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LUMAN FEXO 180
(Fexofenadin hydrochlorid 180 mg)
Dé xa tam tay tré em

Doc ky huomg dan sir dung trucc khi ding

1. THANH PHAN CONG THU'C THUOC

Mai vién nén bao phim chira:

Thanh phan hoat chét: Fexofenadin hydrochlorid 180 mg

Thanh phan td duge: Cellulose vi tinh thé PH 101, pregelatinised maize starch, natri
croscarmellose, magnesi stearat, hypromellose, Macrogol 6000, titan dioxid, Talc, phém mau
oxid sit d6, phim mau oxid sét vang.

2. DANG BAO CHE

Vién nén bao phim

M6 ta: Vién nén dai (hinh oval), bao phim mau d6 vang, khéc vach chia d6i.

3. CHI PINH

Diéu trj tri¢u ching bénh may day man tinh v cin & ngudi 1om va tré em tir 12 tudi tres 1én.
4. CACH DUNG, LIEU DUNG

Cich dung

Udng trude khi an. Khong nhai vién thudc

Li¢u diing

Viém miii di umg

Liéu thong thuong dé diéu tri triéu chimg cho ngudi 16m va tré em trén 12 tudi 14 60 mg udng 2
lan/ngay hodc 180 mg udng 1 lan/ngay.

May day man tinh vé can

Liéu théng thuong dé diéu trj cho ngudi lém va tré em trén 12 tudi 12 60 mg udng 2 lan/ngay hoic
180 mg uéng 1 lﬁnfngéy.

Ngueoi gia va suy thén:

Tré em tir 12 tudi trd 1én v ngudi 16m bi suy than, ngudi gia: Bit ddu ding tir lidu 60 mg uéng 1
lan/ngdy, diéu chinh lidu theo chirc ning thén.

Tré em dudi 12 tuéi:

An toan va hiéu qua cua fexofenadin hydrochlorid 180 mg trén tré em dudi 12 tudi chua duoc
nghién ctru.

5. CHONG CHIi PINH

Min cim véi fexofenadin hodic bit ot t4 dugc nio cua thude.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Dtr li¢u sir dung fexofenadin trén ngudi cao tudi, bénh nhan suy gan, suy than con han ché,
Thén trong khi ding thude trén nhém bénh nhan nay.
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O bénh nhan c6 tién sir hoiic dang mic bénh tim mach: viéc sur dung cag#h
-

c6 thé lién quan dén cac phan tng khdéng mong muén nhu nhip tim nha \ danh wOng g

7. SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU
Thoi ky mang thai:

Khéng c6 dit lidu vé sir dung thudc trén phu nir mang thai. Chi nén dung fexofenadin cho phy
ni¥ ¢6 thai khi tht cin thiét,

Thoi ky cho con bu:

Khong ¢6 dir ligu khi ding fexofenadin hydrochlorid trén phu nit cho con bu. Tuy nhién, da
phét hién fexofenadin trong sita me khi sir dyung terfenadin. Vi vdy, khéng khuyén cdo st
dung & phu nit cho con bu.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Dir liu dugc Iwe hoc va cdc béo céo tac dung khéng mong muon cho thdy fexofenadin khong
anh huong dén kha ning lai xe va van hanh méy méc. Trong céc thir nghiém khéch quan,
fexofenadin da dugc chimg minh ring khong dnh hudng déng ké dén than kinh trung wong. Tuy
nhién, khéng ngoai trir cac d6i tuong nhay cam khi sir dung thude, bénh nhan nén duoc kiém tra
dap rng trnirde khi lai xe hodc van hanh may moc.

9. TUONG TAC, TUONG KY CUA THUOC

Fexofenadin khong chuyén hoa qua gan va do d6 khong tuong tic véi cac thube chuyén héa
qua gan. Ding dong thoi fexofenadin hydrochlorid véi erythromycin hoac ketoconazol lam
ting nong d¢ fexofenadin trong huyét twrong 2-3 1in nhung khong 1am thay déi khoang QT
va khong lién quan dén bat ki sy gia ting phan {tng bt lgi nao so véi khi dung don doc.
Nghién ctru trén dong vt cho thiy s ting nong d4 fexofenadin sau khi dung ddng thoi véi
erythromycin hodc ketoconazol 14 do sy tang hip thu qua dudng tidu héa va giam bai tiét qua
mét hodc qua dudng tiéu hoa.

Khéng c6 tuong téc giira fexofenadin va omeprazol. Tuy nhién khi ding thudc khang acid c6
chira nhdm, magnesi hydroxid 15 phut trudce khi sir dung fexofenadin hydrochlorid lam gidm
sinh kha dung ctia fexofenadin (c6 thé 1a do giam hap thu qua dudmg tiéu héa). Do d6, khuyén
cdo sir dung fexofenadin hydrochlorid va thudc khang acid ¢6 chira nhém, magnesi hydroxid
céch nhau 2 gio.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Thuong gap, 1/10 > ADR > 1/100

Thén kinh: Budn ngu, dau dau, chong mat.

Tiéu hod: Budn nén.

It gap, 1/1000 < ADR <1/100

Toan thin: Mét moi.

Khéng ré tan sudt (O nguoi lom, tdc dung khong mong muon duwdi day da dwge bdo cdo trong

qua trinh heu hanh, tan sudt xay ra khéng rd):

213




https://trungtamthuoc.com/

Mién dich: Phan trng qua man véi biéu hién nhw phi mach, tirc nggré
sdc phéan vé.
Tam thin: M4t ngt, hoi hop, rdi loan gidc ngu hodc gip 4 mong.

Tim mach: Nhip tim nhanh, danh tréng nguc.
Tiéu hoa: Tiéu chay.

Da: Phat ban, may day, ngra.

Huéng dan xir tri ADR:

ADR ciia thubc thuong nhe, chi 2,2% ngudi bénh phai ngimg thude do ADR cua thude.
Théng bdo ngay cho bdc sy hodc duwoc sy nhitng phan tng c6 hai gap phai khi sur dyng thuoc.
11. QUA LIEU VA CACH XU TRi

Biéu hién: Budn ngu, chéng mit, mét moi, khé miéng da dwoc bio cdo khi dung qua liéu
fexofenadin hydrochlorid. Lidu duy nhit 800 mg va liéu 690 mg x 2 lan/ngay trong 1 thing
hodic 240 mg x 1 1in/ngay trong 1 nim dung trén céc d6i twong khoe manh khong quan sat thay
cac phan tmg bat lgi c6 y nghia 1am sang so véi gia duge. Chua xéc dinh dugc liéu dung nap
t6i da cua fexofenadin hydrochlorid.

Xir tri: Sir dung cc bién phap thong thuomg dé loai bo phan thude con chua duge hap thu.
Piéu tri hd trg va diéu tri triéu chimg dugc khuyén céo. Chay than nhan tao khong higu qua
trong viéc loai bo fexonadin trong mau.

12. PAC TINH DUQC LU'C HQC

Nhém dicoe Iy Thude khang histamin toan than (Khang histamin thé hé 2, ddi khang thu thé
Hi)

Ma ATC: RO6A X26

Co ché tac dung:

Fexofenadin hydrochlorid 1 thubc khang histamin H; khong gdy bubn ngi. Fexofenadin 1a
mét chat chuyén hoéa c6 hoat tinh dugc 1y cua terfenadin.

Hiéu qua lam sang va s an toan:

Nghién ciru vé may day va phan tmg ban d6 do histamin ¢ ngudi sau khi ding fexofenadin
hydrochlorid liéu don va hai 1an m&i ngay, chirmg minh san pham ¢6 tic dung khang histamin
bit diu trong vong 1 gid, dat dwoc téi da trong 6 gidr va kéo dai 24 gio. Khong c6 bang chimg
dung nap cho nhirng anh hurong nay sau 28 ngay sir dung. Da thdy c6 ton tai mot mdi quan hé
lidu — dap tmg gifta c4c lidu tir 10 mg — 130 mg ding dudng udng. Trong mé hinh hoat tinh
khang histamin nay, nguoi ta thiy ring can liéu t6i thiéu 130 mg dé dat dugc mét hiéu qua
nhét quan dugc duy tri sudt 24 gio. Sy tre ché tbi da trong ving da may day va ving ban do
I trén 80%. Céc nghién ciru 13m sang trong viém mii dj img theo mua cho thdy véi lieu 120
mg du cho hiéu qua trong 24 gid.

Khéng c6 sy khac biét vé khoang QTc dugc quan sit thiy & bénh nhan viém mii di img theo
miia dimg fexofenadin hydrochlorid Ién dén 240 mg x 2 1an/ngdy trong 2 tuan khi so sanh véi
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K" & tim nguoi.
Fexofenadin hydrochlorid (5-10 mg/kg ding dwdong udng) trc ché khang nguyén gy co thit
phé quan & chudt lang nhay cam va trc ché sy giai phong histamin & ndng d6 diéu trj (10-100
uM) tir céc té bao mast mang bung.

13. PAC TINH DUQGC PONG HQC

Hip thu:

Fexofenadin hydrochlorid dwgc hép thu nhanh sau khi uéng, véi Tmax xay ra khoang sau 1 —
3 gidn. Gid tri Cmax trung binh khoang 427 mg/ml sau khi dung liéu 120 mg/1 lan/ ngay.
Phin bo:

Khoang 60 — 70% fexofenadin lién két véi protein huyét tuong.

Chuyén héa va thdi triz:

Fexofenadin dugc chuyén héa khong déng ké (cé thé qua gan hogic khong qua gan), vi chi ¢6
| hop chét chinh duy nhét dugc xéc dinh trong nude tiéu va phan cia dong vat va con ngudi.
Néng d6 trong huyét tuong cua fexofenadin giam xubng theo cdp sé nhan véi thdi gian bén
thai cudi cing dao dong tir 11 — 15 gio sau khi uéng lidu 1ap lai. Duoc ddng hoc cua
fexofenadin tuyén tinh khi uéng mét lidu va lidu lap lai lén dén 120 mg x 2 14n/ ngdy. Dung
lidu 240 mg x 2 lan/ ngay lam tang nhe (8,8%) dién tich dudi dudng cong & trang thai on dinh,
cho thdy duge dong hoc fexofenadin tuyén tinh & céc liéu tir 40 — 240 mg udng hang ngay.
Pudng thai trir chinh 1a bai tiét qua mt, trong khi tdi 10% liéu ding dugc bai tiét duéi dang
khéng ddi qua mrdc tiéu.

Duege dong hoc 0 ngueoi suy than:

Thanh thai creatinin 41 — 80 ml/phut: nf‘mg d6 dinh cao hon 87%, ntra doi thai trir dai hon
59%.

Thanh thai creatinin 11 — 40 ml/phit: ndng do dinh cao hon 111%, nira doi thai trir dai hon
72%.

Thanh thai creatinin < 10 ml/phut (& ngudi dang thuc hién thim phéan): ndng d6 dinh cao hon
82% va nira doi thai trir dai hon 31% so vdi nguoi khde manh.

Loai bo bang thim phan mau khong hiéu qua.

14. QUY CACH PONG GOI

Hop 2 vi x 10 vién nén bao phim (vi PVC/Alu, vi Alw/Alu), kém t& hudng dan sir dung thude.
Hop 5 vi x 10 vién nén bao phim (vi PVC/Alu, vi Alw/Alu), kém t& hudng dan sir dung thude.
Hop 10 vi x 10 vién nén bao phim (vi PVC/Alu, vi Alw/Alu), kém to hudng din sir dung

thude.
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15. PIEU KIEN BAO QUAN
Bao quén trong bao bi kin, noi khé réo, tranh anh sang, ¢ nhiét do dudi
16. HAN DUNG
36 thang ké tir ngdy san Xuat,
17. TIEU CHUAN CHAT LUQNG
Tiéu chuin co sé.
18. TEN, PIA CHI CUA CO SO SAN XUAT THUOC
CONG TY CO PHAN DUQC - VAT TU' Y TE THANH HOA
Dia chi: S6 04 dudng Quang Trung, phuong Ngoc Trao, Thanh phé Thanh Héa,
tinh Thanh Hoéa, Viét Nam.
SPT: 0237 3737888 Hotline: 1800 8140

Luman® 12 nhan hiéu thuong mai da dang ky ctiia Thephaco
thephoco  Sé 232 Trin Phé, Phuong Lam Son, Thanh phd Thanh Hoa, Tinh Thanh Héa.
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