
Uvamin@ retard
Capsules

Uinaty ttact infections

composition
Each capsule contains:
Nitrofurantoin (macrocrystals) (USP) 100 mg

Properties, effects
Nilrgturantoin is a substance with an anlibac-
terial action used for the treatment ot urinary
tract infections. High concentrations of nilro-
furanloin are produced, particularly in urine. lts
eftect is probably based on interference wilh
various enzvme systems in bacteria The type of
elfect is primarily bacteriostatic (bactericidsl jn

hicher concentrations). The spectrum oi activity
in i ludes  most  o rgan isms wh ich  cause ur inary
tract infections, such as E coli, Klebsiella, En-
terobacter, enterococci and Staphylococcus.
Resistance never or only rarely occurs durlng
trealment wilh nitrofurantoin- Crbss-resistance
wi th  o ther  an l ib io t i cs  i s  unknown.
Sensitive organisms: enterococci, E. coli, Citro-
bacter spp., group B streptococci, Staphylococ-
cus aureus, StaphYlococcus epidermidis.
Salmonelta spp., Bacteroides spp., Streptococ-
cus  pneumoniae  (a  ra re  cause o f  u r inary  l rac t
infection).
PartiallV or moderalely sensitive organlsms:
K lebs ie l la  pneumoniae ,  Enterobac ter  spp Pro-
teus  spp. ,  Prov idenc ia  spp. ,  Ser ra t ia  spp.
Bes is tan t  g rgan isms:  Pseudomoaas aerug inosa
Pro teus  mi rab i l i s ,  Pseudomonas cepac ia ,  Ac ine-
tobacter.

Pharmacokinetics
Ni t ro fu ran to in  i s  a lmost  comple te ly  absorbed
after oral administration. Absorption of nitro-
furantoin from the macrocrystall ine form pres-
en t  in  Uvamin  re ta rd  i s  de layed and th is  im-
Droves  the  to le rab i l i t y  o f lhe  subs tance.
Due to  the  rap id  rena l  e l im ina t ton  i I  i s  inposs i -
b le  10  ach ieve  therapeut ica l l y  adequa le  b lood
and t i ssue leve ls  o f  n i t ro fu ran to in .  Peak  concen-
trations of 50-1 50 uglml are produced in urine
normal ly  w i th in  30  min  o f  inges t ing .a  s ing le
1O0 mg dose ot nitrofurantoin lmrcrocrys-
ta l l ine) .  The peak  ur inary  concent ra t ion  rs
reached more  s lowly  i f  n i t ro fu ran to in  i s  taken in
the  macrocrys ta l l ine  fo rm but  i t  i s  aoprox imate-
lv  equ i !a len t  to  o r  s l igh t iy  lower  l \an  tha t
ach ieved w i th  the  mic rocrys ta l l ine  {o rm The
p lasma ha l f - l i fe  o f  n i t ro tu ran to in  i s  25-35  min .
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Ni t ro tu ran ts in  i s  bound to  p lasma pro te ins  10
'the exrenl o{ about 5O7o.
After a single dose of 1O0 mg of nitrofurantoin,
the urinary concenlraiion falls ooly gradually
and remains  above the  re levant  min imum in -
hibitory concentrations for the impodanl causa-
tive organisms of urinary lract intection, for
8-10  hours .
Nr l ro fu rsn lo rn  i s  a lmost  comple te ly  excre ted
within 24 hours via the kidnei-s, by fihration
(about  17%)  and excre t ion  in  the  prox ima l  tu -
bules (about 83%). About 50o/o of the substance
excre ted  in  J r ine  appea 's  as  inac t ive  meiabo-
lites which produce a yellowish-brown drsco-
Iourstion of the u.ine. Ady 2-4o/o of the sub-
stance aooears in faeces.
Nitrofurantoin oasses the placenial barrier and
appears in maternal milk.

Clinicat situations accompanied by
changed pharmaco'kinetics
Anuria and renai failure with creatinine clear-
ance values of below 40 ml,/min.: on the one
hand, the frequency of toxic side eifects is in-
c reased under  these cond i t ions  and on  the  orher
hand. an adeouate ant;bacterially effective
concentretion is not achieved in urine.

lndicationB
For the treatmenl of acute and chronic infec-
tions of the efferent uflnary tract caused by sea-
sit ive organisms: cystit is, pyelit is, py€lonephri-
t is, For the prophylaxis of infection in surgical
operations.

Usual dosage
Acute  ur inary  l rac t  in fec t ions :
Adults:
1  capsu le  2  o r  3  t imes per  day  fo r  4  to  7  and no l
more  than 1C days .
Age 72 to 14:
1  capsu le  tw ice  perday for4  to  7  c iays .

Chronic urinary tract iniections:
Long-term thetapy for adults:
1  to  2  capsu les  per  day .
Uvamin retard should be laken after meais.

Special dosge instructions
Suggesred dosage for children: 5-7 mg,/kg body
weigh t  in  24  hours ,  d iv ided in to  4  doses ;2 .5 -3
mg,/kg body weight daily is adequate for long-
term theraov with Uvamin retard.
ln the case oi babies it is recommended that a
smal l  mea l  i s  g iven  be lo re  admjn is te r ing  Uva-
min  re ta rd .  Ch i ld ren  under  3  months  shou ld  no t
rece ive  Uvamin  re ta rd .

Cont.aindicationg, warnings
Nitrofurantoin is contra- indicared in:  anuria,  se-

v e r e  r e n a l  f a i l u r e  w i t h  b l o o d  u r e a  v a l u e s  a b o v e

1 O O  m g  %  a n d  c r e a t t n i n e  c l e a r a n c e s  b e l o w

40 ml/min.
Glucose 6-phosphate dehydrogena* def i-

c i e n c y  { d a n g e r  o f  h a e m o l y t i c  a n a e m i a }

Hypersensit iv i ty to ni troiurantoin.
Neuri t is,
Caut ion is required in anaemia, diabetes mel l i -

tus, electrolyte imbalance and viramin B def i-

c iency since the r isk of per ipheral  neuropathy is

increased in th€se cases.
Due to the immaturi ty of the enzyme systems,

there is a danger of haemolyt ic anaemia in the

f i rst  three months of l i {e.  The preparat ion is

therefore contra- lndicared in neonates, preg-

nant women in the last tour weeks betore the

calculated date o{ del ivery, and during breast-

feeding. The indicat ions for ni t rofurantoin treat-

ment in the f i rst  t r imester ot pregnancy must be

weighed very careful lY.
Alcohol must not be conssmed during treat-

ment with ni trofurantoin

Side effects
Gastrointest inal  disorders occur in 13- '15% of

cases and their  f requency increases at higher

doses (more than 7 mg,/kg,/day)

Central  nervous system syrptoms such as

headache, vert igo and nystagmus can occur '

l r reversible peripheral  polyneuropathy can

sometimes occur,  panicular ly in pat ients with

r e n a l  f a i l u r e ,  a n a e m i a ,  d i a b e l e s  m e l l i t u s ,  e l e c t r r

lvte imbalance, and vi tamin B def ic iency. The

f irst  svmDtoms are most ly paraesthesia, the
( b u ' n ; n q  f e e t )  s y n d r o m e  a n d  r o t o r  w e a k n e s s .

A t l e r o i c  r e a c t i o n s  ( 1 - 2 o l o ) :  e x a n t h e m a ,  p y r e x i a

eosin-ophi l ia,  cholestat ic hepat i t is,  af iacks of

asthma, exudat ive pleuri t is and anaphylact ic

shock. Al lergic pulmonary inf i l t rat ion {so-cal led
rni trofurantoin pneumonia>) can occur in isolat-

e d  c a s e s ,  p a r t i c u l a r l y  d u r i n g  l o n g - t e r m  t h e r a D y

a n d  m a y  p r o g r e s s  t o  i r r e v e r s i b l e  p u l m o a a r y

f ibrosis.
H a e m o l y T i c  a n d  m e g a l o b l a s t i c  a n a e m i a s  ( p a ' t F

c u l a r l v  i n  p a l i e n t s  w i t h  g l u c o s e  6 - p h o s p h a l e

dehydrogenase def ic iency) and agranulocytosis

are rare.
Temoorarv loss o{ hair  has been described.

l m p a i r e d  s p e r m a t o g e n e s i s  d u e  t o  d a m a g e  t o

t h e  e p i t h e l i u m  o J  t h e  s p e r m a t i c  c a n a l s  h a s  b e e n

described.

lnteract ions
T h e  c o n c u r r e n t  a d m i n i s t r a t i o n  o {  s u l p h i n p Y r a -

zole can lead to a reduct ion in the effect and an

, l c r e a s e  i n  t h e  t o x i c i t y  o . f  n i t r o f u ' a n l o i n

Antacids can reduce the absorption of nitro-
fu.antoin and therefore should not be used con-
currently with Uvamin retard.
Probenecid inhibits the excretion of nitrofuran-
toin. This leads to elevation of the plasma
concentration and to an increase in the loxic
potential of nitrof u ranloin.

Fresentation
Packings of ?0 ancj 30 caPsules
Hosp i la l  packrngs

The information contained here is l imited.
Further information can be obtained from your
doclor or pharmactst.
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