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HUONG DAN SU DUNG THUOC

Vién nén bao phim

YADIN HYDROCLORID 120 MG

Pé xa thm tay tré em

Poc ki hwéng din sir dung truéc khi ding

Théng bio ngay cho bac sy hodc dugc sy nhirng tic dung khong mong mudn khi sir dung thude
1. THANH PHAN CONG THU'C THUOC

MGi vién nén bao phim cha:

Thanh phan duwgc chit:

Fexofenadin hydroclorid ...................... 120 mg

Thanh phan td dwgc:

Lactose monohydrate (200 Mesh), microcrystalline cellulose (M101), povidon (K30), talc,
colloidal silicon dioxide, sodium lauryl sulfate, magnesium stearate, croscarmellose sodium,
hypromellose (6 mpa.s), titanium dioxide, polysorbate 80, polyethylen glycol (4000), castor
oil, erythrosin lake, tartrazine yellow.

2. DANG BAO CHE
Vién nén bao phim.

. g 7%
M5 ta dang bao che: Vién nén dai, bao phim mau hong nhat, mt mat c6 dép logo :f!.':’/---*y, mit
kia c6 ddp gach ngang.
3. CHIDPINH
Fexofenadin hydroclorid dugc chi dinh ding diéu tri triéu ching viém miii di ing theo mua &

ngudi lon va tré em tir 12 tuoi tro 1en.

4. CACH DUNG, LIEU DUNG

Cach dung:

Ding duong ubng.

Liéu dung

Nguoi lon

Liéu khuyén cdo cua fexofenadin hydroclorid cho nguoi 16n 1a 120 mg x 1 1an/ ngay, ubng
trudc bira an.

Fexofenadin 12 mot chit chuyén héa c6 hoat tinh duoc 1y ctia terfenadin.

Tré em

Thanh thiéu nién tir 12 tudi tré 1én

Liéu khuyén céo cua fexofenadin hydroclorid cho thanh thiéu nién tir 12 tudi tré lén 1a 120

mg x 1 1an/ ngay, udng truée bira an.
Tré em dici 12 tudi
An toan va hiéu qua cua fexofenadin hydroclorid 120 mg chua dugc nghién ciru ¢ tré em

du6i 12 tubi.

Doi twong ddc biét:

Nghién ciru thude trén cac ddi tugng dic biét (ngudi cao tudi, bénh nhén suy gan hoic suy
than) cho théy khéng can thiét diéu chinh liéu trén cac ddi tugng nay.

5. CHONG CHI PINH
M4n cam véi fexofenadin hogc v6i bat cir thanh phén ta dugc nao cla thude.
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6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Nhu hau hét cac thube méi khéc, dir liéu trén dbi tugng nguoi cao tudi, bénh nhén suy gan,
suy théan con han ché. Can than trong khi str dung fexofenadin hydroclorid trén cac déi tuong
bénh nhan dic biét theo huéng dan cua béc si.

Bénh nhan c6 tién sir hodc dang bi cac bénh tim mach can duoc canh béo, thude khang
histamin c6 thé gy ra cac tic dung khéng mong mudn nhu: nhip tim nhanh, danh trng nguec.
Do d6 nén hoi y kién béc si khi sir dung fexofenadin hydroclorid 120 mg.

Fexofenadin hydroclorid 120 mg khong nén sir dung cho tré em duéi 12 tubi. Tré em tir 6
dén 11 tudi: nén sir dung vién nén fexofenadin hydroclorid 30 mg cho phit hop véi liéu dung
va chi dinh.

Cénh bdo lién quan dén ta duoc _

Thudc ¢6 chira lactose, bénh nhan mic bénh di truyén hiém gip khong dung nap galactose,
thiéu hut Lapp lactase hoic rdi loan hép thu glucose - galactose khong nén ding thubc nay.
Thube ¢6 chira polysorbat 80 cé thé gay di tmg va dau thau dau ¢ thé gay dau bung, tiéu
chay.

Thubde ¢6 chira tartrazine yellow ¢6 thé gay phan tng di ing.

7.  SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Sir dung thudce cho phu nir ¢6 thai

Chua c6 nghién ciru ddy du trén phu nit mang thai.

Céc nghién ctru trén dong vat khong thiy céc tic dong c6 hai truc tiép hoac gian tiép lén ca
thé mang thai, sy phat trién coa phoi thai/ thai nhi, qué trinh sinh né hodc su phat trién sau
sinh. Khéng dung fexofenadin hydroclorid 120 mg cho phu nir mang thai trir khi ¢6 chi dinh
cua bac si.

Sir dung thudc cho phu nir cho con bt

Khéng ro fexofenadin c¢6 bai tiét qua sita hay khong. Tuy nhién, terfenadin da duoc tim thay
trong sita me khi sir dung trén phu nit dang cho con bu. Do do, khuyén céo khéong sir dung
fexofenadin hydroclorid cho phu nit dang cho con bu. Chi sir dung fexofenadin hydroclorid
khi ¢6 chi dinh ctia bac si.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY
MOC

Dua trén tinlt chat dugc luc hoc cua fexofenadin va céc bao cdo vé tac dung khong mong
mubn, thube thudng khong giy tac dung khéng mong mubn anh huéng dén kha nang lai xe
hodc van hanh may méc. O céc ddi tuong thir nghiém, fexofenadin khong anh huéng déng ké
dén chirc ning cua hé than kinh trung wong. Piéu nay c6 nghia la bénh nhéan c6 thé lai xe
hogc thuc hién cac cong viéc doi hoi tdp trung. Tuy nhién, dé xéac dinh sy nhay cam cua
nguoi ¢6 phan Ung bét thudng voi thude, nén kiém tra dap tmg ctia moi ngudi trude khi 1ai xe
hodc van hanh may moc.

9. TUONG TAC, TUONG KY CUA THUOC

Twong tac cia thube

Fexofenadin khong chuyén hoa qua gan, do d6 khong cé twong tac véi cac thudc khac chuyén
hoa qua gan. Sir dung ddng thoi fexofenadin hydroclorid véi erythromycin hodc ketoconazol
lam tang 2 - 3 lan ndng do fexofenadin trong huyét tuong. Sy thay ddi nay khong di kem véi
tac ddng trén khoang QT va cac tac dung khéng mong mudn khi so sanh véi sit dung mot
minh fexofenadin hydroclorid.
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Cac nghién ctru trén dong vat cho thdy su tang nong do fexofenadin trong huyét twong khi str
dung ddng thoi v6i erythromyein hodc ketoconazol la do tang hép thu & 6ng tiéu hoa va/ hoac
giam bai tiét qua mat hodc dudng tiéu hoa.

Khong c6 tuong tac giira fexofenadin va omeprazol. Tuy nhién, sir dung thude khang acid
chira nhém, magnesi hydroxyd gel 15 phut truée khi dung fexofenadin hydroclorid lam giam
sinh kha dung cia fexofenadin, phan 16n do gin két trong dudng tiéu héa. Nén dung
fexofenadin hydroclorid cach it nhat 2 gi so véi thoi diém ding céc thudc khang acid chira
nhém, magnesi hydroxyd.

Tuwong ky

Do khéng ¢6 cic nghién ctu vé tinh tuong ky cua thudc, khéng trén 14n thude nay véi cac
thudc khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Céc phan Gmg khéng mong mudn: dugc phan nhém theo tAn sudt: rat thuong gip
(ADR > 1/10), thudong gdp (1/100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100), hiém gap
(1/10000 < ADR < 1/1000) va rat hiém gap (ADR < 1/10000); khong rd tan sudt (tan suét
khéng thé udc doan duge tir dir lidu);

Trong cac nghién ciru ldm sang & ngudi lon, ti 1€ gdp tac dung khong mong mudn sau day &
nhom nguoi bénh dung fexofenadin twong tu nhém dung gia dugc.

Thuong gap, 1/100 < ADR <1/10

Thén kinh: Pau diu, mét ngi, chong mat.

Tiéu héa: Budn non.

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

Cac rbi loan chung: Mét moi.

Cdc tdc dung khéng mong mudn sau ddy ¢ nguoi lén da dwoc bdo cdo sau khi thuée luu
hanh véi tan sudt khong ré (khong thé wéc tinh tie diF liéu c6 sin)

Réi loan mién dich: Céc phan @mg qua man véi biéu hién nhu phu, tic ngue, kho the, do
bimg va phan (mg qua man toan than.

Tam than: Mét ngu, lo léng, r6i loan giéc ngu hodc gip ac mong.

Tim: Nhip tim nhanh, danh tréng ngc.

Tiéu héa: Tiéu chay.

Dava mé dudi da: Phat ban, may day, ngua.

Thude ¢é thé gay ra cac tac dung khéng mong muon khdc, khuyén bénh nhdn théng bdo cdc
tdac dung khong mong muon gap phai khi ditng thudc.

11. QUA LIEU VA CACH XU TRi

Triéu ching

Triéu ching qua lidu bao gém chong mat, budn ngu, mét moi va khé miéng da duge bao céo.
Liéu don dén 800 mg, va liéu dung 1én dén 690 mg x 2 lan/ ngay trong 1 thang, hodc 240 mg
dung 1 1an/ ngay trong 1 niam di dugc ding & d6i tugng khoe manh ma khong xay ra tac
dung khéng mong muébn dang ké nao trén 1am sang khi so véi gia dugc. Liéu dung nap t6i da
cua fexofenadin hydroclorid chua duoc thiét 1ap.

X tri

Bién phap xur tri dugc cén nhéc 1a loai bo fexofenadin chua hép thu. Khuyén cdo diéu tri triéu
chimg va diéu tri hd tro. Thdm phan mau khong cé higu qua trong loai bo fexofenadin
hydroclodrid tir mau.
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12. PAC TINH DUQC LUC HQC

Nhém dwoe Iy: thude khang histamin ding toan than.

Ma ATC: RO6AX26.

Co ché hoat djng

Fexofenadin hydroclorid 1a thubc khéng histamin H; khong gdy budn ngu. Fexofenadin la
chét chuyén héa c¢6 hoat tinh dugc 1y ciia terfenadin.

An toan va hiéu qua l1dm sang

Cac nghién ciru vé mén do va bung phat do histamin & nguoi sau khi ding fexofenadin
hydroclorid liéu don va hai 1an mdi ngay chimg minh ring céc thudc c6 tac dung khang
histamin bat dau trong vong mét gio, dat dugc toi da sau 6 gior va kéo dai 24 gio. Khéng ¢
bing chig vé kha ning kéo dai tac dung nay sau 28 ngay ding thudc. Méi quan hé phan
g lidu luong giita liéu 10 mg dén 130 mg ding duong udng da dugc tim thay. M6 hinh
hoat dong khang histamin nay cho thdy can liéu tdi thiéu 130 mg dé dat dugc hiéu qua nhét
quén duge duy tri trong khoang thoi gian 24 gio. Su trc ché t6i da & cac ving da man d6 bung
phat 16n hon 80%. Cac nghién ciru 1am sang dugc thuc hién trong viém mii di ing theo mua
da chi ra ring liéu 120 mg la du cho hiéu qua trong 24 gio.

Khéng c6 su khac biét dang ké vé khoang QT. dugc quan sat & bénh nhan viém miii dj (mg
theo mia, dung fexofenadin hydroclorid 1én dén 240 mg x 2 lan/ngay trong 2 tuan khi so
sanh véi gia dugc. Ngoai ra, khong co su thay doi dang ké trong khoang QT. dugc quan sat
théy & nhimg dbi tugng khée manh dugce sir dung fexofenadin hydroclorid 1én dén 60 mg hai
lan mdi ngay trong 6 thang, 400 mg x 2 lan/ngay trong 6,5 ngay va 240 mg x 1 lan/ngay
trong 1 nam, khi so sanh v¢éi gia dugc. Fexofenadin & ndng do 16n hon 32 1an so v&i ndng do
diéu tri & ngudi khong anh hudng dén kénh K* chinh luu cham duge nhén ban tir tim ngudi.
Fexofenadin hydroclorid (5-10 mg/kg mdi lan udng) trc ché khang nguyén gay ra co thit phé
quan ¢ chudt lang nhay cam va uc ché giai phong histamin & nong do siéu diéu tri (10-100
uM) tir té bao mast phtc mac.

13. PAC TiINH DUQC PONG HQC

Hap thu

Fexofenadin hydroclorid hép thu nhanh chéng sau khi udng, Tmax dat duoc xap xi 1 — 3 gior
sau khi udng. Gié tri Cmax Xap xi 427 ng/ml sau khi uéng liéu 120 mg/lénfngéy.

Phdn bo

Fexofenadin gén két 60 - 70% véi protein huyét twong.

Chuyén héa va thai tric

Fexofenadin rat it bi chuyén héa (qua gan hoic khéng qua gan) vi chit chuyén héa chinh chi
duge tim thay trong nudc tiéu hodc phan. Nong do trong huyét twong cia fexofenadin giam
theo cép s nhan véi thoi gian ban thai tir 11 — 15 gid sau khi ding nhiéu 1an. Dugc dong hoc
liéu don va da lidu cua fexofenadin tuyén tinh déi véi lidu udng 1én dén 120 mg x 2
lan/ngay. O trang thai 6n dinh, AUC ting hon mét chit so véi muc tang ty 1€ (8,8%), khi
dung lidu 240 mg x 2 lan/ngay, cho thay dugc dong hoc cia fexofenadin thuc té 1a tuyén tinh
& nhing liéu nay trong khoang 40 - 240 mg ding hang ngay. Con dudng thai trir chu yéu
dugc cho 12 bai tiét qua méat trong khi c6 t6i 10% liéu udng duoc thai trir dudi dang khong
dbi qua nudc tiéu.

Dt liéu tién lam sang

Ché dung nap dugc lidu 450 mg/kg x 2 1dn mdi ngay trong 6 thang va khong cho thdy doc
tinh ndo ngoai viéc thinh thoang bi non.
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Ngoai ra, trong cac nghién ctru lidu don & ché va dong vat gam nhfim, khéng co phat hién
téng thé nao lién quan dén diéu tri dugc quan sat thé‘iy sau khi kham nghiém tur thi.
Fexofenadin hydroclorid dugc danh déu phéng xa trong cac nghién ciru phin phéi mé cua
chudt cho théy fexofenadin khong di qua hang rao méu nio.

Fexofenadin hydroclorid dugc bao céo 1a khong gay dot bién trong nhiéu thir nghiém gy dot
bién in vitro va in vivo.

Kha nang gy ung thu cia fexofenadin hydroclorid dugc danh gia bang cach st dung céc
nghién ctru vé terfenadin véi cac nghién ctru duge dong hoc hé trg cho 1héy muc do tiép xuc
vo1i fexofenadin hydroclorid (théng qua gia tri AUC huyét tuong). Khéng quan sét thiy bang
ching vé kha ning gy ung thu ¢ chudt cdng va chudt nhit ding terfenadin (Ién dén 150
mg/kg/ngay).

Trong mot nghién ctru vé doc tinh sinh san & chudt, fexofenadin hydroclorid khéng lam gidm
kha ning sinh san, khong gdy quai thai va khong lam giam su phat trién trudc hogc sau khi

sinh.

14. QUY CACH PONG GOI
Hop 3 vix 10 vién.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC

Piéu kién bao quén:

Dé thude noi khé réo, tranh 4nh sang, nhiét dé khong quéa 30°C.

Han ding: 36 thang ké tir ngay san xuat.

Tiéu chuan chat lwgng: TCCS.

16. TEN, PIA CHI CUA CO SO SAN XUAT THUOC

Co 6 san xudt:

DAVIPHARM

CONG TY CO PHAN DUQC PHAM PAT VI PHU (DAVIPHARM)
L6 M7A, Pudng D17, Khu Céng nghiép My Phude 1, Phudng Théi Hoa, Thanh phé Bén
Cat, Tinh Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
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