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Fexofenadin hydroclorid 180 mg
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WANEN 180

Thanh phén BE XA TAM TAY TRE EM
Fexofenadin My droclonid ..o 180 mg BOC KY HUGNG DAN SUDUNG
T6 cue: vito di 1vién TRUGC KHI DUNG!

Chi dinh, cdch ding, chéng chi dinh vé cdc thén
tin khée: Xem trong ta hudng déin 58 dung thude
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Tigu chudn nhd san xudt, Lo FI0, Buang 58 &, KUN Hoa Sinh, Nhi
SBK - Reg. No: Thaérh, Thi Thira, Long An, Viét Nam L/
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WANEN 180 e sk o it

Fexofenadine hydrochloride 180 mg

3 06 blisters x 10 film-coated toblets

WANEN 130

Cemposition KEEP OUT OF REACH OF CHILDREN
Fexofenadine hydrochlonde. . i 180 MG READ CAREFULLY THE DIRECTIONS
Excipients: a.5. 1 toblet BEFORE USE!
Indications, admini o indicetane dnd o S
other information: Read corefully the enclosed  Mepcen JOTST erLiI:r::L(:OMPANY
e Lot F10, Road No. &, Hoa 8irh
Store in o dry ploce, below 30°C, protect from light.  \ncustrial Park, NRi Thanh, Thu Thua,
Manufocturer's specification, Long An, Vietaom
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Composition KEEF OUT OF REACH OF CHILDREN
Faxofenadine hydrochloride....... 180 mg READ CAREFULLY THE DIRECTIONS
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To hwéng din sir dung thude

WANEN 180

Vién nén bao phim
Pé xa tam tay tré em.

Poc kv hwéng din siv dung trude khi dung.

THANH PHAN
Mdi vién nén bao phim WANEN 180 chura:
- Thanh phin duwge chit: Fexofenadin hydroclorid 180 mg.
- Thanh phin ti dwge: Lactose monohydrat, cellulose vi tinh thé 101, tinh bt tién gelatin
héa, natri croscarmellose, magnesi stearat, HPMC 615, HPMC 606, PEG 6000, talc, titan dioxyd,
|

oxyd sat vang, oxyd sit da.

DANG BAO CHE, MO TA SAN PHAM

Vién nén bao phim

Vién nén hinh caplet, bao phim mau hdng nhat, hai mat 161, mot mat ¢6 khic vach ngang, canh va
thanh vién lanh lan.

Vach ngang khong nham muc dich chia liéu.

CHI PINH

Wanen 180 duoe chi dinh dé lam giam céc (riéu ching lién quan dén bénh may day v6 can man tinh

& ngudi 16m va tré em tir 12 tudi tr¢ 1én.

LIEU DUNG, CACH DUNG
Li¢u ding
| Newdi lon va tré em tw 12 tuéi tré 1én: 1icu khuyén cdo 1a 180 mg (1 vién) moi ngay.
| Fexofenadin 14 chat chuyén héa co hoat tinh dugc 1y cta terfenadin.
Tré em duéi 12 tuéi: 1iéu qua va tinh an toan cua fexofenadin hydroclorid 180 mg chua duoc nghién
ctru & tré em dudi 12 tudi.
Cdc doi 1eong dic biét (nguoi cao (uoi, bénh nhdan suy than hodc suy gan): Khong ¢in diéu chinh
lidu & cdc bénh nhan nay.
Céich dung

Dung dudng udng, uong trude bira an.

CHONG CHI PINH

Wanen 180 chéng chi dinh trén bénh nhdn c6 tién sir di img v6i bat ¢ thanh phan nao cua thude.
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To huwéng din siv dung thube

CANH BAO VA THAN TRONG KHI DUNG THUOC

Fexofenadin hydroclorid nén duge str dung thén trong trén nhom doi tuong dice biét (ngudi cao tudi,
bénh nhén suy thin hodc suy gan) vi dit li¢u con han ché.

Bénh nhan cé tién st hodc dang méc bénh tim mach nén duoc canh bao ring thube khang histamin
¢6 lién quan dén céc phan Gng ¢6 hai nhu nhip tim nhanh, dénh tréng ngue.

Ta dwoe:

San pham c6 chia lactose do d6 khong nén sir dung cho nguoi khong dung nap galactose, thiéu hut
Lapp-lactase, r6i loan hip thu glucose-galactose.

San pham chira it hon 1 mmol natri (23 mg) nén c6 thé xem nhu “khong chira natri”.

SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Phu nir mang thai

Khong ¢o6 day du dir lidu vé viée st dung ¢ phu nit ¢6 thai. Cac nghién ciru han ché trén dong vat
khong chi ra nhing tac dung c6 hai truc tiép hodc gian tiép lién quan, anh hudng dén qua trinh mang
thai, su phat trién ctia phdi thai/bao thai, sinh con hogc sy phat trién sau sinh. Fexofenadin khong
nén duoc st dung trong thoi ky mang thai trir khi that can thiét. '

Phuy nir cho con bu

Khong ¢6 dit liéu vé ham lugng fexofenadin hydroclorid trong sia khi dung thude. Tuy nhién, khi
dung terfenadin cho ba me dang cho con bu, fexofenadin duge phét hién di vao sira me. Vi vay.
fexofenadin hydroclorid khong duoc khuyén cdo cho cac ba me dang cho con bi.

Khi ning sinh sin

Khong co dir lidu trén nguoi vé téc dung cta fexofenadin hydroclorid d6i véi kha ning sinh san. O
chudt, khong ¢6 tac dung nao dbi v6i kha ning sinh san khi diéu tri bang fexofenadin hydroclorid.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Trén co sé& duoc lue hoe va cac phan tmg c6 hai duge bdo cdo, fexofenadin hydroclorid khong ¢o
kha nang gdy anh huong dén kha nang 14i xe hodce sir dung mdy moc. Trong céc thir nghiém khach
quan, fexofenadin hydroclorid da duoc chimg minh la khong ¢6 anh huong dang ké dén chic nang
hé than kinh trung uong. Diéu nay co nghfa 1a bénh nhén ding thude co thé lai xe hodc thuc hién
cac cdng viée doi hoi sy tép trung. Tuy nhién, dé x4c dinh nhirng bénh nhan nhay cam cé phan Ung
bit thudmg véi san pham thude, nén kiém tra phan (mg cta timg bénh nhan trude khi 14i xe hodc

thue hién cac cdng viée phire tap.

TUONG TAC, TUONG KY CUA THUOC

Twong tic thude

Fexofenadin khong trai qua qué trinh chuyén hoa & gan, do do s& khong twong téac véi cac san pham
khéc thong qua co ché gan.

Fexofenadin 1a chét nén cua P-glycoprotein (P-gp) va polypeptid vin chuyén anion hiru co (OATP).
Dung dong thai fexofenadin hydroclorid vai chét trc ché hodc chit gdy cam tng P-gp co thé anh

hudng dén sur tiép xic voi fexofenadin. Dung dong thoi fexofenadin hydroclorid véi chat tre ché P-
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To huwéng dan st dung thuoc

gp, erythromycin hodc ketoconazol da lam tang nong a6 fexofenadin trong huyét tvong 2 — 3 lén.
Nhitng thay d6i nay khong kém theo bit ky tac dong nao trén khoang QT va khong lién quan dén
bat ky su gia tang vé& cdc phin tng ¢6 hai ndo so véi khi s dung riéng 1€.

Mot nghién clru tuong tac thube-thude trén 1am sang cho thiy ding ddng thoi apalutamid (chét gy
cam mg P-gp yéu) va mét lidu ubng duy nhit 30 mg fexofenadin din dén giam 30% AUC cua
fexofenadin.

Khong thiy c¢6 tuong tac gifta fexofenadin va omeprazol. Tuy nhién, viéc dung thude khang acid ¢
chira gel nhom va magnesi hydroxyd 15 phat truée khi dung fexofenadin hydroclorid da lam giam
kha dung sinh hoc, rt ¢6 thé 1a do lién két trong dudng tiéu héa. Nén dung fexofenadin va thube
khang acid ¢6 chira nhom va magnesi hydroxyd {t nhét 2 gid.

Twong ky

Do khéng ¢é cdc nghién ctu vé tinh twong ky cua thude, khong tron 1dn thude nay véi cac thude

khac.

TAC DUNG KHONG MONG MUON CUA THUOC
Céc phan tng c6 hai duge phian nhém theo tAn sudt: rit thuomg gip (ADR > 1/10), thudong gdp
(1/100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100), hiém gip (1/10000 < ADR < 1/1000) va rét
hiém gip (ADR < 1/10000) va khong rd tAn sudt (khong thé udce tinh tir dit liéu sdn ¢d).
O nguoi 16n, cac tac dung khong mong muon sau ddy da duge bdo cdo trong cde thir nghiém lam
sdng, voi ty 1é méc bénh tuong tur nhu khi dung gia duge:

_ R&i logn hé than kinkh: Thudng gap: dau dau, budn ngu, chéng mit.

- Réi logn mdt: Khéng rd tin sut: nhin md.

- Réi loan tiéu héa: Thudng gip: budn non.

- Réi loan toan than va noi dimg: It gap: mét moi.
O nguoi 16n, cac tac dung khéng mong mudn sau day di duoc bdo céo trong qué trinh gidm sét sau
khi dua thudc ra thi truomg. Tan sudt xay ra khong rd tan suit (khong thé udce tinh tir dit 1iéu ¢6 sén):

- RGi loan hé thdng mién dich: Phan ing qud man: phu mach, toc ngue, kho tho, d6 bimg mil,

sée phan vé.

- Réi loan tdm thdn: Mt ngu, cang thang, rdi loan gifc ngl (dc mong).

- Réi loan tim mach: Nhip tim nhanh, danh lréng nguec.

- Réi loan tiéu héa: Tiéu chay.

- Réi loan da va mo dudi da: Phat ban, nbi may day, ngla.
Thong bdo cho béc s trong trurdng hop ¢6 bit ky tic dung khong mong mudn no lién quan
t6i viée dung thube.

Bdo cdo cdc phan itng bat loi nghi ngo

Viée bao céo cac phan tng bit loi nghi ngd sau khi san pham dugce cap phép la rat quan trong. No
cho phép theo ddi lién tuc ty 1€ loi ich/nguy co cia san pham. Cac chuyén gia y (€ bao cdo moi tac

dung phu bi nghi ngd vé Trung tdm Thong tin thudc va Theo ddi phan tng ¢6 hai cta thudc.
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To hwéng din sir dung thude

QUA LIEU VA CACH XU TRI

Triéu ching

Chéng mit, bubn ngi, mét moéi va khd miéng da duge bdo cdo khi dung qua lidu fexofenadin
hydroclorid. Liéu don [én dén 800 mg hogic lidu lén dén 690 mg x 2 lan/ngay trong 1 thang hoac 240
mg x 1 lan/ngay trong 1 nim di duge st dung cho ngudi khoe manh va khong xuét hién cac phan
(g c6 hai dang ké vé mit 1am sang so v6i gid duge. Liéu toi da duoc dung nap ctia fexofenadin
hydroclorid chura duge thiét 1ap.

Cach xir tri

Sir dung cac bién phap thong thudng dé loai bo phédn thude con chura duge hip thu & 6ng tiéu hoa.
Diéu tri triéu chimg va didu tri hd tro. Tham phin méu loai bo fexofenadin hydroclorid tir mau khong

déng ké.

DAC TINH DUQC LUC HQC

Nh6ém duge Iy: Thube khang histamin dudng toan than.

Mia ATC: RO6AX26.

Fexofenadin hydroclorid 1& thue khang histamin H; khong gy budn ngi. Fexofenadin la chit
chuyén hoéa co hoat tinh duge ly cua terfenadin.

Neghién ciru lam sang '

Céc nghién ctru vé may day va ban do do histamin & nguoi sau khi ding fexofenadin hydroclorid
don liéu va hai liéu mdi ngay cho thdy thubc co tac dung khang histamin bat dau trong vong mot
oidy, dat mic t6i da sau 6 gio va kéo dai 24 gie. Khong c6 bing chiig vé kha ning dung nap nhing
tac dung nay sau 28 ngay dung thude. Ngudi ta nhan thiy cé mbi tuong quan lidu ding — higu qua
trong khoang liéu 10 — 130 mg duong ubng. Trong md hinh hoat dong khang histamin nay, ngudi ta
thdy rang can it nht 130 mg dé dat dugc hiéu qua nhét quan duy tri trong khodng 24 gid. Su tc ché
t6i da & ving may day va ban do trén da 16n hon 80%.

Khong ¢6 sy khéc biét déng ké nao vé khoang QT duoe quan sat thiy & nhiing bénh nhan viém mii
di tmg theo mua duge dimg fexofenadin hydroclorid 1én dén 240 mg x 2 lan/ngay trong 2 tudn so
véi khi ding gia duoc. Ngoai ra, khéng co sy thay dbi dang ké nao vé khoang QT. dugc quan sat
thdy & nhiing doi tugng khoe manh duge ding fexofenadin hydroclorid 1én dé 60 mg x 2 lan/ngay
trong 6 thang, 400 mg x 2 lan/ngay trong 6,5 ngay va 240 mg x | lin/ngdy trong 1 nam so v6i khi
diing gia duge. Fexofenadin & néng d6 cao gip 32 1an so v&i ndng do diéu tri & nguoi khong lam
cham hoat dong dong mo kénh K+ trén tim.

Fexofenadin hydroclorid (5 — 10 mg/kg duong uong) trc ché su co that phé quan giy ra boi khang
nguyén ¢ chudt lang nhay cam va Gc ché giai phéng histamin & ndng do cao hon lidu diéu tri (10 —

100 uM) tir té bao mast phtic mac.

DAC TINH DUQC DONG HQC
l-lz"ip thu
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Fexofenadin hydroclorid duge hép thu nhanh khi dung dudng ubng. Nong d6 dinh trong huyét twong
dat duoc sau 1 - 3 gid. Gid tri Cmax trung binh xap xi 494 ng/ml sau khi dung lidu 180 mg x 1
lan/ngay.

Phin bé

Khoang 60 - 70% fexofenadin gan két voi protein huyét tuong.

Chuyén héa va thai trir:

Fexofenadin chuyén héa khéng dang ké (& gan hogc khong qua gan), vi n6 1a hop chit chinh duy
nhét duoe xdc dinh trong nude tiéu va phan ctia dong vt va nguoi. Nong do fexofenadin trong huyét
tuong giam theo cip sé nhan véi thoi gian ban thai thay doi tir 11 gior dén 15 gio sau khi dung da
litu. Duoe dong hoc fexofenadin véi don lidu va da liéu tuyén tinh véi lidu 120 mg x 2 lan/ngay.
1.idu 240 mg x 2 lAn/ngdy 1am tang ty 16 (8,8%) dicn tich dudi dudng cong & trang thai on dinh, cho
thiy dugc dong hoc cta fexofenadin thye té la tuyén tinh trong khoang liéu 40 mg dén 240 mg ding
hdng ngay. Thai trir chd yéu 1a bai tiét qua mét, trong khi ¢6 t6i 10% lidu udng duge thai trir dudi

dang khong déi qua nude tiéu.
QUY CACH PONG GOI
Hop 06 vi x 10 vién nén bao phim.

Hop 10 vi x 10 vién nén bao phim.

BAO QUAN
Noi kho, khong qua 30°C, tranh anh sang.

HAN DUNG
30 théng (ké tir ngdy san xuat).

TIEU CHUAN CHAT LUQNG

Tiéu chuin nha san xuat.

e

MEDCEN
Co sé san xudt:
CONG TY CO PHAN MEDCEN
Lo F10, Duong s6 6. KCN Hoa Binh, Nhi Thanh, Tha Thira, Long An, Vi@t‘Nam.
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