Viera

Voriconazole USP

Composition

Viera 50 Tablet  : Each film coated tablet contains Voriconazole USP 50 mg.

Viera 200 Tablet : Each film coated tablet contains Voriconazole USP 200 mg.

Viera PFS : Each 1 mL suspension contains Voriconazole USP 40 mg (After reconstitution).

Pharmacology
Voriconazole is a triazole anti-fungal agent. The primary mode of action of voriconazole is the inhibition of fungal cytochrome P-450-mediated
14 alpha-lanosterol demethylation, an essential step in fungal ergosterol biosynthesis.

Indication

Viera is an azole antifungal indicated for use in the treatment of:

+ Invasive aspergillosis.

+ Candidemia (Nonneutropenics) and disseminated candidiasis in skin, abdomen, kidney, bladder wall and wounds.

+ Esophageal candidiasis.

« Serious infections caused by Scedosporium apiospermum and Fusarium species including Fusarim solani, in patients intolerant of or refractory
to other therapy.

Dose and administration
Viera tablet and powder for oral suspension are to be taken at least one hour before or one hour following a meal.

Viera tablet:

« At or over 40 Kg body weight loading dose regimen is 400 mg every 12 hours (for the first 24 hours) & maintenance dose (after first 24 hours)
is 200 mg twice daily.

+ Below 40 Kg body weight loading dose regimen is 200 mg every 12 hours (for the first 24 hours) & maintenance dose (after first 24 hours) is
100 mg twice daily.

Viera powder for oral suspension:
+ At or over 40 Kg body weight loading dose regimen is 10 mL every 12 hours (for the first 24 hours) & maintenance dose (after first 24 hours) is
5 mL twice daily.

+ Below 40 Kg body weight loading dose regimen is 5 mL every 12 hours (for the first 24 hours) & maintenance dose (after first 24 hours) is 2.5
mL twice daily.

Reconstitution Instructions of PFS

Shake the bottle to loosen powder. Add 25 mL of boiled and cooled water by supplied cup to the dry powder in the bottle. For ease of preparation,
add water to bottle in two proportions. Shake well after each addition until all the powder is in suspension. Keep the bottle tightly closed. The
reconstituted suspension should be stored below 30°C and used within 7 days of preparation.

Contra-indication
* Hypersensitivity to Voriconazole or its excipients.
+ Co-administration with terfenadine, astemizole, cisapride, pimozide or quindine, sirolimus due to risk of serious adverse reactions.

+ Co-administration with rifampin, carbamazepine, long-acting barbiturates, efavirenz, ritonavir, rifabutin, ergot alkaloids and St. John’s Wort due
to risk of loss of efficacy.

Warning and precaution

Hepatic Toxicity: Serious hepatic reactions reported. Evaluate liver function tests at start of and during Viera therapy.

Arrhythmias and QT Prolongation: Correct potassium, magnesium and calcium prior to use; caution patients with proarrhythmic conditions.
Visual Disturbances (including optic neuritis and papilledema): Monitor visual function if treatment continues beyond 28 days.

Serious Exfoliative Cutaneous Reactions: Discontinue for exfoliative cutaneous reactions.

Photosensitivity: Avoid sunlight due to risk of photosensitivity.

Skeletal Adverse Reactions: Fluorosis and periostitis with long-term voriconazole therapy. Discontinue if these adverse reactions occur.
Patients with Hereditary Galactose Intolerance, Lapp Lactase Deficiency or Glucose-Galactose Malabsorption: Viera tablets should not be
given to these patients because it contains lactose.

Side effects
Most common adverse reactions (incidence>2%): visual disturbances, fever, nausea, rash, vomiting, chills, headache, liver function test
abnormal, tachycardia, hallucinations.

Use in pregnancy & lactation
+ Voriconzole can cause fetal harm when administered to pregnant woman. Inform pregnant women of risk to the fetus.

Use in children & adolescents
Safety/effectiveness in patients<12 years has not been established.

Use in Hepatic impairment
Use half the maintenance dose in patients with mild to moderate hepatic impairment (child-Pugh Class A and B).

Drug interactions

+ CYP3A4, CYP2C9 and CYP2C19 inhibitors and inducers: Adjust voriconazole dosage and monitor for adverse reactions or lack of efficacy.
+ CYP3A4, CYP2CA and CYP2C19 substrates. Reduce dosage of these other drugs and monitor for adverse reaction.

+ Phenytion of Efavirenz: with co-administration, increase maintenance or and intravenous dosage of voriconazole.

Overdose
Clinical experience regarding overdose with Voriconazole tablet is limited.

Storage

Viera 50 mg 200 mg tablet: Store below 30°C in a dry place, away from light and moisture. Keep out of the reach of children.

Viera PFS: Powder for Suspension should be stored between 2-8°C temperature. Before reconstitution: Store dry powder refrigerated at 2-8°C
(86-46°F). After reconstitution: Store suspension at 15-30°C (59-86°F). After reconstitution do not refrigerate or FREEZE. Use within 7 days of
preparation. Keep out of the reach of children.

Packing

Viera 50 Tablet : Each box contains 1 blister of 10 tablets.

Viera 200 Tablet : Each box contains 1 blister of 8 tablets.

Viera PFS : Each box contains 1 bottle of 40 mL powder for suspension.

Manufactured By ®

BEACON

Pharmaceuticals PLC
Bhaluka, Mymensingh, Bangladesh




NS

SRIFAISE 289

A

o o IR 3 @ifSf SiroeT WaHITE BRI W SRIIGE I89A ¢o il |

o K00 BN 3 &Sl siree WS BIRCEE W SRISHIEE I8 Yoo fFll |

fomm Pramas 5 4fs s Rt AT W SRt 3SFIGART 8o Al (AT tofid o) |

Rty

sfremeE g3 512 SrreE ff TR 6g4 | SRISHGE FRAE TRGIGET 8¢o 2olie S8-SFF EEFEEE fERrEEmm efEis Irdr (@R M
TR (@ RITT 436 @Fgalel ToMIT SRATHIET 7 FLEATE T (7 R FIIAFT T+ EA0a 31 30 |

Ao

foraar sTeE &rte qFh SifS-wieole 83¢ qt

o 3T SRS

o TG 4R §F, AT, IF9, TS| 8 TS FACICA]

 TAIANE FITereaifr

o ST AnfAAeToRaT G2 TR A 72 TG FoNeT SR @ TN G, Sy 6qred et @i spreaize! ¢ wfeds e a1
G (LG e |

TG 8 ERARR
foTTat BIRTEDs LRI S TT S A S T 2T (IR FACS A |
Tt ARTCATT AR S T! ST AT THI 9T (T FCO A |

fozzat Byt
* 80 (3G A1 O @M W2 ST ARNFSIT (212 28 TB1) 8oo el I T ¥2 A7 W2 RIS (44T 38 THT 7171) 00 et w3 ey 42 997 |
* 80 (TG T Mee ST ERINFOIT (22T 28 TB) Q00 fall F0F W 72 9 R 7RISIT (2RI 28 THT 7)) doo fall 7 e 43 39 |

fowzrat steeaT
* 80 (3% A1 O @4 iz Set AT (2w 28 TBY) do e I3 fieey 42 A9 W32 AGEITS (219 28 TB1 o) ¢ fifer Fea ey 42 a9
* 80 (TG TV W2 ST RINFONT (29T 38 TB1) ¢ e T e 73 A9 = AEITS (224 38 %1 +49) 2.¢ e Feg ey 93 a1

FARTCATAT TORT @l

QT (AT N ATCTIRGT Ao I 77 | ST FAIEFS 91 R T 3¢ o1 FHIAr 9t ey Gheiry | ergrest wpfrmed At g'amer ooty | efisar =ife
GPITAIR 9] AT 7o) 0ot 1 (T 2@ I | 791 TEIT wo? (31, SIoNTai e A4 | ST To1ar A TG S0y ASRITAT (9T F90% 204 |
afoforemr

° SYR (@ (I TAMITR 4 Sfovteraweaere! | BRTFITE, SHIEsHeE, Freize ¢ FaifemiT a7 s fiee srares Arfefefer zrs =i |

o fEfor, SRS, ARfapsm, awferay, Koafes, ferbe, SReb qFEEes «a e e SRS T @S 20 |

el @R FTeFel

e ferereTe @l fed @ @e ¢Fea formar 634f effearie zre =it | <2 formar 634fs i fofecor e Fa@ et S72 oo 1 (595 F410e 203 |
APEAS @A (0 TR e T ABIRAI, TATALTAN R FIFATAT (<0~ S e 70 |

iEefeeiee T WE « @0 @ v ferE eg4fe Mo Qo e @f# o gor feett va, aig<fen A wfi e 2@ |

SR 2ffs ATMAAETSR I QUITe TKA] GfST bere T0F | RIS Sy 4RIF A SAMTTR 7 &S AGamTaie @rioe (g fersdl g« IRTER CF@
TEF O A |

I effefemt
SRISIICE TR T A (5047 T 8 G, I 3 7, Toi5fY, Ao 1eq, e 72, I0eq SrHAfes Fiwre!, Wfofie g+ ¢ % 2e A1 |

ReiE o 92T

TP ¢ TSRBIT SRFINE (FHIT  F6 FC M | TEZIT SN ([INE (T @ o AT TS T |
R 8 5% =R 5T feme (R SfTmISTe SRS T @ TSt i 77 |

=AM ¢ oF ¢ TR T =AM TR S0 M@ NS TR A0 T |

oY s

e CYP3A4, CYP2C9 @32 CYP2C19 @7 32f57 @3 ZAfCTHR eqra Wil @ Fiiare A e 2 | (ot « w1 eque it Ao 3t s frea
@ @ &R “rfafsfEar Afme Fare 77 |

e CYP3A4, CYP2C9 @32 CYP2C19 93 7RGS S04 i@l ¢ Fiiare! e e o | Gt « 719 g Ta S e @ @ e s fefar
Ao 0O A |

o (FCBIIN AT AFISTENG @7 A Weet Sfremest 7 T Ao fre 20 |

T
Sfexiar sfearets a7 e sanfn Hifire |

HETHFY

fSTt BI1Tabs ST @ SHS! (20 A, ©0° GIERRINT «F 5 8 SRAT I A4 | 75T &g 60 FIoited 91304 A4 |

fowarat AGCr 7 AT AT Lol ATOI R-b° (3T, OISR A TP | TOHIFS ATCATHT 00° CRAPRI OII@re ot MY qaR AP Tofz
q AR S04y AT TP | T ST FRRTHE FIoNITER 130T Y |

Torgram

forat ¢o ByRwes 3 &lfSh Afeifens e TR Yo B Srwenha » & 32w i

forat 00 BT 3 @lfS Afifens s stz v G Sreeense » © 2w s

fouat Pragas 3 afsl afifrs a3 aR 8o e @3 ST T FARITIER & & @oe @32 s & 2o w1 |

o
o
o
o

LTI
A TR BweE Pramth
ST, THNFLE, AT




