copies of the current bulk Package Leaflet (44327 l/6 
dated October 2002) which reflect the additional information requested by the Agency in 
your approval letter dated June 16,2002. 

I PIease note that the final Package Insert (WO838GolS dated July 2002) has been 
previously provided to the Agency in our submission dated I l/08/2002 

Should you have any questions or comments concerning this submission, please contact 
me at (973) 442-3374. I can also be reached by FAX at (973) 442-3280 

? Deborah Panei 1 
iT Manager I Regulatory Affairs 

ORIGINAL 


