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FENIDOFEX® 180

Fexofenadin hydroclorid

yng trude khi ding
sy hodc dugc sy nhitng tac dung khdng mong mudn gap phai khi sit

PHAN I. HUGNG DAN SU DUNG THUOC CHO NGUDI BENH
1. THANH PHAN, HAM LUGNG COA THUGC: M3i vién nén bao phim cha:
— Hoat chét: Fexofenadin hydroclorid.................... 180 mg
~ T4 duge: lactose dap thdng, cellulose vi tinh thé PH 102, tinh bot tién h8 hoa, natri
croscarmellose, magnesi stearat, opadry Il pink.
2. MO TA SAN PHAM:
Vién nén bao phim, hinh thudn dai, mau hdng cam, hai mit tron va I6i.
3. QUY CACH DBONG GOI:
- Hop 1 vi x 10 vién nén bao phim
- Hop 10 vi x 10 vién nén bao phim.
4. THUGC DUNG CHO BENH Gi:
FENIDOFEX dugc dung trong:
- Diéu trj c4c triéu ching do viem mii dj Gng & ngudi I6n va tré em trén 12 tudi, bao gém: Hit hoi,
s6 miii, ngia mii hong, va do, ngia, chdy nuéc mat.
- May day vd cin man tinh & ngudi I6n va tré em trén 12 tudi.
5. NEN DUNG THUGC NAY NHU THE NAO VA LIEU LUQNG:
Céch ding: Thubc dung dudng ubng, thdi diém udng thudc khéng phu thudc vao biia n.
Liéu ding:
Viém mii di ing:
Ligu théng thudng cho nguoi Ién va tré em tiy 12 tudi trd lén: 1 vién, udng 1 1an/ngay.
May day man tinh vé cén:
Liéu théng thudng cho ngudi Ién va tré em trén 12 tudi: 1 vién, udng 1 lan/ngay.
Ngudi suy gan, ngudi gia: Khong cdn diéu chinh liéu.
Ngudi suy than:
Tré em tif 12 tudi trd 18n va ngudi I6n bi suy than: Bat ddu dung tir lifu 60 mg x 1 lan/ngay, diéu
chinh liéu theo chiic nang than.
6. KHI NAO KHONG NEN DUNG THUOC NAY:
Khong st dung FENIDOFEX néu:
- Ban c6 tién st min cdm v6i bat ¢ thanh phdn nao cla thudc.
- Tré em dudi 12 tudi.
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7. TAC DUNG KHONG MONG MUON:
o} nguoi 6n, nhitng tac dung khong mong mudn sau ddy da dugc bdo cdo trong cdc thir nghiém
ldm sang:
Thudng gdp, (hon 1 trén 100 ngudi ding)
Hé than kinh: Nhic ddu, bubn ngd, chéng mit.
Tiéu hoa: Budn non.
It gap, (hon 1 trén 1000 nguéi ding)
Toan than: Mét moi.
0 ngudi I6n, nhiing tac dung khdng mong mudn sau ddy da dugc bdo cdo trong gidm st hiu mai:
Chua ro:
Hé mién dich: Phdn ting qud mén véi cac biéu hién nhu phil mach, dau thit nguc, kho thé, do
bling mét va phan vé toan than.
Tam thdn: M4t ngl, cing thdng, r6i loan gidc ngl hay 4 mdng
Tim: Nhip tim nhanh, dénh tréng nguc.
Tiéu hoéa: Tiéu chdy
Da vAd md du6i da: Phat ban, ndi mé day, ngua
Théng bdo ngay cho bac sy hodc dugc sy nhiing tdc dung khdng mong muén gdp phéi khi st dung
thudc.

8. NEN TRANH DUNG NHONG THUGC HOAC THUC PHAM Gi KHI DANG SU DUNG THUOC NAY:
Tham vdn y kién bac sy trubc khi dung FENIDOFEX néu ban dang sif dung mot trong c4c thudc
hay thyc phdm sau:

- Ketoconazol.

- Erythromycin.

- Cac thudc trung hoa acid da day (nén diing cdch nhau 2 gid).

- Nudc trai cdy nhu budi, cam, tdo.

. CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUGC:

Néu ban quén ding thudc, ding né ngay khi ban nhd. Néu thoi gian gdn t6i liéu ké ti€p, thi hdy bd
qua liu bi quén va dung liéu ké tiép theo k& hoach binh thutng. Khéng nén gdp ddi liéu dung.
10. CAN BAO QUAN THUGC NAY NHU THE NAO:

o} nhiét do duGi 30°C, nai khd réo, trdnh 4nh séng.

11. NHONG DAU HIEU VA TRIEU CHUNG KHI DUNG THUGC QUA LIEU:

St dung qud liu FENIDOFEX c6 thé gdy céc triéu chdng: Budn ngl, chdng mdt, khd miéng.
12. CAN PHAI LAM Gi KHI DUNG THUOGC QUA LIEU KHUYEN CAO:

N&u ban diing FENIDOFEX qué liéu khuy&n céo thi ban cin phai:

e Thong bdo ngay cho bdc sy hoic dén bénh vién gan nhét.

« Nh6 mang theo nhin thudc hodc lugng thudc con lai dé bac sy bit thudc ma ban da dung.
13. NHONG DIEU CAN THAN TRONG KHI DUNG THUGC NAY:

C4n than trong va nén tham van y kién bac sy trudc khi dung FENIDOFEX néu ban:

- C6 tién st bénh tim

- Bj suy than

- Trén 65 tudi

- S4p ti€n hanh cac thii nghiém khdng nguyén tiém trong da trong vong 48 gid.
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Khéng nén dung chung FENIDOFEX véi cdc thubc khang histamin khac.
Thudc nay cé chifa: Lactose. N&u ban da biét ring ban khéng dung nap mdt vai loai dudng thi
hdy thdng bdo cho bdc s¥ truc khi sti dung thudc nay.
Thoi ky mang thai va cho con hi: Tham khdo y kién bdc si trudc khi ding thudc.
Anh hudng ciia thudc ddi véi cong vide: Thudc co thé gay bubn ngll & mot s6 ngudi. Cdn thin
trong néu ban lai xe, vdn hanh mady mdc, lam viéc trén cao va cdc truting hgp khdc khi st dung
FENIDOFEX.
14. KHI NAD CAN THAM VAN BAC SY, DUQC SY:
Trong trudng hop qué liéu hodc tic dung khong mong mudn.
Khi dang dung thuéc khdc hodc mot loai thyc phdm.
N&u cdn thém théng tin xin héi y ki€n bac sy hoic dugc sj.
15. HAN DUNG CUA THUOC: 36 thang ké tif ngay sén xudt. Khong ding thudc khi qu han diing.
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PHAN II. HUGNG DAN SU DUNG THUOGC CHO CAN BO Y TE

1. DUQC LUC HOC:

Nhém dugc Iy: Khdng histamin thé hé 2, d6i khdng thy thé Hy.

Ma ATC: RO6AX26

Fexofenadin 1a thudc khang histamin thé hé thi hai, c6 tic dung d6i khdng dic hiéu va chon loc

trén thy thé Hy ngoai vi. Thudc 1 mot chat chuyén héa cd hoat tinh clia terfenadin nhung khéng

con doc tinh doi véi tim do khdng dc ché kénh kali lién quan dé€n su tdi cuc t€ bao co tim,

Fexofenadin khdong co tac dung déng ké véi ddi khdng acetylcholin, d6i khdng dopamin va khéng co

tic dung (ic ché thu thé alphas- hoic beta-adrenergic. G liéu diéu tri, thudc khéng gdy ngli hay anh

huGng d&n hé than kinh trung uong. Thubc c6 tc dung nhanh va kéo dai do thudc gin két vao thy

thé H4 tao thanh phiic hgp bén viing va téch ra cham.

. DUgC QNG HQC:

Thubc h&p thu t6t qua dudng udng. Sau khi ubng 1 vién nén 60 mg, néng dd dinh trong méu

khodng 142 nanogam/ml, dat dugc khodng sau 2 dén 3 gid. Thiic n lam gidm ndng do dinh trong

huyét tuong khodng 17% nhung khong lam cham thdi gian dat néng do dinh trong huyét tuong clia

thudc. Thé tich phan bé 12 5,4 d&n 5,8 lit/kg.

Khodng 60 — 70% lién két véi protein huy&t tuong. X4p xi 5% liéu dung cla thuéc dugc chuyén héa

trong niém mac rudt. Chi khodng 0,5-1,5% dugc chuyén ddi sinh hoc & gan nhd hé cytochrom Pyso.

Théi gian bdn thai cha fexofenadin khodng 14,4 git, kéo dai hon & nguoi suy than. Thudc thai tri

chl y8u qua phan (khodng 80%) va 11-12% liéu dung dugc thai trlf qua nudc tiéu. Thubc khdng qua

hang rao mau nao.

. CHi DINH:

FENIDOFEX dugc chi dinh trong:

- Didu tri cdc tridu ching do viém miii dj Gng & ngudi 16n va tré em trén 12 tudi, bao gdm: HAt hai,
s6 miii, ngiia mii hong, va dd, nglia, chdy nudc mat.

- May day vb cdn man tinh & ngudi 16n va tré em trén 12 tudi.

. CACH DUNG, LIEU DUNG:

Céch ding: Thudc dung dudng udng, thoi diém ubng thubc khng phu thudc vao bifa n.

Liéu ding:

Viém miii di iing:

Liéu théng thuong cho nguoi I6n va tré em ti 12 tudi trd I8n: 1 vién, ubng 1 ldn/ngay.

May day man tinh vd can:

Liéu théng thudng cho ngudi Ion va tré em trén 12 tui: 1 vién, ubng 1 lan/ngay.

Ngudi suy gan, ngudi gia: Khong cdn diéu chinh liéu.

Ngudi suy than:

Tré em tif 12 tudi trd 18n va ngudi 16n bi suy than: Bat ddu ding tu liéu 60 mg x 1 1dn/ngay, diéu

chinh liéu theo chiic ndng thén.

=
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5. CHONG CHI DINH:
FENIDOFEX chong chi dinh ¢ b&nh nhan c6 tién st man cdm véi bat ci thanh phdn nao clia thudc.
Tré em dui 12 tudi.
6. LUU Y VA THAN TRONG:
Tuy thudc khong co doc tinh trén tim nhu terfenadin, nhung van cdn phéi theo ddi khi ding thudc
cho ngudi da ¢é nguy cd tim mach hodc da co6 khodng QT kéo dai tir trudc.
Khéng nén ty ding thém thudc khdng histamin nao khdc khi dang ding fexofenadin.
Thén trong 6 nhiing bénh nhan cao tudi (trén 65 tudi).
Bénh nhén bi suy than.
Can ngting fexofenadin it nhat 24 - 48 gid tru6c khi tién hanh céc thit nghiém khéng nguyén tiém
trong da.
Thudc nay cd chifa: Lactose. Bénh nhdn c6 vin dé vé di truyén hiém gdp khdng dung nap
galactose, thigu hyt lactose Lapp hodc kém hap thu glucose-galactose khdng nén dung thudc nay.
Phu nif cé thai va cho con bd: Dung FENIDOFEX cho phu ni mang thai khi lgi ich cho me vugt
troi so v6i nhiing nguy ¢ ddi v6i thai nhi. Khdng rd thubc cd bai tigt qua siia hay khdng, vi vy cdn
than trong khi dung FENIDOFEX cho phu nit dang cho con bi. Tham khao y ki€n béc si truéc khi
dung thudc. '
Anh huéng ciia thuc d6i vdi cong vigc: Thudc it gdy budn ngli, nhung vAn nén than trong khi l4i
xe, vdn hanh may mdc, lam viéc trén cao va cac trudng hgp khéc.
7. TUONG TAC THUOC:
Ding dbng thoi fexofenadin véi ketoconazol hodc erythromycin, 1am ting néng do clia fexofenadin
trong huyét tuong.
Dung déng thi fexofenadin véi cdc thudc trung hoa acid (nhu Maalox..) ¢6 thé lam gidm néng do
cha fexofenadin trong huyét tuong, vi vdy phéi ding céc thudc ndy cdch nhau (khodng 2 gid). o
Nuc trdi cdy nhu nudc budi, nuéc cam, tdo c6 thé 1am gidm tinh khd dung sinh hoc cla
fexofenadin.
— 8. TAC DUNG KHONG MONG MUGN:
G ngudi I6n, nhiing tc dung khong mong mubn sau ddy da dugc bdo cdo trong cdc thit nghigm |
lam sang: ?
Thudng gdp, (1/100 < ADR < 1/10)
Hé than kinh: Nhic ddu, budn ngl, chéng mat.
Tiéu hba: Budn non.
It gép, (171000 < ADR < 1/100)

Toan than: Mét moi.
4 ngudi I6n, nhiing tac dung khong mong mudn sau ddy da dugc bdo cdo trong giam sat hau mai:
Chua ro:
Hé mién dich: Phan Gng qua min véi cdc biéu hign nhu phil mach, dau that nguc, khé thé, dd
biing ma4t va phan vé toan than. '
Tam thdn: M4t ngl, cing thdng, rdi loan gidc ngli hay d&c mong
Tim: Nhip tim nhanh, ddnh tréng nguc. |
Tiéu hoa: Tiéu chay \»/
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Da va md dudi da: Phat ban, n6i mé day, ngia
9. QUA LIEU VA XU TRi:
Triéu ching: Bubn ngd, chong mit, khé miéng.
Cdch xu tri: St dung cac bién phdp xi tri thong thudng dé loai bd thubc con chua duge hdp thu &
ong tiéu hoa. Diéu tri hd trg va diéu tri triéu chiing. Loc médu lam gidm ndng do cla thufc trong
mau khong dang ké. Khong c6 thudc gidi dic hiéu.
10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO:
Khdng dung qua liéu chi dinh.
11. TEN, DIA CHI, BIEU TUGNG CUA cO SG SAN XUAT:

o‘.ﬂi;"’
3{1};&\_{5
CONG TY c8 PHAN DUGC PHAM OPV
et L6 27, Dudng s6 3A, Khu Cang Nghiép Bién Hoa II, TP. Bién Hoa, Tinh Dong Nai.

DT: (061) 3992999 Fax: (061) 3835088

12. NGAY XEM XET SUA 61, CAP NHAT LAI NGI DUNG HUGNG DAN SU DUNG THUGC:

Tue.cuc TRUBNG

P.IRUONG PHONG
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