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THANH PHAN: Méi vién nén bao phlm chua:
Fexofenadin hydrodond .60 mg

Dé xatam tay tré em.
R Doc ky hudng dan st dung trudc khi dung.
e - SPK:
CHI PINH, CACH DUNG, CHONG CHI DINH VA CAC THONG TIN KHAC: San xuat tai: CONG TY CO PHAN SANOFI VIET NAM :
L6 1-8-2, Budng D8, Khu Cong nghé cao, Phueng Long Thanh My,
dé nghi xem trong t& huéng dén s& dung kém theo . . <t 3
Bao quan & nhiét do khong qua 30°C, tranh anh sang. Quan 9, Tp.HS Chi Minh, Viet Nam

..1vién

COMPOSITION: Each film-coated tablet contains:
Fexofenadine hydrochloride......... e 60 MQ

Excipients q.s .........

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

Reg. No.:

INDICATIONS, ADMINISTRATION, CONTRAINDICATIONS AND OTHER Manufactured by: SANOFI VIETNAM SHAREHOLDING COMPANY

INFORMATION: See the package insert
Store below 30°C, protect from light

Lot 1-8-2, D8 Road, Saigon Hi-Tech Park, Long Thanh My ward,
District 9, Ho Chi Minh city, Vietnam.
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Telfast BD

Fexofenadin hydroclorid 60 mg
Vién nén bao phim

DPoc ky hwéng dan str dung trwére khi dung.
Dé thudc xa tim tay tré em.

Théng bao ngay cho bac si hodc dwere si nhivng tac dung khéong mong muén gap phai khi st
dung thudc.

THANH PHAN, HAM LUQNG CUA THUOC

Cho 1 vién nén bao phim:

Hoat chét:

Fexofenadin hydroclorid................................... 60 mg

Ta duwoc: microcrystalline cellulose (avicel pH 101, avicel pH 102), pregelatinised maize starch,
croscarmellose natri, magnesi stearat, hypromellose E-5, hypromellose E-15, titan dioxyd, povidon,
colloidal anhydrous silica, macrogol 400, hén hgp pink iron oxyd (PB1254), hén hop yellow iron oxyd
(PB1255).

MO TA SAN PHAM

Vién nén bao phim, mau héng nhat, hinh oval, hai mat 16i, mét mét tron, mat kia khic sé "06".

QUY CACH BONG GOl
Hop 1 vi x 10 vién nén bao phim.

PHAN 1: HWUONG DAN SU’ DUNG THUOC CHO BENH NHAN

THUOC DUNG CHO BENH Gi

Viém mdi di &ng: Telfast BD 60 mg dwoc chi dinh dé diéu tri viem mdi di ’ng theo mua & ngwdi 16n va
tré em tir 12 tudi trd 1én.

May day vé can man tinh: Telfast BD 60 mg duwoc chi dinh dé diéu tri cac biéu hién ngoai da khéng bién
chirng clia may day vé can man tinh & ngwdi Ion va tré em tir 12 tudi tr& lén. Thudc lam gidm ngwra va
s6 lwong dat may day mét cach dang ké.

NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG

Liéu dung

Nguoi 1on va tré em tir 12 tudi tré lén: Liéu khuyén dung clia Telfast BD 60 mg 1a 1 vién x 2 lan mdi
ngay.

Nguoi suy than: Liéu khédi dau khuyén dung Ia 1 vién 60 mg mbi ngay.

Nguoi suy gan: khéng can diéu chinh liéu.

Nguoi cao tudi: khéng can diéu chinh liéu, ngoai trir co suy gidm chirc nang than.

Cach dung

Thuéc dung dwong udng véi nwéc va trede bira 8n. Khong uéng thube véi nwédc hoa qué (nhw cam,
budi, tao).

KHI NAO KHONG NEN DUNG THUOC NAY

Telfast BD 60 mg bi chong chi dinh trén bénh nhan cé tién st di rng v&i bat clr thanh phan nao cla
thudc.

TAC DUNG KHONG MONG MUON

Giéng nhu moi loai thude khac, thube nay co thé gay tac dung khéng mong muédn trén mét sé ngudi.
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Hay théng bao ngay cho bac si va nguwng str dung Telfast BD 60 mg néu xay ra: Phu mat/méi/ludi hodc
cb hong, va kho thé, vi day co thé 1a nhirtng d4u hiéu cla phan &ng di trng nghiém trong.

Thuong gép (c6 thé xdy ra trén 1 trong 100 nguoi): Budn ngd (1,3 - 2,2%), mét méi, dau d&u, mét ngd,
chéng mat; Buon nén, }(hé tiéu; D& bi nhiém siéu vi (cdm, cum), dau bung kinh, dé& bi nhiém khuan hé hap
trén, nglra hong, ho, sot, viém tai gitra, viém xoang, dau lwng.

It g&p (c6 thé xay ra trén 1 trong 1.000 nguei): So hai, réi loan gidc ngl, 4c méng; khd miéng, dau bung.
Hiém gdp (c6 thé xdy ra dwdi 1 trong 1.000 ngudi): Ban da, may day, nglra; phan ¢ng di &ng: phu
mat/moéi/lvdi/hong, tirc ngue, khé thé, dé birng mat.

Khéng ré tén suét (khdng thé wéc tinh ter dik liéu hién c6): Tang nhip tim, hdi hop; tiéu chay.

Théng béo cho béc s, duoc sT céc tac dung khéng mong mubn gap phéi khi s& dung thuéce.

NEN TRANH DUNG NHIPNG THUOC HOAC THUC PHAM Gi KHI BANG SU’ DUNG THUOC NAY

Hay théng b&o cho béac si hodc dwoc s néu dang dung, gan day cé dung hodc co thé dung bét ky thubc
nao khac.

Cac thude chira kho tiéu chira nhém va magnesi néu dung dong thoi voi Telfast BD 60 mg sé lam giam
hap thu thudc, vi vay phai dung céc thudc nay cach nhau khoang 2 gid.

CAN LAM Gi KHI MOT LAN QUEN DUNG THUOC

Khéng dwoc dung liéu gap d6i dé thay thé cho liéu quén dung. Hay dung liéu ké tiép theo thai gian
thwdng nhw bac si da ké toa.

CAN BAO QUAN THUOC NAY NHU THE NAO

Bdo quén & nhiét 36 khéng qua 30°C, tranh anh sang.

NH’NG DAU HIEU VA TRIEU CHU’'NG KHI DUNG THUOC QUA LIEU
Nhirng triéu chirng clia qua liéu da dwoc bao céo la chdng mat, budn ngt, mét mai va khd miéng\%;
CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO
Khi dung qua liéu khuyén céo, hay lién hé ngay v&i bac sT hodc co s& y té gan nhat dé duoc xi tri. Hay
nh& mang theo vé hdp va cac vién thudce con lai.

NHO’NG DIEU CAN THAN TRONG KHI DUNG THUOC NAY

Hay thdng bao cho bac si hodc dworc sT trivée khi dung Telfast BD 60 mg, néu ngudi bénh:

bi bénh gan hoac than;

bi bénh tim, vi thuéc nay co thé gay nhip tim nhanh hodc khéng déu;

la nguoi cao tudi.

C6 thai va nudi con bing sira me:

Nhuw mét nguyén tac chung, hay xin y kién clia bac sT hodc dwoc si trwdc khi st dung bat ky thube gi khi
mang thai hoac nudi con bang stra me.

C6 thai

Chura c6 nghién ciru dy dd trén ngwdi mang thai, chi nén dung Telfast BD 60 mg khi that can thiét.

Nuéi con bang sira me

Khéng rd thudc co bai tiét qua sira hay khong, vi vay chi nén dung Telfast BD 60 mg khi that can thiét.
Anh hwéng cua thube déi véi cong viéc

Telfast BD 60 mg anh hwéng khéng dang ké dén kha nang lai xe va van hanh may moéc. Tuy vay, nén
kiém tra cam giac budn ngl ho&c chéng mat trwede khi lai xe va van hanh may méc.

Néu c6 bét ky diéu gi con nghi ngo, hy xin y kién cia bac T trwée khi ding thuée nay.

KHI NAO CAN THAM VAN BAC SI, DUQC Si

Can tham van béac si, dwoc sT khi nguoi bénh:

bi bénh gan hodc than; ‘Ln/

bi bénh tim;
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la ngudi cao tudi;

dung qué liéu khuyén cao;

xay ra tac dung khéng mong muén;

dang mang thai hodc nuéi con bang stra me;

Néu ban khéng chéc rdng cé bét ky van dé nao néu trén, hay xin y kién cda béc sT hodc duwoc sT truée khi
dung Telfast BD 60 mg.

Néu cén thém théng tin xin héi y kién bac si hodc duworc si.

HAN DUNG CUA THUOC

24 thang ké tr ngay san xuat.

KHONG DUNG THUOC KHI QUA HAN SU* DUNG IN TREN BAO BI.

TEN DIA CHi CO SO SAN XUAT

Céng ty C6 Phan Sanofi Viét Nam

L6 I-8-2, dwdrng D8, Khu céng nghé cao, phwéng Long Thanh My, Quan 9, Tp. H& Chi MiRhk
NGAY XEM XET SUPA DOI CAP NHAT LAI NOI DUNG TO' HPONG DAN S’ DUNG THU

PHAN 2: HUONG DAN SU’ DUNG THUOC CHO CAN BO Y TE

CAC BAC TiNH DU'Q'C LIPC HQC, DU'Q'C BONG HOC
Tinh chét dwoc Iwe hoc

Fexofenadin la thuéc khang histamin thé hé hai, co tac dung déi khang d&c hiéu va chon loc trén thy thé
histamin H, ngoai bién. Fexofenadin la chat chuyén héa co hoat tinh cta terfenadin nhwng khong con doc
tinh @i v&i tim do khéng (rc ché kénh kali lién quan dén su tai cuc té bao co tim. Fexofenadin khong co
tac dung dang ké khang chollnerglc hodc dopaminergic va khong coé tac dung trc ché thy thé alpha-1
hogc beta adrenergic. O liéu diéu tri, fexofenadin khéng gay budn ng hay anh hwéng dén hé than kinh
trung wong. Thubc c6 tac dung nhanh va kéo dai.

Tinh chit dwoc dong hoc

Hép thu: Fexofenadin duoc hap thu tot khi dung duong udng va bat dau phat huy tac dung sau khi udng

60 phat. Nong @6 dinh trong huyét twong dat dwoc sau 2-3 gid. Viéc sir dung dong thoi fexofenadin véi

ché d@o &n nhiéu chat béo lam gidm AUC va Cpa, clia fexofenadin Ian Iwot 1a 21% va 20%.

Phan bé: Khoang 60-70% fexofenadin gén két voi protein huyét twong, chl yéu véi albumin va alpha-1

acid glycoprotein. Khéng rd thudc cd qua nhau thai hodc bai tiét vao stta me hay khéng. Fexofenadin

khéng qua hang rao mau néo.

Chuyén héa: Fexofenadin rét it bi chuyén hoa (khoang 5%, chd yéu & niém mac ruét. Chi khoang 0,5-

1,5% lidu dung dwoc chuyén héa & gan nhér hé enzym cytochrom P450 thanh chét khéng cé hoat tinh).

Théi triz. Thoi gian ban thai trung binh cla fexofenadin khoang 14,4 gi®, kéo dai hon (31-72%) & nguoi

suy than. Thuéc duwoc thai trir dwdi dang khéng ddi chl yéu qua phan khodng 80%, va 11% qua nuoc

tiéu.

Nghién ciru lam sang

Viém mdi dj trng theo muaa:

- Trong nghién ctru dbi chirng giad dwoc, ngau nhién, mu déi, da trung tam, kéo dai 2 tuan trén bénh
nhan tir 12 dén 68 tudi bi viem mdi di (’ng theo mua (n= 1634) dung fexofenadin 60 mg 2 lan m0| ngay
lam giam dang ké tébng diém sb triéu chirng (cong cac diém sbé cla tirng triéu chirng hat hoi, sé mi,
ngua mdi- -hau-hong, mét dé-nglra-chdy nwéc mat) so voi gia dwoc. Giam c6 y nghia théng ké trén
diém sb cac triéu chirng dwoc ghi nhan sau khi dung liéu dau tién 60 mg, véi tac dung dugc duy tr|
trong subt 12 gio. Trong nhirng nghlen ctru nay, khdng co gidm thém triéu chirng trén tbng diém sb
triéu chung khi duing liéu cao hon cla fexofenadin Ién dén 240 mg 2 lan méi ngay.

— Thubc bét dau tac dung dé gidm tong diém triéu chirng, ngoai trir sung huyét mi, dwoc ghi nhan la 60
phut so véi gid dwoc sau khi dung liéu don fexofenadin 60 mg cho bénh nhan bi viém mdi di &rng theo
mua nhirng ngudi dwoc cho tiép xtc véi phan cd dai trong hé théng thir nghiém diéu tri chéng di (ng.
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May day v6 can man tinh: Trong nghién ctru lam sang ddi chirng gid dwoc, ngau nhién, mu doi, da trung
tam, keo dai 4 tudn so sanh 4 liéu dung khac nhau cla fexofenadin (20, 60, 120, va 240 mg, dung 2 1an
mai ngay) dwoc so voi gida dwoc trén bénh nhan tir 12 den 70 tudi bi may day v6 can man tinh (n=726).
Hiéu qua dwoc chirng minh bang sy gidm dang ké diém sb trung binh triéu chung ngua (MPS), so lveng
trung binh cla dat may day (MNW), va trung binh tng diém sé triéu chirng (tong ctia MPS va MNW).
Méc du tt ca 4 liéu dung déu co hiéu qua vuot troi dang ké so v&i gia dwoc, .gidm triéu chirng nhiéu hon
va hiéu qua dwoc duy tri trong subt 4 tuan diéu tri bang fexofenadin véi liéu dung = 60 mg 2 1an méi
ngay. Tuy vay, khdng cd loi ich gia tang dwoc ghi nhan cla fexofenadin 120 mg hodc 240 mg dung 2 lan
moi ngay so Voi liéu dung 60 mg 2 I&n méi ngay trong viéc gidm diém sé triéu chirng. Khdng co sy khac
biét dang ké vé hiéu qua cla fexofenadin gitra cac phan nhém bénh nhan duoc phan chia theo gidi tinh,
dé tudi, can nang, va chlng toc.

CHi BINH

Viém mdi di (’ng: Telfast BD 60 mg dwoc chi dinh dé diéu tri viem mdi di ng theo mua & nguwdi Ién va
tré em tir 12 tudi tré lén.

May day vé can man tinh: Telfast BD 60 mg duwoc chi dinh dé diéu tri cac biéu hién ‘ngoai da khéng bién
ching cla may day vo can man tinh & nguoi Ion va tré em tir 12 tudi tré 1én. Thudc lam gidm ngira va
sb lvong dat may day mét cach dang ké.

LIEU DUNG VA CACH DUNG
Liéu dung
Nguoi Ion va tré em tir 12 tudi trd 1én: Liéu khuyén dung cia Telfast BD 60 mg 1a 1

ngay. CO PHA
Nguwoi suy than: Liéu khéi dau khuyén dung la 1 vién 60 mg méi ngay. SANOH
Nguwi suy gan: khéng can diéu chinh liéu. 1‘”ET NAM $

Ngudi cao tudi: khéng can diéu chinh liéu, ngoai trir ¢ suy gidm chirc nang than.
Cach dung
Thubc dung dwdng ubng v&i nwéc va trede bira &n. Khéng ubng thube véi nwéc hoa qué (nhw cam,
budi, téo).
CHONG CHi BINH
Telfast BD 60 mg bi chéng chi dinh trén bénh nhan cé tién s di ng v&i bat clr thanh phan nao cla
thudec.
THAN TRONG KHI DUNG THUOC
Cén than trong va diéu chinh liéu thich hop khi dung thudc cho nguei co chirc nang than suy gidm vi
néng do thubc trong huyét twong tang do théi gian ban thai kéo dai.
Can than trong khi dung thuéc cho nguéi cao tudi (trén 65 tudi) thuwéng co suy gidm sinh ly chirc nang
than.
Do an toan va tinh hiéu qua cta Telfast BD 60 mg chwa dwoc danh gia trén tré em dwdi 12 tudi.
Khong tw y dung thém thubc khang histamin Hy khéc khi dang st dung fexofenadin.
Can ngung fexofenadin it nhét 24-48 gi¢ trivde khi tién hanh cac thlr nghiém khang nguyén tiém trong
da.
Dung fexofenadin lam bénh vay nén tang lén.
Phu ni¥ c6 thai va nuéi con bang siva me
Co thai
Chwa c6 nghién ctru day dd trén ngwdi mang thai, nén chi dung fexofenadin cho phu n* mang thai khi lgi
ich cho me vwot trdi nguy co doi véi thai nhi.
Nuéi con bang s&ra me
Khong ré thubc co bai tiét qua stra hay khong, vi vay can than trong khi dung fexofenadin cho phu ni
dang nudi con bang sira me

W
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Anh hwéng caa thube déi véi cong viéc

Tuy fexofenadin it gay budn ngl, nhwng van can than trong khi lai xe hoac diéu khién may moc dodi hoi
phai tinh tao.

TUWONG TAC CUA THUOC V&I CAC THUOC KHAC VA CAC LOAI TWONG TAC KHAC

Erythromycin va ketoconazol lam tang nbéng dé fexofenadin trong huyét tvong nhung khéng 1am thay ddi
khoang QT. Khéng c6 sw khac biét vé tac dung khéng mong mudn dugc bao céo khi cac thube nay dwoc
dung riéng Ié ho&c phéi hop.

Thubc khang acid chra nhém va magnesi néu dung déng thoi voi fexofenadin sé lam giam hép thu
thuéce, vi vay phai dung cac thubc nay cach nhau khoang 2 gio.

Khéng ghi nhan cé twong tac gitra fexofenadin va omeprazol.
Néng dé fexofenadin c6 thé bi tdng do verapamil, cac chét (rc ché p-glycoprotein.

Fexofenadin cé thé lam tang ndng doé cdn, cac chat an than hé than kinh trung wong, céc chat khang
cholinergic. Tranh dung fexofenadin v&i rou vi lam tdng nguy co an than (nga).

Fexofenadin c6 thé lam gidm ndng dé cac chét trc ché acetylcholoinesterase (& than kinh trung wong),
betahistin.

Fexofenadin co thé bi gidm ndng d6 bdi cac chat (rc ché acetylcholinesterase (& than kinh trung wong),
amphetamin, cac chat khang acid, nwéc ép qua bwdi, rifampin.

Nuwdéc hoa qué (cam, bwdi, tao) cé thé 1am gidm sinh kha dung cua fexofenadin dén 36%.

TAC DUNG KHONG MONG MUON

Cac nghién ctru lam sang c6 déi chirng voi gia dwoc cho thay ty Ié tac dung khéng mong mudn & nhém
ngudi bénh dung fexofenadin twong tw nhr & nhom dung gia duoc. Cac tac dung khéng mong muon
ctia thubc khéng bi anh hwéng béi liéu dung, tudi, gii tinh va ching téc cla bénh nhan.

Thuong gap (>1/100):

Théan kinh: Budn ngti (1,3 - 2,2%), mét mdi, dau dau, mét ngl, chéng mét.
Tiéu hoa: Budn nén, kho tiéu.

Khac: D& bi nhiém siéu vi (cdm, cam), dau bung kinh, dé bi nhiém khuan hé hép trén,
viém tai gitra, viém xoang, dau lwng.

It g&p (>1/1.000, <1/100):

Than kinh: So hai, réi loan gi&c ngu, 4c mong.

Tiéu héa: Khé miéng, dau bung.

Hiém gap (<1/1.000):

Da: Ban da, may day, ngtra.

Phan (rng qué man: Phu mach, tirc nguc, kho thé, dé birng, choang phan vé.
Khéng ré tan suét (khéng thé wéc tinh tor div liéu hién co):

Tim mach: Tang nhip tim, héi hop.

Tiéu héa: Tiéu chay.

QUA LIEU VA CACH XU TRi

Cac bao cao vé qua liéu cla fexofenadin it g&p va thong tin vé ddc tinh cip con han ché. Tuy
budn ngu, chéng mat, khd miéng da dwoc bao cao.

Xt tri: S dung cac bién phap théng thucyng dé loai bd phan thuébc con chua duoc hép thu & 6Ag tiéu
hoa Diéu tri trleu chung va nang ds tong trang. Loc mau lam gidm néng dé thubc trong mau khéng dang
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