TO HUONG DAN SU DUNG THUOC
XONATRIX FORTE

(Vién nén bao phim Fexofenadin hydroclorid)

Poc ky hudong din sir dung truéce khi dung
Néu can thém thong tin xin héi y kién thay thuoc

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOI BENH

MO TA SAN PHAM:

Vién nén dai, bao phim mau nau nhat, mot mat c6 logo, mat kia cé gach ngang.

Thanh phan:

MJbi vién nén bao phim chira:

Fexofenadin hydroclorid .................... 180 mg

Ta duoc: Lactose monohydrat, cellulose vi tinh thé, povidon, talc, silicon dioxyd, magnesi
stearat, croscarmellose natri, natri lauryl sulfat, hydroxypropylmethylcellulose, titan dioxyd,
polyethylen glycol 6000, oxyd sdf ndu... vira di 1 vién.

THUOC DUNG CHO BENH GI?

XONATRIX FORTE la mét thubc khang histamin, thudc cé tac dung lam giam tac dung cua
histamin trong co thé. Histamin c6 thé gay ra nhiing triéu chimg nhu hat hoi, ngra, chay nudc
mat, nude mii.

XONATRIX FORTE dung diéu trj triéu chimg viém mii di Gng theo mua, may day (da ngira va
phét ban) man tinh v6 cin & nguoi 16n va tré em trén 6 tudi.

NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG?

Thudc dung duong udng, thoi diém udng thude khdng phu thugc vao bira an.

Liéu thong thuong dé diéu tri triéu chimg cho nguoi 16n va tré em trén 12 tudi 1a 180 mg (1 vién),
udng 1 lan/ ngay.

KHI NAO KHONG NEN DUNG THUOC NAY? , ‘
Khoéng nén dung thuoc nay néu ban qua man véi fexofenadin hoac bat ky thanh phan nao cua
thudc.

TAC DUNG KHONG MONG MUON:

Trong cac nghién ciru 1dm sang co kiém soat, ti 1¢ gip tac dung khong mong mudn & nhom bénh
nhan dung fexofenadin twong ty nhom dung thude gia duoc Cac tac dung khong mong mudn cia
thude khong bi anh hudng boi lidu dung, tudi, gidi va chung tdc ciia bénh nhan.

Thuong gap:

Than kinh: Budn ngu, mét madi, dau dau, mat ngu, chong mat.

Tiéu hda: Budn nén, kho tiéu.

Khac: Nhiém virus (cam, cam), dau bung kinh, nhiém khuan ho hip trén, ngtra hong, ho, sbt,
viém tai gifra, viém xoang, dau lung.

It gap:

Than kinh: So hai, rdi loan gidc ngu, 4c mong.

Tiéu héa: Kho miéng, dau bung.

Hiém gap:

Da: Ban, may day, ngua.

Phan tng qua man: Phu mach, tirc nguce, kho tho, do bung, choang phan vé.

Théng bao cho thay thudc céc tac dung khdng mong muon gap phdi khi si dung thuac.
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NEN TRANH DUNG NHUNG THUOC HAY THUC PHAM GIi KHI PANG SU DUNG
THUOC NAY?

Erythromycin va ketoconazol ¢6 thé anh huéng dén su hip thu cua fexofenadin, nén hoi y kién
bac sy trudc khi ding XONATRIX FORTE khi ban dang dung cac thudc trén.

Thubc khéang acid chira nhdm, magnesi néu dung ddng thoi véi fexofenadin s& lam giam hap thu
thudc, vi vay phai ding cac thudc nay cach nhau (khoang 2 gio).

CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUOC?

Néu ban quén ubng 1 licu XONATRIX FORTE, nén udng thuc ngay khi nhé ra va udng liéu
tiép theo vao thoi gian dung thudc nhu hang ngay. Néu liéu d6 gan thoi gian véi liéu tiép theo
cua ban, bo qua lidu dd quén va tiép tuc véi lich trinh ding thudc nhu hang ngay. Khéng bao gio
dugc udng liéu gap doi dé bu vao lidu da quén udng.

Néu ban khong biét phai 1am gi sau khi bo I3 liéu, lién hé véi béac sy hodc dugc sy cua ban dé
duoc tu van.

CAN BAO QUAN THUOC NAY NHU THE NAO?
Bdo quan thudc noi kho réo, tranh anh sang, nhiét 46 khong qua 30°C.
B¢ xa tam tay tré em.

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:

Thong tin vé doc tinh cip cua fexofenadin con han ché. Tuy nhién, triéu ching qué liéu c6 thé
g6m budn ngu, chong mat, kho miéng.

Xt tri qua liéu: Pén ngay co quan y té gan nhat.

CAN LAM GI KHI DUNG THUOC QUA LIEU KHUYEN CAO?
Lién hé véi co quan y t€ gan nhat néu ban uong nhiéu thuoc hon chi dan.

NHUNG PIEU THAN TRONG KHI DUNG THUOC NAY?

Trudc khi str dung thudc, thong bao va 1am theo huéng din cua bac sy néu ban bij bénh tim, hodc
suy than.

Bénh nhan khong nén ty ding thém thudc khang histamin nao khic khi dang sir dung
fexofenadin.

DJ an toan va tinh hi¢u qua cua thube & tré em duéi 6 tudi chua xac dinh duoc.

Cén ngimg fexofenadin it nhat 24 - 48 gid trudc khi tién hanh cac thir nghiém khang nguyén
tiém trong da.

Sit dung trén phu nir c6 thai: Do chua c6 nghién ciru ddy du trén nguoi mang thai, tham khao ¥
kién bac sy khi dung fexofenadin cho phy nit mang thai

Sir dung trén phy nir cho con bii: Khong rd thude co bai tiét qua sita hay khong, vi vay can tham
khao y kién bac sy khi dung fexofenadin cho phu nir dang cho con bu.

Anh hwéng ciia thuée dén kha néng ldi xe va vin hanh mdy méc: Tuy fexofenadin it gdy budn
ngu, nhung van can than trong khi l4i xe hodc diéu khién may moc doi hoi phai tinh tao.

PONG GOI: Hop 3 vi x 10 vién.
Hop 10 vi x 10 vién.

TIEU CHUAN CHAT LUQNG: Tiéu chuan nha san xuat.

HAN DUNG: 36 thang ké tir ngay san xuit.
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PHAN 2. HUONG DAN SU DUNG THUOC CHO CANBOQ Y TE

DUQC LUC HOC:

Fexofenadin la thudc khang histamin thé hé hai, c6 tac dung déi khang dac higu va chon loc trén
thu thé Hy ngoai Vi. Thubc 1a mot chat Chuyen hda c6 hoat tinh cua terfenadin nhung khong con
doc tinh dbi vai tim do khong tc ché kénh kali lién quan dén su tai cuc té bao co tim.
Fexofenadin khdng c6 tac dung dang ké dbi khang acetylcholin, d6i khang dopamin va khéng c6
tac dung tc ché thu thé alphai- hoic beta-adrenergic. O lidu diéu tri, thuéc khdng gay nga hay
anh hudng dén than kinh trung wong. Thubc cd tdc dung nhanh va kéo dai do thudc gan cham
vao thu thé Hy, tao thanh phuc hop bén viing va tach ra cham.

DUQC PONG HOC:

Thudc hap thu tét khi dung duong udng. Sau khi uéng | vién nén 60 mg, ndng d6 dinh trong mau
khoang 142 nanogam/ mL, dat dwoc sau 2 - 3 gid. Néu udng dung dich fexofenadin 60 mg, 2 lin
mét ngay, ndng d6 dinh trong méu & trang thai can bing khoang 286 nanogam/ mL, dat duoc sau
khoang 1,42 gio. Thirc an lam giam ndng d6 dinh trong huyét twong khoang 17% nhung khong
lam cham thoi gian dat ndng d6 dinh cua thudc.

Ti 18 lién két vai protein huyét twong cua thudc 12 60 - 70%, cha yéu 1a véi albumin va alpha-
acid glycoprotein. Thé tich phan bé 14 5,4 - 5,8 L/ kg. Khéng rd thudc cé qua nhau thai hoic thai
trir vao sita me hay khong, nhung khi dung terfenadin da phat hién dugc fexofenadin 1a chét
chuyén hoa cua terfenadin trong sira me. Fexofenadin khong qua hang rao mau - néo.

Xap xi 5% liéu ding cua thude duoc chuyén hda. Khoang 0,5 - 1,5% duoc chuyén héa ¢ gan nho
hé enzym cytochrom Paso thanh chat khdng c6 hoat tinh. 3,5% duoc chuyén héa thanh dan chat
este metyl, cha yéu nho hé vi khuan ruot.

Nira doi thai trir cia fexofenadin khoang 14,4 gio, kéo dai hon ¢ nguoi suy than. Thudc thai trix
chi yéu qua phan (xap xi 80%), 11 - 12% liéu dung dwoc thai trir qua nuéc tiéu dusi dang khong
doi.

CHI PINH:
biéu tri triéu ching viém miii di ung theo mua, may day man tinh v6 can ¢ nguoi 16n va tré em
trén 6 tuoi.

LIEU DUNG VA CACH DUNG:

Thudc dung duong udng, thoi diém udng thude khdng phu thudc vao bira an.

Viem miii di ung:

Liéu thong thuong dé diéu tri triéu chiung cho ngudi 16n va tré em trén 12 tudi 12 60 mg x 2
lan/ngay hoac 180 mg, udng 1 Ian/ ngay. Lidu cao hon 60 mg x 2 1an/ ngay (c6 thé ting toi 240
mg x 2 lan/ ngay) khong 1am ting thém tac dung diéu tri.

Liéu thong thuong cho tré em tir 6 dén 12 tudi 1a 30 mg x 2 lan/ ngay.

May day man tinh vo can:

Liéu thong thuong cho ngudi 16n va tré em trén 12 tudi 1a 60 mg x 2 1an/ ngay.

Liéu cho tré em tir 6 dén 12 tudi 1a 30 mg x 2 1an/ ngay.

Nguoi suy than:

Ngudi 16n va tré em trén 12 tudi bi suy than hay phai tham phan mau dung liéu 60 mg x 1 lan/
ngay.

Liéu dung cho tré 6 dén 12 tudi bi suy than 12 30 mg x 1 lan/ ngay.

Nguoi suy gan: Khdng can diéu chinh liéu.

CHONG CHI PINH: , ‘ ,
Quéa man v¢i fexofenadin hoic bat ky thanh phan nao cua thudc.

LUU Y PAC BIET VA THAN TRONG KHI SU DUNG: ‘

Tuy thuoc khong c6 ddc tinh trén tim nhu chat me terfenadin, nhung van can phai than trong
theo ddi khi dung fexofenadin cho nguoi da c6 nguy co tim mach hoac da c¢6 khoang QT kéo dai
tu trudce.
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Can khuyén bénh nhan khong tu ding thém thudc khang histamin nao khac khi dang st dung
fexofenadin.

Tuy fexofenadin it gy budn ngi, nhung van can than trong khi lai xe hodc diéu khién may moc
doi hoi phai tinh téo.

Cén than trong va didu chinh lidu thich hop khi dung thudc cho ngudi co chirc ning than suy
giam vi néng do thudc trong huyét twong ting do nira doi thai trir kéo dai. Can than trong khi
dung thudc cho ngudi cao tudi (trén 65 tudi) thuong co suy giam sinh 1y chirc ning than.

D0 an toan va tinh hi¢u qua cua thube & tré em dudi 6 tudi chua xac dinh duoc.

Cén ngimg fexofenadin it nhit 24 - 48 gid trudc khi tién hanh cac thir nghiém khang nguyén
tiém trong da.

Dé xa tam tay tré em.

SU DUNG CHO PHU NU cO THAI VA CHO CON BU

Phu nit co thai:

Do chua c6 nghién ctru ddy du trén ngudi mang thai, nén chi dung fexofenadin cho phu nit mang
thai khi loi ich cho me vuot tréi nguy co d6i véi thai nhi.

Phu nit cho con bu:

Khong 1 thudc co bai tiét qua sira hay khong, vi vay can than trong khi dung fexofenadin cho
phu nir dang cho con bu.

TAC DUNG KHONG MONG MUON:

Trong cac nghién cau 1am sang c6 kiém soat, ti 1& gap tac dung khong mong mudn & nhém bénh
nhan dung fexofenadin twong tu nhdm ding placebo. Cac tac dung khéng mong muén cua thude
khong bi anh huang bai liéu dang, tudi, gigi va ching toc cia bénh nhan.

Thuong gap, ADR > 1/100

Than kinh: Budn nga, mét moi, dau dau, mat ngu, chéng mit.

Tiéu hoa: Buon ndn, kho tiéu.

Khéac: Nhiém virus (cam, cam), dau bung kinh, nhiém khuan hé hap trén, ngira hong, ho, sét,
viém tai gitra, viém xoang, dau lung.

it gap, 1/1.000 < ADR < 1/100

Than kinh: So hai, rbi loan giac ngii, & mong.

Tiéu héa: Khé miéng, dau bung.

Hiém gdap, ADR < 1/1.000

Da: Ban, may day, ngtra.

Phan tng qua man: Phl mach, tic nguc, kho the, dé birng, choang phan vé.

Théng béo cho thay thudc nhizng tac dung khéng mong muén gap phdi khi siz dung thuac.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:

Erythromycin v ketoconazol 1am ting ndng d¢ va dién tich dudi dudng cong nong do - thoi gian
cua fexofenadin trong mau, co ché c6 thé do 1am tang hap thu va giam thai trir thuéc nay. Tuy
nhién, trong tac khong cd y nghia trén 1am sang.

Thubc khang acid chira nhdém, magnesi néu dung dong thoi véi fexofenadin s& lam giam hap thu
thudc, vi vay phai ding céc thude nay cach nhau (khoang 2 gio).

QUA LIEU VA XU TRI:

Théng tin vé doc tinh cip cua fexofenadin con han ché. Tuy nhién, budn nga, chéng mat, kho
miéng da duoc bao cao.

Xir tri qué liéu: Sir dung cac bién phap thong thudng dé loai bo phan thude con chua dugc hap
thu & ong tiéu hoa. Biéu tri hd tro va diéu tri triéu chang.

Tham phan mau 1am giam ndng d6 thudc trong mau khong dang ké (1,7%). Khdng cé thudc giai
ddc dac hiéu.

BAO QUAN: Noi kho réo, tranh anh sang, nhiét do khéng qua 30°C.
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HAN DUNG: 36 thang ké tir ngay san xuat.

PONG GOI : Hop 3 vi x 10 vién.
: Hop 10 vi x 10 vién.

TIEU CHUAN CHAT LUQNG: Tiéu chuan nha san xuat.

San xuét tai:

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Céng nghiép My Phudce 1, Phuong Thoi Hoa, Thi xa Bén Cat, Tinh
Binh Duong, Vi¢t Nam.

Tel: 0274.3567.687 Fax: 0274.3567.688
Tén san pham: XONATRIX-FORTE
M4 sb toa: 0313.T1

- Chuyén file in theo mau Cuc QLD cap

Kiém soat stra ddi: R . . i .
- B6 sung thém quy cach 10 vi x 10 vién

Ngay: 06/11/2018

Nhan vién thiét ké:
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