Antihistaminic and Antiallergic

Fexet rim-coated Tablet 30mg, 60mg, 120mg, 180mg

R(Prescription drug

(Fexofenadine hydrochloride)

COMPOSITION

FEXET 30mg

Each film-coated tablet contains:

Active: Fexofenadine HCI USP.........ccocceiiiiiiiiiiiiiiiiiiiiee 30mg

Inactive: Microcrystalline cellulose (Avicel PH 102), Croscarmellose Sodium,

Lactose, Magnesium stearate, HPMC Pharmacoat, Talcum powder, Opadry white

YS-1-7027.

FEXET 60mg

Each film-coated tablet contains:

Active: Fexofenadine HCI USP.........ccoccceiiiiiiiiiiiiiiiiiiici e 60mg

Inactive: Corn starch, Microcrystalline cellulose (Avicel PH 101), Microcrystalline

cellulose (Avicel PH 102), Croscarmellose Sodium, Magnesium stearate, Hydroxy

Propyl Methyl Cellulose 5 CPs, Titanium dioxide, Propylene glycol.

FEXET 120mg

Each film-coated tablet contains:

Active: Fexofenadine HCl USP.........cccccoeiviiiiiiiiniiiin i 120mg

Inactive: Corn starch, Microcrystalline cellulose (Avicel PH 101), Microcrystalline

cellulose (Avicel PH 102), Croscarmellose Sodium, Magnesium stearate, Hydroxy

Propyl Methyl Cellulose 5 CPs, Titanium dioxide, Propylene glycol.

FEXET 180mg

Each film-coated tablet contains:

Active: Fexofenadine HCl USP.........ccccoiiviiiiiiiiiiiiin i 180mg

Inactive: Corn starch, Microcrystalline cellulose (Avicel PH 101), Microcrystalline

cellulose (Avicel PH 102), Croscarmellose Sodium, Magnesium stearate, Hydroxy

Propyl Methyl Cellulose 5 CPs, Titanium dioxide, Propylene glycol.

CLINICAL PHARMACOLOGY

Mechanism of Action

Fexofenadine hydrochloride is an active non-sedating antihistamine with selective

peripheral H,-receptor antagonist activity. It does not possess significant sedative

or antimuscarinic action.

Pharmacokinetics

Absorption

Fexofenadine is rapidly absorbed after oral administration with peak plasma

concentrations being reached in 2 to 3 hours.

Distribution

Fexofenadine hydrochloride is 60% to 70% bound to plasma proteins, primarily

albumin and ou-acid glycoprotein.

Metabolism

Approximately 5% of the total oral dose is metabolized, mostly by intestinal

mucosa, with only 0.5 to 1.5% of the dose undergoing hepatic biotransformation.

Excretion

Elimination half-life of about 14 hours has been reported although this may be

prolonged in patients with renal impairment. Excretion is mainly in the facces

with only 10% being present in the urine.

INDICATIONS

- Seasonal allergic rhinitis includes sneezing, rhinorrhea, itchy
nose/palate/throat, itchy/watery/red eyes.

- Chronic idiopathic urticaria.

DOSAGE AND ADMINISTRATION

Seasonal allergic rhinitis:

- Adults and children 12 years or older: 60mg of Fexofenadine HCI twice daily,
or 120mg of Fexofenadine HCI once daily.

- Children from 6 to 11 years: 30mg of Fexofenadine HCI twice daily.

Chronic idiopathic urticaria:

- Adults and children 12 years or older: 180mg of Fexofenadine HCI once
daily.

- Children from 6 to 11 years: 30mg of Fexofenadine HCI twice daily.

Dosage in renal insufficiency:

— Adults: In patients with decreased renal function the recommended
dose of Fexofenadine HCl is 60mg once daily as the starting dose.

— Pediatrics: In pediatric patients with decreased renal function the
recommended dose of Fexofenadine HCI is 30mg once daily as
the starting dose.

Dosage may be adjusted according to age and symptoms.

CONTRAINDICATIONS

- Children under 6 years.

- Patients with hypersensitivity to any of ingredients.

- Pregnant women and nursing mothers.

ADVERSE REACTIONS

1) In children from 6 toll years of age, the most commonly reported

adverse event related to treatment was headache (1.0%).

In adults, the most commonly reported adverse events related to

treatment were headache (7.3%), drowsiness (2.3%), nausea (1.5%),

dizziness (1.5%), and fatigue (0.9%).

3) Adverse reactions that have been reported rarely with incidences

less than 1% during post-marketing surveillance were insomnia,

nervousness, and sleep disorders or paranoia such as nightmares.

In rare cases, rash, urticaria, pruritus, and hypersensitivity reactions

with manifestations such as angioedema, chest tightness, dysponea,

flushing and system anaphylaxis have also been reported.

Inform doctors with side effects when using medicine.

PRECAUTIONS

1) Patients with renal or hepatic impairment.

2) Patients with heart disease.

DRUG INTERACTIONS

1) Fexofenadine does not undergo hepatic biotransformation and
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therefore will not interact with other drugs undergoing hepatic
metabolism. Co-administration of fexofenadine hydrochloride
with erythromycin or ketoconazole has been resulted in 2-3 times
increase in the level of fexofenadine in plasma due to an increase
in gastrointestinal absorption. The changes were not accompanied
by any effects on QT interval and were not associated with any
increase in adverse events compared to the drugs given alone.

Close administration (15 minutes) of fexofenadine to a dose of an

antacid containing aluminum and magnesium may reduce

fexofenadine bioavailability. It is recommended taking 2 hours
interval between administering fexofenadine and aluminum and
magnesium contained antacids.

USE IN PREGNANCY OR LACTATION

1) As with other medications, fexofenadine hydrochloride should not
be used during pregnancy unless the expected benefit to the patient
outweighs any potential risk to the fetus.

2) Fexofenadine hydrochloride is not recommended for nursing mothers.

OVERDOSAGE

- The symptoms of dizziness, fatigue and dry mouth have been
reported with overdose of fexofenadine hydrochloride. Dose up
to 60mg twice daily for two weeks administered to children; single
doses up to 800mg, and doses up to 690mg twice daily for 1 month
or 240mg once daily for 1 year administered to healthy people did
not develop clinical adverse effects compared with placebo.

- Treatment of overdosage would reasonably consist of emesis
(ipecac syrup), except patients with impaired consciousness,
followed by the administration of activated charcoal to absorb any
remaining drug. If vomiting is unsuccessful, or contraindicated,
gastric lavage should be performed with normal saline.

- Fexofenadine hydrochloride is not effectively removed by
hemodialysis. Patient should be persistently observed after
emergency care.

STORAGE : Store in well-closed container at temperature below 30°C.

Protect from sunlight and moisture.

SHELF-LIFE: 36 months from the manufacturing date

SPECIFICATION: Manufacturer

HOW SUPPLIED:

FEXET 30mg Tablets: Packet contains one strip of 10 tablets.

FEXET 60mg Tablets: Packet contains one strip of 10 tablets.

FEXET 120mg Tablets: Packet contains two strips of 10 tablets.

FEXET 180mg Tablets: Packet contains two strips of 10 tablets.

WARNING :

- Read carefully the leaflet before use.

- For further information, please contact your doctor.

- This drug is used only by doctor’s prescription.

- Keep out of reach of children.
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Manufactured by:

CG‘III p(? aer-lr:nza 29-30/27,

K.ILA., Karachi,
Pakistan

(PYVT)LIMITED
www.getzpharma.com

VN06-200006673




Khing histamine v chéng di iing

R( Thudc k8 toa

Vién nén bao phimF‘QXCfE 30mg, 60mg, 120mg, 180mg

(Fexofenadine hydrochloride)

THANH PHAN

FEXET 30mg

M3i vién ¢ chifa:

Hoat chit: Fexofenadine HCL USP. 3Umg
Td duge:  cellulose vi tinh thé (Avicel PH 102), Croscarmellose natri,
Lactose, Magnesium stearate, HPMC Pharmacoat, Tale. Mau tri'ng
Opadry YS-1-7027.

FEXET 60mg

M3ivién ¢ chifa:

Hoat chdr: Fexofenadine HCL USP 60mg
Té dugie: Tinh bt bip, Cellulose vi tinh thé (Avicel PH 101}, Cellulose vi
tinh thé (Avicel PH 102), Croscarmellose Sodium, Magnesium stearate,
Hydroxy Propyl Methyl Cellulose 5 CPs, Titanium dioxide, Propylene

glycol.

FEXET 120mg

Mai vién ¢é chita:

Hoat chdt: Fexolenadine HCL USP 120mg

T4 dupe: Tinh bt bip, Cellulose vi tinh thé (Avicel PH 101), Cellulose vi

tinh (hé (Avicel PH 102), Croscarmellose Sodium, Magnesium stearate,

Hydroxy Propyl Methy!l Cellulose 5 CPs, Titanium dioxide, Propylene

glyeol.

FEXET 180mg

M3i vién ¢ chifa:

Hougt chir: Fexofenadine HCL USP 18Umg

Té dige: Tinh bat bip, Cellulose vi tinh thé (Avicel PH 101), Cellulose vi

tinh thé (Avicel PH 102), Croscarmellose Sodium, Magnesium stearate,

Hydroxy Propyl Methyl Cellulose 5 CPs, Titanium dioxide, Propylene

alycol.

DUQOCLUC i R

Fexofenadine HCL 13 chit khdng histamine khéng gdy buon ngi, c6 tdc dung

doikhang chon loc & thu thé HI ngoal bign. Khong ¢6 diu hidu buon ngt.

DUOCHONGHOC

Hép thu i . K

Fexolenadine hap thunhanh chong qua dudng uong datnong 46 dinh 2-3 gio.

Phinbo . .

Ty 1& gan ket voi protein huyét twong clia Fexofenadine HCl dudng uong la

khuaing 60-70%, chi yéu gan két véi albumin va acid o, -glycoprotein.

Chuyénhod X . R

Khoang 5% thuée bi chuyén hod qua dudng udng, hau nhu qua niém mac rudt

non, khoang 0,5 dén 1,5% duoc chuyén hod qua gan.

Thii trir .

Thoi gian ban huy khoang 14 gid, thoi gian ban hiy ¢6 (hé kéo dii & nhitng

bénh nhén suy thin. Dae thai chinh qua phin, khoang 10% lifu udng duge dao

thai qua nude tidu.

CHIDINH

FEXET dudc chidinh d€ [am gidm ede tridu chiing e6 lién quan 3€n bénh:

- Viém mii dj ¢ng theo mita bao gém hithoi; s mili; nga mii, miéng,
¢8 hong; chiy nude mis dd miL

- N&imé day w phdtmin dnh.

LIEULUQNG VA CACHSUDUNG

. Viem miii di ¥ng theo mia:

- Ngudi 19n vh ord em tif 12 wdi ord len: 60mg Fexofenadine HClx 2
1dn/ngay, hode 120mg Fexofenadine HCTx 11dn/ngdy.

- Tré em 6-11 tudi: 30mg Fexofenadine HCIx 2 1An/ngay.

. Ngimay day ty phat min tinh:

- Ngudsi 160 vi tré em tir 12 tadi wd 18n: 180mg Fexofenadine HC x |1
lin/ngiy.

- Tré em 6-11 tudi: 30mg Fexotenadine HCTx 2 1in/ngay.

Lifu dimg cho bénh nhan suy than

Ngu#i lén: Nhitng bénh nhin gidm chde ning thin, lidu khuyén diing bic

ddu 13 60mg Fexofenadine HClmBingay.

Tré em: Nhitng tré em gidm chife ning thin, liéu khuyén ding bit div 13

3umg Fexofenadine HClmdingay.

Liéu ding ¢6 thé duge didu chinh theo i va triéu ching.

CHONG CHI PINH

- Tréemdusi6 wéi

- Benh nhin bi qué min véibat eif thinh phin ndo cia thude.

- Khéng diing cho phu nit ¢ thai va cho con bd.

TAC DUNGPHU

1) Nhe dia 1a tic dung phy thuling thily nhit (1.0%) d8i vdi vé 6-11
tudsi khi sidung thude.

2) & ngudi 16n, nhitng (e dung phy thudng gip nhal khi ding thudt 1a
nhiie ddu (7.3%), budn ngd (2.3%), budn ndn (1.5%), chéng mit
(1.5%), méLmadi (1.9%).

3)  Ngoii ra, nhitmg e dung phy khde hi€m khi xuil hign vi véi i 18
dudi 1% nhumAingd, cing thing, r8ilogn gide nginhude mong.

4)  Mb1L 56 hi€m wving hgp 6 xuit hién miy day, phil ban, ngda, phin
tng di tng véi nhitng biéu hién nhu phil mach, ofe ngue, khé thd, db
birg vi qui min hé thdng.

Théng bio cho bic siede tic dung phu gip phai khi dimg thude.

THAN TRONG CHUNG

1) Bénhnhinbisuy thinhojcsuy gan.

2)  Bénhnhinbibénhtim.

3)  Thin trong khi siwdung cho phu nired thai.

TUONG TAC THUGC

1) Fexolenadine khéng bi chuyén héa qua gan do dé khéng wing tic
vdi nhitmg thude chuyén héa qua gan. S& dung déng (hdi véi
erythromyein hay ketoconazole s& 1am ting ndng 36 lexofenadine
huy&L wedng [&n gap 2-3 14n do ding sy hdp thu qua 8ng tiéu héa. S
dung dong (hdfi (exolenadine vdi erythromycin vi keloconazole
khdng gy ra bl eif dnh hudng nio 1&n khoing QT vi khéng lam ting
de dung phu so véi viée sitdung riéng mdtminh [exolenadine.

2)  Ubhng (exolenadine gan véi thifi gian udng thude khing acid ¢é chia
nhdém vi magié (15 phit) ¢é thé lam gidm sinh kh3 dung cla
fexolenadine. Nén diing lexolenaine vi cde thude khing acid eé
¢hifa nhém, magié edch nhau 2 tiéng.

SUDUNG O PHUNU CO THAI VA CHO CONBU

1) Tuong ty nhu nhing thude khie, fexofenadine HCl khéng nén duge
st dung trong sudt thai k¥ trir khi 1gi ich didu tri cao hon rli ro ¢6 thé
x4y ra chobio thai.

2) Kh@ng s dung fexofenadine HC1 cho phu nif dang cho con b.

QUA LIEU

- Qui lidu fexofenadine HCI ¢6 nhitng tidu chiing nhy tie dung phy 46
a ching mit, mét moi, khd miéng. Diing fexofenadine HCI vidi lidu
1&n @& 60myg 2 14n mdi ngiy trong vimg 2 tudn & tré em; $00mg 114n

mdi ngay, 690mg 2 1dn mdi ngay trong vong 1 thang hay 240mg 114n
mdingay trong vimg | ndm & ngadfi trudng thanh khod manh cho thiy
khonglam ting cde tde dung pha so vdi gid dude.

- Trong truding hop qud lidw, vide didu ti hep 1y 12 gdy ndn ngoai it
bénh nhin bj mit y thite (diing sicd ipeca), ti€p theo 14 diing than hoat
tinh & hip thy phin thuGe con lai. NEu vige giy non khing thinh
cong, hode li chdng chi dinh, viée rita da day nén duge ti€n hinh vei
dung dich nude mudisinh ly.

- Fexofenadine HCI khang bi thii trit bdi qui tinh thim tich mdu.
Bénh nhan nén duge theo ddi lign tue sau khi 4 duge ¢dp edu.

BAO QUAN: Giit trong bao bi kin & nhigt 46 dudi 30°C, trdnh néng, dnh

sidng vidm.

HANDUNG: 36 thang k& tirngary san xuit

TIEU CHUAN: Nha san xudt

PONG GOI:

Viénnén FEXET 30mg: Hop | vix L0 vién

Viénnén FEXET 60mg: Hop | vix L0 vién

Viénnén FEXET 120mgz: Hop 2 vix 10 vién

Viénnén FEXET 18umz: Hop 2 vix 10 vién

KHUYENCAO:

- Pyeky hirdng din sit dung trwge khi ding,

- Néucinthém théng tin, xin héi y kign bicsi.

- Bio quin xa tAm tay tré em.

- Thude niy chi ding theo swké don clia thiy thuae

Manufactured by:

@" 9 aer-IEnZa 20-30/27,

K.I.A., Karachi,
Pakistan

(PVT)LIMITED
www.getzpharma.com




