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TINIDAZOLE TABLETS 250 mg and 500 mg

HIGHLIGHTS OF PRESCR B NG
notinclude all the to use Tinidazole Tablets

Tinidazole Tablets

Tinidazole Tablets for oral use
Inital US. Approval: 2004
To reduce the development of drug resistant bacteria and maintain the effeciveness of
Tinidazole Tablets and other antibacterial drugs, Tinidazole Tablets should be used only to
ator aly
'WARNING: POTENTIAL RISK FOR
CARCIMOGENICITV

tullp ing.
Carcinogenicty has been seen in mice and ats treated chmmcnlly with
metronidazole, another nitromidazole agent (13 1). Although such data have not
Iocen reported fortinidazole, the o drugs are structuraly related and have sim lar|
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52 Vaginal Candidiasis
“The use oftnidazole may resultin Candida vaginitis In a cinical s udy of 235 women who
received tnidazole for bac erial vaginosis, a vaginal fungal nfection developed n 11 (4 7%)
ofalstudy subjects see Clinical Studies (14 5)]
3 Blood Dyscrasi
Tinidazole should be used with caution in patients with evidence of or history of blood
dyscrasia see Drug Interac ions (7 3)]
4 DrugResistance
Pvescnbmg Tinidazole Tablets in the absence of a proven or strongly suspec ed bac erial
infec on or
therskof e dvelopmentofdugrels anbictara
6 ADVERSEREACTIONS
6.1 Clinical Studies Experience

dverse reac ion rates

171 Administrationof Drug pared oratesin
172 Alcohol Avoidance y
17 3DrugResistance Among 3669 patients treated with  single 2 g dose of inidazole, in both controlled and

. Use should be imited t y. FULL
RECENT MAJOR CHANGES WARNING: POTENTIAL RISK FOR
Indica ions and Usage, Bacterial Vaginosis (1 4) 512007 CARC NOGENICITY

Dosageand Adminisiration, Bacterial Vaginosis (26) 512007
IDICATIONS AND USAGE

Tinidazole Tabletsis a nitroimidazole an imicrobial indicatedor

« Trichomonasis (1 1)

« Giardiasis inpa ientsage 3andolder (1 2)

« Amebiasis inpatientsage 3andolder (1 3)

« BacterialVaginosis innon pregnant, adultwomen (1 4,8 1)
DOSAGE AND ADM N STRATION

doseandatthe same ime (2 3)

« Giardiasis Adults a single 2g dose aken wi h food Pediatrc patients older than hree
yearsofage asingledoseof 50mg/kg (up 02g)withfood (24)

« Amebiasis, Intestinal Adults 2g per day for 3 days with food Pediatic patients oider han

Carcinogenicty has been seen n mice and ras trea ed chronica ly with

uncontrolled D
by 11 0% of patients For mult
adverse reactons were reported by 13 8% of 1765 patiens Common (2 1% incidence)
adverse reactions reported by body system are as folows (Note Da a describedin Table 1

another i roimidazole agent (13 1) Although such data have not been reported for
tinidazol, he two drugs are sructurally related and have sim lar biologc efects s use
should be reserved for AND USAGE (1).
1 NDICATIONS AND USAGE
1. Trchomoniasis

Central Nervous Sys em T dverse reactions d
transient peripheral neuropathy including numbness and pares hesia [see Wamings and
Precautons (5 1)) Other CNS repor's inciude verlgo, ataxia, giddiness, insomria,
d

rowsiness
Gastroin estinal tongue discoloration, stomati is, diarrhea
urticaria, prui s, rash, flushing, sweating, dryness of mouth, fever, burning

he treatment of
The organism should be identfied by appropriate magnusnc procedures Because
is a sexually transmitted ialy lae, partn
of nfected patients should be reated simulaneously in orcer o prevent e infection see
Cinical Studies (14 1)]
12 Giardiasis

y plo2gp Tinidazole s indicated for the treatment of gardiasis caused by Giardia duodenalis (also Table1
o Amebic iver abscess Adults 2 g per day for 3 5 days with food Pediatric paiens older emed G lambia) in both adults and peciatic patients oder than hree years of age [see 2 g Snae dose | Vil Tday dose
gkgday (uplo2 perday) for3 2 g°ng Y
« Bacteralvaginosis Non pregnant adultwomen 2g y food, 13 Amebissis Gl Mealichitertaste 37% D
o Tgomeadaly oS ey e o STRENGTHS Tz st esenof il s ad st e shcs Nausoa 32% 45
Tablts 250 mg and 500 mg (3) i than hree yeer Anorexa 5% 25%
CONTRAINDICATIONS °'59e fsnatidica E [ED %
« Prior Hhistory of hypersensiivity to inidazole or other nitroimidazole derivatives (143,144)] o Voming T5% A
(4,61 N Bacterial Vaginosis ’ i
« Firsttimester of pregnancy (4,8 1) Tinidazole is indicated for the treatment of bac erial vaginosis (formerly referred to as Cons ipefion 04% 14%
« Nursing mothers, urless breast feeding s interrupted during tridazole therapy and for Haemoph us vaginiis, Garcherela vaginits, nanspem v, o it ONS WeaknessTaliguelmalaise 21% %
3days olowing he astdose (4,8 3) innon 45 Dizziness 1% 05%
WARNINGS AND PRECAUTIONS Other pathogens commonly assodited with vu\vovagmms such as Trichomonas vaginais, O Treadade ) )
« Seizures and neuropahy have been reported Discontinue Tindazole Table's if h ]
abnormal neurologicsigns develop (5 1) shouldberuledout Total paerts wih adverse reacions | 11 0% %
« Vaginal candidiasis may evelop with Tiridazole Tables and require reatment wi h an To reduce the development of rug resstant bactera and mainain the ffectiveness of (4033669) | (244/1765)

antifungal agent (5 2)
« Use Tinidazole Table's wih caution in patients wih blood dyscrasias Tinidazole

,73)
ADVERSE REACTIONS
Most common adverss reactions for a single 2 g dose of inicazol (incidence >1%) are
metallichitter taste, nausea,
discomfort, vomiting, anorexia, headach ion(6 1)
o report SUSPECTED ADVERSE REACTIONS, contact PACK Pharmaceuticals, LLC
21847 2290153 or FDAat 1 800 FDA 1088 or vww.fda govimedwatch
DRUG INTERACTIONS
The following drug interactions were reported for metronidazole, a chemically related
nitroimidazole and may therefore occurwithtinidazole
« Warlarin and other oral coumarin anticoagulants Anticoaguiant dosage may need
1)

sensation, thirt salivation, angioedema
Renal darkenedurine
Cardiovascular palpitations
ransient neu ropenia,
Oher Candrda ovegonth, inoeased vaghal dicherge, ol candists, hepalc
arthralgias, myalgias, andart

Tinidazole Tablets and other antivacteral dmgs Tinidazole Tablets should be used only to

bactea When cul we and susceptbﬂ(y informaton are avaatle, ey should be
uch data, local
bue o i herapy

2 DOSAGEAND ADMINISTRATION
21 Dosinglnstructions

Rare repor ed dyspnea, coma, confusion,
depression, fury fongue, pharyngi s and reversible thombocylopenia
Adverse Reactons in Pediatrc Patients In pooled pediatric studies, adverse reactions
tic patients aking far in nature and frequency to adut
Vomiting diarrhez, taste change, anorexia
Bl vagosis The most comnon adverss eactons i teate patns (ndence
>2%), identfied in the

Itis advisable to food to minimize.
and other gastrointestinal side effects Food does ot affect the oral bioavailabilty of
inidazole [see Clinical Pharmacology (12 3)]

Druglnteractions (7 1)]
22 Compoundingof the Oral Suspension

« Aloohol d tinidazole For those unable to swa low tablets, Tinidazole Tablets may be crushed in artficial cherry
therapy (7 1) syruptobetakenwithfood

« Lithium Moritor serum itium concentrations (7 1) Procedure for Ph e Puerize

« Cydosporine,tacrolimus Moritorfor oxictes of ) > Tom

« Fluorouracil Monitor for luorouracil associated toxiciies (7 1) he powder and mix unilsmooth Transfer he suspension 0 a gradusld amber container

« Phenytoin, fosphenytoin Adjus ment of an iconvulsant may be

needed (7 1,72)
34

| rinses of cherry syrup to transfer any remaining drug in he mortr to the
inal suspension for a final volume of 30 mL The suspension of crushed tablets in art fcial

Monitor for fector

reacions(72)
USE N SPEC FIC POPULATIONS
« Pediatrc Use Data on inidazole use in children s limi ed to treatment of giardiasis and
amebiasis npatien sage 3andolder (8 4)
* Hemodilys patients ¥ ridazoe is saministred the same day and prior to
hemod 23)

satroom empera ure When this suspensionis used, it should
be shaken well before each administration
23 Trichomoniasis
takenwi h food
Since richomoniasisis a sexua ly transmitted disease, sexual partners should be treated
with the same dose and at the same time

See 17for PATIENTWUNSELING INFORMATION 24 Giardiasis
Revised: 10/2010 The adul s is a single 2 g dose taken with food In pediatric patients
FULL PRESCRIBING INFORMATION: CONTENTS * aer d
WARNING: POTENTIAL RISK FOR CARCINOGENIC TY withfood
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11 Trichomoniasis Intestinal
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10 OVERDOSAGE
1 DESCRIPTION
12 CLNICALPHARMACOLOGY

e

I pac atnts ot han treeyeer of ag, he recormended dosels 50 mohgiday
(upto2gperday)for 3dayswi hfood
Amebic Liver Abscess The recommended dose in aduts s a2 o uuse per day for 35 days

decreased appei e, and flatulence; renal urinary Ilac1 mfecﬂum painful
urination, and urine abrormelity; and other reactions including pelvic pain, vulvo vaginal
discomfort, vaginal odor, menorthagia, and upper respiatory tract infection [See C nical
Studies (14 5]

62 Postmarketing Experience

approval use
of Tindazole Tablets Because the repor s of these reacions are volunary and the
uncertain size, itis ot estima e the frequency of

Severe acute hypersensitiity reactions have been reported on initial or subsequent
exposure 1o_tinidazole  Hypersensitivity reactions may include urtcaria, prurts,
angioedema, Stevens Johnson syndrome and erythema multforme
7 DRUGINTERACTIONS
Although not specifcall

ported for me ronidazole, a chemically
in eractions may occur ith tinidazole

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

interactions
Therefore, these drug

tinidazole,

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

Alcohols, Disul iram propylene
glycol should be avoided during tinidazole therapy and for 3 days afterward because
abdominal cramps, nausea, vomiting, headaches, and flushing may occur Psychotic
reactions have been reported in alcoholic patients using metronidazole and disu firam
concurrently Though o sim lar reactions have been reported with tindazole, tinidazole

Li hium Me ronidazole has been reported to eleva e serum lithium levels Itis not known f
tinidazole shares this proper y with metronidazole, but consideration should be given o

akenwithfood Inpediatricipa ents older

er

50 ma/kg/day (up to 2 g per day) for 3 5 days wi hfood There are bt
dura

days without additonal reported adverse Teacions Chleren shou b dasey moniorcd
when reatment durations exceed 3day:

26 Bacterial Vaginosis
“The recommended dose in non pregnant females is a 2 g ora dose once dally for 2 days
akenwith food or a 1 g oraldose once daily for 5 days taken with food The use ofiidazole:

3 DOSAGEFORMS ANDSTRENGTHS

o 250mg ablets are pink, circular, fIm coated scored tablets, wi h T | P debossed on
onesideand250ontheother

« 500 mg ablets are pink, capsule shaped, fim coa ed scored ablets, wih T| P
debossed onone sideand500onthe other

4 CONTRAINDICATIONS

Theuseof inidazoleis contraindicated

o In patients wih a urevious history of hypersensitty to tinidazole or other

s evens Jofnson synﬂmme [see Adverse Reactions (6 1,6 2)]

. In ursing mothers Inerupton of breast fecing Is

Pheny oin, Fosphenytoin C

of phenytoinMe ronidazole cid ot significanty affect he pharmacokineics of orally
administered phenytoin
Cyclosporine, Tacrolimus
the potential to increase the levels of cyclosporine and tacrolimus During tinidazole co
administration with either of hese crugs, the patient shouid be monitored for signs of
calcineuin inhibitor associated toxcies
Fluorouracil Me ronidazole was shown o decrease the clearance of fluorouracil resuling
inanincrease in side effec s wi hout an increase in therapeutic beneits Ifthe
concomitant use of inidazole and fluorourac| cannot be avoided, the patient should be:
monitored for luorouracil associated tosicies

7.2 Potential Effects of Other Drugs on Tinidazole
CYP3A Inducers and Inh biors Simultaneous adminis ration of tridazole with drugs that
induce liver microsomal enzymes, i e , CYP3A4 inducers such as phenobarbi al,ffampin,
phenyloin, and fosphenylain (a pro drug of phenytoin), may accelerate the elimina ion of
tinidazole, decreasing the plasma level of inidazole Simultaneous administra ion of crugs
that inh bit the actvty of iver microsomal enzymes, ie, CYP3A4 inhibitors such as

Qmiﬂz e, i

inidazole therapy and for 3 days folowing he last dose [see Use in Specrc
Populations (8 3)]

5 WARN NGS ANDPRECAUTIONS
5.1 Neurological Adverse Reactions

C hy, helater

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

250 mm

shown o decrease the oral bioava labiity of
me(mnldazo\e by 21% Thus, it is advlsahle to separate dosing of cho\es(yvamme and
inidaz

Oxytetracyciine. Oxytetracycine was reported to antagonize e mevapeuuc effect of
metronidazole
7.3 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), tiglyceri

Reference ID: 3297368

365 mm
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absorbance peaks of NADHand inidazole

Tinidazole, \kemev ride: m.,

glucose Values of zero may be observed Al of the assays in which iterference has been hemodialysis session [see Use in Specfic Populations (86)] The of fthese ba 3

repor ed involve enzymatic coup ing of the assay to oxida on reduction of ricotinamide inidazole in patien s undergoing routine continuous peritoneal dialysis have not been for dascore

adenine dinucleotide (NAD'¢» NADH) Potential interference is due to the sim larity of inves igated of 03 considred a microbcogic cure Therapeu i cure was a composfte endsairt,

Patents with consisting of both a cinial cure and microbioogio cure I patien s wih ll four Amsels

i Reduction of 24, inidazole oral ther 2g once

no persistent ities attributable to inidazole achemically daly for 2 days or 1 g once daly for 5 days demonstrated superior efficacy over placebo
c\lmca\ s(ud\es Total and dmeven ial leukocyte counts are recommended f re trea(ment is several studies [see Use in Specific Popula ions (8 7)] clinical cure,

nece:
8 UsE INSPECIFIC POPULATIONS

124 Microbiology

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

Mech: A nt bacterial agent The ritro_group of Randomized, Double B ind, Double Dummy, Placebo Controlled Trial:
81 Pregnancy inidazole is reduced by cell extrac s of Trichomonas The ree nitro radical g it to pulation’ (n=227)
Teratogenic effects: Pregnancy Category C resultor ! ! X ‘Outcome Tinidazole Tablets | Tinidazole Tablets Placebo
ally inidazole was shown o release nitrites and cause damage to puriied 1gx5days 29x2days
placental barrier and enters fe al circulation it should not be adminis ered to pregnant bacterial DNAin vitro (n=76) (n=73) (n=78)
patients in the first trimester Addi ionally,
Embryo feal developmental oxiy studies in pregnant mice ndicated no embryo fetal i qainst Giardia and %Cure %Curs Cure
onicityor pproxima ey 63 fold he Therapeutic Cure | 368 274 51
i i y Antibac erial Culture and sensility testing of bacteria are not routinely performed to Difference’ 37 23
pregnantra incidence of establish the diagnosis of bacterial vaginosis [se Indications and Usage (1 4); standard 975%CI" (168466) (80,366)
500 mgkg (25 luld the mqhes( human therapeutic dose based upon body surface area methodology for the susceptibility testing of poten ial bac erial pathogens, Gardnerella Cinical C. 513 6 15
conversions) No biologicaly rat vaginalis, Mob luncus spp or Mycoplasma hominis, has not been de ined The following in 5 ;'"‘“3 ure 1 21
neonates following maternal doses as high as 600 mghkg (3 fold the highest human tro dat lable, but heir vitro 9‘7 ;:fgfe - 29:5 3 78403
herapeutic dose based upon body surface area conversions) Afthough there is some a 233,563 (78,43
i i potenti i Nugent Score Cure | 382 274
human response, the use of tinidazole af er the irst trimester of pregnancy requires hat the Bacteroides spp Difference’ 331
i i andthe 975%CF (181,480) (80,366)
fetus Prevotellaspp
83 NursingMothers i "Modiied Intent to Treatde ined asa | patients randomized with abaseiine
Tinidazole is excreted in breast mk in concenta ions similar {0 those seen in serum Antprotozoal ity bo
Tinidazole can be detected in breast milk for up to 72 hours following he ; G G lambia); “Differencein cure rates (Tinidazole Table s placebo)
Interruption of breast feeding is recommended during tinidazole therapy and for 3 days and Entamosbahis olytica Cl confidencein erva
followingthe lastdose: For protozoal parasites, standardized susceptbiity tests do ot exist for use in clinical p values for both Tinidazole regimens vs placebo for therapeu i, ¢ inical and Nugent score
84 PediatricUse microbiology laboratories curerates for both 2and 5 days <0 001
Other hanforusei i i i solder han Drug Resistance The development of resistance to_inidazole by G cuodenalss, £ The therapeutic cure ra es repor ed in this clinical study conducted with Tinidazole were
hree years of age, safety i ic patients have not been histolytica, R <4
estabished Cross resistarce  Approximately 38% of T vaginalis isolates eshibiting reduced for
Pediatiic Admiristration For those unable to swallow tablets, Tinidazole Tablets may be susceptbilty o metronidazole also show reduced suscep ity o tindazole in virro The or At productsfor
i \ 2] s, fora ,tesulingin
85 GeriatricUse 13 NONCLIMICALTOXICOLOGV igher ialvagi
tinidazole did numbers of d utagenesis ity herefortinidazole
o determine whe her they respond di ferenty from younger subjects In general, dose achemically 16 HOWSUPPLIED/STORAGE ANDHANDLING
selecion for an elderly patient should be cautious, reflecting the greater frequency of i and s bt n hantes n sverl s udies metronidazole showed evidence of Tinidazole cirular, fim With T | Pdebossed
decreased hepatic, renal, or cardiac function, and of concomitant disease or other drug pulmonary, hepati ictumors

herapy
86 Renallmpairment

in fomale rats Tinidazole carcinogeniciy studies n rats, mice or hamsters have not been
repor ed

rCL< the TA100, S train both with and without
mLmi i icantly i inheal hy subjects he metabolc acivtion system and was negaiv for mulageniciy in he TA 98 siin
arenecessary inthese patients Mutagenicit results were mixed (postive and negative) in the TA 1535, 1537, and 1538
I P stains. tester s rain of Tinidazole

o hemodialysis, it is recommended that an addi ional dose of toone mutagenicity fiizing C
theendof [see Clinical Iung V79 cells (HGPRT test sys em) and negative for genotoxicity in the Chinese hamster

Phamacology (12 3)]
87 Hepaticimpairment

ovary (CHO) sister chromatid exchange assay Tinidazole was positive for in vivo
genotoxicityin he mouse micronucleus assay

Reduced elimination of metronidazole, a chemically related ni roimidazole, has been
repor ion

lity

herapeutic
30

y(123)]
10 OVERDOSAGE

and 600 mglkgday dose levels The no observed adverse reaction level for es icular and
sperma ogeric effects was 100 mg ky/day (approxima ely 05 fold the highest human
This e fectis ch f

Trea ment of Overdosage if i thetrea

inidazole; therefore, trea ment i

be helpful Hemodialysis can be considered because approximately 43% of the amount
i uringaé ialysi

11 DESCRIPTION

Itis 1 [2 (e hylsulfony Jethyl)
2 methyl 5 nitroimicazole, a second genevahun 2 methyl 5 nitroimidazole, which has the
following chemical tructure

{IH; M-S0 -Gy
Tinidazole pink oral tablets contain 250 mg or 500 mg of tnidazole Inactive ingrecients
include microcrystaline cellulose, croscammellose  sodium,  pregelatinized starch,
magnesium stearate, hypromelose, ti anium dioxide, polyethylene glycol, triacetin, FD&C
Red 40, FDAC Yelow6
12 CLINICALPHARMACOLOGY
121 Mechanism of Action

[SeeCi 124)]
123 Pharmacokinetics
AbsorptionAfter oral administration, tinidazole is rapidly and comple ely absorbed A
bioavailabilty study of Tinidazole Tablets was conducted in adult healthy volunteers Al
subjects received 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 piasma concentration (C,,.) of 477
(27 5) pgimL with a mean time to peak concentration (T. ) of 1 6 (+0 7) hours, and a mean
area under he plasma concentration fime curve (AUC, 0 ©9) of 901 6 (+ 126 5)ug hrmL at
72 hours The elimination haf lfe (T,) was 132 (+14) hours Mean plasma levels
decreased o 143 ug/mL at 24 hours, 3 8 gL at 48 hours and 0.8 pg/mL at 72 hours
couwmg adminis ration' Steady state condi ions re reached in 2% 3 days of muli day

132 Animal Toxicology and/or Pharmacology
In acufe studies with mice and rat, the LD, fo mice was generaly > 3600 moikg for oral
in ion Inras, the LD, was

>
Arepeated dose toricology study has been performed in beagle dogs using oral dosing of
inidazole at 100 mgkg/day, aoo o kgrday, and 1000 mg kgday for 26 cays On Day 18.of
hestudy,
The Mo compound relaed efcs observed in e dogs vezted wih triazok were
increased atrophy of the thymus n bo h sexes at he middle and high doses, and atrophy of
he prostate atall doses in the males Ano adverse effect \eve\ (NOAEL] of 100 mykgiday

ononesideand2500ntheo her, supphemn bo tleswith ch I resistantcaps as
NDC 67668 181 40
Tinidazole Tablets 500 mg are pmk. capsu\e shaped, fim coated scored table s with T| P

NDC67668 182 60
NDC67668 182 20

Bot leof60
Bot leof20

25° C (68 77° F); excursi tted o
15 30° G (59 86° ) [see USP] Protectoon en sfromight
17 PATIENT COUNSELINGINFORMATION

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

17.2 Alcohol Avoidance

hanol or

propylene glycol during Tindazole Tablets therapy and for 3 days afterward because

abdominal cramps, nause, vomiting,headaches, and lushing may occur

17.3 DrugResistance

Patients should be counseled that antbacterial drugs including Tinidazole Tablets should
Theyduuum:m the common

cod) WhenTinidazole patien sshouldbe

told that althoughit s common to fel better eany in'the course of herapy, he medication

should be aken exacty as directed Skipping doses or not completing the full course of

therapy may ( iveness of

like ihood ble by Tinidazole Tablets

orother antbacterial drugs nthe future

for females was determined There was no NOAEL minimal
attophy of the prosate at 100 kg (approvimately 09k e Highest human s
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, comparative studies of the 2 g inidazole:
single oral dose where eficacy was assessed by culture at time points post reatment
ranging from one week to one mon , repor ed cure a es ranged from 92% (37/40) 0 100%
(65165 (n=172 total subjects) I four pubished, blinded, randomized, comparative stucies
7 14 days post treatment, reported cur

rates ranged from 80% (8/10) to 100% (16/16) (n=116 total subjects) In hese s udies,
inidazole was superior o placebo and comparable to other anti tichomonal drugs The
single oral 2 g inidazole dose was also assessed in four open label trals in men (one
comparative to metroridazole and 3 single arm studies) Parasitological evaluation of the

a
(25130) o 100% (80/80) (=142 otal subjects)
14.2 Giardiasis
Tiidazole (2g
from the world 1 Ineight
iesinvolvir 1day (50
oral dose of inidazole, reported cure ra es ranged from

sing
Admmvs(vahnn of Tinidazole Tablets with food resulted in a delay in T,,, of
2 hours and a decine in Cmax of approximately 10%, compared to 'fas ed condions

gx i
80% (40/50) 0 100% (15/15) Inthree of hese rialswhere the compara or was 210 3days of

However, Tinidazole T,.inthis study
In heal hy volunteers, administration of crushed Tinidazole Tablets n art fcial cherry syrup,
[prepared as descr bed in Dosage and Administra ion (2 2] af er an overrigh fast had no
effect on any pharmacokinetic parameter as compared to tablets swallowed whole under
fas ed conditions

Distrbution Tinidazole s dis rioutedinto vir ualya issues and body fids andalso crosses
hoblood b barer Theaprentvolume of istiouionis about S fers Piasmapro ein

binding of tinidazole s 12% t
mik

Metaboism Tiidazole s significantly metabo izedin humans prior to excretion Tinidazoleis
partly hydroxylation, drug

rela ed consti uent in plasma f er human treatment, along with a sma | amount of he 2
hydroxymethyl metaboli e

Tinidazole is biotransformed mainly by CYP3A4. In an in vitro metaboic drug interac ion
study, tinidazole concen rations of up to 75 g/mL did ot inh it the enzyme ac ivites of
CYP1A2,CYP2B6, CYP2C9, CYP2D6, CYP2ET, and CYPaAL

po
Eimination The plasma half ife of tiidazole is approximately 12 14 hours Tinidazole is

dng 20 25%of i dose) 12%of the drug is
excreted nthefeces
Patients with impaired renal function The pharmacokinetics of tindazole in patients with
severe renal impairment (CrCL < 22 mLimin) are ot sign ican ly dfferent from the
pharmacokinetics seen in healthy subjects However, during hemodialysis, clearance of
inidazole is signiicantly increased; the half fe s reduced from 12 0 hours to 4 9 hours
Approsimately 43% of he amount present in the body is eliminated during a 6 hour

76% (19/25) o
93% (14/15) Data comparing a single 2 g dose of tinidazole to usually recommended 5 7
daysof metronidazolearelimited

143 Intestinal Amebasis

world terature involving over 1,400 patien s Most reports utized tinidazole 2 giday x 3

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

label) of the 2 giday x 3 days oral dose of inidazole, reported cure rates ater 3 days of
)

14.4 Amebic Liver Abscess
Tinidazole use in amebic lver abscess nas been documented in 18 pub ished reports from
heworld itera i fents iized
days In seven pubished, vandum\zed mnrmneu stucies (1 double bind, 1 singl bind, 5
open labe ) of the 2/ the

81%(17/21)10 100% (16/16) Fourof hese studies ut lized atleast3 daysof inidazole
145 Bacterial Vaginosis
Arandomized, double biind, placebo controlled inical tralin 235 non pregrant women was
conducted 1o evalua e the efcacy of tiidazole for the reatment of bacterial vaginosis A
cinical dagnosis of bacteral vaginosis was based on Amselsciteria and de ined by the
(a) has a pH of reater han
45 () enisa Ty amlneodorwhenm\xed with 2 10% KOH soluion, and () contains >
d\scharge o oo o of 81 Amsls cmena A microbiologic diagnosis of bacterial
vaginosis was based on Gram s ain of the vaginal smear demonstrating (&) markedly
reduced or absent L
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