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Reva Pharma

Composition:

NITROBIOTIC capsule: Each capsule contains 100mg
Nitrofurantoin macrocrystals.

NITROBIOTIC Suspension: Each 5ml contains 25mg
Nitrofurantoin.

Pharmacodynamic properties:

Nitrofurantoin is a broad spectrum antibacterial agent,
active against the majority of urinary pathogens.

« The wide range of organisms sensitive to the bactericidal
activity include:

Escherichia coli- Enterococcus Faecalis- Klebsiella Species-
Enterobacter Species- Staphylococcus Species, e.g. S.Aureus,
S.Saprophyticus, S.Epidermidis- Citrobacter Species

- Clinically most common urinary pathogens are sensitive
to Nitrofurantoin.

- Most strains of proteus and serratia are resistant and All
pseudomonas strains are resistant.

Pharmacokinetic properties:

The Nitrofurantoin macrocrystals are specially formulated
,the controlled crystal size is designed to control the speed
of absorption and thus reduce the incidence of nausea.
Maximum urinary excretion usually occurs 45- hours after
administration of macrocrystalline Nitrofurantoin. Urinary
drug dose recoveries of about 2530%- are obtained
Indications:

o For the treatment of and prophylaxis against acute or
recurrent, uncomplicated lower urinary tract infections or
pyelitis either spontaneous or following surgical procedures.
o It is specifically indicated for the treatment of infections
when due to susceptible strains of Escherichia coli,
enterococci, and staphylococci, Citrobacter, Klebsiellaand
Enterobacter.

Contraindications:

« Patients with known hypersensitivity to nitrofurantoin or
other nitrofurans.

« Patients suffering from renal dysfunction with an eGFR
of less than 45 ml/minute. Nitrofurantoin may be used with
caution as short-course therapy only for the treatment of
uncomplicated lower urinary tract infection in individual

®

theoretical possibility of haemolyticanaemia in the foetus or
in the newborn infant due to immature erythrocyte enzyme
systems

Warnings and precautions:

« Since pre-existing conditions may mask adverse reactions,
Nitrofurantoin should be used with caution in patients
with pulmonary disease, hepatic dysfunction, neurological
disorders, and allergic diathesis.

« Nitrofurantoin should be used in caution with patients
with anaemia, diabetes mellitus, electrolyte imbalance,
debilitating conditions and vitamin B (particularly folate)
deficiency.

o Urine may be coloured yellow or brown after taking
Nitrofurantoin.

« Patients on Nitrofurantoin are susceptible to false positive
urinary glucose.

« Cases of hemolytic anemia of the primaquine-

sensitivity type have been induced by nitrofurantoin.
Hemolysis appears to be linked to a glucose-6-phosphate
dehydrogenase deficiency in the red blood cells of the
affected patients.

o Patients should be advised to take nitrofurantoin
(macrocrystals) with food to further enhance tolerance and
improve drug absorption.

Drug Interaction:

« Increased absorption with food or agents delaying gastric
emptying.

 Decreased absorption with magnesium trisilicate.
 Decreased renal excretion of Nitrofurantoin by probenecid
and sulphinpyrazone.

 Decreased anti-bacterial activity by carbonic anhydrase
inhibitors and urine alkalisation.

« Anti-bacterial antagonism by quinolone anti-infective.
Pregnancy and lactation:

o Pregnancy Risk Factor : B

The drug should be used at the lowest dose as appropriate
for a specific indication, only after careful assessment.
Nitrofurantoin is however contraindicated in pregnant
women during labour and delivery, because of the possible
risk of haemolysis of the infants> immature red cells.

o Breast feeding an infant known or suspected to have an
erythrocyte enzyme deficiency (including G6PD deficiency),

cases with an eGFR between 3044- ml/min to treat resistantmust be temporarily avoided, since Nitrofurantoin is

pathogens, when the benefits are expected to outweigh the
risks.

» G6PD enzyme deficiency

o Acute porphyria.

« In infants under three months of age as well as pregnant
patients at term (during labour and delivery) because of the

OSys0gssdindd 2

detected in trace amounts in breast milk.

Effects on ability to drive and use machines:
Nitrofurantoin may cause dizziness and drowsiness and the
patient should not drive or operate machinery if affected.
Side effects:

- Respiratory: fever, chills, cough, chest pain.

@»

- Hepatic : Hepatic reactions including cholestatic jaundice

and chronic active hepatitis occur rarely.

- Neurological: Peripheral neuropathy (including optical

neuritis) with symptoms of sensory as well as motor

involvement.

- Gastrointestinal :Nausea and anorexia have been reported.

Emesis, abdominal pain and diarrhoea are less common

gastrointestinal reactions.

- Haematological: Agranulocytosis, leucopenia,

granulocytopenia, haemolyticanaemia, thrombocytopenia

and megaloblasticanaemia, glucose-6-phosphate
ehydrogenase deficiency anaemia, and eosinophilia have

been reported.

- Hypersensitivity: Allergic skin reactions have been

reported.

Dosage and method of administration:

- Capsule:

Adults and children over 12 years of age:

The dose should be taken with food or milk (e.g. at meal

times).

Acute or recurrent uncomplicated UTT and pyelitis -100mg

twice daily for seven days.

Surgical Prophylaxis - 100 mg twice daily on the day of the

procedure and 3 days thereafter.

It is not suitable for children under 12 years .

- Suspention:

Pediatric Patients

5 to 7 mg/kg of body weight per 24 hours, given in four

divided doses (contraindicated under one month of age).

Weight in kg Pediatric Doses (ml) and Frequency

7kgto 11 kg 2.5 mL Four times Daily

12 kg to 21 kg 5 mL Four times Daily

22 kg to 30 kg 7.5 mL Four times Daily

31 kg to 41 kg 10 mL Four times Daily

42 kg or greater  See Adult Dose

Storage condition:

NITROBIOTIC Capsule: Store in a dry place at a

temperature (15 - 30°C).

NITROBIOTIC Suspension: Do not store above 25°C. Store

in the original container in order to protect from light and

moisture.

Packaging:

NITROBIOTIC Capsule: Each carton package contains 20

capsules in two blisters.

NITROBIOTIC Suspension: Each carton package contains

100 ml amber glass.

13/04/2019  10:28:34 &



1 TNEE ® | D [ [ [

VV,0%Y0
Y+ya/e/\Y

50' ”w e
(Glas - dsuS ) d‘J.-HJJ*-‘

Al e Sl 2SI gl 5 52 58 U (LBl o am el SIS anll (e el AN (e JBl a2 ke o
Pl Giaa e a bt poe JCEENY) A Aguac - Jlaial s (33Y )5 (alaall J3LA) 5aY 5 (il 58 e ol sl @
o (L;J_.AJ\ aanll ilgil) Gy ‘ﬁ l_m) A ydanll lacy) 5aY ol s @m)h Qi }i Criadl aie ) eAJ\ sl L;)_Lu ol iy

L_‘agi ;L_\S)A 3_9_.,.; u'a\)_c\ ) Aaals ‘).:\s'd\ c\).AA.“ eAJ\ &La)S Lﬂ_ai);i PN [ERT) . ) : h.‘.‘.‘s‘).'."“

aeall Jadagn ) it gagipe ¢V At i ysmad e sclaliial) g ol pial) G585 58 ate) v e g sad Al guaS S S gy s
¥y a8 o e a5 Y1 Ay gl oy el Jomndl) 290 5 (885 28 Usa 33 5 sl LAY G Loy o . Jly S5 Sk

A ¢ ll oy S A enilynall 5505 (e 301wt s - e @ sban ) (mmall e sy (gt B s 5 i padi o O QI S5 8 a2 (g gai de 0 U i Glee i i
et a5y laheall A ¢ DY) a8y a5 daall Sl RSl A pl g Plie) (gt . . il g4l pailadl
T Ssle lim s he e e aall) ardl 8 scileg )Y Apaluall 4wy a dlad ¢ Gghall g ol jall sdme Jdle s (00580 585 5
lmanl) by ¢ il g (g () siba Gl o all e s (i sl s g il aladial Caaye . e

Al Apond Jad 250 ) Cina Anbiaall Ja g g dinimall Gogy Ball g ¢ 351 580 ()5 ade 5 e pSadl sl caal) 558 el Bl SN A ulall SIS (e x5l Ae sanall (anas

selacY) 48y kg 4 o) (il Aali ) () elid pads . ) ) il el

P o5ty sy il 38T ey ) S jaaVU Ol sty a8 o -AlndSU ) 5 5 A 55l Ay el B 5 Sall A o) ) Ay 5 Y

PR )Y 1 G pens QUL 5 (ol A Al A g (5 55585 5L 0 pallag (il (oaim pall o, A g gl e ¢ A iall 5 Sall 5 silaadl 5
(s sl ae g die : Jie) sl ol dladall g de jall J 5 g )5Sl A ila A saalll #1530 Ayl g iall 3y 5 52l A siiall
iy ) gl paiaadl se alall ) Saall Yl Sleall i) o 55y b5 i) Aa il 5 w00 IOl e VLA Cagan Guiniaie Amben 038 lepd V) Al Sl ped) Ly

Aol Vel (B e ita ) v e i 55 Sole T a3 e i ge aa Wl Dl O g2y Lo ) 5 il
saal Ladey gdal allayy S_Uf éiv o ;:\_P\)j{;ﬁ)n Ol u_mj\_‘ud o) yanll ar ) Lm b i g g AN YO aen 5 Aa sl At )y Al YD o dane
‘ ol A3 e (i S5 pSe) 5l 5 585 yiil) 2aly (am jall i oy e L Al
)Y e OB ens JULSU Cilie yie J sl 138 )52l Galaial (sl 5 Sl g el alalal) . . ) gall 4 )
sl - i) gal) AN pea S al A IS Ui S5 ySLe (00581 5 il Cnaa
NBAY Baxall 153 535 el el aladall e (abiaial) 3ty o 0y bl de s o 8l all b ppnal) Jisy Sl ons
el e o lamidelw Y S paall ()5 (5 28/ gla Vo0 sl Sl S pe (alaia¥) alinil e L Gl S e 2al) @
(D6 (Bl yand LT ) i) A il g daasiay sl a5 58T (5 5 K 51581 (liasl o JSE 2 el 0o oale V] ol Ol sale Sy
il 5 5 (Je) JilaY) de ja S LSl (3 oLl #h sl A o O AV Y0 (s Sl S5 jSbe (05 ) 585 5
sl A et JaY,0 ESY Y g KUl dadie oy Ly Sl sl Lol il (a6l sl b lgle J sl o
psdl b e ol Jao By Dol 4l 5 5 a ) ) ) bt
asll 8 e o Ja V0 ASTYY gl il Y] Claline e Sl sliadl) Jadl) sl o JeallBataall o2 b Sl gl saladl LY (e A8 M1 5 3l e

ol 3 e i da e &8 ddela,l) g Jaal) Slaleall TG S La) Ay sall gl ;‘Mﬁﬁ:
u,yd\.\l\:\.cﬁu.um J’.‘\S\}éi\' .B:‘._A.Aﬂ|d=\.'\mﬂ|o = >

i) Ja gy ¢ dxaall et V) e ol Ly e ya Jl o) 530 alast ol (g Y3 i 055 Lavie ST 3l Gal s JS0 iy «

(T -1 0) B pm Ay Gl (S iy 1 e 5 g 5 ol sl Slime (i 55y s 5 il 1D g (580 i 2 ay Jai g DSl g gaal) D 5 Sl A o1 Al A8 ) BV (e i

Agieda 0 Y0 e el il pada i diiay Vs tee elipn o i dbainal Il o aY o) g alaall oL el sall oLl (5o Ailaa¥) 5 SlwunlSll Ay sl A gasall
sk lly e sl e dleal) Jal e dlaW 5 gl cJainy gl die damlill Se el yeall andl USA (e padl DAY . ) . sobkin) clilaa
Omann Wsan€ Yo 5saidigi S 550 810 s gy 55 (GOPD padki €lld 1 Lay) ¢l yanll andl by S oy 3 paiiagl A ) )
iy ¥ 8 A LS (g s 5 e S Al G o L pe Aminalll Jama 5 (551N il daa ) (e @ sila 0l (ol

dass 05 Ay Aala ) (g 53 A58 B e S b WS g e Gala 3 O s 585 S pladid Sy A8f2 / s 20 (e B A
) ) e sV aladiiad g BN o 3l e ) sl il (all Sleall (L) @ 3lal ad gz Slall a8 sl s il

rin el (e Cong s eladis 34 53 (0 58 58 e 28 O Aol Andal) e (55 Lo 0 SLs (B 2iedl) 8
Lilae S 13 YY) Jsidn ol 5l ald 23168l () S5 Ladie ¢Aa gliall il peall Z3lal 88y / Ja £

‘ sdilald) el il EESEERY) S5 w;u!\
dall & ﬁﬂ ¢ las €3y yad8 ¢ an Aadi &L\)ﬁij. G6?DH{“ Uas‘ °
G 8 Ly sl Joaill 350 5 ol Uy s A el ,ils Baadldy 85t e

0s0gsodindd 3 @ 13/04/2019  10:28:35 »



