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(. ¥en hude: FEXOFENADIN ODT DWP 30 MG
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]ﬂﬁlﬁn cong thirc thude: Mdi vién chia:

Thanh phan dwgc chat: Fexofenadine hydrochloride 30 mg.

Thanh phan td dwgc: Microcrystalline cellulose PH101, Croscarmellose sodium, Sucralose,
PVP K30, Poloxamer 188, Mannitol, Huong dau, Magnesium stearate, Colloidal silicon
dioxide.

4. Dang bao ché: Vién nén phan tan trong miéng.

M0 ta: Vién nén hinh tron, mau tréng hodc gén nhu tr‘fing, mit vién nhén, canh va thanh vién
lanh lan.

5. Chi dinh

Diéu tri triéu ching trong viém mii di tmg theo mua, may day man tinh v6 cin.

6. Cach dung, liéu ding

Cich dung: Thubc dung dudng ubng. Thude c6 thé rd ra khi dat trén ludi va thdm nuéc bot
nén c6 thé nuét ma khong can nude. Thubc ciing c6 thé duge ubng véi nude.

Thoi diém uéng thube khong phu thuge vao bita an. Ubng thudc khong can chii y dén bira an,
nhung khong duge udng qua gén (trong 15 phit) véi cdc thudc khang acid chira magnesi va
nhom. Khong udng véi nuéc hoa qua vi ¢6 thé 1am giam sinh kha dung cia thude.
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Liéu dung:
Didu tri triéu chimg trong viém mili di ing theo mua:
. Ngudi 16n va tré em > 12 tudi: 60 mg x 2 ldn/ngay, hodc 120 mg x 1 lan/ngdy, hodc
180 mg x 1 lan/ngay.
o Tréem 6 - dudi 12 tudi: 30mg x 2 lan/ngay.
May day man tinh v6 cén:
o Nguo¢ilén va tré em > 12 tudi: 60 mg x 2 lan/ngay hodc 180 mg x 1 lan/ngay.
o Tréem tir 6 tudi - dudi 12 tudi: 30 mg x 2 lan/ngay.
Nguoi suy than va nguoi gia:
e Tréem > 12 tudi va ngudi 16n bj suy than, ngudi gia: B4t diu dung tir lidu 60mg ubng
1 14n/ngay, diéu chinh lidu theo chirc ning than.
e Tréem tir 6 - dudi 12 tudi bi suy than: 30mg x 1 1an/ngay.
7. Chéng chi dinh
Qua mAn v6i fexofenadin hodc véi bat cir thanh phin nao cia thuée.
8. Canh bao va than trong khi dung thudc
Cén thén trong va diéu chinh liéu thich hop khi ding thuéc cho ngudi cao tudi (trén 65 tudi),
ngudi suy than.
D0 an toan va hi¢u qua cua thube & tré em dudi 6 tudi chua duge xac dinh.
Can ngimg fexofenadin it nhat 24 - 48 gid trudce khi tién hanh céc thir nghiém da.
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xofen adin lam bénh vy nén nang Ién.
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ac: Q fexd@_;} din khong giy doc cho tim nhu terfenadin, nhung fexofenadin da giy kéo
i f%g FQT.};_ 1gat va réi loan nhip thét & it nhAt mdt bénh nhan mic bénh tim mach.

o ‘thuéé cho phu ni¥ c6 thai va cho con bu

Khdg 66 batg’chimg thudc giy quéi thai & ngudi. Tuy nhién, khéng nén ding thuoc khang
histamin & phy nir mang thai, thudc chi duge dung khi lgi ich cho me vuot trdi nguy co cho
con.

Thoi ky cho con bi

Phén 16m thubc khéng histamin thdy trong sita me¢ v6i lugng khac nhau, mac du chua cé bing
chimg thuc gy hai cho tré bu me, nhung nén tranh ding thudc trong thoi ky cho con bu.

10. Anh huéng ciia thudc 1én kha ning 14i xe va vin hanh may méc

Tuy fexofenadin it gay budn ngl, nhung van cin thén trong khi 14i xe hodc diéu khién may
moc.

11. Twong tic, twong ky cia thude

* Twong tac cia thude

Cdc thuée nén trdnh phoi hop véi fexofenadin: aclidinium, azelastin (miii), cimetropium,
eluxadolin, glucagon, glycopyrolat, ipratropium (hit qua miéng), levosulpirid, orphenadrin,
paraldehyd, kali clorid, thalidomid, tiotropium, umeclidinium, thudc khang acid chira nhom,
magnesi.

Erythromycin va ketoconazol: Lam tdng ndng do fexofenadin trong huyét tuong nhung khong
lam thay déi khoang QT.

Verapamil, cdc chdt iic ché p-glycoprotein: Nbng do fexofenadin c6 thé bi ting.

Cén, thudc an than, chdt khdng cholinergic: Fexofenadin ¢6 thé 1am ting ndng do cac chit
nay.

Chat ke ché acetylcholinesterase, betahistin: Fexofenadin c6 thé 1am giam nong do cac chit
nay (¢ than kinh trung uong). -

Chét trc ché acetylcholinesterase, amphetamin, céc chit khang acid, nudc ép budi, rifampin:
Fexofenadin c6 thé bi giam ndng dd bai cac chét nay (& than kinh trung wong).

* Twong ky ciia thuoc: Nudc hoa qua (cam, budi chum, tdo) c6 thé 1am giam sinh kha dung
cia fexofenadin t&i 36%. Tranh ding fexofenadin v&i con ethylic (rugu) vi 1am ting nguy co
an than (ngu).

12. Tac dung khong mong muon ciia thudc (ADR)

Céc ADR cua thuéc khong bi anh hudng boi liéu dung, tudi, giéi va ching tdc cia b¢nh
nhén.

Rt thuong gdp

Than kinh trung wvong: dau dau (5 - 11%).

Tiéu héa: nén.

Thuong gap

Thén kinh trung wong: bubn ngu, mét méi, mat ngl, chong mit.
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Tiéu hoa: budn nén, kho tiéu, ia chay.
i ’@b{; idm virus, nhiém khudn duong hé hap trén, dau bung trong ky kinh nguyét,
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Da: ban, may day, ngtra.

Phan (mg qud min: phi mach, tirc ngye, khé thd, d6 bimg, phan v¢.

Huwéng din cach xir tri ADR

ADR cita thubc thudng nhe, chi 2,2% ngudi bénh phai ngimg thubc do ADR ctia thude.

13. Qua liéu va cach xir tri

Triéu ching qua liéu: Thong tin vé doc tinh cép cia fexofenadin con han ché. Tuy nhién,
budn ngu, chéng mat, kho miéng da dugc béo cao.

Xir tri: Khong co thudc giai doc dic higu. St dung céc bién phap thong thudng (nhu gy
noén, rira da day) dé loai b6 phé’in thudc con chua dugc hép thu & éng tieu hoa. Diéu tri hd trg
va diéu tri triéu chimg. Thdm phan mau khong loai bo dugc fexofenadin.

14. Quy cach déng goi
Vi 10 vién. Hop 3 vi. Hop 6 vi. Kém theo t& huéng dan str dung bén trong hdp.

15. Didu kién bio quin, han ding, tiéu chuin chit lrgng thude

- Diéu kién bao quan: Noi khd, nhiét do khong qua 30°C.

- Han dung: 24 thang ké tir ngay san xuét.

- Tiéu chudn chét heong thuée: TCCS.

16. Tén, dia chi ciia co s sin xuat:

Tén co sé san xudt : CONG TY CO PHAN DUGC PHAM WEALPHAR

Dia chi: L6 CN5, Khu cong nghiép Thuy Van, Xa Thyy Van, Thanh phé Viét Tri, Tinh Phu
Tho.



