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TINIDAZOLE TABLETS 250 mg and 500 mg

HIGHLIGHTS OF PRESCR B NG
These highiights do not include allthe information needed to use Tinidazole Tablets
Tinidazole Tablets

Tinidazole Tablets for oral use

Initial US. Approval: 2004

To reduce the development of drug resistant bacteria and maintain the effectiveness of
Tinidazole Tablets and other antibacterialdrugs, Tinidazole Tablets should be used only to

TINIDAZOLE TABLETS
250 mg and 500 mg
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WARNING: POTENTIAL RISK FOR
CARCINOGENICITY
See full prescribing information for complete boxed warning.
Carcinogenicity has been seen in mice and rats treated chronically with
metronidazole, another nitromidazole agent (13 1). Although such data have not

g
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171 Administrationof Drug
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173Drug Resistance

52 Vaginal Candidiasis

The use oftiidazole ey vesultin Candida vaginits In a cinical s udy of 235 ‘women who
ac erial vaginosis, a vaginal in 11 (4 7%)

of sty sufocts s Cirica Stces (14 5]

53 Blood Dyscrasia
Tinidazole should be used with cauton in patients with evidence of or history of biood
dyscrasia [see Drug Interac ions (7 3)]

.4 DrugResistanc

Prescriing Tinidazole Tablets in the absence of a proven or strongly suspec ed bac erial
infecon o, tothe pa
theriskofthe developmentofcrug resis antbacteria
6 ADVERSEREACTIONS

6.1 Clinical Studies Experience

yvaryi adverse reac ion rates
i pared oralesin

Among 3669 patients freated with a single 2 g dose of tindazole, in both controlled and

for tinidazole,the t related and have sim lar Sections or el e omonass o @ epor
biologic effects. Use should be imited to approved indications on tents For mult
g T AL cnm‘:;s FuLL adverse reactions were reported by 13 8% of 1765 patiens Common (2 1% incidence)
WARNING: POTENTIAL RISK FOR adverse reactions reported by body system are as fo lows (Note Da a described in Table 1
Indica ionsand Usage, Bacterial Vaginosis(14) 512007 CARC NOGENICITY )

Dosageand Administation, Bacterial Vaginosis (26) ~ 5/2007
DICATIONS AND USAGE

Tinidazole Tabletsis anitroimidazole an imicrobial indicated for

« Trichomoniasis (1 1)

+ Giardiasis inpa entsage 3andolder 1 2)

« Amebiasis inpatients age 3andolder 1 3)

« Bacteral Vaginoss innon pregnant, adultwomen (1 4,8 1)

'DOSAGE AND ADM N STRATION

doseandatthe samefime (2 3)

« Giardiasis Adults asingle 2 g dose aken wi h food Pediatic patients oider than hree
yearsofage asingle dose of 50mg/kg (up 02g)withfood (2 4)

« Amebiasis, Intestinal Adults nger day vovadays with food Pediatric patients older han

+ Amebi ier abscess. Adus 2 percay !ovz&ﬂays vih o0 Peiatic paters e

Carcinogernicity has been seen in mice and rats frea ith

another ni roimidazole agent (13 1) Although such data have not been reported for
tinidazole, the two d related and have simlar ts use
should be reserved for described in AND USAGE (1).
1 NDICATIONS AND USAGE
1.1 Trchomoniasis

0

Central N ported include convulsions and

ransient peripheral nsumpaihy ncling rumbness and pares o 5o Warings and
Precauions (5 1)] Other CNS repors include vertgo, ataxia, giddiness, insomnia,
rowsiness

Gastroin estinal tongue discoloration,stomati s, diarrhea

vuriis, rash, fushing, sweating,dryness of mouth,fever,burning

The orarem, shou\d be denfed by appvopﬂa(e dlagmshc procedures Because
of m!ecled pahems should be treated slmulvaneuusly n e o prevet e |mechon [sse
Cinical Studies (14 1)]

12 Giardiasis

+ Bacterialvaginosis Non pregran, acuftwomen Zgoncedaﬂyﬁovzdays'akenwwtmow
or 1 goncedalyfor5 days takenith food (2 6)
SAGE FORMS AND STRENGTHS
Tablets 250 mg and 500 mg (3)
CONTRAINDICATIONS
« Prior_history of hypersensivity to  inidazole or other nitroimidazole derivatives
“6162)
« Firsttimesterofpregnancy (4,8 1)
« Nursing mothers, unless breast feeding is nterrupted during tindazole therapy and for
3daysfollowingthe astdose (4,8 3)
WARNINGS AND PRECAUTIONS
o Seizures and neuropahy have been reported Discontinue Tinidazole Table's if
abnormalneurologic signs develop (5 1)
« Vaginal candidiasis may develop with Tinidazole Tablets and require treatment wi h an
antitungalagent 5 2)
« Use Tinidazole Table's wih caution in patients wih blood dyscrasias Tinidazole
Tablets may produce ransient leukopenia and neu ropenia (53,7 3)
DVERSE REACTIONS
Most common adverse reacions for a single 2 g dose of inidazole (inidence >1%) are
metalichitter taste, nausea,

sensation, thrs!, salwamn. angioedema
Renal darkened uri
Carciovascular pa\pnaﬁuns
ransientneu ropenia,
Oher Candida overgrowth, increased vaginal discharge, oral candidiasi
lir arthralgias, myalgias, and arthr

hepatic

Tinidazole i indicated for the treatment of giardiasis caused by Giardia uodenalis (also Table .
ermed G lambii) in both adults and pediatric patients older than hree years of age [see T single doss | Wl Gay dose

13 Ameblasis Gl Mealicbiter taste 37% 63%
Tinidazole is indicated for the treaiment of ntestinal amebiasis and amebic liver abscess Neusea 3% 45%
causedby i i Anorexia 15% 25%
ofage ltisnotincica 7 - P T o
(143,144 &

14 Bacterial Vaginosis Vomiting 1% 09%
Tinidazole is indicated for the treatment of bac erial vaginosis (formerly referred to as Cons ipaon 04% 4%
Haemaph us vagini s, Geronerela vaginits, nonspecifc vagini s, or anaerobic vaginosis) CNS Weaknessfaligueimalaise 21% 1%
innon ( S Dizziness 1% 05%
Other associated with as Tichomonas vaginas, Oer Foadacho = koS
shouldberuledout Total paflents wih adverse reactons |11 0% T36%

reduce the development of drug resistant bacteria and maintain the effectiveness of (403/3669) (244/1765)

Tmldazu\e Tablets and other antibacteril drugs, Tinidazole Tablets shovid be used unly I

e Hhen culure and susceptbity informaton are avaiatle, they shou\d b

bue o hevapy

discomfort, vomiting, anorexia, headache, dizziness and constipa ion 6 1)
To report SUSPECTED ADVERSE REACTIONS, contact PACK Pharmaceuticals, LLC
at847 2290153 0r FDAat 1 800 FDA 1088 or www.fda govimedwaich
DRUG INTERACTIONS

The following drug interactions were reported for metronidazole, a chemically related
nitroimidazole and may therefore occur with tridazole

« Warlarin and other oral coumarin anticoagulants Anticoaguiant dosage may need

1)

21 Dosinglnstructions
It food to minimize

Rare repor ed adverse reactions include bronchospasm, dyspnea, o, confusion,

depression, fury tongue, pharyngi s and reversible thrombocytopeniz

Adverse Reactions in Pediatrc Patients In pooled pediatric s, advers reactons

roprtednpi fc patlns aling iidzl ere s ar i aure and eyt
voniting, diarthea, taste chan

Bacterial vaginosis The most common adverse macﬂuns in wsated patients (incidence

>2%). identfed in the tr ar

and ofher gastrointestinal side effects Food does not affect the oral bioavailabity of
inidazole [see Ciinical Pharmacology (12 3)]

Drug ntractions (7 1))
Compounding ofthe Oral Suspension

» Alcohol lindazole For those unable to swa low tablets, Tinidazole Tablets may be crushed in art ficial cherry
«he{apy 71 ‘syrupto be taken with food

« Lithum Monitorserum fthium concentrations (7 1) Procedurs fo ol Pulverize

+ Cydlosporine, tacrolimus Moniorfor oricitiesof hesei 1) andpeste imately 10mL

« Fluorouracil Montorfor fiuorouracil associated toxictes (7 1

« Phenytoin, fosphenytoin Adjus ment of an iconvulsant andior tnidazole dose(s) may be
needed (71,72)

« CYP3A4inducersinhibitors Monitorfor decreased tinidazole e fector

hopowdorand mix il st Tranior o suspendon 0 a rauated amber cotaner
Use several sma| rinses of cherry syrup to transfer any remaining drugin he mortar to the
inal suspension for a final volume of 30 mL The suspension of crushed tablets in artficial

reacions(72)
USE N SPEC FIC POPULATIONS

« Pediatrc Use Data on inidazole use in chiren s imi ed to treatment of giardiasis and
amebiasis inpatien s age 3and older 8 4)

« Hemodialysis patients If finidazole is administered the same day and prior to
hemodialysis, adminis er anadditional % dose after end of hemodialysis (3 6, 12 3)

See 17for PATIENT COUNSELING INFORMATION

Revised: 102010

ecreased appeti e, and flatulence; renal urinary tract nfection, painfu
urination, and urine abnormality; and other reactions including pelic pain, vulvo vaginal
discom’or, vaginal odor, menorrhagia, and upper respiratory tract nfection [See  nical

Studies (14 5]
62 Postmarketing Experience
approval use
of Tinidazole Tablets Because the repor s of these reacions are volun ary and the
tal bl e the req

Severe acute hypersensitvty reactions have been reported on iniial or subsequent
exposure fo nnldazule Hypersensitivity reactions may include urticaria, pruritis,
7 nnuslmzmcnous

Although not specfically ident fied in studies with tnidazole, he following drug iteractions

7 days atroom empera ure itshould
beshakenwelbefore each acmiistaton
23 Trichomoniasis

h hfood
Since richomoniasisis asexua ly ransmitted disease, sexual partners should be treated
withthe same dose andatthe sametime:

24 Giardiasis
dosein adulsis a single 2 g dose taken with food In pediatrc patients
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older
withfood

25 Amebiasis
Intestinal hfc
Inpoditicpaents ofer han e yearsof g, herocommended ool 50 mghgiday
(upto2gperday) for3dayswi hfood
Amtic i Atsces Theacummerded dose sl .2 dosa prday for 3 daye

le, achemically elated ni Therefore, these drug
in eractions may occur with inidazole

7.1 Potential Effects of Tinidazole on Other Drugs
Warlarin and O her Oral Coumarin Anticoagulan s As with metronidazole, tinidazole may

of prothrombin time  The dosage of oral anticoagulants may need to be adjusted during
tinidazole co administration and up to 8days after discontinuation

Alcohols, Disul iram pylene
glycol should be avoided during tindazole therapy and for 3 days atomard baoise
abdominal cramps, nausea, vomiting, headaches, and flushing may occur Psychotic
eactions have been reported in alcoholic patients using metronidazole and disu firam
concurrently Though no simar reactions have been reported with tinidazole, tinidazole

firamwithin

Lihium Me ronidazole has been reported to eleva e serum lithium levels tis not known f
tinidazole shares this proper y with metroridazole, but consideration shouid be given o

akenwithfood In pediatic pa ients older

50 mghkgday (up 0 2.gper day) for 3 5 cays wi hfood There are mi
dura
days without additonal reported adverse reactons Chidren should be closely moni ored
‘when reatment durations exceed3days

26 Bacterial Vaginosis
The reoommended Sosennanpregnt el 2 orldoseonc il o 2 ays
The useof tidazole

3 DOSAGEFORMS ANDSTRENGTHS

« 250mg ablets are pink, cicular, fim coated scored tablets, wi h T | P debossed on
onesideand2500nthe other

o 500 mg ablets are pink, capsule shaped, film coa ed scored ablets, wih T| P
debossed on one side and 5000n the other

4 CONTRAINDICATIONS

Theuseof inidazole s contraindicated

+ In paters wih a previois hitoy of hypesesivty o tridazde or ofer

S evens Jofinson syndmme [see Adverse Reactions (6 1,6 2)]
ions(81)]

o In nursing mothers ~In erruption of breast feding

Pheny oin, Fosphenytoin C

pheny n thehaf
of phenytoin Me ronidazole did ot signiicanty affect he pharmacokinetics of orally
administered phenytoin
Cyclosporine, Tacrolimus
the potentil o increase the levels of cyclosporine and tacrolimus During tinidazole co
administration with either of hese drugs, the patient should be monftored for signs of
calcineurin inhibitor associated oricies
Fluorouracil Me ronidazole was shown o decrease the clearanc of fluorouraci, resuling
in an increase in side effec s wi hout an increase in therapeutic benefs Ifthe
concomitant use of inidazole and fluorourac | cannot be avoided, the patient should be
monitored for uorouracil associated toxities

7.2 Potential Effects of Other Drugs on Tinidazole
CYP3A4 Inducers and Inh bitors Simultaneous admins ration of tnidazole with drugs that
induce liver microsomal enzymes, i e , CYP3A4 inducers such s phenobarbial, r fampin,
phenytoin, and fosphenytoin (a pro drug of phenyloin), may accelerate the eimina ion of
tinidazole, decreasing the plasma level of inidazole Simultaneous administra ion of drugs
that inhbit the actvty of iver microsomal enzymes, i, CYP3A4 inhibitors such as

tinidazol

i
inidazole therapy and for 3 days following e st dose [see Use in Spem
Populatons (8.3

5 WARN NGSANDPRECAUTIONS
51 Neurological Adverse Reactions

ty, hela

Tinidazole Tablets
The appearance of abnormal neurologic signs demands the prompt discontinua on of
inidazole therapy

250 mm

was shown o decrease the oral bioavalabilty of

metronidazole by 21% Thus, it is advisable to separate dosing of cholestyramine and

inidazole

Oxytetracycline. Oxytetracycine was reported o antagonize the therapeutic effect of

metronidazole
7

Laboratory Test Interactions

Tinidazole, like metronidazole, may interfere with certain ypes of determinations of serum

chemistry values, such as aspartate aminotransferase (AST, SGOT), alanine
T.SGPT), DH), riglyceride

Reference ID: 3297368

365 mm




glucose Values of zero may be observed Al ofthe assays in which interference has been
epor ed involve enzymatic couping of the assay to oxida on reduction of nicofinamide
adenine dinucleotide (NAD'¢> NADH) Potentil interference is due to the sim iy of
absorbance peaks of NADH and inidazole

hemodialysis session [see Use in Spec ic Populations (86)] The pharmacokinetcs of
inidazole in patien's undergoing routine coninuous pertoneal diaysis have not been
inves igated

and (c) absentor , with quant i 0
de ermine the Nug for study i

of 0.3 consdered a microbiologic cure Therapeu c cure was a composite endpoit,
consisting of both a ciinical cure and microbiologic cure I patien s with all four Amsel's

Tinidazole, \keme ronidazol

Reduction of

o persistent iies atributable to Inidazole f
dlmca\ s(ud\es Total and differen ial leukocyte counts are recommended f re treatment vs

neces:
& USEINSPECIICPOPULATIONS
8.1 Pregnancy
Teratogeniceeffects: Pregnancy Category C

placental barrier and enters fe al ciculation it should not be admins ered to pregnant
patientsinthe first rimester
Embryo fetal developmental oxifty studies in pregnant mice inccated no embryo hsval

achemically
severalstudies [see Usein Specifc Popula ions (8 7]
12 4 chmhlolngy

M tbacterial

t The itro group of

e 2¢, inidazole oral

daly for 2 days or 1 g once daly for 5 days demonstrated superior efficacy over placebo
clinical cure,

Table 2 Efficacy of Tinidazole Tablets in the Treatment of Bacterial Vaginosis in a

Randomized, Double B ind, Doublo Dummy, Placebo Controlled Trial:

ooy orma

pregna
500 mg/wg (251000 e mghest uman mempeunc dose based upon body sur'aoe area
conversions) rat
neonates following maternal ot 26 mgn as 600 mgkg (3 fold the highest human
herapeutic dose based upon body surface area conversions) Although there is some

human response, the use of tiidazole af er the irt imester ofpregrancy requires hal the

fetus
83 NursingMothers
Tinicazole is excreted in breast mlk in concentra ons similar {0 those seen in serum

Tinidazole can be detected in breast milk for up to 72 hours following

il by cel extrac s o Trchomanas The free it rac to pulation (1=227)
Chemically reduced iidazole was shown o release nrites and cause damage fo puried Outcome Tinidazole Tablets T'""’;;:;:m"“ Placebo
bacterial DNAinvitro < - =
Addiionally, (0=76) (n=73) (=re)
d “4Cure “4Cure “6Cure
TherapeuticCure | 368 274 51
y Antac erial Culture and sensitiy testing of bactera are ot routinely performed to Diference” 317 23
establish the diagnosis of bacteia vaginos's [see Indicatons and Usage (1 4); standard 975%C7 (168466) (80.366)
methodology for the susceptibiy testing of polen ial bac eral pathogens, Gardrerella -
vaginas, Mob luncus sp or Mycoplasma homiris has no been de ned The following n Clinical Cure 513 %6 s
b et nait Koown Tinidanol s acive e Diference’ 28 21
975901 (233,569) (78,409
Y Nugent Score Cure| 382 274
Bacteroides spp Diference” a1 223
a 975407 (181,480) (80.366)
Prevotelaspp
“Modied ntent o Treatde ined asa patientsrandornized witha baseine:
Antiprotozoal
he ; G lambia); 1 (iridazole Table s placebo)
and Entamoebabis olytica “Cl confidencein erval

Interruption of breast feeding is recommended during tinidazole therapy and for 3 days
following thelastdose
84 PedatricUse

For protozoal parasites, standardized susceptibiiy tests do ot exist for use in ciinical
microbiology aboratories

p values for both Tinidazole egimens vs placebo for therapeu i, c nical and Nugent score
curerates forboth 2and 5 days <0 001

Other hanforusei i han Drug Resistance The development of resistance to_inidazole by G duodenals, E “The therapeutic cure ra es repor ed in this cinical study conducted with Tinidazole were
hree years of age, histolytica, e 4
estabished Cross resistance  Approximately 38% of T vaginalis isolates exnibiting reduced

Pediatric Administration For those unable to swallow tablets, Tinidazole Tablets may be
. O

85 GeriatricUse

o determine whe her they respond di ferenty from younger subjects In general, dose
selecion for an elderly patient should be cautious, reflecting the greater frequency of
decveased hepatic renal, or cardiac function, and of concomitant disease or other drug

%6 Renalimpairment

susceptbilty o metronidazole also show reduced suscep ib ity o tindazole in vitro The At

ical signif bacterial vaginosis, th , resulting in
13 NONCLINICAL TOXICOLOGY higher ialvagi

131 inoge Mutagenesi: lity herefor tinidazole
achemically 16 HOWSUPPLIED/STORAGE AND HANDLING

mice and rats but not hamsters n several s uies metrridazole showed evidencs of Tindazole circular, fim with T | P debossed
pulmonary, hepati n ictumors h.,, liedin bo tles with ch Id
in femal rats Tinidazole carcinogenicity studies in rats, mice or hamsters have ot been NDC67658 161 40
repor ed
kel e TA100, S aphimuriam st stainbot wth andwithout Tinidazole Tablets 500 mg are pmk wpsu\e shaped, Im coated scored table s wih T| P

2 mLimi hy subject
arenecessary inthese patien's

he metabolic activation system and was negative for mutagenicity in he TA 98 strain
Mutagenicy resuits were mixed (postive and negatve)in the TA 1535, 1537, and 1538

strains. tester s rainof Tinidazole
peient

I P
o hemodialyss, it i recommended that an addi ional dose of q toone

1ung V79 cels (HGPRT test s em) and negalive fr genoloxily in the Chinese hamster

Phamacolagy (12 3)] ovary (CHO) sister chromaiid exchange assay Tinidazole was positve for in vivo
87 Hepaticimpairment genotoxicityin he mouse micronucleus assay
i Ina60 day fertltystudy, y
Recuced siminaton of metonidazoe, @ chemicaly ralted ioimidazoe, has been herapeutic
om 300

repor

y(123)
10 OVERDOSAGE

and 600 mglkgday dose levels The no observed adverse reaciion level for es icular and
sperma ogenic effects was 100 mg ky/day (approxima ely 05 fold the highest human
i Thise isticof

Trea mentof Overdosage Th idote for the trea

inidazole; therefore, trea i

be helpfulHemodialyss can be considered because approsimately 43% of the amount
eddl

11 DESCRIPTION
Tinidazole s a syn hetic antpro ozoal and antibacterial agent Its 1 2 (e hylsufony ethyl]
2 methyl 5 nitroimicazole, a second genevanon 2 methyl 5 nitroimidazole, which has the

following chemical tructure

!H, CHAS0ACHGHy
Tinidazole pink oral tablets contain 250 mg or 500 mg of tnidazole Inactve ingredients
include microcrysta fine cellulose, croscammellose  sodium,  pregelatinized starch,
magnesium stearate, hypromelose, t anium dioxide, polyethylene glycol, riacetin, FO&C
Red 40, FD&C Yellows:
12 CLINICALPHARMACOLOGY
12.1 Mechanism of Action

[SeeCir 124)
123 Pharmacokinetics
Absorption After oral administration, tiidazole is rapidly and comple ely absorbed A
bioavailabit study of Tinidazole Tablets was conducted in adul healthy volunteers Al
subjects recelved a single oral dose of 2 g (four 500 mg tablets) of Tinidazole Tablets
following an overnight fast Oral adminis ration of four 500 mg tablets of Tinidazole Tablets
under fasted conditions produced a mean peak plasma concentration (C.,.) of 477
(£75) pg/mL with 2 mean time to peak concentraton (T, ) of 1 6 (£0 7) hours, and a mean

132 Animal Toxicology and/or Pharmacology
In acute studiies with mice and rats, the u) for mice was generauy > 3,600 mglkg for oral
n Inras, e D, was

Arepeated dose toxicology study hes been performed in beagle dogs using oral dosing of
indazole at 100 mgko/day, 300 mg kgiday, and 1000 mg kg/day for 28 days On Day |Bui
he study, the
The tWo compound related effecs ohserved in the dogs treated wih tvmdazo\e weve

ha pmstals at aH dosss infhomales Ao aher fct \evs\ (NOAELJ of 100 mglkgiday
forfemales was determined There was no NOAEL i minimal

NDC67668 182 60
NDC67668 182 20

Bot leof 60
Botleof20

25°C(68 77°F) )

1530° C (59 86° F) [see USP] Protectcon en s fomlight
17 PATIENT COUNSELING INFORMATION

171 Administration of Drug
Patients should be told to take Tinidazole Tablets wi h food to minimize he incidence of
epigastic discomfort and other gastrintestinal side e fects Food does ot affect the oral
bioavailab Iy of indazole

172 Alcohol Avoidance

d
propylene glycol during Tindazole Tablets therapy and for 3 days afterward because
abdominal cramps, nausea, voniing, headaches, and lushing may occur
17.3 DrugResistance
Patients should be counseled that antibacteral drugs including Tindazole Tablets should
not i t , the common
cold) WhenTinidazole patien s shouldbe
1ol that although it is common to feel better eany in the course of therapy, he medication
should be aken el as directed Skpping doses of not completng the mu oo of
therapy may (1 the
lik ihood that bacteria willdevelop resistance and wi  not be trea able byﬂmdam\ﬂabls's
orotherant bacterial drugsinthe uture:

Manufac uredby

atrophy of the prostate at 100 mgfkgday (approximately 09 o he highest human dose
based upon plasma AUC comparisons)
14 CLINICALSTUDIES

141 Trichomoniasis
Tinidazole (2 g single oral dose) use in trichomoniasis has been we | documented in 34
pubished reports from the world terature involving over 2,800 patients treated with
inidazole In four published, binded, randomized, comparatve studies of the 2 g inidazole
single oral dose where eficacy was assessed by culure at fime points post reatment
ranging from ane week to one mon , repor ed cure ra es ranged from 92% (37/40) 0 100%
(65165 (n=172total subjects) I four pubished, blinded, randomized, comparative studies
whereef icacy 7 14 dayspost treatm tedcur
rates ranged from 80% (8/10) to 100% (16/16) (n=116 total subjects) In hese s udies,
inidazole was superior 0 placebo and comparable to other anti tichomonal drugs The
single oral 2 g inidazole dose was also assessed in four open label trials in men (one
comparative to metronidazole and 3 single arm studies) Parasiological evaluation of the

area under he plasma concentration JC, 0 ©0)0f 01 6 126 5)ug hrimat
72 hours The elimination hafle (T,) was 132 (+14) hours Mean plasma levels
decreased o 143 pg/mL at 24 hours, 38 pg/mL at 48 hours and 0.8 pgimL at 72 hours
following admiis ration Steady state condi ons are reached in 2% 3 days of muli day

dosing
Administration of Tinidazole Tablets with food resulted in a delay in T,,, of approximately
2 hours and a dacine in Crax of approinatly 0%, compared to s ed condions
Tinidazole UCorT, inthis study
In heal hy volunteers, administration of crushed Tinidazole Tablets inart ficial cherry syrup,
[prepared as descr bed in Dosage and Administra ion (2 2] af er an overnigh fast had no
effect on any pharmacokinetic parameter as compared to tablets swallowed whole under
fas edconditions

Distrbution i jrualyal

e blood brain barrier The apps i Plasmapr
12%

mik

Metaboism toexcretion Tinidazoleis

hydroxylation,

and post from 83:
(25130)t0 1
14.2 Giardiasis
Tinidazol i i edin
from the world it ing over 1 i iatric patiens) Ineight
iesi i 1day (50
mokgx 1 | dose of tinidazolg ed from
0% (4050) 10 100% (1515) Intreshese rls where e compara urwasztoadays of
(19:25)to

93% (14/15) Data comparing a smg\a 2 dose of tindazole to usually rsmmmsndsd 57
daysof metronidazolearelimi
143 Intestinal Amebiasis

world iterature involving over 1,40 patien's Most reports utized tinidazole 2 giday x 3

days I four pubished, randomized, controlled studies (1 investigator single bind, 3 open

Iabel) of the 2 g/day x 3 days oral dose of inidazole, reported cure rates after 3 days of
i 527)

4.4 AmebicLiver Abscess

Tea 60 const vot i lasma e human samont along it a smal amount of he 2
hycroxymethyl metaboli &

Tinidazole is biotansformed mainly by CYP3A4 In an in viro metabolc drug interacion
study,tinidazole concen ratons of up to 75 pgimL did not inhbitthe enzyme ac vies of
CHP1AR CYPZEG, OYF2CS CYP2D6, CYP2E1, and CYP3A

hepo
Ermmanon The plasma half ife o tinidazole is approximately 12 14 hours Tinidazole is

drug (approximately 20 25% of the adminis ered dose) Approximately 12 % of the drug s
excretedinthefeces

Patients with impaired renal function The pharmacokinetics of tindazole in patients with
severe renal impairment (CrCL < 22 mLimin) are ot signfican ly d ferent from the
pharmacokinetics seen in healthy subjects However, during hemodialysis, clearance of
inidazole is signiicantly increased; the half ife s reduced from 12 0 hours to 4 9 hours
Approximately 43% of he amount present in the body is eiminated during a 6 hour

Tinidazole use in amebic iver abscess has been documented in 18 pub ished vepons from
25

days In seven pubished, randum\led oon(ml\ed studies (1 doub\e biind, 1 single blmd 5
open labe the.

81% (17/21)10 100% (16/16) Fourof hesestudiesut zedatleast 3daysof inidazole
14.5 Bacterial Vaginosis

Arandomized, double biind, placebo

conducted o evalua e the ef icacy of tinidazole for the treatment of bacterial vaginosis A

clinical diagnosis of bacterial vaginosis was based on Amsel’s crteria and de ined by the

presence of an abnormal homogeneous vaginal discharge that (2) has a pH of greater han

45, (o) emitsa fishy" amine odor when mlxed vitha 10% KOH soluton, and (c) contains

Gechargo and 1ol on of 31 Ameels iy icrobioogic iagnos’s of aciera
vaginosis was based on Gram s ain of the vaginal smear demonstrating (a) markedly
reduced or absent L
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