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Keep out of reach of children.
Read the package insert carefully before use.

Dé xa tam tay tré em.
Boc ky hudng din sur dung trudc khi ding.

54 la SX (Batch No.):

Markeied & DistrDuted by: HUY VAN PHARMACEUTICAL COMPANY LIMITED

Tiép thi va phan phdi bo: CONG TY TNHH DUGT PHAM HUY VAN
5§11/15. Huynh Van Banh Street, Ward 14, Phu Nhuan District, HCM City

511715, Huynh Van Banh, Phuong 14 Quén Phu Nhugn, Tp HCM
Nha san xudt: CONG TY CP US PHARMA USA
L8 B1-10. Dutrng D2, KCN Tay Béc Cu Chi. TRHCM

Manufacturer: US PHARMA USA JOINT STOCK COMPANY
Lot B1-10, D2 Street, Tay Bac Cu Chv industnal Zone, HCMG
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FEXOFENADIN 60-HV
Fexofenadin HCI 60 mg
Dé xa tim tay tré em
Doc ki huong dén sir dung truée khi ding
s ham luwong cia thude:
N101 vién nén bao phim chira:
Fexofenadin HCLwomumusmmmmmmasisssmiss 60 mg.
Ta duge: Tinh bét ngd, Lactose, Polyvinyl pyrrolidon K30, Colloidal silicon dioxyd, Magnesi
stearat, Natri starch glycolat, Hydroxypropylmethyl cellulose 606, Hydroxypropylmethyl
cellulose 615, Tale, Titan dioxyd, Polyethylen glycol 6000, Mau Sunset yellow lake, Mau
Quinolin yellow lake, Tartrazin yellow lake.
M3 ti sin phim: Vién nén bao phim.
Chi dinh: ‘
FEXOFENADIN 60-HV duoc chi dinh & ngudi 16n va tré em tir 12 tudi tré [én trong cac trudng
hop sau:
e Giam céc triéu chiing cta viém mii di ang nhu: hit hoi, chay mii, ngira miii, nghet mii,
ngla vom/lmw’homD
o Diéu trj cac tridu chimg cua mé day man tinh v6 cin (lam giam ngira va sé luong dat mé day).
Liéu lwgng va cach dung:
Liéu dung va thoi gian dung thude cho timg trudong hop cu thé tiy theo chi dinh cta bac st didu
tr1. /

Liéu ding thong thudng trong cdc trudong hop sau: V

Viem miii di 1ng: 60 mg x 2 lan/ ngay hodc 180 mg, uong I 1an/ ngay. Liéu cao\fon ¢ thé ting
161 240 mg x 2 lan/ ngay khong lam tang thém tac dung r déu tri,

May day man tinh vo can: 60 mg x 21an/ ngay hoic 180 mg, udng 1 lan/ ngay.

Suy thgn: Nhiing bénh nhén suy than hay phai thdm phan méu ding liéu 60 mg x 1 lan/ngay,

diéu chinh liéu theo chie nang lhan

Khéng cin didu chinh lidu & bénh nhan suy gan va ngudi lén tudi co chirc nang than binh
thuong.

Cach dung

Thude ding duong uéng, khong udng véi nude hoa qua. Thai diém udng thude khong phu thude
vao bira an.

Chong chi dinh:

Bénh nhén cé tién sir qua man véi fexofenadin, terfenadin hodc bt cir thanh phén nao cta thube.
Canh bdo va thiin trong:

- Tuy thudc khong ¢6 doc tinh trén tim nhung van cin phai than trong theo doi khi dung
fexofenadin cho nguoi da ¢ nguy co tim mach hodc da cé khoang Q-T kéo dai tir trude.

- Khéng nén ding thém thude khang histamin nao khéc khi dang str dung fexofenadin, Can than
trong va diéu chinh liéu thich hop khi dung thude cho ngudi ¢6 chure nang suy thdn vi nong do
thude trong huyet tuong tang do thoi gian ban thai kéo dai. Can than trong khi ding thudc cho
ngudi cao tudi (trén 65 tudi) thuong cé suy giam sinh ly chire nang than.

- D§ an toan va tinh hiéu qua cta thude & tré dudi 6 tudi chua xac dinh duoc, nén khong nén
ding thude ¢ dbi tuong nay.

- Dang bao ché cia thude khong pha hop dé sir dung cho tré tir 6 - 11 tudi.

- Can ngimg st dung fexofenadin it nhat 24 - 48 gid trude khi tién hanh cac thir nghiém khang
nguyén tiém trong da.
- Dung [‘exofenadin l[am bénh vay nén nang 1én.




- Td dwge: Thude c6 chira td dugc lactose. Bénh nhan c6 céc r6i loan di truyén hiém gap vé viée

dung nap galactose, ching thiéu hut lactose Lapp hodc rdi loan hép thu glucose — galactose

khong nén str dung thude nay.

San phim c6 chira ta duge mau sunset yellow lake, mau qumolm yellow lake, mau tartrazin

yellow lake cé thé gy ra mot so phan tmg di tng & mot vai bénh nhan. Nén tham khao y kién

ciia Béc sT trude khi str dung néu tién sir da timg c6 phan tng dj (g véi sunset yellow lake, mau

quinolin yellow lake, mau tartrazin yellow lake.

Str dung thu6e cho phu nii ¢6 thai:

Do chua ¢ nghién clru day di trén ngudi mang thai, nén chi ding fexofenadin cho phu nir mang

thai khi lgi ich cho me vuot trdi nguy co d6i véi thai nhi.

Sir dung thude cho phu nir cho con bu:

Khong rd thube co bai tiét qua sita me hay khong, vi vy can than trong khi dung fexofenadin

cho phu nir dang cho con bu.

Anh huéng khi ldi xe va véin hanh may moc:

Thude it gy budn nga, nhung vén can than trong khi 1ai xe hoiic diéu khién may méc doi hoi

phai tinh tdo.

Twong tic cua thube:

- Erythromycin va ketoconazol lam tang nong do fexofenadin trong huyét tuong nhung khong
lam thay doi khoang QT.

- Nnng do fexofenadin c6 thé bi tang do erythromycin, ketoconazole, verapamil, cac chat (e
ché p-glycoprotein.

- Thudc khang acid chira nhém va magie néu ding dong thoi véi fexofenadin s& lam giam hip
thu fexofenadin, vi v@y phai dung cac thuoc nay cach nhau khoang 2 gio.

- Fexofenadin ¢6 thé lam tang nong do con, céc chit an thin hé TKTW, cac chat khéng
cholinergic.

- Fexofenadin c6 thé lam giam nong d¢ 1in nhau néu dum= dong thoi vai cac 'P\
acetylcholinesterase (& TKTW), betahistin, amphetamin, cac chat khang acid, rifampin.

Twong ky:

Nude hoa qua (cam, budi, tdo) c6 theer lam giam sinh kha dung cua fexofenadin tdi 36%. Tranh

dung fexofenadin voi con ethylic (rugu) vi lam tang nguy co an than (ngt).

Tiac dung khéng mong mudn (ADR):

Céc tac dung khong mong mudn cta thude khong bi anh huong boi lidu dung, tudi, gidi tinh va

chung tdc cua bénh nhan.

Thieong gap, ADR > 17100

- Thén kinh: Budn ngu, mét moi, dau dau, mat ngu, chong mit.

- Tiéu hoa: Budn non, kho tiéu.

- Khac: Nhiém virus (cam, ciim), dau bung kinh, nhiém ho hép trén, ngtra hong, ho, sot, viém tai

gitra, viém xoang, dau lung.

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

- Than kinh: So hai, rdi loan gic ngt, 4c mong.

- Tiéu hoa: Kho miéng, dau bung.

Hiém gap, ADR < 1/1000

- Da: Ban, may day, ngira.

- Phan (mg qua man: Phi mach, tic ngyc, kho tha, do bimg, choang phan vé.

Thong baa ngay cho bdc sy hodc dwgc sy nhitng tic dung khéng mong mubn gdp phai khi s

dung th uoc

Huéng din cdch xii tri ADR:

Céc tdc dung khong mong muon cia thude thudng nhe. chi 2.2% ngudi bénh phai ngimg thude
do cac tac dung khong mong mudn cta thude.
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Qua lidu va cich xir tri:

- Triéu chirng: Budn nén, chong mit, kho miéng.

- Xur ly: Str dung cac bi¢n phap thong thuong dé loai bo phan thude con chua dugce hap thu &
dng tiéu hoa. Diéu tri hd tro va diéu tri triéu chimg. Tham phan mau lam giam nong do thude
trong méu khong dang ké (1,7%). Khong co thude giai doc dic hiéu.

Cic déc tinh dwoe lue hoe, duge dong hoc
Duwrgc lwe hoc:
Fexofenadin 12 thudc khang histamin thé hé hai, c6 tac dung dbi khang dac hi¢u va chon loc 1én
thu thé H, ngoai vi. Thudc 1a mot chat chuyén hoa c6 hoat tinh caa terfenadin nhung khéng con
doc tinh dbi voi tim. Fexofenadin khong cé tic dung dang ké ddi khang acetylcholin, déi khang
dopamin va khdng co6 tac dung trc ché thu thé alpha,- hoic beta- adrencrgw O liéu diéu tri, thude
khong gay ngu hodc anh hudong dén than kinh trung uong. Thude ¢6 tac dung nhanh va kéo dai
do thude gin cham vao thu thé Hy, tao thanh phirc hop bén vimng va tach ra chim

Duge dong hoc:

Thude hdp thu tét khi ding duong udng va bit ddu phat huy tac dung sau khi uéng 60 phut.

Nong d6 dinh trong mau dat dugc sau 2 — 3 gio. Thirc @n giau chit béo lam giam ndng do dinh

trong huyét twong khoang 17% va kéo dai thoi gian dat ndng dé dinh cua thude (dén khoang 4

gi0). Tac dung khang histamin kéo dai hon 12 gio.

- Ti 1& lién két véi protein huyét [LI'Ung ctia thude 1a 60 — 70% chi yeu la vai albumin va alpha,-

acid glycoprotein. Thé tich phén b6 1a 5,4 — 5,8 lit/kg. Khong 16 thude co qua nhau thai hogc bai

tiét vao stra me hay khong, nhung khi dung terfenadin da phat hi¢n duoc fexofenadin la chat
chuyén héa cta terfenadin trong sita me. Fexofenadin khong qua hang rao mau — néo.

- Fexofenadin rét it bi chuyén hoa (khoang 5 %. chi yéu & niém mac rudt. Chi ¢6 khoéng 0,5 -

1.5% duoc chuyén héa ¢ gan nho hé enzym cytochrom Pysg thanh chat khéng c6 hoat tih).

Khoang 3.5% liéu fexofenadin chuyen héa qua pha II (khéng lién quan dén hé enzym yto rom

Paso) thanh din chét methyl este. Cht chuycn hoa nay chi thay trong phan nén ¢ thé u tham

gia cla cde vi khudn dudng rudt vao chuyén hoa nay. Thoi gian ban thai cua fexofenadin khoang

14.4 gid, kéo dai hon (31 — 72%) & ngudi suy than. Thude thai trir chu yéu qua phan (xdp xi

80%). va khoang 11 -12% liéu dung dugc thai trir qua nudc tiéu dudi dang khong doi.

Duoe dong hoc o nguoi suy than:

Cle 41 — 80 ml/phit: nong dé dinh cao hon 87%, thoi gian ban thai dai hon 59%.

Clg 11— 40 ml/phut: nfﬁng dd dinh cao hon 111%, thoi gian ban thai dai hon 72%.

Cle < 10 ml/phat (6 nguai dang thyuce hién thdm phan): nong d6 dinh cao hon 82% va thoi gian

ban thai dai hon 31% so vdi nguoi khoe manh.

Quy cach dong goi:

Hop 5 vix 10 vién/ Hop 10 vi x 10 vién.

Chai nhya 200 vién.

Tiéu chuin: Tiéu chuén co so.

Han dung: 36 thang ké tir ngay san xuét.

Bio quan: Bao quan thude & noi khd, thoang, nhiét d¢ dudi 30°C, tranh anh sang.

%
_ Tén, dia chi ciia co's¢' sin xut: ﬁ!
CONG TY CO PHAN US PHARMA USA i
Lo B1 - 10, Buong D2, Khu cong nghlep Tay Bic Cu Chl TP. HO6 Chi Minh — Viét Nam.
Moi thic mdc va théng tin chi tiét, xin lién hé sé dién thoai 028-37908860
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