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Tigecycline for Injection USP 50 mg (Lyophilized)

TIGIVER @

Composition :
Each vial contains :

Facultative Gram-positive bacteria
Enterococcus avium

Enterococcus casseliflavus

Enterococcusfaecals (vancomycin-resistantisolates)

y

Enterococcus gallnarum
Listeria monocytogenes

Staphylococcus haemolyticus
Facultative Gram-negative bacteria
Acinetobacter baumanni*

X Aeromonas hydrophila
Tigecycling USP 50mg Citrobacter koseri
Enterobacter aerogenes
DOSAGE FORM Haemophilus influenzae (ampicilin-resistant)
Lyophilized powder for reconstitutionand V. use only. Haemophilus parainfluenzae
PPHARMACOLOGY Pasteurellamultocida
Pharmacokinetics Serratia marcescens
Absorption Stenotrophomonas maltophilia
by amaintenance dose of 50 mg every 12h, C,,, was 0.87 mcg/mL for 30-minute ‘Bacteroides distasonis
infusions and 0.63 meg/mL for 60-minute infusions. The AUC, ,,, value was 4.70 Bacteroides ovatus
megh/ml. Peplostretococcus spp.
Distribution Porphyromonas spp.
71%1089% Prevotellaspp.
at concentrations observed n clnical studies (0.110 1.0 mag/mL). The steady.-state Other bacteria
700L (Tto9L/kg),

12hoursto 33
healthy volunteers, the tigecycline AUC, (134 meg.himL) in the alveolar cells was
‘approximately 78-fold higher than the AUC, ,.,in the serum, and the AUC, ,,.(2.28
‘meg.himL)in epithelial lining fluid was approximately 32% higher than the - AUC, ,,in allinfected patients, It

himL)

serum. The AUC, ,, (161 mog.

26% lower

AUC, , inthe serum of Ina single-dose stud

the
presence of bacteria. All bacterial isolates should be identified and tested for

ra-tions at 4

inthe

gaumaddav(ss fold,n=6). lungs (3.7-fold. n=5) and colon (2.3-fold, n=6), and lowerin

Inherentlyresistantorganisms

Pseudomonas aeruginosa
synovial flud (0.58-fold. n-5) and bone (0.35-fold. n=6) relative to serum. The Otherspacins o I
& cepacia Proteus spp.
Metabolism INDICATIONS
T Tigecyclne is indicated for
fver he 18yearsof
b Ctigecyclin ageandolder
primary"C ani- + Complicated Intra-Abdominal Infections
dose) werealso present. C fnlemﬂzbtsr
Elimination foacee
. fagcalis
C fntisolles). (includes S.
and anginosus, S.int onstellatus). Bacteroide:

Baclemrdes uniformis, Bacteroides vulgatus, Clostridium

tigecycline n urine. Overall, isbiliary
excreionof unchangetigecycline and s metabolte, Gucuroridation and renal
ed

periingens. and Peptosreptococcus micros

excretion of unchange
tigecycine s approximately 24 Lir following L. infusion. Tigecyciine shows amean

Complicated skin and skin structure infections caused by Escherichia coli

12hour
hicil ble and ). agalactiae.

(nitaldoseof 100mg) Streptococeus anginosus grp. (includes s . angmosu: S.intermedius and S

Pharmacodynamics

Hechamiomof Act cloacae. Klebsiella

fechanism of Action pneumoniae, and Bacteroides fragilis.
Tigecyclin 0¢ " "
4 + Community Acquired Bacterial Pneumonia

ibosomes. fy it non

chains. Tigecycline carries a glycylamido moiety attached to the 9-position of P . mia.

mmcyw?e ! g!ueym s , any " 9 influenzae (beta-lact tive isolates), and Legionella

i i n pneumophila.

general

bactericidal activity isolates of egionella Adults

preumopil The recommended dosage regimen for Tigeccine is an iniial dose of 100 mg, followed

Mechanismis) of Resistance
Tigecyciine demonstrates ime-dependent actity i viro

50 mg every 12 hours. | V. infusions of Tgecydine should be administered over
approximately 3010 60 minutes every 12hours.

Todate, ! ! ; ) for complicated int 14 days. The
" y
‘mechanism ¢ Addllmnn\l pneumoniais 7 to 14 days.
lactamases). Renall i t
(e.9. gyrase/topoisomerases). Tigecycline resistance in some bacleria (e.g enalImpairment me
igecy y
ally nor
dnugesistant (MDR) effux pumps. . dosage adjustmentof Tgecydine is necessary in patients with renahmpaumemmm
in
viroandincinicalnfectons: HepaticImpairment
Facultative Gram-positive bacteria y
Enterococcus fascalis(vancomycin susceptibleisolates) idPugh HidPugh
C) i i
Streptococcusagalactiae 12hours. ]
Streptococcusanginosusgrp. nciudes S.anginosus.S onstelatus)
° Method of Administration
Steplococcus pyogenes Each vial of Tiecyne should be reconstituted with 5 mL of 0.9% Sodium Chloride
Vidansroup seposocci soluionforlnjectionoachieve a concentation of 10mg mL of figecycine. The vl
A ; ) i i i
Facultative Gram negative bacteria o
Clrmpector oo e solution from the vial and add to a 100 mL 1. bag for nfusion (for a 100 mg dose.
e o reconstiute twovals: fr 50 mg dose, econsLiute onevil). The maximum
Tmg/mL.
Escherichiacol inspected visually for partculate matter and discolouration (e.g. green orblack] priorto
administaton.
zzzz::z:;:ﬁ:;i e Tigecycine may be administered inravenously through a dedicated V. e orthrougha
Y:sitelfthe same V. nels used for
Legionellapneumophia beflushed before andaferfusionaf Tigeycine wih09%. Sodium Cioridesoutonfor
Anaerobic bacteria Iecton InjoctionorL soltonforrecton The
Bactorides ragiis infct i
Becterodes thetaitaomicron aahr gl semisaeca s commonine
Bacteroides uniformis Storage : Stor atcorrolld room tampereur (beow 25°),
Bacteroides vulgatus
Clostridum perfingens i L
eoveritas Heallhcare P
Peplostepccocuusios Weres Heahes y
Atleast90%of At Maiza Ogl, Suket R, Kala A
MIC) that . o Distict Simour - 173030 (HP)

regimens. However the cinical_signiicance ofthiss unknown because the safety and
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