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HUONG DAN SU DUNG
Tén thude: HADUFAST 180
Doc kf hudng dén sir dung truce khi dimg. DE xa tam tay tré em.
1. Thanh phén céng thire thude (cho 1 vién):

Thanh phin Ham lugng
Thanh phan hogt chit: Fexofenadin hydroclorid 180 mg

Thanh phin td diege: Microcrystalline cellulose, Pregelatin starch, | Vira dd 1 vién
Natri croscarmelose, Povidon K30, Magnesi stearat, Hydroxypropyl

methycellulose 606, Hydroxypropyl methycellulose 615, Talc,
Titan dioxyd, Erythrosine lake, Polyethylene Glycol 6000

2. Dang bao ché: Vién nén bao phim, hinh thuén dai, mau hong.
3. Chi dinh:
Fexofenadin dugc chi dinh ding diéu trj tridu chitng trong viém miii dj img theo mua,

may day man tinh vo cin & ngudi 16n va tré em trén 6 tudi.

4. Cach ding, lidu ding;

4.1. Cach dung:

Thubc ding duong ubng. Khong udng véi nuée hoa qua. Thoi diém udng thude
khéng phu thudc vao bita an.

4.2. Liéu ding:

Viém miii di ttng, may day man tinh vé cdn:

Liéu théng thudmg dé diéu tri triéu chimg cho ngudi 16n va tré em trén 12 tudi la 1
vién/ lan/ngay.

Tré em dudi 12 tudi: ding ham lwong khéac thich hop hon.

5. Chdng chi dinh:
Qué mén véi fexofenadin, terfenadin hoic véi bt cir thanh phin nao cta thudc.

6. Cinh b4o va thin trong khi ding thude:
Cén thén trong va diéu chinh liéu thich hop khi dimg thubc cho ngudi ¢é chite ning
thén suy gidm vi ndng do thudc trong huyét twong ting do nira doi thai trir kéo dai.
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Cén than trong khi ding thudc cho ngudi cao tudi (trén 65 tudi) thudng c6 suy giam
sinh 1y chirc ning thén.

D6 an todn va tinh hiéu qua cia thudc & tré em dudi 6 thang tudi chua xac dinh duge.

CAn ngimg fexofenadin it nhét 24 - 48 gidy trude khi tién hanh céc thir nghiém khéng
nguyén tiém trong da.

Ding fexofenadin 1am bénh vy nén nang lén.

7. Sir dyng thudc cho phy nir ¢ thai va cho con bi:
7.1. Phu nit co thai

Do chua cé nghién ctru ddy di trén nguwdi mang thai, nén chi diing fexofenadin cho
phu nit mang thai khi loi ich cho me vugt trdi nguy co déi véi thai nhi.

7.2. Phu nit cho con bu

Khéng & thudc c6 bai tiét qua sita hay khong du ring chua thiy tic dung khong
mong muén & tré so sinh khi ba me cho con bi diing fexofenadin, vi vdy cin thén
trong khi ding fexofenadin cho phu nit dang cho con bi.

8. Anh hwéng ciia thude 1én kha niing 14i xe, vin hanh miy méc:

Tuy fexofenadin it giy budn ngii, nhung vAn cin than trong khi 14i xe hogic didu khién
may méc doi hdi phai tinh téo.

9. Twong tic thudc, twong ky, ciia thube:

Twong tdc thudc

Erythromycin va ketoconazol 1am ting ndng d9 fexofenadin trong huyét fwong nhung
khong 1am thay dbi khoang QT.

Nong d6 fexofenadin c¢é thé bi ting do erythromycin, ketoconazol, verapamil, cdc
chit trc ché p-glycoprotein.

Khong ding ddng thoi fexofenadin voi céc thube khang acid chira nhom, magnesi vi
s& lam giam hap thu fexofenadin.

Fexofenadin c6 thé 1am ting ndng d cdn, cic chit an thdn hé TKTW, céc chét khang

cholinergic.
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Fexofenadin cé thé lam gidm ndng d6 cc chit (rc ché acetylcholine esterase (&
TKTW), betahistin.

Fexofenedin cé thé bi giam ndng d6 boi céc chit (e ché acetylcholinesterase (&

TKTW), amphetamin, cic chét khang acid, nudc ép qua buéi, rifampin.
Twong ky

Nuéc hoa qua (cam, budi, to) co thé 1am giam sinh kha dung ciia fexofenadin t6i
36%. Tranh ding fexofenadin véi cdn ethylic (ruou) vi lam ting nguy co an than
(ngu).

10. Tac dung khéng mong muén ciia thude:

Trong cac nghién ciru 1am sang c6 kiém soat, ti 1& gip tic dung khéng mong mudn &
nhém ngudi bénh dung fexofenadin twong tr nhém ding placebo. Cac tic dung
khéng mong mubn cia thubc khong bj anh hudng boi lidu ding, i, giéi va ching
toc ctia bénh nhan.

Thuwong gdap, ADR >1/100

Théan kinh: Budn ngi, mét moi, dau diu, mit ngi, chong mit.

- . r } ~ A
Tiéu hoa: Buon non, kho tiéu.

Khéc: D& bi nhiém virus (cam, cim), dau bung trong ky kinh nguyét, d& bj nhiém

khuén hé hép trén, ngira hong, ho, sbt, viém tai gifra, viém xoang, dau lung.
It gap, 1/1 000 < ADR <1/100

Thén kinh: S¢ hai, rdi loan giéc ngu, ac mong.

Tiéu hoa: Khd miéng, dau bung.

Hiém gdp, ADR < 1/1 000

Da: Ban, may day, ngtra.

Phéan (mg qua méin: Phu mach, tic nguc, khé thd, do birmg, chodng phan vé.

11. Quaé liéu va cdch xir tri:
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Théng tin vé doc tinh cé‘ip ctia fexofenadin con han ché. Tuy nhién, budn ngi, chéng
miit, khé miéng da dugc béo cao.

Xi# tri: Str dung céc bién phap théng thuomg dé loai bé phén thudc con chua duge hip
thu & 6ng tidu hod. Piéu trj hd trg va diéu trj triéu ching,

Thim phan méau 1am giam ndng d¢ thudc trong mau khong déng ké (1,7%). Khéng c6
thudc giai doc dic hiéu.

12. Pic tinh dwge Iye hoe:

Nhém dwee 1f: Khang histamin thé hé 2, d6i khang thy thé H1

Mi ATC: RO6AX26.

Fexofenadin 1a thubc khéang histamin thé hé hai, c6 tic dung déi khang dac hi¢u va
chon loc trén thu thé H1 ngoai vi. Thudc 1a mot chét chuyén héa c6 hoat tinh ctia
terfenadin, ciing canh tranh véi histamin tai cdc thu thé H1 & dudng tiéu hda, mach
méu va dudng hd hdp, nhung khéng con dgc tinh dbi véi tim do khéng trc ché kénh
kali lién quan dén sy tai cuc té bao co tim. Fexofenadin khéng c6 tc dung déng ké
dbi khang acetylcholin, d8i khéng dopamin va khéng c6 tic dung tc ché thy thé
alphal hodc beta-adrenergic.

0 lidu didu tri, thubc khong gay ngii hay dnh hudng dén thin kinh trung wong. Thude
c6 thc dung nhanh va kéo dai do thudc gin cham vao thy thé H1, tao thanh phitc hgp
bén vitng va tach ra chém.

13. Pic tinh dwgc djng hoc:

Thubc hip thu tt khi diing duong ubng va bit ddu phat huy tic dung sau khi ubng 60
phit. Nong do dinh trong méu dat duoc sau 2 - 3 gid. Thic in giau chét béo 1am giam
ndng @b dinh trong huyét tuong khoang 17 va kéo dai thdi gian dat ndng d¢ dinh cua
thube (dén khoang 4h). Téc dung khang histamin kéo dai hon 12 gio.

Ti 18 lién két véi protein huyét twong cua thude 1a 60 - 70%, chi yéu véi albumin va
alphal -acid glycoprotein. Khéng 16 thudc c6 qua nhau thai hogic bai tiét vao sita me
hay khong, nhung khi dung terfenadin d phat hién dugc fexofenadin 1a chét chuyén

héa cua terfenadin trong sira me. Fexofenadin khong qua hang rao méu - néo.
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Fexofenadin rét it bi chuyén héa (khoang 5%, chii yéu & niém mac rugt. Chi cé
khoang 0,5 - 1,5% dugc chuyén héa & gan nhd hé enzym cytochrom P450 thinh chét
khéng c6 hoat tinh). Khoang 3,5% liéu fexofenadin chuyén héa qua pha II (khéng
lién quan dén hé enzym cytochrom P450) thanh din chit methyl este. Chét chuyén
héa nay chi thdy & trong phén nén cé thé c6 sy tham gia ciia cic vi khuén dudng rugt
vao chuyén héa nay. Nira doi thai trir ciia fexofenadin khoang 14,4 gid, kéo dai hon ‘fj;j_j___;_«__.:__\
(31 - 72%) & ngudi suy thén. Thubc thai trir chi yéu qua phan (xkp xi 80%) va nuc * VN2
tidu (11 - 12%) du6i dang khéng doi.

AAN \-

Durge dong hoc 6 ngudi suy thdn:

Cler 41 - 80 ml/phit: ndng dé dinh cao hon 87%, nira doi thai trlr dai hon 59%.
Cler 11 - 40 ml/phit: néng d6 dinh cao hon 111%, nira ddi thai trir dai hon 72%.

Cler < 10 ml/phit (& ngudi dang thye hién thAm phén): ndng d6 dinh cao hon 82% va
nira doi thai trir dai hon 31% so véi ngudi khde manh.

14. Quy cach dong gbi:
Hop 1 vi, 3 vi x 10 vién, kém theo t& huéng din sir dung thude.

15. Piéu kién bio quin, han ding, tiéu chuin chét lwgng cia thude:

- Piéu kién bdo qudn: Noi khd réo, nhiét d6 khong qua 30°C, tranh 4nh sang truc tiép.
- Han dung: 36 thang ké tir ngay san xuét.

- Tiéu chuén chét lugng: TCCS.

16. Tén, dia chi ciia co s& sin x /: :

: / CP Dwge VIYT Hai Dwong

Nha may HDPHARMA EU=€<
D/c: Thira dit s6 307, cum Céng nghiép Cim Thugng, phudng Cam Thugng, TP Hai
Duong, tinh Hai Duong
(Téng 2, Toa nha 4A)
DT: 0220.3853848



