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Use in Patients with Hepatic Impairment

No dosage mild to moderate hepatic impairment. In patients with severe
tigecy: be 100 mg followed by & reduced maintenance dose of 25 mg
‘@very 12 hours. Patients with severe hepatic impairment treatment
response.

Tagix i o
‘below for patients 18 years of age and oider:

y age of 16 years have not been established. Therefore, use in

‘agalactiae, Streptococcus anginosus grp. Including S. anginosus, 8. infermedius, and S. fo ati
Ppyogenes and Bacteroides fragils. Geritric use
Citrobacter freunds, i dilerences n safety or effectveness wers observed botwoen thesa subjacts and younger

coli, » subjects, but greater sensitivity. some oider
‘Staphylosoccus aureus (methicilin susceptibie isolates only), Sireptococcus liuling S. anginosus, . Drug Interactions
intermedius, and S. constellatus, Bacteroides fragilis, clostridium Tbl"lt*-“wmmwﬁmuy'zm)mm(ﬂ—swmwubwmmﬂm)
perfringens, of digoxin by

for i In orde ty the causative 13%, but did not affect the AUC or clearance of digoxin. This small change In C™3X, did not affect the.

‘and 1o determine their suscepibility tigecyciine. Tagix may be initiated: by changes In ECG intervals. In addition, digoxin did not affect the
results of these tests are known. il phamacokinetic profle of tigecycine. Therstore, no d0sage adjustment of ither g i necessary when Tigecycine
drugs, Tagix yio that are proven or strongly susceptible W-(!Wnuwwsommwmwm(smgw
bacteria. available, they should ng or modifying  dose) to -warfarin and S-warfarin by 40% and 23%, an

therapy. In the of tothe increase in by 38% and 43% "'byu% did not
®empiric sslection of therapy. - INR. In addition, memnmmm
DOSAGE AND. tigecyciine. However, prothrombin time o other sufabie
The dose of 12 hours. ‘administered with warfarin.

(V) Infusions of Tagix 12 nours. modhhﬂbymyn'
“The recommended duration of treatment with Tagix for d for (( .mnmumn“wmw

i8 510 14 days. duration rapy site of the In addition, because lwnln--m
No dosage patients with mild ~ extensively metabolized, clearance of tigecycline is not expected to be affected by drugs that inhibit or induce the
S madeiabaoal sk activity of these CYP450 isoforms.
of uoed time or other tigecyciine i
mmmesmmy'lzmun of drugs with may render oral
and monitored for treatment response. Interactions
No dosage adjustment of Tagix ‘There are no reported drug-iaboraiory test interactions.
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Preparation and Handling Acv test of cure reported in 22% of
Each visl of 53mi USP, of 5% Dextrose
USP, 1o achieve a concentration of 10 mg/mi of tigecyciine. (Note: Thus, 5 mi of
Tigecycline™
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Parenteral drug products shouid be inspected visually for particulate matter 3 ‘green or biack) prior
to administration, Once reconstituted, Tagix may be stored " (up 10 6 hours in the. 3
IV bag). PC (36° 1o 46°F) for up E
10 45 hours following immediate transfer of the reconstituted solution into the IV X
Tagix may be administered intravencusly through a dedicated line or though a fine is ¥
for of Tagix with either ;
0.8% Sodium Chioride Injection, USP, or 5% Dextrose Injection. infusion
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patients were reparied more frequantl in the post therapy period than those
:‘hmwmm e
9 - wera reported infrequantly (=:0,2% and <2%) in patients receiving
Bodyasa tion. injection site pain, 3 ., allergic reaction,
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System: tachycardia,

dry mouth, jaundice,

time 3
(PT), increased ratio (INR), = -
aginal moniiasis, vaginitis, leukorrhea

No specific information s available on of X of
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nausea and vomiting. In single-dose IV toxicity studies conducted with tigecycline In mice, the estimated median lethal
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Wnummmmm&-mm hemodialysis.
STORAGE %
Store below 30°C.
PRESENTATION

‘Sometimes after starting treatment with antibiotics, bioody stols (with or without TAGK 50 mg: Tigeoyalind 50 moMel

‘stomach cramps and fever) even as ate as two of more. dsh of the antibiotic. i s EXOpients: Lactose, Water for injaction, HC! and/or NaOH for pH adjustment.

occurs, patients s s00n as possible.
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was found in a battery of lests, including in viro. in Chinese

or clastogenic potential
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THIS IS A MEDICAMENT

*Amedicament is a product which affects your health, and its consumption contrary to
instructions is.

inf

‘ovaries or uwpios

« Follow the doctor's prescription strictl, the method of use and the instructions of the
phanmacist who soid the

Teratogenic affects Category D
Tigecyciine was not teratogenic in the rat of rabbit. In

- - .S . » Do not by yourself interrupt the period of treatment prescribed for you.
i . cide m_,“"“"" :: el * Do ot repeat the same prescription without consulting your doctor.
There are no adequate and well-controled studies of tigecyciing, in pregnant : be used in
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