Lizid"

Linezolid USP

Composition:

Lizid™ 400 mg Tablet: Each film coated tablet
contains Linezolid USP 400 mg.

Lizid™ 600 mg Tablet: Each film coated tablet
contains Linezolid USP 600 mg.

Description:

Lizid™ (Linezolid) is a synthetic, antibacterial
agent belonging to a new class of antibiotics, the
oxazolidinones, with in vitro activity against Gram
positive aerobic bacteria, some Gram positive
anaerobic bacteria and certain Gram negative
bacteria. It selectively inhibits bacterial protein
synthesis via a mechanism of action different
from that of other antibacterial agents. Lizid™
binds to the 23S ribosomal RNA of the 50S
subunit of the bacterial ribosome and prevents
the formation of a functional 70S initiation
complex which is an essential component of the
bacterial translation process. The results of
time-kill studies have shown Lizid™ to be
bacteriostatic  against  enterococci and
staphylococci. For streptococci, Lizid™ was
found to be bactericidal for the majority of
strains.

Indications:

* Vancomycin-resistant Enterococcus faecium
infections including cases with concurrent
bacteremia.

» Nosocomial pneumonia caused by
Staphylococcus aureus (methicillin-susceptible
and -resistant strains) or Streptococcus
pneumoniae (including multi-drug resistant
strains). Combination therapy may be clinically
indicated if the documented or presumptive
pathogens include Gram-negative organism.

* Complicated skin and skin structure
infections, including diabetic foot infections
(without concomitant osteomyelitis) caused by
Staphylococcus aureus (methicillin-
susceptible and resistant strains),
Streptococcus pyogenes, or Streptococcus
agalactiae.

* Uncomplicated skin and skin structure
infections caused by Staphylococcus aureus
(methicillin-susceptible only) or Streptococcus
pyogenes.

* Community-acquired pneumonia caused by
Streptococcus pneumoniae (including
multi-drug resistant strains) including cases
with concurrent bacteremia, or Staphylococcus
aureus (methicillin-susceptible strains only)

Dosage & Administration:

Patients who commence treatment on the
parenteral formulation may be switched to either
oral presentation when clinically indicated. In
such circumstances, no dose adjustment is
required as Lizid™ (Linezolid) has an oral
bioavailability of approximately 100%. The
injection should be administered over a period of
30 to 120 minutes. The film coated tablets or oral
suspension may be taken with or without food.

Dosage, Route, and
Frequency of
Administration
Pediatric Adults and .
Infection | Patients Adolescents D(l:;:t'so)n
(Birth (12 Years y
through 11 | and Older)
Years of
Age)
Nosocomial
pneumonia
Community-
acquired
pneumonia, | 10 ma’kg | 600 mg
including intravenous | intravenous 1010 14
concurrent | ©F oral every | or oral every
bacteremia 8 hours 12 hours
Complicated
skin and
skin
structure
infections
Vancomycin-
resistant
Enterococcus | 10 mg/kg 600 mg
faecium intravenous | intravenous 1410 28
infections, or oral every | or oral every
including 8 hours 12 hours
concurrent
bacteremia
<5 years: Adults: 400
Uncomplicated 10 mg/kg mg oral
skin and skin oral every 8 | every 12
structure hours hours 10to 14
infections 5-11 years: | Adolescents:
10 mg/kg 600 mg oral
oral every every 12
12 hours hours

Neonates < 7 days: Most pre-term neonates < 7
days of age (gestational age < 34 weeks) have
lower systemic Linezolid clearance values and
larger AUC values than many full-term neonates
and older infants. These neonates should be
initiated with a dosing regimen of 10 mg/kg every
12 hours. Consideration may be given to the use

of 10 mg/kg in every eight hours regimen in
neonates with a sub-optimal clinical response. All
neonatal patients should receive 10 mg/kg t.i.d.
by 7 days of life.

Side Effects:

Most of the adverse events reported with Lizid™
were mild to moderate in intensity. The most
common adverse events in patients treated with
Lizid™ were diarrhea, headache and nausea.
Other adverse events included oral moniliasis,
vaginal moniliasis, hypertension, dyspepsia,
localized abdominal pain, pruritus, and tongue
discoloration.

Precautions & Warnings:

Patients who develop recurrent nausea or
vomiting, unexplained acidosis, or low
bicarbonate level while receiving Lizid™ should
receive immediate medical evaluation. Where
administration of Lizid™ and concomitant
serotonergic agents is clinically appropriate,
patients should be closely observed for signs and
symptoms of serotonin syndrome such as
cognitive dysfunction, hyperpyrexia, hyper
reflexia and incoordination. If signs or symptoms
occur physicians should consider discontinuation
of either one or both agents. If the concomitant
serotonergic agent is withdrawn, discontinuation
symptoms can be observed. If patients
experience symptoms of visual impairment, such
as changes in visual acuity, changes in color
vision, blurred vision, or visual field defect,
prompt ophthalmic evaluation is recommended.
Convulsions have been reported in patients
when treated with Lizid™. In some of these
cases, a history of seizures or risk factors for
seizures was reported.

Contraindications:

Known hypersensitivity to linezolid or any of the
other product components. Patients taking any
monoamine oxidase inhibitors (MAOI) or within
two weeks of taking an MAOI.

Use in Pregnancy & Lactation:

Pregnancy: There are no adequate and
well-controlled studies in pregnant women.
Lizid™ should be used during pregnancy only if
the potential benefit justifies the potential risk to
the fetus.

Lactation: Linezolid is present in breast milk.
Based on data from available published case
reports, the daily dose of linezolid that the infant
would receive from breastmilk would be
approximately 6% to 9% of the recommended
therapeutic infant dose (10 mg/kg every 8 hours).
There is no information on the effects of linezolid
on the breastfed infant; however, diarrhea and
vomiting were the most common adverse
reactions reported in clinical trials in infants
receiving linezolid therapeutically.

Drug Interactions:

Monoamine Oxidase Inhibition: Lizid™ is a
reversible, nonselective inhibitor of monoamine
oxidase. Therefore, Lizid™ has the potential for
interaction with adrenergic and serotonergic
agents.

Adrenergic Agents: Some individuals receiving

Lizid™ may experience a reversible
enhancement of the pressor response to
indirect-acting sympathomimetic agents,

vasopressor or dopaminergic agents. Initial
doses of adrenergic agents, such as dopamine
or epinephrine, should be reduced and titrated to
achieve the desired response.

Serotonergic Agents: Physicians should be alert
to the possible signs and symptoms of
serotonergic syndrome in patients receiving
concomitant Lizid™ and serotonergic agents.

Overdose:

No cases of overdose have been reported.
Symptomatic and supportive care is advised
together with maintenance of glomerular
filtration. Approximately 30% of a Lizid™ dose is
removed during 3 hours of haemodialysis. No
data are available for the removal of Lizid™ by
peritoneal dialysis or hemoperfusion.

Storage:

Do not store above 30° C, protect from light &
moisture.

Keep out of reach of children.

Packing:
Lizid™ 400 mg Tablet: Each box contains
20 tablets (2X10) in a blister pack.

Lizid™ 600 mg Tablet: Each box contains
20 tablets (2X10) in a blister pack.

TM = Trade Mark

o)
RADJIANT

PHARMACEUTICALS

Manufactured by

Radiant Pharmaceuticals Limited
B-34 & B-46, BSCIC Industrial Estate
Tongi, Gazipur-1710, Bangladesh

Version: 01

12002516




farfere™

fertacstifere 3@

Tofiwiag

fafere™ 8oo fiiall GrRwes: ofefs ffFy @I SrRwes
s ferarefere 28« 8oo fiall |

fHfTe™ oo fial B7RTes: &fslt &F @b SrawEs
TR fATEifeTe 38WHAf? voo il |

efis

feratenfere «afb Seafbe, Toa @ifes s fRedt
AT N AFCHACC @7t or@efe | «fS am snefbe
qEFkE  IJFoREA, g AW orabe  @waEikE
[RFCGREAN 8 FTFORAF A @(oiioe i @
TAfoG FEsifre andq @1 ¢t Fresbe e
[EEREE @y Pk afszs s waw
IR F@ A AW AEE [Ed aws W
oEm | feacefee EkEE AREEICR ¢o @
TARESCET R0 G ARG AT 7 AN FTS
[ G2 FHNE Qo @ T FWAH oA
ofSz® @ A ANEREAET FEEE Q0 @ &= STors
eI | 5iRw 5 Bifen wereE @l Pt @,
forceifee @R @R FTRERR  [Ew
JEfeTnts e Fw F@ 1 GoRR GFa,
e @l @3 [Rewa  aEienieE
IR T |

o
Ve T (o I 7 g7 M i

(REFEE-ACIGE g @PPBIT  GgF) [
GG e (MR @R (§3F 7R) 1t
TEACHRE  FTCHI | TFCADT  qA ST
@GR 7 AW @ellte 2 errE FfEeTE i
A QTS AT |

R Ea T - S i B (1 1 o e P S
CREF-GBPEIS 337), G e
EAGIEET ARG A A ST % &
(SPIGSIZENRGA RIl) | BN ealT SR (Squia
CRERER ATEBaE) A GABET AT A
1f6e ANAHEE FH q F Fevw INE |
QIR GBFerT Feraar (Mg @IS
@EEFPR) A IR wEET (S
cRFfER- b)) wa afts s[FeRE angare
e |

Tqt @ aArmafafs

v fgfere s e sz ceem e fofeest
G FAE T G (ATSHH 35 F (@S AN | @3
T (L@ AT RS TR LTS (72 e ffrem™
(Fratetifere) «v @1 JACNATSETAERD & 300% |
0o (ATF S0 G T 4@ TAEFH QM TS A |
Fe] (PICBT BTG A1 ST AT LRIEE A Al
AT N @S A |

i@ 8 erafafy

e e B L haii
S | @Yy | PCT(R (R

IR 9{{@) I (ATF f%{

e )

AT
fecfea
FhHeHG Yo fal/iFf& | voo Sl
AFIE w3 A wigfe So (AT
ey, | oW e | eam 38 Ty
R | i 3 T
FAAECET
By At e
FAEE]
Eolcaan
G
it Yo fal/if& | woo il
R | R wizfe a1 38-3b
a3 G e | e o
W BIG tic 239

< 3= do ETAZ:

o Eaiear] 800 e

fa 91 ol | e e © @WWQ 30-38
v | N fr
| T | TR voo

Yo fie/rafe | fan et

@@ AR | e R 3m

Bicd

q fotea % A Awgere e @ el oq g wW
TN T2B1 foiRe (TSI 1T 08 FALIZ €& F) FeABT
iy a2 Sfyger w et om0 Bt
ferrenfere fFaem «ae @R 2T TpE v I |
GTRE TS AeTd So fRiall/ (e 32 951 SISF Hiae
oTE (A Bfbe | Siege FRIEel fravar fiema =i
T 9@d do Fdl/ & (@e ¢ @S N | 0q oW
T (A T e o fial/ @& e fomam s
@ B |

i eifsfams

feareifTe e A dfefam TR 37 @@ TR
CUIR | TR, ARG @<e A I S A @
@Al T S cAr-efefaar Wy st
SyreRAE AW, ThaEhiA, e, @RS
GRTSIREE (42, erai3f5a a1 fomm fRadfer ¢ fate
AT |

AR 8 TeF I3

@ T @M o[ o[z A ONF, TAAGHATS
GPITElFRT A AZIEEGT @en [ ed e awe
SR SLFATS S T4 Bfowe | A ferateifeTe «ae
FTATGHIE e @92 A PITE FE W O
AT PrgeE @ TR @W- FefEte
fCorpienm,  TRARAREERI, TR @3
BTG 0 77 14T =(F | A TeoTR (aell
3 o3 FofeeTs qafs a1 T 634 “Iferitsd S [Reas
FACS AN | AW EUATGHIGE & I WAl T O
sfered RrTR (4l fce cita | I gl R
whedq aw @~ fogEE «3efr ~fkEeq, FER
o sifes, @ @ 9 foogme e Rpfe @
M, OE SHAS FERE A[Rrw A Efoe |
e ez Sieif jere Tz | 5y [y v
Ry ¢ Ripfea wiest sifaeifre ze |

efefei=is
fetEfere S T afefimifte aima fmcenfee At
@@ TAmR afs RAREERRET wre 1 ey T

AR e efege w03 91 ¥ Hed 93y
QRO 72 AIRA T4 FICceifere (rRl [ea =71 |

TSR 8 BANFICA I3RS

TSTZR: TSI AW B2 IR~ 9 =2 |
TSER FTree (eRE At TR TR @7 Fiowd
e sl 741 §fos |

Bl NEE qed e e @ @ ode
IS (@ AT WAl (olTR, ME [d W @
A Fcafe fepe @ ow Rome wee
FIPEHF (wre (So fNall/@ & afs v %) @7 AT v%
QAT 5% | P9 74 A Ferm To7 ferareifere
@R B[ THAE (@I O T TR | w2, e
Gt et frmeiie azemar Frema e
TR @ I AU AqRe et afsfem e |

eyred fafds

SAlgTEe  wfEgee Rt faafe as o
o, 9 e TeanEs aes a7 @ (o
3257 | O fererEifeTe augHifd A ERAG IR
USCBA AN TR FCF A |

GGG arers: TEelREs  «fge Sttt
GEB, MY A (CARERES  aews @
@ feeere azrel g fog @ v @ A |
QS Gt @ @l A @ aris
@ T 77 TS @ag BIRGE FACS FA @ WHIGEH
TP NS AR |

CTRIGIGF Grers: FeEe 8 s aas

aFZ M A CTAGHIRGS Frgem o TR
SO AT a1 T4 Tfow |

T@ifare

TAfFR @@ ©0 §F @3 | (@R g
e Topesfa @R e (e M @ o |
ICRETIIF @@ T © 951K &1 o % femeifre
©T [ (@A @@ FE@ @ AT AR
TIAEIERM A RS WL frcenfere w1 de
(AT ([T I R 7S U (73 |

A

©0° FIFGEAT SIAT@R TAR T (AT [T AF |
ST 8 TS (ATF 0 A |

e Y FRSTAR TolteTa 80 A4 |

EECEIED
fafee™ 8oo et BrRwEs: @t Ay e 0
(2 x 50) BIRTED 73R 70T |

fafere™ oo fial HrReEs: afefs g =z 20 B
(X X 0) BIRCTG fF31a =1es |

R S o s el vy | |

T™ = G I

o)
RAD||ANT
PHARMACEUTICALS
AFORITT
@ TR Ffite
08 ¢ f7-8u, K g e
B, AE7F->d0, AT




