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Flunarizine Dihydrochloride BP

Composition
Fizi 5 Tablet: Each tablet contains Flunarizine Dihydrochloride BP
equivalent to Flunarizine 5 mg.

Fizi 10 Tablet: Each tablet contains Flunarizine Dihydrochloride BP
equivalent to Flunarizine 10 mg.

Description

Fizi is the preparation of flunarizine dihydrochloride. Flunarizine is the
difluorinated derivative of cinnarizine. Flunarizine is a selective calcium
channel antagonist. It prevents cellular calcium overload by reducing
excessive transmembrane influxes of calcium. It does not interfere with
normal cellular calcium homeostasis. It has also antihistaminic and
sedative properties.

Indications

+ Prophylaxis of classic (with aura) or common (without aura) migraine

+ Symptomatic treatment of vestibular vertigo, dizziness

+ Peripheral vascular disease (Intermittent claudication, Raynaud's
phenomenon, paresthesiae, cold extremities, nocturnal cramp and
trophic disorders owing to ischaemia of limbs)

+ Refractory epilepsy resistant to conventional antiepileptic therapy

+ Alternating hemiplegia of childhood

Dosage and Administration

For migraine prophylaxis : Starting dose is 10 mg daily (at night) for
patients less than 65 years and 5 mg daily for patients older than 65
years.

Maintenance treatment: If a patient's response is satisfactory and if a
maintenance treatment is needed, the dose should be decreased so
that each week the patient has 5 days treatment at the same daily
dose and 2 successive drug free days. Treatment should be
interrupted after 6 months and re-initiated only if the patient relapses.
The recommended maximum daily dose is 10 mg daily in adults and 5
mg daily in children (<40 kg).

For vertigo: The recommended maximum daily dose of flunarizine in
the treatment of vertigo is 10 mg daily in adults and 5 mg daily in
children (<40 kg).

For epilepsy: An optimal therapeutic dosage in epileptic patients
receiving other anti epileptic drugs is 15 mg to 20 mg daily in adults
and 5 to 10 mg daily in children.

Use in the elderly

The efficacy of flunarizine in the prophylaxis of migraine has not been
established in elderly subjects. Moreover, treatment with flunarizine
may give rise to extrapyramidal and depressive symptoms and reveal
parkinsonism, specially in the elderly. Therefore, it should be used with
caution.

Use in patients with impaired hepatic function

Flunarizine is metabolised by the liver, therefore care should be
exercised when flunarizine is given to patients with compromised liver
function.

Use in pregnancy and lactation

In pregnancy : There is no data to support the use of flunarizine during
pregnancy. Therefore it should not be administered to pregnant women
unless the anticipated benefits outweigh the potential risks.

In lactation : Animal studies have shown that flunarizine is excreted in
breast milk. Therefore, breast-feeding should be discouraged in
women taking flunarizine.

Contraindications

+ Hypersensitivity to flunarizine or structurally similar calcium channel
blocker

« Patients with a history of depressive illness

« Patients with pre-existing symptoms of Parkinson's disease or other
extra pyramidal disorders

+ Hepatic insufficiency (relatively contraindicated)

Precautions

Since sedation or drowsiness occur in some patients during treatment
with Flunarizine Dihydrochloride, patients should be cautioned against
activities which require alertness or rapid, precise responses (e.g.
operating machinery or a motor vehicle) until the response to the drug
has been determined.

Side-effects

Flunarizine is well tolerated and seldom causes serious side effects.

The main adverse effects experienced by the patients are as follows:

Central Nervous System: Depression, drowsiness, sedation, anxiety

Gastrointestinal : Heart burn, nausea, emesis, dry mouth,
gastralgia

: Weight gain, and/or increased appetite,
asthenia, muscle aches, skin rash and
galactorrhea in female patients on oral
contraceptives

Miscellaneous

Drug Interactions

Galactorrhea has been reported in few women on oral contraceptives
within the first two months of flunarizine treatment. Hepatic enzyme
inducers such as carbamazepine and phenytoin increase the
metabolism of flunarizine and thus reduce its steady state level. So an
increase in dose of the drug may be required. Concomitant use of a
calcium channel blocker and amiodorone has been reported to result in
sinus arrest and atrioventricular block. Excessive sedation can occur
when alcohol, hypnotics or tranquilizers are taken simultaneously with
flunarizine.

Symptoms and Treatment of Overdose

Acute overdosage has been reported and the observed symptoms
were sedation, agitation and tachycardia. Treatment of acute
over-dosage consists of charcoal administration, induction of emesis or
gastric lavage, and supportive measures. No specific antidote is
known.

Pharmaceutical precautions
Store in a cool (below 30°C) and dry place, away from light. Keep out
of the reach of children.

Packaging
Fizi 5 Tablet: Each commercial box contains 50 tablets in Alu-Alu
blister pack.

Fizi 10 Tablet: Each commercial box contains 50 tablets in Alu-Alu
blister pack.

Manufactured By ®

BEACON

Pharmaceuticals PLC
Bhaluka, Mymensingh, Bangladesh

LF36301



Ffifem v REEIES R

BT
& ¢ Brieets @feft BRes @ =it Fifie TrRRmEREe [ a1 e
¢ Tl @3 T39eT |

R do BiwEns afe St @ g g wRzimemze & oar
T So e @ ey |

oS

frfer 21 gifafem wizzdmneRize O Smiffas a3 eiEEfREre wirebe |
«ft Prafge o FEhrT Hiwe 3 (e Fw 3@ | ot sfske SeEs
FEACRIN 97 TTFH I TEER FECRN 97 T@lfeF FACS AR I |
CIETE FEEN @ NSBIERT @ @3 W qo[ <g a1 | 97ele @3 «ft
B g9 et e e me |

o

fffe tw@ Flunarizine frifirs:

« =71 72 (Classical) sieat =@t =ret (Common) sieeae efstare |

* SIogER Sifbea @ ot fofseot (Snfogams Preberm S ST |
» Tl ST fefeT |

* TGS SFe! |

CRARMY @ ar

AT AfSTATY: TT T@ Lo @I I TN @WINT TFE So Bl @ we
AT TR WM T ¢ et I affs qwe | e seeee faget, a®/Gr
PrRIfeRT @ SFy SFIFIs Soiots el et et 9% F90e 209 | A & WE|
T T TS 71 = @iieE AfSfERe [afte F9re 2@ @3 2w 99 FHre
A

s e 7l @l e afsfEmr me a3 W sk B e
T O A7 ¢ o i i@t ataie o A9e 2 O e e 99 TS 204 |
T @ Bl FEwT 27 oeae b T °F 4t 7% F@ mar Sfve W afw @
AT G T O 0 T o |

AfTEare SRTREER fSfemT: So el 303 e & A9 | TS TS wo il |

TR G TSNS TFFOR: do-20 et efshue (are 7%) e ¢ far afs
e 80 i T Féiwma TR |

P REfH: &1e IJMHFmE TFE d¢-20 e @3k frm @ ¢-do fa afsfim
ieifere fofeet fReme waze &7 |

TAEFTE TR FAIRGT CIRRREFALT 4 efrary T SRwe! Sy
T | ORICl @9 IRRE ITHTE ARG PRl g9 e et aveie
Arafsor fEferer Za™ FORAT A | ©I2 T AR ToF ! ST FACS A |

7R TSR @ T SR S0 TH0a TG TIERIE@IFRILT 7 IR AT
TEF ] AT FACS I T FAIRG TR G NLTH TABICAAIZS 2 |

FERF G ST
oIt A A |

T FICE FARE T F41 o | ST 09 74 97 TAAfZfS e otz |
efSfotEr
FAfafem @7 afs wfs s wifeR e afe fmts | @ 77 @ENmE

AR @I =% e a3k Ragel wfve Spge! si2dt o7y @ @G PR
OB AR O T elfsfimi*e |

oS!

IR STl Tofz S0 #It; A AT QIETCHIRE AT S (PR o
fage! T o3¢ ARl I AW @AE IEARA GEGAT W& S @
RemeEe Fe (AF AT AT Tow | Faifafem Mo wom w63 =1 | 12 Tr2eae
SEFCeT Q3 Wl e S T | {eerwe 7w e caRee 92 et e, qwbt
foraifer = efsfear w.m e 7 = Jfa F9ce 2 |

I aifsfarar
el qxk FifE, eum @ WRT [T T & e o | g biee

fffe wfoes afsfaa Afmfre zrre: Reaer (vfear wtar a@ 9K Rager
@t =g, SR @ ), gfwEEtr, /G, o, ewmetrmE,
i, G a3 o a/GT PriferE o afsfer are woF @aer st
e g2 | Sl «nf efsfaam wtar aace 3 g, I AfreE, g,
VPR, SHYL, (TS 52, PIF A O, NG EITCH, ATTeTIRlB I TTarg |

T TSI

@ ] e T Kafeaaer 64 (TR TR SIWa TR FeIffer Rt e &
e fown AEGRE (el e AT | Tgeen SehE Jae o3y w@Aw-
FEMCERE ga RAEbam FAikian a7 fore o Fce o iR avwm
wfsfare war fwrs |

A T 8 fofeestrs

QT THaE e wfgs g, [ifFe mee i e &g aeql | @3
T ST T et TeRefd< AT AT AR ARTEIR A0S 20 | G947 T 9 T
«fBTel’ S T WIg |

e
ST (T IO, ISl (00O GBI «F fTb) '@ STl ZIT I | 76T @4 Rt
TIATCET LT L |

IffeTs wes
& ¢ Braeetse efsfs afafens crer itz ¢o G BrReETs SyE-se &6 |
& So Brawetss et afafens crers =g ¢o 5 BIRTes S-S f&o51a |

fakACRARES
A FrffCHee Prasfr
SEF, TAAFPRE, I



