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GMP-WHO

Ccin thém thong tin xm héi y kién .bac si.
1.CONG THUC:

Thanh phén dugc chét:

Fexofenadin hydroelorid. . coums cuommivens s vovmscs cvomvans 180mg

Thanh phén ta duoc: Lactose monohydrat, tinh bot ngd, povidon K30, natri starch glycolat type A, natri
laurylsulfat, talc, aerosil, magnesi stearat, HPMC, macrogol 6000, titan dioxyd, mau vang sunset.
2.DANG BAO CHE: Vién nén bao phim

MO ta: vién nén dai bao phim mau cam, mdt mdt c6 gach ngang.

3.CHI DPINH

Entefast 180 mg dwoc chi dinh diéu tri viém mfi dj ung theo mua & ngudi lon va tré em tir 12 tudi tros
1én.

May day vo can man tinh: Entefast 180 mg dwgc chi dinh dé diéu trj cdc biéu hién ngoai da khong bién
chiing ctia may day v ciin man tinh & ngudi 16n va tré em tir 12 tudi trér 18n. Thude 1am giam ngira va
s6 lugng dat may day mot céch dang ké.
4.CACH DUNG VA LIEU DUNG:
Céch dung: v
Thube diing duong ubng, nén duge ubng véi nude trude bira an, khong udng thude véi nude hoa quis,
Liéu diing: .
* Ngueoi I6n va tré em tir 12 tudi tré lén:

Liéu khuyén céo cta Entefast 180 mg 12 ubng mot vién mdi ngay.

» Ngudi suy thdn: Lidu khoi du duoc khuyén dang 1a 60mg/ ngay.

* Nguoi suy gan: Khong can diéu chinh liéu.

. Nguoz cao tuéi: Khong cin diéu chinh lidu, ngoai trir suy giam chirc ning than.
5. CHONG CHI PINH

Qué mén véi cac thanh phan ctia thude

6. THAN TRONG

Cén than trong va diéu chinh liéu thich hop khi ding thude cho ngudi suy giam chiic ning than vi ndng
d6 thude trong huyét tuong ting do thoi gian ban thai kéo dai.

Cén thén trong khi diing thube cho ngudi cao tudi (trén 65 tudi) thuomg cé suy giam sinh 1y chire ning
than.

Db an toan va tinh hiéu qua ctia Entefast 180 mg chura dwoc danh gid trén tré em dudi 12 tudi.

Khong tu y ding thém thudc khang histamin H, khéc khi dang str dung fexofenadin.

Cén ngung fexofenadin it nhat 24-48 gior trude khi tién hanh cdc thir nghiém khang nguyén tiém trong
da.

Dung fexofenadin 1am bénh vay nén tiang lén.

Canh bado ta duoc:

Thanh phén thude ¢6 chira lactose khéng nén ding cho bénh nhin méc céc réi loan duy truyén chimg
thiéu hut lactase Lapp hodc rdi loan hap thu glucose- galactose.

7. TUONG TAC THUOC

- Erythromycin va ketoconazol lam téang nong do fexofenadin trong huyet twong nhung khéng 1lam thay
ddi khoang QT. Khong c6 su khac biét vé tac dung khéng mong mudn duoc béo céo khi cac thube nay
duoc ding riéng 1& hay phdi hop.

- Thube khéng acid chira nhém va magnesi néu ding ddng thoi voi fexofenadin s& 1am giam hép thu
thudc, vi vy phai ding cic thude niy céch nhau 2 gio.

- Khéng c6 ghi nhan twong tac thude gitta fexofenadin vi omeprazol.

- Nong d6 fexofenadin c6 thé bi ting do verapamil, cac chét e ché p- glycoprotein.

- Fexofenadin c6 thé 1am ting ndng d6 cdn, céc chit an thin hé than kinh trung wong, céc chit khang
cholinergic. Tranh ding fexofenadin véi rugu vi ting nguy co an than.
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- Fexofenadin c6 thé bi giam ndng dd bai cdc chét e ché acetylcholinesterase (& than kinh trung wong),
amphetamin, cdc chit khang acid, nude ép qua budi, rifampin.

- Fexofenadin c6 thé 1am giam ndng do cac chit trc ché acetylcholinesterase (& thén kinh trung wong),
betahistin.

- Nudc hoa qua ( cam, budi, tho) ¢6 thé 1am giam sinh kha dung cia fexofenadin dén 36%.

8. KHA NANG SINH SAN, MANG THAI VA CHO CON BU

S dung trén phu nit ¢d thai:

Chua c6 nghién ctru day da vé viée stir dung Fexofenadin & phu nit mang thai. Nén chi st dung
fexofenadin cho phu nit mang thai trir khi 1gi ich cho me vuot trdi nguy co dbi véi thai nhi.

Siv dung trén phu nit cho con bu:

Khong 1 thude c6 bai tiét qua sita me hay khong vi vy cin than trong khi diing fexofenadin cho phy
nit dang nudi con bang stta me.

9. ANH HUONG PEN KHA NANG LAI XE VA SUDUNG MAY MOC

Tuy fexofenadin it géy budn ng nhung vén can than trong khi 14i xe hodc diéu khién may moc doi hoi
phai tinh tdo.

10. TAC DUNG KHONG MONG MUON (ADR)

Rét thuong gap: >1/10;Thuong gap: 21/100 dén<1/10;Ir gap: =1/.000 dén<1/100; Hiém gdp:
>1/10.000 dén< 1/1.000; Rét hiém gdp: < 1/10.000; Chua ré: khdng woe tinh dwgc tie dit lidu ldm sang.

Hg co quan Tén sb Phan g c6 hai
R&i loan hé than kinh Thuong gap Nhire du, budn ngi, mét méi, mét ngl, chéng mit
It gap So hai, r6i loan gidc ngd, 4c mong. @5@‘2
R6i loan tiéu héa Thuong gip Budn ndn, khé tiéu GTY
A
It gap Kho miéng, dau bung JC
3 N
Chua rd Tiéu chay e,
-1.0
R6i loan hé théng mién dich Hiém giip Phén tmg qua man véi cic biéu hién nhu phit mach,
tic nguc, khé thé, do bung va sde phan vé toan thin
R&i loan tim Chua ro Nhip tim nhanh, hdi hop
R6i loan da va mé dudi da Hiém eap Ban da, may day, nglra
Khiac Thuong gédp D& bi nhiém siéu vi ( cam, ctim), dau bung kinh, dé bi
nhiém khuén ho6 hap trén, nglra hong, ho, sot, viém tai
gifta, viém xoang, dau lung.

Thong bdo ngay cho bdc sy hodic duge s§ nhitng phan tbng cé hai gép phdi khi sit dung thuéc.

11. QUA LIEU VA XU TRi:

Céc bdo céio vé qua lidu clia fexofenadin it gip va théng tin doc tinh cAp con han ché. Tuy nhién budn
ngu, chéng mat, khé miéng da duoc bao céo.

Xir trf: Str dung céc bigén phép thong thuong dé loai bo phan thudc con chua duge hép thu & éng tidu
hoa. Diéu trj tridu chimg va nang do tdng trang. Loc méu lam giam ndng thudc trong mau khong déng
ké (1,7%). Khong c6 thudc giai doc dic hiéu.

12. DUQC LUC HQC

Nhom duge ly: Thude khang histamin diing toan than, md ATC: RO6A X26

Co ché hoat déng

Fexofenadin 12 thudc khang histamin thé hé 2, c6 tic dung dbi khang dic hidu va chon loc trén thy thé
histamin H, ngoai bién. Fexofenadin 12 chét chuyen hoéa ¢6 hoat tinh duge 1y cua terfenadin nhung
khong con ddc tinh ddi voi tim do khong tre ché kénh kali lién quan dén su tai cue té bao co tim.
Fexofenadin khong cé tac dung khang cholinergic hodc dopaminergic dang ké va khong c6 tic dung tic
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ché thy thé alpha-1 hodic beta adrenergic. O licu diéu tri fexofenadin khong gay budn ngi hay gy anh

huong dén hé than kinh trung uong,. Thube ¢é tac dung nhanh va kéo dai.

13. DUQC DONG HQC

Su hcl[_th__

Fexofenadin duge hdp thu t6t khi ding dudng udng va bét dau phat huy tac dung sau khi uéng 60 phut.

Nong do dinh trong huyet tuong dat duge sau 2-3 gio. Viée stir dung ddng thai fexofenadin véi ché do

in nhidu chét béo 1am giam AUC va C,x cia fexofenadin lan luot 14 21% va 20%

Phéin b

Khoang 60-70% fexofenadin gin két véi protein huyét tuong, cht yéu véi albumin va alpha-1 acid
glycoprotein. Khong 1 thube qua nhau thai hojic bai tiét qua stia me hay khong. Fexofenadin khong

qua hang rdo mau nio.

Chuyén héa

Fexofenadin rét it bi chuyén hoa ( khoang 5% chu yéu & niém mac rudt. Chi khoang 0,5-1,5% lidu dung
duoc chuyén hoa & gan nhd hé enzym cytochrom P450 thanh chét khong ¢ hoat tinh)

Théi tri:

Thoi gian ban thai trung binh ctia fexofenadin khoang 14,4 gid kéo dai hon (31-72%) & ngum suy than.
thube duoc thai trir dudi dang khdng ddi chi yéu qua phan khoang 80% va 11% qua nudc tidu.

Nghiém ciru lim sang:

Viém miti df ing theo mua: Trong ng,hlen ciru 1am sang ngdu nhién, mi doi, da trung tdm, kéo dai hai

tudn trén bénh nhan tir 12 dén 65 tudi b| viém miii di (mg theo moa ( n=863), dung fexofenadin 180mg

mot lan mo: ngay lam g g,mm dang ké tong diém s6 triéu chimg ( cdng cac diém sb cha timg trigu chimg

hit hoi, s& miii, ngira miii- hdu- hong, mit do- ngira- chay nude mét) so v&i gia duge. Méc du so bénh

nhan con it trong mdt vai phan nhom, nhung khéng ¢ sy khic biét dang ké vé hiu qua ctia

fexofenadin gitta cdc phdn nhom bénh nhdn dugc phén chia theo g10| tinh, do tudi va chiing téc. \
May day v cdn man tinh: Trong nghién ctru dbi ching gia dugc, ngiu nhién, mu doi, da trung tim, kéo - Q) N,
dai 4 tudn tlcn bénh nhén tir [2 trd 1€n bi may day v6 cin man tinh ( n=259), dung fexofenadin 180mg  \o
mot lan mdi ngdy lam giam dang ké s6 lugng trung binh ctia dat may day(MNW), diém sb tr ung binh \ )Ju\h
tridu chimg ngtra (MPS), va trung binh tong diém sb tr iéu chung ( tbng ctia MPS va MNW). Dbi voi /.1
MPS va MNW dugc ghi nhan gidm déu nhau vio cudi thoi diém cia khoang liéu ding 24 gio. Giam '/"\"/"-'
triéu chiing nhiéu hon trong nhom diing fexofenadin 180mg so v&i nhém diing gia duge. Cai tlmn tr :c,u/
chimg dugc chirng minh trong | ngay diéu tri bdngj fexofenadin 180mg va duogc duy tri trong sudt 4

tudn diéu tri. Khong ¢ sy khac biét déng ké vé& hidu qua cua fexofenadin gitia cdc phan nhém bénh

nhan duge phén chia theo gidi tinh, do tudi va ching tdc.

14. QUY CACH PONG GOI:

Hop 1 vix 10 vién. Hop 02 vi x 10 vién. Hop 05 vi x 10 vién

15. HAN DUNG: 36 thing ke tir ngdy sén xuét.

16. PILU KIEN BAO QUAN: Noi khd mat, tranh 4nh sang, & nhiét dé dudi 30°C.

17. TIEU CHUAN: BP 2020.

18. SAN XUAT TAL

CONG TY CO PHAN DUQC DONG NAI

221B - Pham Vin Thuén - P. Tan Tién - TP.Bién Hoa - Tinh E)éng Nai - Viét Nam
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