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Doxyqfcllne Monohydra te 
Cap&es 

CONX2 

‘f-50 

OH 

cLfNcALPHAflMAcotiY _ 

Following a 200 mg dose of doaycycJM moc&drate. 24 
nwmaladultirohntben averaged the following swam cun- 
canbauonvaIues: -- 
7’m#zO.6 1.0 lb 2.0 3.04.0&012.&24.048.07u) 
Gmc 1.02 2.26 267 3.01 3Jd 3.01 2-M 1.62 0.05 0.37 0.15 

hvuage Observed Vihies 

organkm ~rcW=f~~mlJ . 
S. tunein ATCC 20213 
E fueca& ATIX 29212 EC’ 
Ee cdl ATCC 25922 
I? eemgimxa ATcX 27853 iii2 

INOICATIONS JWO USAGE 
Doaycydhe k lndfcated for the trwtment of thefoltowtng 
lnfeafons: 



cLINlcAl. PfwthucoLoaY 
Tabacvdinss am medttv absorbed waclwvbamdtod- 

8vcause many staah.3 0i the fonowing grwups of gram-negb 
tlwfnkme~haw,bwnshowntobvmdstanttoteba- 
cjclhq culIum and ONCE testfnD am mcxmmendedz 



- . -  - C , _  

C O N 7 R A l N D K A T l O N S  

W A u N U (G s  
T H E  U S E  O F  D R U G S  O F  l Ii E  ? E fR K Y C L l N E  C L A S S  O U R - 
IN G  T O O T H  D E V E L O P M E K T  & 4 S T  H A L F  O F  P R E G N A N C Y . 
IN F A N C K  A N 0  C H l L D H o O O  T o  T H E  A G E  O F  8  Y Q U 3 S ) M A Y  
C A U S E  P E R M A N E N T  D I S C O L O R 4 l l O N  O F  W E  T E E ? ‘H  
( Y E u o w - G a 4 Y - l 3 A o w N ) .  
m te d v e m e trm c u o n h m o r s  c o m m o n  d u ri n g  l o c rg -te rm  u s e  
o fth e c k w s b u th a s b a e n o tw w e d  fo l l o * r b l p  r s p e s l e d  s h o r t -  

p m m a tm w g l v e o a d te b x y d h e h d o s e s o f2 S  

R e s u l t8 o f&m s l e tu d k s h d k e t*th tte tm q 4 ~ -tb s  
f2 4 s e n & a re fd b l fe ta l tJ s s u e e .a n d c a n h w e to ~ e ff6 c te  
o n ti d e v e @ i n g fe fu s (o fM re l a te d to ~ d s k d b  
td  d 6 w l c P m e n u . E v l d e c r c e  o f e m b w c  to x k 4 l Y  h a s  b e e n  n o te d  
fn a n tm & tfe n ~ ~ e tu l y h  

-  
Ifm i y te tm q x M e b  

u s e d d w l n g p m g n e n c y c rIfth e p  w t b 6 w m a s  & r 6 g n a n t 
w tl u e w J n g th e s e d n Ig s .th e p a tfe n ts h o u l d b e a p @ e d o fth e  
p o te n tl s l h s m fd to tJ w fe tu *  
T h e a M i a n & o l l c a c U o n o fth e te tm c y c J k w s m s y c a u s e a n  
l n c m a s e  4  B U N . S t w f i e s  to  d a te  l n d l c a te  th a t ‘“Is  d o e s  i w t 
y c $ rn 4 th ~ w e 0 fd O x y c y d n e h p a u e n ts w m l m p a L B d  

Ptm to s e c u e n y m a n n e a e d b y a n a % s g g e i -a te d ~ ~ ~ - 
tl c n h a s b W M d W % V d h -Io d M d u a fs  - 
c a n e a P a tl e n ts a p tto b e e w w s e d to d l n x tm m l l g h to ru m a v C  
o l e tn g h te h o u k l b 6 a d u 3 s e d th a tth k N a c u o n u n - w i V l  
te h a c y d 4 e  d n l p s . a n d  tre a tm e n t s h o u l d  b e  d ffn u n u e d  a t 
th e f? rs te v fd e n c e o fs k l n w th e m a . 

P R E C A Y n O N S  
C e n 6 m h A s w fttto m e ra n u b l o tl c p re P a N ~ .9 ~ ~ ~  
m a y m e u n l n o v e q v v w th o fn o n - w s c e p tl b l  
l n g  fu n g f. If fa p e d n fe c U o n  o a a a s , th e  s n tl b l o tk  s h c u d  b e  d l , 
w n d n u e d  a n d  a g [x o ( x l a te  th e ra w  l n s U tu (e d . 
S u l g l n g  fo n ta n &  In  k m ts  a n d  b e n i g n  i n tm c m n l a i  h y p e d e n - 
s l o n  In  a d u tta  h a v e  b e e n  re p o rte d  In  l n d i i d u s l s  @ w i v i n g  te tra - 
c fl r w z s e  c u n d l tk x ~ ~  d h a p p e a re d  w h e n  th e  d n rg  w a s  

l n c k i o n  a n d  d ra i n a g e  o r o th e r s w g l c a l  p ro c e d u re s  s h o u l d  b e  
p e tfo rm e d  In  c o n j u n c tIo n  w i th  e n ti b l o tl c  th e ra p y  ti e n  l n a i - 
c a te d ~  

i  

L a b o r a to r y  te rm  to  v e n e r e a l  d i s e a s e  w h e n  c o e x l s te n t 
s y p h i i l s  Is  s u s p e a e d , a  d a rk- fM d  e x s m l n a tl o n  s h o u l d  b e  
d o n e  b e fo re  tre a tm e n t Is  s t.+ te d  a n d  th e  b l o o d  s e m ro g l  
re p e a te d  m o n th fy  fo r s t l e a s t fo u r m o n th s . 
In  l o n g -te rm  th e ra p y . p e ri o d i c  l a b o ra to r y  e v e Iu a ti o n s  o f o q a n  
e fti m i ~ ~ o ~ ~ m a to p d e tl c , re n d . a n d  e e p a tk  a tu c h e s  

D r y i  In te m c tto n e z  B e c a u s e  te tfs q c l l n e s  h a v e  b e e n  a h o w n  
to  d e g m s s  p d a s m s  p m t~ b i n  a c ti v tty . p a ti e n ts  w h o  a m  o n  
6 n tb e g u l a n t Ih e m p y  m a y  re q u k e  d o w n w a rd  a d )u a tm e n t o f 
m e c r e n tc c o e g u l L tn c  d o s a g e . 
S i n c e  b e c te d o a ta U c  d ru g s  m a y  In te rfe re  w fth  th e  b a c te d c l d a l  
s c u o n o fp e & i l P n .k l s e d v fs & e to a w i d g M n g te tm c + w  
h c o n )~ w n h p e n l d l l l n  
A b a o @ o n  o f ts tra G y c l h w s  l s  m p a h e d  b y  & a d d s  c o n ta l n k l g  
a fu m h w m . c a l d u m . o f m a g n e s i u m . a n d  i m n - c o n ts i n i n g  
p re p a N tb n s . 
S a M u ra te s , c a b a m a z s p l n e , s n d  F n y to i n  d e c m a s e  th e  
h a l f-u fe  o f d 0 x y c y c w 9 . 
T h e  c w a m e n t u s e  o f te trs c y c l l tw  e n d  m e th o @ u ra n e  h a s  
b e e n  re p o rte d  to  re a u tl  In  fa ts i  re n a l  to x l d ty . 
c o n a tm m t u a e  o f te tra c y c l i n e  m a y  re n d e r o ra l  c o n tm c e p tl v e s  
l e a s  e ffe c e v e . 
O N m W to c y  te d  fn tO t i O n $ :  ,% , - S e  d e V a th S  O f U d -  
n a w  c a c e c h o h m l n e  l e v e l s  m a y  -d u e  to  i n te & m n c e  w i th  
th e ~ n tf0 m s c a n c e  te s L  . 
C a m l n o a m e a l e . m u te c e n e s l h  h w a h n e n t o f fe rt!U tz  l .o w  
te rm  s ti i l l e s  In  i rti m k to  w & u &  th e  c a tc i n o g e n l c  p O te n tf% l  
o f d o x m c fl n e  h a v e  o a t b e e n  c o n d u c te d . H c w e v e r. th e m  h a s  
b e e n i v f & e n c e o f o n c o g ~ e c ti v h y l n r a h 4 s tu d l e s w i m  
re l a te d  a n tfb fo U c s . o x y te tta c y c l i i e  (a d re n a l  e n d  p i tu i ta r y  
tu m o r s )  e n d  m b w c y c M e (th y m l d  tu m o rs) .  IJ k e w k e . a l th o u g h  
m u te g e n k l ty  s & & s  o f d o a y c y r & e  h a w w ti R ( Z & b Q  
e d P o s l u v 6 R e u tts 4 c n ~ v 7 a P m a m m e J l  
b e e n  re p o rte d  fo r d a te d  a n U M o tk s  (te tra c y c l i n e , o x y te tra c y - 
c l l n e ). O o x y c y c ttn e  a d m !n & ta s d  o d l y  e t d o s s g e  l e v e l s  a s  
h l g h  a s  2 5 0  m g & # d a y  h a d  n o  a p p a re n t e ffe c t o n  th e  fe rtl l i i  
o f fe m s l a  ra ts . E & c l  o n  m a l e  fe rti l i ty  h a s  rwt  b e s n  s tu d i e d . 
P m g n a n c y z  P r e g r w u y  C a te g o r y  0 . ( S e e  W A R N IN G S .) 
L a b o r a n d  d e i h e v e ry :  T h e  e ffe c t o f te tm c y c l l n e s  o n  l a b o r a n d  
d e k s r y  l a  u n k n o w n  
N u re l n g  m o th e rs :  T e i re c y c Il n e s  a re  p re s e n t l n  th e  m J Ik  o f l a c -  
te tl n g  w o m e n  w h o  a m  ts k l n g  a  d m g  In  th i s  d e s s . B e c a u s e  o f 
th e  p o te n tl s i  fc f u n fo w  e d v e w -re a c tIo n s  h , n u m l n g  In fa n ts  
h o rn  th 6 c e ~ l n e s . a  d e d s k m  3 h o u k J  b e  m a d e  w h e th e r to  
d l s c o n tb w s  n & s l n g  -i x . d b c o n ti i w e  th e  d q l , ta k J n g . In to  
s c Q J u n c th e l m p o rta n c e o fm e d N g to ~ m o c h e r (Se e  
W A R N IN G S .) 
P e d l s tri c  u s e : S e e  W A R N tN Q S  a n d  O O S A Q E -  A N D  
L n ..m J * -b T m w  w s - + l n n . 

l X X % G E  A N D  A D M I N I S T A A T IO N  
T M  U S U A L  D O S A G E  A N 0  F i E O t J E N C Y  0 6  A D M tM S T F tA-  
- R O N  O F  f X X Y C Y C U N E  D IF F E R S  F R O M  T H A T  O F  T H E  
O T l -t@ t ~ C Y C U N E S . E X C E E D IN G  T H E  ~ E t - & E N &  
EI~ C X X A G E M A Y R E S U U ~ N A N ~ N C X ~ X X D  
O F  S I D E  E F F E C T Z . 
A d u l t s T h e u w a l d o s e o fo d  d c w r c y c l h e l a 2 o o m g o n th e  
C k a t d a y  o : b s a tm e n t ( i d m w r t a s d l o o m g s v a y 1 2 h o u n o r  

m g l d a y . T h e  m a i n te n a n c e  
f~ ‘J m = o  .-~ 6 b d f~  

o l e d o s e w s s S O m o e v e w f2 h a rrIn th e m rtv M m a rro f 

m g a ta ti o u o w e d 4 o n e h o v ~ ts e c c f!d 3 0 b m g d o s a . 
A c u te  e p M d y m o -o m td tl s  c a u s e d  b y  K  @ o m M m e s e t 1 0 0  
m g ,b y m o u c h ,tw fc e a d a y fa a tb a s t1 0 d a y s . 
R k n e r y  e n d  s e c o n d e r y  r y p h l l l r 3 0 0  m g  a  d a y  &I  d l v fd e d  
d o s .e s fo ra tta a s tl O d a y s . 
U n c o m p l l o s to d  u re th ra l , e n d o c e r v l u t, o r re o f~ I M e & o n  
In  r d u i f s  c a u s e d  b y  C h ~ m y d i fe  tta d n u n a ~  1 0 0  m g . b y  
m o u th .tw fw a d s v fo ra tl e a s t7 d a v a ~  
N o n g c k o c o c o e l  &t fn l U ‘ u ” W c i  b y  C  b P c h q m S fi s  e n d  
U .tm 8 v 2 l u rm :1 O O m a b v m o u th l w tc 6 a ~ fu a th a s t7  
d a y r- 

_  . 

A a rta  e p l d l d y m o -o ~ l ~  c a u s e d  b y  C  tm c h o n +  1 0 0  
m g ,b y l ru J th + tw l c e e d a y fw a tl e e s t1 0 c h y r 
W h e n u s e d l n s h e p to c o c c a l fn fe c i k x q th e ta p y s h o u l d b e  
a m n u e d  fo r 1 0  d a y s . 
A d m l n L s tra tto n  o f a d e q u a te  a m o u n ts  o f fk d d  a k q  M th  c a p - 
s u l e e n d ta b l e tf-o f&u m l n 4 h e ta tra c & h e c l e s rb r s o -  
o m m e n d e d to w a s h d o rm & e d n .Q s c k u g s a n d i e & C e th 6 d s k o f 
e s o p h a g e a l  h fta tl o n  a i d  

o l  o n e  h o w  a n d  2 6  H o w e v e r. h  th e  S a m ;, s tw d y . k n i d  
e n h a n c e d  th e  a v e ra g e  p e a k  c o n c e n tra ti o n  b y  7 5 %  a n d  th e  
l y e .3  u n d e r  m e  C U N B  b y  5 .7 % . 

H O W  S U P P U E J J  
M O N O O O F  5 0  m g  C a p s u l e a  h a v e  a  w h i t6  & w e  b o d y  w i th  
a y e i l o w o p a q u e u p .T h e c a p a u l s b e e a th 6 1 R s c rl p tb n  
‘M O N O O O X  5 0 ’ 4  ~ IO W T I e n d  ‘ti t 2 6 ’ Y t i 1  ~ N W IX E S & t  C a P -  
e & s c a n t~ -d o x y c y c i e  m o n o h y d ra te  e q u i v a l e n t to  5 p  m g  

M O N O W X  5 O m g  L a  w a l l a b l e  k  - 
B o ttl e s  o f 1 0 0  c a p s u l - S X X i - 2 6 l l - 0 6  
M O N O C O P fO O m g C a p a u h i h s v s a  

tz  
w w - b o d y  

w l th a b i w n o p a q u e c a p .l h e c a & e  th s l m a @ tb n  
-t4 O N O O O X l M T l n w i - d ta a n d ’M 2 5 O ’h ~ E a c h o a p -  
~ ~ ~ a g n W e o ~  m e  *  1 0  1 0 0  m g  

M o N o w ~ 1 o o m g Is a v a n a b l e tc  
B o ttl e s  o f 5 0  c a p s u te a  - -..L .-..N o c  5 5 5 1 5 -2 5 9 0 4  
S o ttk s  o f 2 5 0  c a p s u l e 2  5 5 5 1 5 -2 5 9 4 7  

A N l M A L  P u A R h l A C O L O C Y  A N 0  A N l M A l . T o x l c o L o G Y  
H y p e rp tg m e n ta tl o n  o f th e  l & n # d  h e s  b e e n  p m d u c s d  b y  
m e m b e n o fth e te k a c y c J n e d s s s h th e fo U o 6 n g s p e c i ~ i n  
ta ts  b y  o x y te tra c y d i n e , d o x y c y d k w  Ie tm ~ @ e  P O ,, a n d  
m e ti c y c l l n e ; In  m l n l p l g s  b y  d o q c @ n e . m h o c y d l w . te b a - 
c y c fl n e P O ,a n d m e ~ h d o g tb y ~ ~  
m fn o c y d u w ;4 m a n k e y s b y m h o c y c ~  
h tb m c p d i n e , te tra c y c ti  P O +  m e th a c y d m  ‘d o x m c (h e . 
t&m  b a s e , o w -= x - H u a n d L e tm w u m n a  
w w e g o i tm g e n i c l n ~ fe d a ~ b d i n e d l e t.l b b g M m g e n l c  

~ ~ ~ ~ T ~ % @ ~ ~ ~ ~  
~ 4 4 ; h i i  ra d i o i o d i n e  u p ta k e  h  ra ts  fe d  a  tu M v e l y  h i g h  l o d fn e  

T re a tm e n t o f v a ri o v r a n i m a l  s & e s  w h h  th b  d a s s  o f d ru g s  
h a s  a l s o  re s u l te d  4  th e  i M u c th m  o f t t&d  h y p w k s ”1  h  th e  
fo l l o w l n g : In  ra ts  a n d  d o g s  (m i n o c y d l n e ), l n  c J w k e n s  ( C h k M e - 
V a c y c G n e ) a n d  i n  ra ta  e n d  m i c e  (o r/ta n c v c u n a ). A d m d  . 
g l e n d  h y p e tp l a s i a  h a 4  b e e n  o b s e r v e d  i n  g o a ts  a n d  ra ts  tre a t- 
e d  w i th  o x y te tra c y c l l n e . 

R E F E R E N C E S  
1 . N a tto n a l  C o m m Itte e  fo r a n tc a l  & ; j r /  S t&* .  
P e d o r m m c e  s t a n d a r d  ti  A n b i n k r o b a f D i s k  s u s c w ~  
k fa . F o w th  E d Itb n . & w e d  Sta n d a rd - N C C L S  o o C ~ m e i ? t 
h Q - A 4 . V o l . 1 0 . N o . 7  N C C L S , V i @  P & .  & x i l l 9 9 0 . _ .. - . . 



me mu- 4ctJon of the telmcycnw6 may cause an Acute 4pIdldymrwrchws cawed by At go#wmkwe: tw 
tlxm&as.¶.¶ 8&JNAyb6 to date rodkate that MS does not mg.bymarth,tw(caad6yfff6tb6slOdsy* 

daycycb h pauentl with knp6imd 
mn6lfwdoh 

Prfm4y4ndwcond*ry*ypldtIo300mgattqhdMd4d 
doseeforatleast10days. 

photos4nJtMty ttl6nlf46t4d by an exaggerated SunbIxn mat- uncompnaated unthns l doc6wka~ or rectai tnhcaal 
~nhmbeenobsm4d bl-kldMdwbtakJnQtetmcy,- 

,s. Patlente spt fo be SXFused to dkect SunlIght or UPJwi- 
h edub cawed by C~hvUb frechwnati 100 mg. by 

t i iht6houldb44dvfs4dth6tthbmecUmcancccwwlth 
mouvs~adayfcf6tb6st?dayr- 

.xcycllne dnqs. and lmabnent should be diitlnued at Nongonococo4J unm* solmod by c tmchom4u6 ad 
the rust evfdence of sJdn wytherna fJ~Jwcomz1wmub4~hvkaodayfoiatfepst7 _ 

8ul~h9fontan&hwantsendbenignlntrecranlalhypect~ 
&nlnaduKshavabaanmpWtedhh&fdUafs~te~ 

dZiiGI?Y 
coc&owdkeppearsdwhentheddruOwas 

lncklon end drahege or other sw$caf p~ocedume shoufd be 
peff;med h ConjunctIon wtth 6ntlblotk ffmmpy tien !&I- 

Labemtorv tests:ln vanweal dlsaase when coexbtent 
6yphtlb & *suspeded. a dud+IbId. examlnntlon stwuki be 
don4 befom lmatm4nt Is atelted end the blood semlow now SUPPUED 

MON000P50mgC4psubrh6v*awhit*opagv4twdywUh 

DNg ht.&cGonr 8ecause tetracycllnes hew been shown boxycycff”e- 
todeprss6pl-pothmmbhrscth/fty,patlWlsWho~On MONOOOX- M’mg b awlbible In: - 
antkoagulmt therapy may mqulm downward ad)ustmenf of Bottb6 of 100 CapsulM 55515-ZMMB 
lhe&m~mtu~. - 
Since bectedoetatlc drug, may bxterfere wlfh the bacterlcfdal 

MONOOO)c 100 mg Capsufee have a yeflow opeque body 

actJon of penkilIkh It b addsable to evoki gMng teftacycflnes 
wlthabmvnop3qwcap.Th4capstdebaamthelmcription 
‘MONOOOX lo(r h whffe and ‘M 259’ in bmwh E&h csp 

h conjunction wnh penkfmn 6014 amtabl6 tfoxyqdble monohydrat44quiv6bnttotoomg 
AbsoqUon of tetfac@km 16 bnpalmd by mtadds contahfq of dowvfim- 
elumhum. calcfum. or meoneefum. and iron-contefnina MONODOP loo mo Is avanable in: 
prep- 
f%ubIhrrates, cafbamazeplns. and phenytofn decrease the 

8ottias of 50 caps&+ I- ..-.... .L-Noc 55515-259-04 
BotUes of 250 cafxsubr-..-..--.-NO0 5551h59-07 

lmlf-Ilfe 01 doxyc@ne. 
rho conculmnt use of tm end metho@urene ha 
been reported to result In fatal rad toxklly. ~OREATCO~OUEDROOMTEMPERANRE1533‘C~r). 
Cmcunen~ use of teimcyclfne may render oral contracepfhw PROTECT motd UGHT~ 
le6.s effmtlviJ. 
DniQ/l6bomtoty t46t fntetXtfOn6: False 4f4~6thS Of Ud- 
my cat4chohmlna levels may OctuT due to interfemnce with 

yxescance 146L 
ibogen~ lnut6g4n4* lmpahwnt of fertiltlj? Long- 

k....4hdlm In 6ntm6J6 to 4v6fuat4 the cardfwamk wtential 
>f do-0 hew not been conducted. How&r, &em has 
3eenevfdenceofoncooenfcscUvitvlnrntshetudfeawith 
slated antlbiotke, o~etmcycGne~.(admnal end pitulfafy 
~~m(nccydineEhymM~~wJ&y*~c~ 
mlbsgmkfly studba of doxyqch 
~dfthwmeuf&hhvibomemmaflenwU~hheve 
won reported for mbted anublotk6 (tune. oxyt4tfacy- 
ZnrxA oo- sdmhbtscsdwefhratdoeaas!wefem 
rlgh‘m 256 filgncg/dey had no appaleilt 4ff4ct 0i-t the fertlnty 
it bm6le rat* Effecf on mefe fwtffii has not been sfudled. 

ANIMAL PHARh4ACOLOGY AND ANIMAL TOXICOLOGY 
tlype@gmentatlon of (he thyold he.6 bow pcoduced by 
members of the tetnxydii class In the foffowing species h 
rats by oqtetraqclhe, doxycyclhe, LebacycKme PO, and 
nwhacycllne: in mtnfpigs by doxyc@lne, mhocydhe. taha- 
cydlne PO, end me@cyctiw In dog6 by doxycycbe and 
fnb=wwhr~~bym~~ 
Mlnocydii. tefmqdln4 PO, meth6cydhe. doxycydlna, 
tebacyclfne base. oxytetracyc@ne Hf.3 and 1etmcycJhe HU 
weregoitrc-genkhmtsfedabwkwnedieLThlsgoifmgenfc 
effect was accomp~bd by hQh rJIclioacUve Fodhe upteka 
Ad- of tnbmcwmdsa~abrg*Oou* 
~4~tadlobdIn4upti*infat6f4dar4bttwiyhighkdln4 

Jmgnancy: Pmgnancy Cat~e&xy 0: (See WARNINGS.) Treafment of va&us animal speclss wfth this cless of drugs 
rbor and dellvetyz The effect of tettacydlnes on l&x and hes alto resulted In the induction of thymld hvperpla~le in the 

btlv~ b tmknovnr follow: bl rels and do@ (minocydlne). bl chick4fuwmte- 

h6lng mothent Teescydlnm am present In the tik of bc- 
mke (0xyt4tracycun4). Admd 

observed In goats and z6tr trwt- 
eUngwommwhoweleWngadmglntbbcbm8eceweof 
hepotenuaIrorserbussdvarrerdacUonr lnnurskqkdants 
urn ffmt&aqdhe& a decbion ahouM be mad8 wbetier to 
lbaMunu4 tnmhg of.dbcolltfnu* the @nlg. b&g. into 
c~otmt the knportance.of.lhe drug to the mothec (See 
UARNtNGSJ 

REFERENCES 

@dlaMc we: !3ee WARMINDS and bOSAGE .hD 
SMINfSTFfATlDNwctfons 

1. NatJond CommItlee for ClfnM L&n&y Standarde, 
P- Sturd;vd for AntbnkmtM D&k S~+bbMy 
Taslr. Fowlh Edftbn. A&@twed Stmdard f=JCCfS Doamwnt 
M2-M. Vol 10, Na 7 NCCLS, Wfenov& Ph AprJ 1960. 

xl of tebacyd~ Ran kutancei of mophagltb and 
¶oph6geal ulcelatwm have been reported In palbmts mceiv- 
pcapeufewdtebfetfomrrof~gefnthetetmcycfhedass. 
lost Of tlmsd paAl@m took medlceffone fmmedletefy before 
S-q to bed. (See DOSAO~ AN0 ADffifNISfWlnONS 
kh MaaJopapular end aythematoue mefw. Exfoffadve 
wmelltls has been reported but is uncommon. 
Wosw&vkybdbweeed abow. (See WARNtNGS) 
r ‘yddty Rbe h 8UN ha3 b6m #4port4d~Euld b apPar- 

fbvfsed January 14.19%. 
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PRECAUTIDMS 

Unccmplloet+d unthml. l ncloceruicef, M  fectal fnfectfon 
h edufte caused by Chlrmydlr O8dkMWff3:1OOmQby 
mouch,twkaedayforatleart7ckyr- 
Nongonococoei unthrftl~ cpuaed by c frachwlk end 
uwe&kUm:1aOmg.bymUh.lwkeedayfffetleeet7 
m=. 
Acutm epldldymo-o~ltl.3 uuaed by (3. &echcn?aur tcu 
mg.bymouth.twkeadayforetleest10dsyr . 

Laboratory teak: In vmeree.l dksese wlvm cowlatent 
qphiH.s b suspected. s dark-fldd exa~~~lnauOn should be 
done belore tmatmmt ls started and Ihe blood sedog’y 
l-eoeatedmomhlytiattesdfourmonuu. 

ommendedtowasJtdownihedfvgeandmdwettm&kd 

TlOHs.) If gasmc kritaucn ooxve. dcqqcuw 
esc@xe~ecI hiWon and uke (See “wwEbR&U& 

wifh food. Ingestion of e high fat mwd hs been ahown to 
delay the Ume to peak plasme ccncwba 

HOW SuPPUt 
MONODQ~t3JmgCapaihhawhitecpawehdywith 
eyeikwopaquecaP-7hecapsulsbeeothebulalptbn 
‘MONODOX5O’hbrownmd’U260‘h:kownEachcep 
6ula contakla doxycyclbe monohydrats equlvtumtlc5omg 

Drug intersctloru: Because tetracycUne.5 have been shown dc’Fycwe- 
tc-~uothfombllscffvltv.ostfmtswhoSmoIl M0N0DO)C50m~iaavaiWebc. 

we badeIfo3ktk &uga may Inteffecs with Ihe bad&dsl 
adJon of per!kimn. n * -0 to avdd glvfng t&acy&ul 
hamjunctkmwnhpmklm 

BarMtumtea, carbamazephe. and phenytoln decrease the 
ban-life of doxycycltne. 
The concunwu use ol tetmcydbe and methoxy?wane ha3 
been supodd to mwlt h fatal mnel toxkity. 
Concummt use of tetracycftne may render oral c~ntm~epUves 
less eflecfjve. 
Drug/fabomtoy teat lnterectionc false elevadom of uri- 
my cstee levels may - due to inte&mnce with 
the flwrescence ksl. 
cercboge mukgensdq Impebmmt of fertility: Long- 
twm studk h a&nab to evahts tfw carcinoaenlc ootential 

j tumora) and mlno&h (fhymid tumtk.). Likewise, iltboug6 

lhe &iotmtfsl for 3etlou¶ edierae~~.3ctkm3 In nvsk‘lg Infants 

mutaaentclw stud- of doxvcw[ne have fmt been conduct- 

fmm lhstetracycbhes a de&fort should be made whethw to 

ed.f&th6nsult3h~~~ 

dfscontlnue mmhg or.. dIaconfinue fhe dtug, kkJng. Into 

mammallm cdea8ay-a have 
been reported formlated enttblotke (tetracycune. oxytebncy- 

eccount the lmpwtancs Of the dmg to the mow (See 

cfhe). Doxycydhe adml&temd wetly at dosage love& a3 

WARNMGS.)  

hJeh as 250 mgil&fey bed no appsrent effect on the fertiJity 
of female mu. Effect on male feitllily ha3 nof been studled. 

Psdletric we: See WARNWQS ,and bOSAGE AND 

Pmgnencyr Pmgmmcy C+egcfy D. (see WARNINOS.~ 
L.a.8~~~ The effect of tetracyclher on labor end 

Nunkg mothers: Tetracycllnes am pre-sent In the mffk of kc- 
tethawcmenwhoemtaWmadwahtMsctess.&ceuseof 

ADMNIsTRATloN sedkma. 

ADVERSE REAcnDNs 

eibad8tclhebwefboweL 

t&?JsA Vd. 10. NO. 7 NCCLS, V&ncv& P’i A@ 18X30. 
2 ‘Natkmal Com6ittee fwctlnicsl 
Mefhoah lbr Duuffti Ann- 

MoNofxw lco~mg c%psul& ham a yelbwopqw body 
wlthakcnmopaquecap.The~beamfhehsafpuon 
woNoDoX1OO’blcvNteand-M259-inbmwn.EecfIcsp 
subconkitudo~ 
of doayc@ine. 

ITwmydms flqtkdmt to loo mg 

MONOCCW 1M) mg Is avaRabb ix 
Bottles of 50 capsoiea ..---..,,LDC s5515-25wx 
Bonfe5 of 250 capsJes...,..,-...-, NDC 55515-254-07 

STORE AT COMROLLB ROOM lEMRB#URE iS-3J’C &S&B3 -F$ 
PROTECT FROM LlGHT# 

ANIMAL PHARMACOLocY AN0 ANfMAl. TcqJccLoGY 
HypefplgmentaUon of the + haa been produced by 
members of the ietrecy&e class h tJw 
rats by oxytetracycltne. doxycyclhe, 
methmnns; in mln(plgs by dwyq&ne, 
cyclMefQ,,andme@cyctin~indogsbydwyc@bePod 
minoGydine: h monkeya by m-e. 
Mbocydbe. Mac@&‘ PO,. anew. doxycyc&. 
ktnoyclhe base. oxytetrao/dine Hu end Kline tfci 
wemgoitrcgenkInra&fedalcwbdlnedfetmb~~ . 
enect was accompanied by hb@ radio&llw, 
AdministratIon of mlnocyctlne &o ptuduwd a taya gc4ter 
zL”“h radbbdhe uptake h rats fed e feLUMy.tugh kdbw 

Treatment of vaIiou3 anrmal spedes WfIh Ihk cka.sa;x 
has al.30 msulted h the hductlw of t&old 

, . 

REFERENCES 
1. Natloncd Cwnndttee for Cll$caf labor&y .Standa#s. 
Peifomwtca Stmdatd for-W Qfsk Suscep~ 
7bfs,FFourthEdtUon.&mwedSt;ydardNccLs-t 

glend hvperplasii has been obswed in goats and rats treat- 
ed w&h oxvietmcvdlne. 

dmyeyk been - mrjorted but b uncommon. 
dkamsed above. ISee WARNINQS.) 
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In acuts lntestfnaf ameblaslt. 
useful adiuncf to amebkldas. . -“.-I** 

dine may be a 

In severe acne, doxycycllne may be useful ad]unctlve 
therapy. 

:OhlRA1NOlcAnoNs 
w%-tb unf&x&atedinpaMnrwhohaveshown 
~silh/ny~anyof~~- 

YWas 
JSE OF DRUGS OF ME TETFwZYCtJNE CIASS DUR- 

.., TOOTH OEVELOPMENT (LAST HALF OF~PREGNANCY. 
Ul=ANc( AN0 l2RLDlioOO TO THE AGE OF 8 YEARS) MAY 
-~~P~~&lSCOlORATlON OF THE TEETH 

wltsofMlmalabJdk&wefhattslracy;fh;aausatha 
acmta,arafoundhfecdtlsstm,~~~e@~eff~ 
4tlwdavelopwgfelua(oftantulatadfomtafdatronofakela- 
deMbaMn0. lEvidance of WnbtYo toxlctty has been noted 

svltbnabdlcactbnofthetermcydlwsmaycau~ah 
maw In EUN. Studies to date hdkato that thb dew not 
cuwlththBuaed 
dlundbn. 

doxvcydhefnpatl-*hrpdred 

otosensMtymanlfestedby~axaggeratedsunbumraac- 
lhaabemoblelwd h sorns katlMduak tat&q tetracy- 
me. Patleots apt to be exposed to dlmct eunllght or ultmvl- 
trlghtBhauMbuechrbadthatthh-canoccurwlul 
acydfne~.~bscltmcurt shoufdbediiunwdat 
tirst evldenca of sldn erythema. 

a _ . . ‘ind drainage or other su@cal procedures should be 
;opd Ill con)uncuon wllh antibtotlc mwapy woen Id- 

oratory testr: In venereal disease when coexistent 
%lb IS arspe~ted. u dark-fldd exand~U~n shouid be 
o bslore treatment b sta@d and the blood semlogy 
MtedmonthlyforatlaastfowmonVrr. 
Nlg-tw?n ma raq 
ems. lllduhg 

PerkQG laboralw evaluations of opepn 
ematopdstlc. Nnal# and ?lpalc studies 

Jkl be perlormed. 

nuratw, cartlainazeplne. und pylytoln deaBas0 the 
Ifa of doxycycJlne. 
m-lcmant use of t~irael and aTiatho*jnurana has 
rworlodtorwulthbtalnmaltoxJdtY. 

uAnt> of tetracycline may modw &al oontmcspthw 

/labomory toat lntanctlona: False akwatlons of ud- 
LzHachobmlne bv& may CuaJr due to lr&?hmhce with 
JomlcInce halt. 
noga-b -gmrk. bnpalmMnt of fm lmg- 
ltudlea h animals to wakad the caIewgmk potenhal 
qcrzlln. have not beea conduasd H-or, there hfn 
wid4nwofmcogenb~hmhhstudb3with 
d antlbiottca. okyietmcycfiie (admnal and pltultar/ 
‘I) and mlnocycllne (thymId twvns). Ukewise, illthovgh 
~adcltf studks of d-0 hav+ not bean cooduct- 
wltka msutta in hvvfbo memmdbn ceil assays have 
mported for ralated enublotka (tetncyeHne. oxywtmcy- 

Oo~lna admlnhtemd orally at dorag+ levela as 
s 2!io mglkglday had no appanmt effect on the klrtilny 
lab rsts. Effect on male fmllitv ha5 not been studled 

WSAGE AN0 ABUINGRAIlON 
ME USUAL DOSAGE AN0 FRUXJENCY OF ADMlMSfRA- 
TION OF CMXYCYCUNE DIFFERS FROM THATOF 7?+E 
OTHER TETRACYCUNES. MCEEOING THE RHx)MMBBF 
ED DOSaGE MAY RESUU IN AN MCMASED M3DEMGE 
OF SIOE EFFECTS. 
AduItszTheusueldoseoforaIdoxycycGnebh 
txitdayoflraabnenf(admirdsl~lcQmgevelyi2 Ttz: 
5Omgwery6hbwa)lollowedbyamalnt- dowdlOO 
~dq.memaintMaru;sda-3.3~bwhbtiw~ht. 
gkdc+eausSOmgwery12howah~~of 
momsevwelnfectlowfpalllwladychmnlc~oftha 
txlnatyt?acQ,100mgeveIy12hoursts~ 
For pulbtdc pathnta above alght pam of agul?n - 
~-dosaos-~podhMcpa&ntr~ 
lCQpoundaorlessb2~c4bodywelghttMdathfnfvm 
dosasohtheflfstdayoftmabnwt 
body weight ghw a3 a single dalfy’dZiZ2&~2 
dosea.onsubseqwntdaynForman-hfectbnaupto 
Zm@bofbodywelghtmaybaused.FarpaP;IPloplltkrEs 
over1oopoundsthewuaiadldtdoseshouldbeused 
Unccmpllcatad gonoceccat lnfactfonr In adulta (axc@t 
anomctal InfectIona Ia man)a 1Cbl mg. by mou& fwise *day 
lor7dayr~waitemalssinglevwtdoee.odmwtar~ 
mgstatfdlowedInof3ahowbyaawond300mgdora 
*cut. qlkndymo-orchlua cwlad by H @mwlfaowe loo 
mg~bymouth,hvlcaadaylcfatkwtlO~ 
Pdmmy and aacondary syphlllaz 300 mg a day In d&Mad 
dosesfofatleasf lOdays. 
Uncomplloatad umthral, l ndoca&cal, or mctaf infectton 
In adulta cawed by Chiamydia fmchomatfsz 100 in!& by 
motdh. twice a day for at least 7 daya 
Nonganococoal uretMtir caused by C frachomaffa and 
U- urdytlcum: 1M1 mg. by mouih, lwlce a day far ai laaat 7 
davr 
Acute spidldymo-onhltls cowad by C iYa&omat& 400 
mg.bymouth,twlceadayforatbastlOdays. 
Wlm used in streptococcal InfectIons. tbuapy sh&d be 
contlnuaclfor10days. 
Pdmlnbtratloo of adequata amounts of tluld abng with cap- 
aule and tablet forms of dmgs In the tetracyclhe claaa b mc- 
ommmded to wash down the drugs and reduce the ‘VI& of 
esophageal Mtatlon and ulceration (Sea ADVERSE 8EAC- 
TIONS.) If gastric Inltathm occurs. dwcycydhe may bu g&n 
with food. lnoestlon of a hiah fat meal has beat showy to 
delay the Mm6 to peak plas& concentratk~ by an avuage 
of one hour end 20 minutes. However, In the same study, food 
enhanced the avarags peak concentfatlon by 75% and the 
ma under the curve by 5.7%. 

HOW SUPPLIED 
MDNODO~ 50 mg Caps&s have a white opaque body with 
a yellow opaque cap. me capsule bear3 itut brrcr(ptlcn 
‘MONOWX 50” ln brown and ‘M 260’ In browa Each csp 
suk contains doxycyclins monohydrate equivalent to f8 mg 
doxycycnne. 
MONOOOP SO~mg b avaikbb Iax 
Bosuea of ml CapstdBs., dN55515-26046 
MONODOX* 100 rfq Capsul&e have a -baty 
withabownopaquecap~?hecapsule fJmhsc+tkm cz 
‘MDNDOOX 100’ In whlte and ‘M 2%’ h bmwn Each cap- 
sule contalw doxycy&e monohydrate equivalent to l(x) mg 
of doxycycline. . 
MONDDOP 100 mg Is wallable lx 
eotues of $0 Capsules .,,...“.......Noc 5551S-259-04 
Bottles of 250 capsules. _.___ . ..---.NDC !iS51S-253-07 

ANIMAL PUARh4ACOLOGY AN0 ANtM TOXlC(KOGY 
tiyPerplgmentatlon of the thydd has been &x-odd by 
memh of the tetracycliie clasr In the fOamring speciw h 

;i?‘qnanq’ Cat&xy D:(ses WARNINGS.) Treatment of va&us animal specbs 4th thb class of divgs 

ddkery: me enect Of MMcyc~ on tabor and 
has abo resulted In the inductIon 01 thymld hype@asla h tha 

y Ls dnknown 
fonowlng: in rats and dogs fminocycihe). In cluckens (cwofta- 

ag mothers: Tetracycllnes am pmsa&n tha milk of lac- 
v) and in rats and mice (oxyte(raC@h+ bdmmd 
(Im hnwmiasia has beat’! obsecved b goats and rats tmat- 

. 

: c  

I 

i 

womenwhoamt&Jngadrughlhbdass.8ecaussof 
tanwfofaerlawa&.3merea&klm b-a nuralng IIlfants 

ed with oayietracydlne. 

re.tetracycUnes. a da&Ion should be made whether to 
ttnua twrslng a.dlscnntlnue the dxg. taWng Into RffERENCES . _ . . ^_ . . 
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Mmodk 
xycyclins Monohydra te 

Capsules 

CONH2 

l I i*0 

OH 

PHARMAC0L00Y 
mu  we medlly abso& and ace bound 10 plasma 
w&lg dqpues. They we umcenbated by the uvw 
endexawtedfntheudneendfecwethkjhcon- 

s In a  bkk&aUy active form Doxycydh b  VW- 
ety absorbed after oral adm~tkn 
a  200 mg rkss of doxycydhe monohydrate. 24 
~‘“-vokntsen pveraged the foflowfng eelurn con- 

w 
.b 1.6 2.0 a0 411 a0 120 24.0 a.0 72.0 

228 267 3.01 310 3.03 2.02 1.62 0:as 0s 0.15 

AwageObswedt iee 
IcQnc~tbn -3a1mc&L(:0.9sd) 
laxknum concanbatb~ 
n Rate constant 

260 hr (a 1.10 
0.049 
1833 RF$.%dJ 

“a30=9 

f doxyc@ne by the fddney Is &o&W%/72 hews 
b.wiUtnormatfunctbn(cmeifMedeeraoceebout 
LThkpelvmtage~ mayfeneefowes1- 
ohindMduabwlmwvefefenalbsuf6dewy(~ 
ranwbekw10miJmIn).Studbshweshomrm, 
dfft-e In - ha&Me of doaycydfne (raoge 
r)hlrldMdualrwittlnorm.sfMdssvece)ytmpafred 
OIL 

Orgsnbm zone obm*ter 
te- daxrcydbre 

E. cd ATCC 25922 w-25 16-24 
S sureus ATCC 25923 19-26 23-29 

DlLUTfON TECHNIQVES, 
Use a  stendsrdimd dUutkn wthc# pxuth, agar. tnkmdlb 
tkn) of equivabnt with tettacydtoe powdec The MIC v&as 
o$~~shoukJbelntefpn3tedeawfj look~fdkwbg 

As with stendwd dfffusioc; twhnlqueu, d&Jon m&o& 
mquhrne !xse of lebomtory axltrd oqanbm% stafwsnl 
tetracycline powder ehpufd pmvlde the fotfo&g &UC v&a 

Organism ~410 bw&W 
S. aumus ATCC 292t3 
E faecafis AT-CC 29212 O&l 
6  cdl ATCC 25922 
t? eemgioate Aft72 27653 tz2 

INDICATlON3 AN0 USAGE 
Doxycfdlne Is tndlcated for the treatment of the‘foflowlng 
fnfecdons 

Rocky mountak spotted fever, &hue fw& and the typhus 
group. Q fever. rickettsbfpox. sod tkfi fevsn caused ty 
flkkettsiae~ 
fwp~tofy%trad hfectkwn caused by h&w- pnew 
monm. 
Lymphogmubma venemum caused by cZtbqda tm 
choma(ls. 

Cholera caused by Wbdo  cbotetae Jfomwiy Vfbrfo 
comma). 
campyiobactef t&s hfectbnsceLued bycem@JbedW 
fefus (tormerly Wbdo  lefts). 
8mceUosk due to 8mcala qxdes (Ii-3 ccn7)unctbn with 
straptomydn). 

f3ecwsemanvatrahuofthefdbwhn-d- 
kmshave&~tob~G~xmcbllM.coitue 
and susceptbii testfng we rsoommended 
Doxycyclhe is bldkated for tnatmelu of htect)w cau.sed by .L- ,_... _>.. _ ^.__ _-..--..-- -*--..---.--- . . ..^” .-4...s^_ 
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m-bean-ohsewedh&mek&&u& tamg tebacf- 
dhaa Pstbnts apt to Be ex3xlsed to d,“,ct sunlluht or uttrab+ 
&tughtshwix3advbedthatthbrwctJoncanoccurwith 
t-m.& bwtment shot&l be dlscontlnued at 
twnmtavideaceofskJnecythama 

mPeatedmonthtyfcvatbastfowmonths 
h long-&m therapy. psdodrc bbmmy avuluauom of organ 

ems, irKhIdIng harnatopdet)c, rend. snd &pauc studbs 
XL bepert- 
Drucr htaracuonst -e tekacvdloes have been ahowl 
to &msr p&ma ~thtunbh activny. patkmts who am on 
antlcoagutant Ummpy may mquke downward adWmeot Of 
theu wdwagulant dosage. 
slncs bactellw~ drugs may htarlsre with me bactedddal 
actJonolpenki&.ltbedrisaMetoavddgMqteVac@oes 
h-wffh-. 
AJw~tknoftetrscydtnerts~bymtad&contaMng 
aluminum. ~afclum. or magnesium. and iron-contiing 
Preparatkn* 
lWb&sates, carbamzepine, and phenytoln decmass the 
hall-llh~ of doxycydbte. 
The ‘concwem usa of tebacydhe and methoxy’b~e has 
been reputed to msun In latal nmal toxlcrw 
cancunwlt usa of tawacycune mey render oral contracapuves 
less eGctive. 
Drug/labomtwy tast hrteractions: F&e elevaUons 01 WI- 
my oatschohmlne levds may oawr due to intwtemnce with 
me llwJrwcence tesL 
carckwg& mLifaganesb, hpahncnt ot fmtf@ Long- 
term stttdbs In animals to evabate the cardnogenlc potential 

of doxycycllne have not been conducted. However, there has 
t.senwidenwof~acthrnylnra~hstudleswith 
lw!qtsd antultotka. okytetracydhe (adrenal ad pirurtsry 
tumom) and mbwcydbe (lhymld tumors). Ukewbe. aithough 
mutagqnldty taudbs of doxyc@ne have not been -duct- 
ed mxihhe mwlb in htitm mammallanceu~have 
been reported far related anublotks {tevacydlne, ok-ytetmcy- 
dine). Doxycydlne admtnlatemd orally at dosage levels as 
Ngh es 250 mgkgtday had no apparent eftect on the feftllity 
of female rats. Effact on male fertility has not been studlad. 
Prugnanc)c Pmgrwncy Cat&pry D. (See WARNINGS.) 
~g~~$~ me effect of tmcyclhes ~1 labor and 

Nurdng mothen: TWacydlnes are present In themdk of lac- 
tatltlg womm who we tatdng a dntg4n mb das.% l3ecause of 
the potenuai fof setlou adverse mactlons In nurshg lnfantz 
from thtitetfawdlnes. a deck&n should be made Mether to 
dlscontlrrve rxtslng ~w..dbcontlnue the drug, taking. into 
ecwunttha krtmmme 01 me clnm to the mother. (SW 
WARNINGS.) . 
Pediatric “a~ See WARNINM .and bOSAGE iND Amarmmmm 3ectb~ 
ADVERSE RE4cnONs 

skh Maadopapubr and gt@atnetou3 tashw. Exfollatlve 
&$Jtb has bean reported but b uncommon. 

tciwdtMty b dbawwd above. (See WARNIN=) 
Renal toxJolty Rbe In BUN has tles!l tep0rted.d b WPar- 
mtty dose related. (See WAIININOS.) 
Hpemensitbl~ nacUonaz Utdcada, angton* edema 

~aphylaxls.anaptyhddcf~ 
purppa pedcaldltb, and exacer- 

..a. -- -._- L--d,-,, -n-(4- -2, ha-  he.,n 

In adults ceused by cnmyufa rracbcma~ 1w mg. Dy 
mouth.twkxadwforatlsart7da~- 

notw n gasbic lnhati -. 
dyrfood.Ingestkx,ofahlghfatmadhajbeMshownto 
delay the tlma to peak Plasma -Muons by an awmJe 
done how and 20 m&wtes. However. In the same study. food 
enhanced the average pa& concsnfratf~ by 7.S% aM the 
amaunderthacucvsby5*7%. 

HOW SUPPUED 
MONOOOX’ SO mg Capsub~ have a white opsquS body with 
aydlowopaauecap.Thecawhbeanth8bWXiptbn 

MONOOOP Wmg b adable In: - 
eofues of 100 caPsufes..)rlTy: SSSlS-26wS 
MONOOOP 100 mg Capsubs have a 

c% 
www bodv 

wlthabmmwwecw.Thecepsuls the- 
‘MONOOOX ,100’ In whlte and l M 259’ in txuwn. Each cap- 
sule ContaLu d-6 monohydfatii equbalent to 1M3 fng 
of doryr#ine. 
MONOCOP 100 mg Is avaIlable In: 
Bottfes of Xl capsufes ..-.-,...L..&-NOC 55515~259-M 
eotues of 250 Capsules.--...-...-.~-.. Ncxz 55515-259-07 

STORE AT COWROLLED RooMlEMPERAnJREts-3oC~~ 
PfmEcTmoh4uwn; 

ANIhtAL PHAMACOLOGY MD ANiMALTOXICOLOCY 
Hyperplgmentadon of ths thyold hss bean producsd by 
memtmm of the tetracyctine class In the folkMng speciasz In 
rats by oxytetmcydhe. do*(cydlne, tetracycline PO,. and 
methacycllns; ln minlplgs by dorlc)cllne. minocydfne. tetm- 
cycllne PO,, and melhscydkte; h.dogs by doxycycAne end 
minocydkte; h monk& by ml~ia. 
Mlnocy&e. tetracydine PO,. meWcyxlfne. do-e. 
telracydh bass, oxyt9trscydh Ha and tetrecycune tia 
wetegoitmganichmtsfedafowbQnedieLl’hbgoitfoge& 
effect was accompanied by hrph rJlclioacttve lodine uptake. 
Admlnlstratly of m!nocycllne also wduc+ a largs gottar 
w#vhi$jh ad&dine uptake in fats fed a mlaWaly high k&e 

Tiatment ot wf5us anlmaf species with thb dass of drug9 
hasalsorasuledInthalnductioadU’@dhyperpbshhthe 
folkwIng: In rats and dogs (minocycllne), In chickens W ’ilo~W 
tracydine) and in rats and mice (oqtetracyclfne). Mrenal 
gland hyperpbsia has been observed in goats and rati treat- 
ed with 0xytetlaGyclln.3. 

. 
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MEGNCDER 
June 17,2003 

c 

Janice M. Sore& M.D., Director 
Division of Anti-Infective Drug Products (I-ED-520) 
Office of Drug Evaluation IV 
Center for Drug Evaluation and Research 
Food and Drug Administration 
5600 Fishers Lane 
Rockville, MD 20857 

Annuai Report 

RE: NDA# 50-641, Monodox@ Capsules (Doxycycline Monohydrate) 50 mg and 100 mg 
Annual Report 

Dear Dr. Soreth: 

In accordance with 21 CFR 93 14.81, enclosed please find the annual report for Monodox@ 
Capsules. This report covers the period from December 31,2001 to December 30,2002. 

f f you have any questions concerning this submission, please contact me by telephone at 
(WI) 5884200 or by fax at (801) 588-6232. 

Wendy DeSpain, R.A.C. 
Associate, Regulatory CMC 
U.S. Proprietary Products 

ORIGINAL 

Rcmrch Park, 4 17 Wakaro Way, Salt Lake City, UT 84 108 l Tel: 801/588-6200 T&-X: 8011588~6212 
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