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 Box of 1 blister x 10 film coated tablets

COMPOSITION: Each film-coated tablet contains: Keep out of reach of children

Fexofenadine hydrochloride 180 mg Read carefully the package insert before use
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" 1-8-2, D8 Road, Saigon Hi-Tech Park, Long Thanh My ward,

INFORMATION: See the package insert ot d, Saigo

Store below 30°C, protect from light. District 9, Ho Chi Minh city, Vietnam.
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Telfast HD

Fexofenadin hydroclorid 180 mg
Vién nén bao phim

Doc ky hwéng dan sir dung trwde khi dung.
Dé thubc xa tam tay tré em.

Thong bao ngay cho bac si hoac dwoc si nhirng tac dung khéng mong muén gap phai khi st
dung thubc.

THANH PHAN, HAM LUQNG CUA THUOC

Cho 1 vién nén bao phim:

Hoat chét:

Fexofenadin hydroclorid.................................. 180 mg

Ta dwoc: 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 hop pink iron oxyd (PB1254), hén hop yellow iron oxyd
(PB1255).

MO TA SAN PHAM

Vién nén bao phim, mau hdng nhat, hinh thuén dai, hai mat 16i, mot mat co khac hinh 6 mat kia khac sb
l(m)l'

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

PHAN 1: HWONG DAN SU DUNG THUOC CHO BENH NHAN

THUOC DUNG CHO BENH Gi

Viém mai di tng: Telfast HD 180 mg duoc chi dinh dé diéu tri viém mdi di tng theo mua & nguoi lén va
tré em tlr 12 tudi trd lén.

May day v6 can man tinh: Telfast HD 180 mg dwoc chi dinh dé diéu trj cac biéu hién ngoai da khong bién
chirng clia may day vé can man tinh & nguwoi I&n va tré em tir 12 tudi tré 1én. Thudce lam gidm ngtra va
sO lvong dat may day mot cach dang ké.

NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUONG

Liéu dung

Nguoi Ion va tré em tir 12 tudi tré lén: Liéu khuyén dung cla Telfast HD 180 mg la 1 vién mdi ngay.
Nguai suy than: Liéu khéi dau duoc khuyén dung 1a 1 vién fexofenadin 60 mg méi ngay.

Nguoi suy gan: khéng can diéu chinh liéu.

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

Cach dung

Thubc dung duong ubng véi nwdc va trwde bira an. Khong ubng thude voi nwéc hoa qué (nhu cam,
budi, tao).

KHI NAO KHONG NEN DUNG THUOC NAY

Telfast HD 180 mg bi chéng chi dinh trén bénh nhan co tién s di (ng v&i bat ¢ thanh phan nao cla
thuéc.
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TAC DUNG KHONG MONG MUON
Giong nhwmoi loai thuée khac, thuée nay co thé gay tac dung khéng mong muén trén mot sé nguoi.

Hay thdng bao ngay cho béac si va ngwng st dung Telfast HD 180 mg néu xay ra: Phu mat/moi/ludi hoac
c0 hong, va kho thé, vi day cé thé 1a nhitng d&u hiéu cla phan ng di trng nghiém trong.

Thuong gap (co thé xay ra trén 1 trong 100 nguoi): Bubn ngli (1,3 - 2,2%), mét madi, dau dau, méat ngu,
chéng mat; Budn nén, kho tiéu; D& bj nhiém siéu vi (cam, cum), dau bung kinh, dé bi nhiém khuén hé hap
trén, ngra hong, ho, sét, viém tai gitra, viém xoang, dau lwng.

It gdp (c6 thé x4y ra trén 1 trong 1.000 nguei): So hai, rdi loan giéc ngu, ac méng; khé miéng, dau bung.
Hiém gap (c6 thé xay ra dudi 1 trong 1.000 nguwai): Ban da, may day, ngtra; phan (rng di rng: phu
mat/moi/lwdi/hong, tirc nguwe, kho thé, dé birng mat.

Khong ré tan suét (khéng thé wéc tinh tee dir liéu hién c6): Tang nhip tim, hoi hép; tiéu chay.

Théng bao cho bac si, duoc sT céc tac dung khéng mong mudn gép phai khi stk dung thudc.

NEN TRANH DUNG NHING THUOC HOAC THU'C PHAM Gi KHI DANG SU’ DUNG THUOC NAY

Hay théng bao cho bac sT hodc duwoc si néu dang dung, gan day cé dung hodc cé thé ding bét ky thube
nao khac.

Céc thubc chira kho tiéu chira nhém va magnesi néu dung dong thoi voi Telfast HD 180 mg sé lam gidm
hap thu thudc, vi vay phai dung cac thubc nay cach nhau khoang 2 gior.

CAN LAM GI KHI MQT LAN QUEN DUNG THUOC

Khéong duoc dung liéu gap doi dé thay thé cho liéu quén dung. Hay dung liéu ké tiép theo thoi gian thong
thuwdrng nhuw bac si da ké toa.

CAN BAO QUAN THUOC NAY NHU THE NAO

B3o quan & nhiét do khéng qua 30°C, tranh anh sang.

NHO’NG DAU HIEU vA TRIEU CHIJ’NG KHI DUNG THUOC QUA LIEU

cO PHAN

SANOFI
CAN PHAI LAM GI KHI DUNG THUOC QUA LIEU KHUYEN CAO

. Sod
Khi dung qua liéu khuyén céo, hay lién hé ngay voi bac si hoac co s& y t& gan nhét dé dwoc

nh& mang theo vé hop va céac vién thudc con lai.

NH’NG PIEU CAN THAN TRONG KHI DUNG THUOC NAY

Hay théng bao cho bac s hodc duorc s trivde khi dung Telfast HD 180 mg, néu ngudi bénh:

bi bénh gan hoac than;

bi bénh tim, vi thudc nay cé thé gay nhip tim nhanh hoac khang déu;

la ngudi cao tudi.

Cé thai va nudi con bang siva me:

Nhw mot nguyén tac chung, hay xin y kién cla bac s hodc duoc si trirde khi st dung bét ky thube gi khi
mang thai hoac nudi con bang sira me.

Co thai

Chuwa co nghién ctru day du trén ngudi mang thai, chi nén dung Telfast HD 180 mg khi that can thiét.

Nuéi con bang sira me

Khang ré thude co bai tiét qua sra hay khong, vi vay chi nén dung Telfast HD 180 mg khi that can thiét.
Anh hwéng cua thudc dbi véi cong viec

Telfast HD 180 mg anh hwcyng khong dang ké dén kha nang lai xe va van hanh may moc. Tuy vay, nén
kiém tra cdm giac budn ng hoac chong mat trwede khi lai xe va van hanh may méc.

Néu cé bét ky diéu gi con nghi ngo, héy xin y kién cta bac s truée khi dung thuée nay.
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KHI NAO.CAN THAM VAN BAC SI, DUQC SI
Céan thamV&n bac si, dwoc sT khi ngudi bénh:
bi bénh gan hoac than;

bi bénh tim;

la ngwdi cao tudi:

dung qua liéu khuyén cao:

xay ra tac dung khéng mong muén;

dang mang thai hodc nuéi con bang stra me;

Néu ban khéng chic réng cd bét ky van dé nao néu trén, héy xin y kién cda bac si hodc duoc s truée khi
dung Telfast HD 180 mg.

Néu can thém théng tin xin héi y kién bac sT hodc duworc si.,
HAN DUNG CUA THUOC

24 thang ké tir ngay san xuét. @\223345}\
KHONG DUNG THUOC KHI QUA HAN S DUNG IN TREN BAO BI.
TEN DIA CHi CO SO’ SAN XUAT

Céng ty C6 Phan Sanofi Viét Nam

COPHAN \©
SANOFI |

L& I-8-2, dwong D8, Khu cdng nghé cao, phwdng Long Thanh My, Quan 9, Tp. HS Chi VIET Nw%/
NGAY XEM XET SU’A BOI CAP NHAT LAI NOI DUNG T HWONG DAN SUP DUNG THUOC: - CY@)
N2 HOZZ

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

CAC PAC TiNH DU'Q'C LUC HOC, DU'Q'C PONG HOC
Tinh chat dwoc Iwe hoc

Fexofenadin la thubc khang histamin thé hé hai, co tac dung déi khang dac hiéu va chon loc trén thu thé
histamin H; ngoai bién. Fexofenadin la chat chuyén hoa cé hoat tinh cia terfenadin nhwng khéng con doc
tinh d@éi v&i tim do khong trc ché kénh kali lién quan dén sw tai cuwc té bao co tim. Fexofenadin khong co
tac dung dang ké khang cholinergic hodc dopaminergic va khdng co tac dung (rc ché thu thé alpha-1
hodc beta adrenergic. O liéu diéu tri, fexofenadin khéng gay budn ngl hay &nh hwdng dén hé than kinh
trung wong. Thubc co tac dung nhanh va kéo dai.

Tinh chat dwoc dong hoc

Hép thu: Fexofenadin dwoc h&p thu tét khi dung dueng ubng va bat dau phat huy tac dung sau khi uéng
60 phut. Nong dé dinh trong huyet twong dat duvoc sau 2-3 gio. Viéc si dung déng thdi fexofenadin vai
ché d6 an nhiéu chat béo lam giam AUC va Cp. cla fexofenadin lan lwot 1a 21% va 20%.

Phén bé: Khodng 60-70% fexofenadin gén két voi protein huyét ‘twong, chu yéu v&i albumin va alpha-1
acid glycoprotein. Khéng ré thudc cé qua nhau thai hodc bai tiét vao stra me hay khéng. Fexofenadin
khéng qua hang rao mau nao.

Chuyen héa: Fexofenadin rat it bi chuyén héa (khoang 5%, chli yéu & niém mac ruét. Chi khoadng 0,5-
1,5% liéu dung dwoc chuyén hoa & gan nho hé enzym cytochrom P450 thanh chét khong co hoat tinh).

Thai trix. Thoi gian ban thai trung binh cla fexofenadin khoang 14,4 gi¢, kéo dai hon (31-72%) & nguoi
suy than. Thubc dwoc thai trir dusi dang khong déi chd yéu qua phan khoang 80%, va 11% qua nuwdéc
tiéu.

Nghién ctru lam sang

Viém mdai dj teng theo mua: Trong nghién clru Idm sang ngau nhién, mu d6i, da trung tam, kéo dai 2 tuan
trén bénh nhan tir 12 dén 65 tudi bi viéem mdi di ¢’ng theo mua (n= =863), dung fexofenadln 180 mg 1 Ian
méi ngay lam glam dang ké tong diém s trieu chirng (cong cac diém sé cla tirng triéu chirng hat hoi, sb
mdi, nglra mai-hdu-hong, méat dd- -ngtra-chdy nwdc mat) so véi gia dwoc. Mac du sd bénh nhan con it

v
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trong moét vai phan nhém, nhwng khéng co sy khac biét dang ké vé hiéu qua cla fexofenadin gitra cac
phan nhom-bénh nhan dwoc phan chia theo gidi tinh, d6 tudi, va ching toc.

May day v6 can man tinh: Trong nghién ctru ddi chirng gid dwoc, ngdu nhién, mi doi, da trung tam, kéo
dai 4 tuan trén bénh nhan tr 12 tudi tr& 1én bi may day vé can man tinh (n= 259) dung fexofenadln 180 mg
1 lan méi ngay lam giam dang ké sb Iuong trung binh clia dat may day (MNW), diém sé trung binh triéu
chirng ngtra (MPS), va trung binh téng d’|em SO triéu chung (téng ctia MPS va MNW). Béi voi MNW va
MPS dwoc ghi nhan gidm déu nhau vao cudi thoi diém cla khoang liéu dung 24 gi®. Gidm triéu chirng
nhiéu hon trong nhém dung fexofenadin 180 mg so véi nhom dung gid dwoc. Cai thién triéu chirng duoc
chirng minh trong 1 ngay diéu tri bang fexofenadin 180 mg va dwoc duy tri trong subt 4 tuan diéu tri.
Khéng cd su khac biét dang ké vé hiéu qua cla fexofenadin gitra cac phan nhom bénh nhan duoc phan
chia theo gi®i tinh, dé tudi, va chiing toc.

CHIi DINH

Viém mii di ¢¢ng: Telfast HD 180 mg dwoc chi dinh dé diéu tri viem mi di ¢’ng theo miia & nguwdi I6n va
tré em tr 12 tudi tré 1én.

May day v6 can man tinh: Telfast HD 180 mg duworc chi dinh dé diéu tri cac biéu hién ngoai da khéng bién
chirng ctia may day vé can man tinh & ngudi Ion va tré em tir 12 tudi tr& 1en. Thube lam giam ngtra va
s6 lvong dat may day mét cach dang ké.

LIEU DUNG VA CACH DUNG

Liéu dung

Ngui I6n va tré em tir 12 tudi trd 1én: Liéu khuyén dung cla Telfast HD 180 mg 1a 1 vién mdi ngay.
Nguwoi suy than: Liéu khéi dau dwoc khuyén dung la 1 vién fexofenadin 60 mg méi ngay.
Nguai suy gan: khéng can diéu chinh liéu.

Nguoi cao tudi: khong can diéu chinh liéu, ngoai trlr cd suy gidm chirc nang than.

Cach dung

Thudc dung duong udng véi nwdce va trudce bira an. Khong udng thude véi nwde hoa q
budi, tao).

CHONG CHi BINH 2
Telfast HD 180 mg bi chéng chi dinh trén bénh nhan co tién s di (Png v&i bat cr thanh phan
thuée.

THAN TRONG KHI DUNG THUOC

Can than trong va diéu chinh liéu thich hop khi dung thuéc cho ngudi co chirc nang than suy giam vi
nong do thude trong huyét twong téng do thei gian ban thai kéo dai.

Céan than trong khi dung thudc cho ngudi cao tudi (trén 65 tudi) thuweng co suy gidm sinh Iy chire nang
than.

D6 an toan va tinh hiéu qua cda Telfast HD 180 mg chwa dwoc danh gia trén tré em dwdi 12 tudi.

Khong tw y dung thém thude khang histamin Hy khac khi dang st dung fexofenadin.

Can ngung fexofenadin it nhat 24-48 gi¢ trvde khi tién hanh cac thir nghiém khang nguyén tiém trong
da.

Dung fexofenadin lam bénh vay nén tang lén.

VIET NAM /&
,\_%//

o
oTuaz//

Phu ni¥ c6 thai va nuéi con bang siva me

Cé thai

Chua co nghién clru day du trén ngwei mang thai, nén chi dung fexofenadin cho phu ntr mang thai khi |gi
ich cho me vwot troi nguy co déi véi thai nhi.

Nuéi con bdng sira me

Khong ré thuéc co bai tiét qua stra hay khéng, vi vay can than trong khi ding fexofenadin cho phu ni
dang nudi con bang sra me
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Anh hwéng cua thube dbi véi cong viec

Tuy fexofenadin it gay budn ngu, nhung van can than trong khi lai xe hoac digu khién may moc doi hai
phai tinh tao.

TWONG TAC CUA THUOC VO1 CAC THUOC KHAC VA CAC LOAI TWONG TAC KHAC

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

Thubc khang acid chira nhém va magnesi néu dung ddng thoi voi fexofenadin sé lam gidm hép thu
thuée, vi vay phai diing cac thuéc nay cach nhau khoang 2 gio.

Khéng ghi nhan cé twong tac gitra fexofenadin va omeprazol.

Nong do fexofenadin co thé bi tdng do verapamil, cac chét trc ché p-glycoprotein.

Fexofenadin co thé lam t&ng néng d6 cén, cac chat an than hé than kinh trung wong, cac chat khang
cholinergic. Tranh dung fexofenadin v&i rieou vi lam tang nguy co an than (nga).

Fexofenadin cé thé lam gidm ndéng d6 cac chat (rc ché acetylcholoinesterase (& than kinh trung wong),
betahistin.

Fexofenadin cé thé bi gidm néng dd b&i cac chat trc ché acetylcholinesterase (& than kinh trung wong),
amphetamin, cac chét khang acid, nuwdc ép qua budi, rifampin.

Nudc hoa qua (cam, budi, tao) ¢ thé 1am gidm sinh kha dung cla fexofenadin Gén 36%.

TAC DUNG KHONG MONG MUON

Cac nghién ctru lam sang cé déi chivrng voi gié duoc cho thay t)’/ lé tac dung khéng mong muén & nhém
ngum bénh dung fexofenadin twong tw nhw & nhém dung gid duoc. Cac tac dung khong mong muédn
cla thudc khéng bi &nh hudng bdi liéu dung, tudi, gioi tinh va chiing téc cla bénh nhan.

Thuwong gap (>1/100):

Than kinh: Budn ngui (1,3 - 2,2%), mét méi, dau d&u, mat ngli, chong mat.

Tiéu héa: Bubn nén, kho tiéu.

Khac: D& bi nhiém siéu vi (cam, ciim), dau bung kinh, dé bi nhiém khuan hé hép trén, ngtra hong, ho, sét,
viém tai gilra, viém xoang, dau lwng.

It gap (>1/1.000, <1/100):

Than kinh: So hai, réi loan gic ngd, ac mong.
Tieu héa: Khé miéng, dau bung.

Hiém gé&p (<1/1.000):

Da: Ban da, may day, ngla. ?[ c6 PHAN .
Phan trng qué man: Phi mach, tirc ngwee, khoé thé, dé birng, choang phan ve. SANOFH o
Khéng ré tan suét (khéng thé woc tinh tir dit liéu hién cd):
Tim mach: Tang nhip tim, hdi hop.

Tiéu hoa: Tiéu chay.

QUA LIEU VA CACH XU TRi

Cac bao céo vé qua lidu cua fexofenadin it g&p va théng tin vé doéc tinh cip con han ché. Tuy nhién,
budn ngl, chéng mét, khé miéng da dwoc bao cao.

Xt tri: S& dung cac bién phap théng thuong dé loai bd phan thubc con chwa dwoc hép thu & 6ng tiéu

hoa Diéu tri triéu chirng va nang d& téng trang. Loc mau lam gidm néng dé thuéc trong mau khéng dang
€ (1,7%). Khéng co thubc gidi doc dac hiéu.
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