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DOCKT HUGNG DAN SU DUNG TRUGC KNI DING.

THANH PHEN: Cho 1vién nén bao phim.

Hoat chét: Fexofenadin hydrodorid 120 mg.

Td duge: Microcrystallin cellulose 101, maize starch, pregelatinised starch, poviden K30, aoscarmellose sodium,
magnesi stearat, hydroxypropyl methylcellulose &¢Ps, polyethylen glycol 400, talc, titan dioxid, iron oxid red,
quinelin yellow lake.

DANG BAO CHE: Vién nén bao phim. Vién nén dai bao phim mau héng, mét mit c vach ngang, mat mit tron.
CHi-DNH B1EV TR]: Thudc dugc chi dinh cho ngudi Idn va tré em tir 12 tudi trd 1én dé lam gidm cic triéu ching lién
quan d&n viém mi di tng theo mila.

LIEU LUWGNG VA CACH DDNG:

- Ngui I6n: Liéu khuy&n o la 120 mg x 11an/ngay, udng trud bita n. Fexofenadin Ia chat chuyén hoa ¢ hoat tinh
cia terfenadin.

-Tré em:

+Tré em tii 12 tudi trd |&n: Liéu khuyén cdo 2 120 mg x 11n/ngay, uting trudc bita an,

+Tré em dudi 12 tufi: An todn v& hidu qu cia fexofenadin hydroclorid 120 mg chua duge nghidn ciu &t duéi 12 tudi.
+Tré em tir 6 dén 11 tudiz Nén diing vién fexofenadin hydroclorid 30 mg.

- Cc ddi tugng ddc biét: Nhing nghién iy trén nhdm dGi tugng bénh nhén ddc biét (ngubd gia, bénh nhan suy gan
hodic suy than) cho thy khang ¢én diéu chinh liéu diing fexofenadin hydroclorid.

CcHNG CHI DINK:

Qud man cim vdi fexofenadin hay véi bt ky thanh phdn nao cla thudc.

CANH BAO VATHAN TRONG KHI SU DUNG:

- Nhu nhiing loai thudc mdi khac, i liéu cdn han ché & nguéi cao tudi va banh nhén suy gan hodc suy than, thin
trong khi diing fexofenadin hydrodorid trén nhitng nhém bénh nhén nay.

- Bénh nhén c6 tién st hodic dang mic bénh tim mach cin durge cdnh béo vé thuSc khéng histamin ¢4 lién quan dén
cic phan tng trén tim mach nhu nhip tim nhanh va danh tréng ngutc.

TRUONG HOP COTHAI VA CHO CON BU:

Phu nit 6 thai: Khiing cd dirligu ddy a0 vé vidc st dung fexofenadin hydroclorid cho phu nir ¢6 thai.

Cc nghién cifu trén d6ng vat khéng chi ra cic tac hai truc tiép hodc gidn tiép lién quan dén qué trinh mang thai, su
phat trién cta phdi/bao thai, sinh con hodc sy’ phat trién sau ki sinh. Khéng nén si dung fexofenadin hydrodorid
trong thdi ky mang thai, tri khi thét cén thiét.

Phu nif cho con bi: Chua cd difliéu vé thanh phén cda sfa me sau khi diing fexofenadin hydroclorid. Tuy nhién, khi
diing fexofenadin cho phu nif cho con by, fexofenadin di vao sifa me. Vi véy, khdng diing fexofenadin hydrodlorid
cho phu nir cho con ba.

ANH HUONG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Dya trén téc dung duge Iy va cac tac dung khdng mong mudn dudc bdo cdo, fexofenadin hydroclorid khéng géy anh
huding d&n khd ndng 14i xe hodic sit dung mdy méc. Fexofenadin hydroclorid da dugc diing minh khng ¢ dnh
huéng déng k& d&n chic néing cia hé thén kinh trung wong. Diéu niy ¢6 nghia bénh nhén c6 thé 13i xe hodc thuc
hién cdng vigc @i héi sy t3p trung. Tuy nhién, d&xdc dinh nhiing ngui nhay c&m ¢d phdn ing bt thudng véi cic
s&n phém thudc, nén kifm tra phan tng ¢4 nhan trudc khi 147 xe hodic thirc hién cdc cing vige phife tap.

TUONG TAC, TUONG KY V81 CAC THUSC KHAC VA CAC DANG TUONG TAC KHAC:

- Fexofenadin khng trdi qua qud trinh bién d6i sinh hoc & gan va do d6 khong tuong tac vdi cic thudc
théng qua cd ché gan.

- Diing déng thai fexofenadin hydrodorid véi erythromycin hodc ketoconazol lam ting néng dé
fexofenadin trong huyét tuong 1én 2-3 4n. Nhiing thay d6i nay khéng kém theo bt ky dnh hudng nao

trén khoang QT va khding lién quan dén sy gia ting phan ting ¢6 hai ndo so véi vide sit dung thufc rigng 1&.

- Nhiing nghién ciu frén ddng vt cho théy ndng dd fexofenadin trong huyét tuong ting xay ra sau khi
diing ddng thai véi erythromycin hodc ketoconazol, dubng nhu do ting hdp thu qua dudng tiéu héa va
gidm bai tiét mét hodc bai tiét qua duimg tidu héa, tueng ting.

- Khiing quan sét thay tuong tac gida fexofenadin va omeprazol. Tuy nhién viéc diing thudc khang acid c6
chiia nhdim va magnesi hydroxid gel 15 phiit trudc khi diing fexofenadin hydroclorid [am giam sinh khd
dung, c6 thé do lién k&t trong dudng tidu héa. Vi vdy cc thudc ndy phéi ding cdch nhau khodng 2 gid.
TAC DUNG KHONG MONG MUGN:

Cac phan ting phu dugc phan theo nhom co quan va tan sudt: rét thudng gap (= 1/10), thudng gdp (=
1/100 d&n < 1/10), it g3p (1/1.000 d&n < 1/100), hifm gdp (= 1/10.000 &&n <1/1.000), rit higm (<
1/10.000), khéng rd tan suit (khéng thé udc tinh tirdif ligu c6 san).

Trong mdi nhom tén sudt, cac tic dung khding mong mudn duge trinh bay theo miic 46 gidm dan.

Céc téc dung khdng mong mudin sau 43 dugc bdo cdo & ngudi Idn trong céc thit nghidm Idm sang, vdi t 18
tuong tu vdi gid duoc:

Réi loan h# thén kinh:

- Thuding gap: Nhic dau, budn ngd, chéng mét.

Réi loan h tiéu hoa:

-Thudng gap: Budn nén.

Cac rdi loan chung va tal ch ding thudc:

- [t g3p: Mét méi.

Cactic dung khiing mong mudin sau d dugc o céo & ngudi Idn sau khi thuge duge v hanh, vdi tan sudt cha dvge
5 (khdng thé udc lugng tif dif iéu ¢ sin);

Réi loan hé mién dich: Phén dng qua man nhu phit mach, tc nguc, khé thd, d6 biing va stc phan vé toan than,

Réi loan tm thn: M&t ngd, lo ling, 76i loan gidc ngi hogc & méng/da mng.

Réi loan tim: Nhip tim nhanh, dénh tréng nguc.

Réi loan tidu héa: Tidu chly.

Réiloan da vd md dusi da: Phét ban, may day, ngca.

THONG BAD NGAY CHO BAC ST HOXC DUDC ST NHING PHAN ONG (0 HAIGAP PHAI KHI
SUDUNG THUGC,

QUALIEV VA CACH XU TRI:

Qud fiéy: Chéng mat, budn ngd, mét méi v khé migng da dugc béo cdo khi diing qué liéu fexofenadin hydroclorid.
Liéu don 800 mg va 690 mg x 2 14n/ngdy trong 1 thang hodc 240 mg x 1 1&n/ngdy trong 1 ndm €3 dugc diing cho
nqudi khde manh ma khdng phét trin céc tac dung khdng mong mutn dang k& trén [&m sng so véi gid dugc. Lidu
dvgc dung nap tai da ciia fexofenadin hydroclorid chua dugc thiét I3p.

Cdich xirtrf: Can xem xét sit dung cac bién phap tiéu chudn 8 loai bd bit ky sn pham thugc khing dugc hap thu nao.
Khuyén khich diéu tri hé tre va diéu tri triéu chitng. Thim tach mau khéng loai bd fexofenadin hydroderid khd mu
higu qud.

DUQC LUC HOC:

M3 ATC; ROGA X26,

Nhém thubc ThuGc khang histamin diing toan than,

(o che'tdc ding

Fexofenadin hydrodorid 3 thuéc khang histamin H1 khong géy ngi. Fexofenadin [ chit chuyén héa ¢ hoat tinh clia
terfenadin.

An todn v higu qud lém sing

Céc nghién ¢du cho thdy sau khi diing fexofenadin hydroclorid liéu don vi hai In mbi ngdy ching minh thusc cd tic
dung khéng histamin bt d3u trong vdng 1 gids, dat t3i da sau 6 gidsvi kéo dai 24 gid. Khdng cd bing ching cho thiy
nhiing tac dyng cia thulic sau 28 ngay diing thuc. a quan s&t thiy mdi quan hé giida lidu ding va téc dung tich cuc
giia liéu 10 mg &&n 130 mg. Trong mé hinh tac dung khéng histamin nay, liéu ding it nhat c&n thiét [ 130 mg 8 dat
duc hidu qud nhit qudn duy tri trong khodng thii gian 24 gid. Cic nghién cdu trén 1dm sang cho thiy liéu 120 mg 12
4 higu qud trong 24 gid trong viém mii dj ing theo mlia.

Khéing c6 sy khéc biét déng k& v khodng Qlc & banh nhén viém mili dj ing thea mila diing fexofenadin hydraclorid
240 mgx 2 lan/ngay trong 2 tuan so v gi dugc. Ngodi ra, khang quan sat thily su thay doi ding ké quang QTc & ngudi
khde manh diing fexofenadin hydroclorid 60 mg x 2 Idn/ngay trong 6 thang, 400 mg x 2 lan/ngay trong 6,5 ngay va
240mgx 1 lan/ngay trong 1ném, khi so sanh véi gid dugc. Fexofenadin 4 ndng d I6n hon 32 |dn so véi néng dd didu
tri & ngudi khding anh hudng dén kénh K+ chinh Iuu chém dugc nhan bén tirtim ngud.

Fexofenadin hydroclorid {5 — 10 mg/kgpo) tic ché khang nguyén gy co that phé quan & chugtlang nhay cm va iic ché
gidi phang histamin & nong dg siéu diéu tri (10-100 uM) tii € bao mast phic mac.

DUGCBONG HOC:

Hép thu

Fexofenadin hydroclorid digc hdp thu nhanh vao.co thé sau khi uGng, Tmax dat duge sau khodng 1-3 gié diing thudc.
Gid tr] (max trung binh khodng 427 ng/ml sau khi udng liéu 120 mgx 1 ldn/ngay.

Phén bé

Tj 1é lién két cia fexofenadin véi huyét tuong 12 60 — 70%.

Bi&n d3i sinh hoat va thai trir

Fexofenadin trdi qua qué trinh chuyén héa & gan khéng dng ké vi nd 14 hgp chit chinh duy nhit dugc xdc dinh trong
nuc tiéu vi phan cda dng vit va nguéi. Néng 48 clia fexofenadin trong huy& tuong gidm theo cip s§ nhdn véi thid
gian bén thai cusi tir 11 4% 15 il sau khi diing nhiéu 1&n. Durgc &8ng hoc l18u dan va iéu da clia fexofenadin tuy€n
tinh vdi liu udng I&n 8&n 120 mg BID. Liéu 240 mg BID tao ra I6n hon mat chiit so véi miic téng tf 1§ (8,8%) dving
trang thal 6n dinh dudi duimg cong, cho thiy duoc ding hoc ciia fexofenadin thc t& tuy&n tfnh & nhing lidu trong
khodng 40 mg d&n 240 mg dung hang ngay. Thutic dugc thii it chd y&u qua mat, 10 % liéu ubng dugc bai gt qua
nude tiéu dudi dang khéng ddi.

QUI CACH DONG GOz Hap 2 vi x 10 vién (vi nhém — nham); Hop 10 vl 10 vién {41 nhém — nham).

BAO QUAN: Nhigt 5 khéng qud 30°C,

HAN DUNG: 36 thang ké tif ngay sin xuit,

TIEY CHUAN; TCCS

NHA SAN XUAT: CONG TY TNHH DUgC PHAM BV PHARMA
Pla chi: 56 18, Dutmg L& Thj Soc, Ap2A, X3 TanThanh Tay, Huy&n Ci Chi, Thanh Phd HG Chi Minh, Viét Nam.
Moi thdc mdc va thong tin chi tiét, xin lién hé s6 dién thogi: 02822538854
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