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HUGNG DAN SU DUNG THUOC

LAFEXO 120

MJdi vién nén bao phim chira:

Thanh phén hoat chit: Fexofenadine hydrochloride 120 mg

Thanh phcfn td duwoc: Microcrystalline cellulose 102, Croscarmellose sodium, Povidone K30,
Colloidal silicon dioxide, Magnesium stearate, Mannitol, Hypromellose 606, Polyethylene
glycol 6000, Titanium dioxide, Purified tale, Red iron oxide.

2. DANG BAO CHE CUA THUOC

Vién nén bao phim.

M? td dang bao ché: Vién nén bao phim hinh tru tron, mau hdng, canh va thanh vién lanh l3n.

3. CHI PINH

Lam giam cAc triéu chimg lién quan dén viém miii di tmg theo mua cho ngudi 16m va tré em tlr
12 tudi tr& 1Bn.

Diéu tri cdc biéu hién ngoai da ndi mé day méan tinh v cin cho ngudi 16n va tré em tir 12 tudi
trér 1én

4. CACH DUNG, LIEU DUNG

Cich ding: Thube ding dudng ubng.

Udng thudc truée bita an, nhung khéng duge udng qua gan (trong 15 phit) véi cde thudc khang
acid chira magnesi va nhom.

Khéng ubng voi nude hoa qua vi cé thé lam giam sinh kha dung cla thude.

Liéu lwong

Liéu thong thudng cho ngudi 16m va tré em trén 12 tubi nhw sau: 1 vién/lan/ngay

Tré em duéi 12 tudi: Hiéu qua va tinh an toan ctia fexofenadine hydrochloride 120 mg chua
duoc nghién ctru & tré em dudi 12 tudi.

Déi twong dic biét: Cac nghién ciru trén nhém nguy co dde biét (nguréi cao tudi, bénh nhan suy
than hodc suy gan) chi ra ring khéng cén thiét phai diéu chinh lidu fexofenadine hydrochloride
& nhitng bénh nhin nay

5. CHONG CHI PINH

Qu# man vdéi fexofenadine hodc bat cir thanh phan nao cua thudc.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Cén than trong va diéu chinh lidu thich hop khi dung thudc cho nguoi cao tudi (trén 65 tudi),
ngudi suy than.

D an toan va hiéu qua cua thude & tré em dudi 12 tudi chua duoc x4c dinh.

Mic di hoat chit trong thudc - fexofenadine khong gdy doc cho tim nhu terfenadin, nhung
fexofenadine da gay kéo dai khoang QT, ngét va rdi loan nhip thét & it nhdt mdt bénh nhan mac
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ach. Bénh nhén ¢6 tién st hodc dang mic bénh tim mach can duge canh béo ring
histamin 1a mot nhom thude ¢6 lién quan dén cac phan tng cd hai nhu nhip tim
i hop va chi nén st dung thudc theo chi dinh ctia bac si.

ding thude it nhét 24 - 48 gitr trwde khi tién hanh cdc thir nghiém da.

Nén ding cach xa it nhdt 2 gio ddi véi cdc thude khang acid ¢6 chita nhom hay magnesi
hydroxyd.

Thubc nay ¢6 chira it hon 23 mmol natri trong mét vién, nghia la v& co ban la “khéng chita
natri”.

7. SU DUNG THUOC CHO PHU NU €O THAI VA CHO CON BU
Thoi ky mang thai

Khong c6 dit liéu diy dt vé viée st dung fexofenadine hyd1ouhloride & phu nir mang thai. Céc
nghién ctra han ché trén dong vat khong chi ra tac dung co hai truc tiép hodc gidn tiép lién quan
dén tac dong dén thai k¥, su phat trién cta phéi thai/thai nhi, qua trinh sinh né hoge sy phat trién
sau sinh. Thudc chi dwge dung khi loi ich cho me vuot trdi nguy co cho thai nhi.

Thaoi ky cho con bu

Khong ¢6 dit lidu vé& ham heong sita me sau khi dimg fexofenadine hydrochloride. Phén 16n
thude khang histamin thiy trong sita me v6i luong khac nhau, du ring chua thy tac dung khong
mong mubn & tré so sinh khi ngudi me cho con bt dung fexofenadine nhung nén tranh dung
thudc trong thoi ky cho con bu.

Kha ning sinh sin
Khong co dif ligu trén ngudi vé tac dung ctia fexofenadin hydroclorid déi véi kha nang sinh san.

(3 chudt, khong 6 tic dung ndo déi véi kha ning sinh san khi didu tri béng fexofenadine
hydrochloride.

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

Trén co s& hd so duge luc hoe va cée phan ing bat loi da duoc bdo cdo, dudmg nhu fexofenadine
s& khong 4nh huéng dén kha ning 14i xe va vén hanh may mdc. Trong cac thir nghiém khach
quan, fexofenadine duge chimg minh 1 kadng c6 anh huéng dang ké dén chirc nang hé than
kinh trung wong. Pidu ndy c6 nghia la bénh nhan c6 thé lai xe hoac thuc hién cac cong vice doi
hoi sy tap trung cao. Tuy nhién, & x4c dinh nhiing ngudi nhay cam ¢ phan tmg bt thuong véi
thude. bénh nhan nén kiém tra phan mg trude khi [4i xe hodc thuc hién cac c¢ong vige phic tap.

9. TUONG TAC, TUONG KY CUA THUOC
Twong tic thude

Fexofenadine la chit nén ctia P-glycoprotein (P- gp) va polypeptlde vén chuyén anion hitu co
(OATP). St dung dong thoi fexofenadine véi chit Ge ché hodc cht gdy cam tng P-gp c6 thé
anh huong dén su tiép xtc v6i fexofenadine. Ding dong thoi fexofenadine hydrochloride véi
chét 1 e ché P-gp, erythromycin hodc ketoconazole dd duoc phat hién 13 d4n dén ting gép 2-3
14n ndng d6 fexofenadine trong huyét twong. Nhimg thay d6i nay khong di kem v6i bat ky tac
dong nao lén khoang QT va khong lién quan dén bét ky su gia ting ndo vé cdc phan (mg c6 hai
so véi cde san phim thude ding rigng lé.
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“=d#fam giam kha dung sinh hoc, rit c6 thé 12 do lién két trong duong tiéu héa. Nén dé cach 2 gior
gitta thoi diém ding fexofenadine hydrochloride va thudc khing axit c6 chira nhom va
magnesium hydroxyde

Céach thude nén tranh phdi hop véi fexofenadine: aclidinium, azelastine (miii), cimetropium,
eluxadoline, glucagon, glycopyrrolate ipratropium (hit qua miéng), levosulpiride, orphenadrine,
paraldehyde, kali clorid. thalidomide, tiotropium, umeclidinium, thuoc khang acid chira nhém,
magnesi.

Nong d6 fexofenadine 6 thé bi ting do verapamil, cic chit tic ché p-glycoprotein
Fexofenadine co thé lam ting ndng d6 con, thude an than, chat khing cholinergic.

Fexofenadine ¢6 thé lam giam qéng dd chét Gre ché acetylcholinesterase & thin kinh trung wong,
betahistin, amphetamin, cac chat khang acid, nudc ép budi, rifampin.

Twong ky,
Nudc hoa qua (cam, budi chiim, tdo) co thé 1am giam sinh kha dung cta fexofenadine téi 36 %.

Tranh ding fexofenadine voi con ethylic (nrou) vi lam ting nguy co an thn (ngt).
10. TAC DUNG KHONG MONG MUON CUA THUOC

T4c dung khéng mong muén (ADR): Tin suét tic dung khéng mong mubn ude tinh duge
phén loai theo quy wéc sau ddy: Thuong giéo (= 1/100, < 1/10); it gdp (= 1/1.000, < 1/100); hiém
gép (= 1/10.000, < 1/1.000); rit hiém gap (< 1/10.000), chua blet (khong ude tinh duge tir di
lidu san co).

O ngudi 16m, céc tac dung khong mong muén sau ddy di dugc bdo cdo trong cac thir nghiém
1Am sang vdi ty 1@ trong tu nhu duge quan sat voi gid duge:

R&i loan hé thin kinh: Thudng gip: dau dau, budn ngt, chong mit
Réi loan tiéu héa: Thuong gip: bubn ndn, khé tiéu
R&i loan chung: it gap: mét moi

(3 ngudi 16m, cée tic dung khong mong muén sau diy duge bao cdo sau khi theo doi thuée luu
hanh. Tan sut khong xac dinh:

Réi loan hé mién dich: Cac phan tng qua min v6i cdc biéu hién nhu phit mach, tic nguc, khé
tha, dé bimg va sbc phan v toan than.

R&i loan tAm than: MAt ngu, cdng thang, rdi loan giéc ngu, hodc 4c mong.
R&i loan tiéu hoa: Tiéu chay
Réi loan da va mé dudi da: Phat ban, mé day, nglra.

Thong bdo ngay cho bdc si hodc dwgc st khi gap cdc tac a’urzg khong mong mudn nhi trén khi
su dung thuoc hode bdo cdo cde phan vmg o hai ciia thube vé Trung tam Théng tin thube va
Theo dbi phan ting cd hai cia thuée (ADR) Quée gia.

11. QUA LIEU VA CACH XU TRIi

Triéu chimg: Chong mit, budn ngt, mét moi va khd miéng dd duoc bdo cdo khi dung qua lidu
fexofenadine hydrochloride. Lidu don 1én dén 800 mg va liéu lén dén 690 mg hai ldn méi ngay
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ghly ma khong phat trién cic phan tng ¢6 hai dang ké vé mat 1am sang so voi gia duge.
] duoc dung nap cua fexofenadine hydrochloride chua duge thiét lap.

)

rf.fhong co thude gidi doc ddc hiCu. Str dung cac bi¢n phap thong thuong (nhu gay noén,
iz} 74 y) dé loal bd phan thuoc cbn chua duorc hép thu ¢ o ong tiéu hoa. Pidu tri hd trg va diéu

12. PAC TINH DUQC LUC HQC
Nhém duge ly: Thude kbang histamin toan than, ma ATC: RO6AX26.
Co ché tdc dong

Fexofenadine hydrochloride 13 thudc khang histamin H1 khéng géy buén ngu. Fexofenadine 1a
chit chuyén hoa c¢6 hoat tinh duge Iy cua terfenadine.
Hiéu qud va an toan ldm sang
Céc nghién ciu vé may day va ban d6 do histamin ¢ nguoi sau khi dung fexofenadine
hydrochloride lidu don va liéu hai ldn m&i ngay chimg minh rang thudc ndy cé tac dung khang
 histamine bt dau trong vong mdt gidy, dat muc t4i da sau 6 gio va kéo dai 24 gio. Khéng c6
bang chimg vé viée dung nap nhimg tac dyng nay sau 28 ngay dung thudc. Nguoi ta thiy ring
0 moi quan h¢ gitra lidu dung va dap {mg tich cuc trong khoang liéu tir 10 mg dén 130 mg ding
duong udng. Trong md hinh dénh gid hoat tinh khang histamine nay, ngum ta thiy ring can lidu
it nhat 130 mg dé dat duoc hiéu qua 6n dinh va duy tri trong sudt 24 gio. Mire dd te ché t6i da
& ving may day va ban d6 trén da 16n hon 80%. Cac nghién ctru 1dm sang duge tién hanh trong
viém mii dj (mg theo mua da chi ra réng lidu 120 mg 14 dd d& c6 hiéu qua trong 24 gio.

Khoéng c6 su khéc biét déng ké vé khoang QTc ¢ nhimg bénh nhan viem miii di ung theo mua
duge dung fexofenadine hydrochloride voi lidu 1&n dén 240 mg hai ldn mdi ngay trong 2 tudn
khi so v&i nhom dung gia duge. Ngoai ra, khong quan sat thiy su thay doi dang ké nao vé khoang
QTe & nhimg d6i twong khoe manh duge ding fexofenadine hydrochloride v&i liéu lén dén 60
mg hai 14n mdi ngay trong 6 thang, 400 mg hai 1An mdi ngdy trong 6,5 ngay va 240 mg mot lan
mdi ngay trong 1 nam, so véi gid duge. Fexofenadine ¢ nong dé cao hon 32 14n so véi ndng dd
diéu tri & ngudi khong c6 anh hudng 1én kénh kali chinh lvu chdm duge nhén ban tir tim nguoi.

Fexofenadine hydrochloride (5-10 mg/kg dung dudng udng) trc ché co lhat phé quan do khang
nguyen gdy ra & chudt lang nhay cam va uc ché giai phong histamine & ndng d8 cao hon liéu
diéu tri (10-100 puM) tir t& bao mast phiic mac.

13. PAC TINH DUQC PONG HQOC
Hdp thu

Fexofenadine hydrochloride dugc hdp thu nhanh vao co thé sau khi uéng, véi Tmax dat dugc
khoéng 1-3 gi¢ sau khi ding thude. Gia tri Cmax trung binh 13 khodng 427 ng/ml sau khi ding
lidu 120 mg mét lan moi ngay.

Phén bo
Fexofenadine gin két véi protein huyét tuong & mic 60-70%.

Chuyén héa va thdi trie

Fexofenadine trai qua qud trinh chuyén héa khong dang ké (qua gan hodc khong qua gan), vi
day la hop chit chinh duy nhét duwoe xée dinh trong nudce tiéu va phan clia dong vt va con
nguoi. Nong do fexofenadine trong huyét twong giam theo mé hinh hai pha v6i thdi gian ban
thai pha cuodi dao dong tir 11 dén 15 giv sau khi dung nhiéu liéu. Dugc ddng clia fexofenadine
tuén theo md hinh tuyen tinh b1 voi lidu udng 1én dén 120 mg hai lan mdi ngay. Khi ding liéu
240 mg hai 14n mdi ngay, dién tich dudi duong cong & trang thdi 6n dinh ting nhe hon muc
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- ng (8,8%), cho thay duge dong hoc cla fexofenadine vé co ban 1a tuyén tinh trong
DI ;:j”: :g(}ﬁé g Jiéu 40 mg dén 240 mg mdi ngay. Con dwong thai trix chinh duge cho la qua bai tiet mat
' c6 tdi 10% liéu uéng duge thai trir nguyén ven qua nudc ticu.

RARERS

¢

CACH PONG GOI

=" Hop 3 vi Alu/Alu x 10 vién, kém t& huéng dan sir dung.
— Hop 6 vi Alw/Alu x 10 vién, kém t& huéng dan si dung.
— Hop 10 vi Alu/Alu x 10 vién, kém t& hudng dan su dung.

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

Diéu kién béo quan: D& & noi kho rdo, trinh dnh sang, nhiét do khong qua 30 °C.

Han ding: 24 théng k& tir ngay san xut

Tiéu chudn chét luong: DBVN

16. TEN, PIA CcHI CUA CO SO SAN XUAT THUOC
Céng ty TNHH MTV Dugc phim LA TERRE FRANCE

L6 B3-1, géc dudng D4-N1, khu cdng nghiép Huu Thanh, Xa Huu Thanh, Huyén Dic Hoa,
Tinh Long An, Viét Nam.



