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HUGNG DAN SU DUNG THUOC
Fexofenadin EUROPA 180mg

- A “
Dé xa tam tay tré em.

Poc ky hwong dan sir dung triede khi diing.

THANH PHAN CONG THUC THUOC:

Thanh phdn hoat chit: Fexofenadine hydrochloride ........ooo.oooveiereecrieroeieceeeeeen, 180 mg
Thanh phzfn tq diege: Mannitol, sodium carbonate, povidone K30, crospovidone, colloidal
silicon dioxide, magnesium stearate, hypromellose 606, polyethylene glycol 6000, titanium
dioxide, talc, yellow iron oxide, red iron oxide.

DANG BAO CHE: Vién nén bao phim.

M0 ta san phim: Vién nén dai bao phim mau héng, mot mat ¢6 vach ngang. Vach ngang trén
vién khéng ding dé bé déi chia liéu.

CHI PINH:

Fexofenadin EUROPA 180mg duge chi dinh dé giam céc triéu chimg may day vé cin man tinh
cho nguoi 16n va tré em trén 12 tudi.

CACH DUNG, LIEU DUNG:

Cdach ding:

Thude dung dudng udng. Udng nguyén vién véi lugng nude vira di. Khong duge bé hoie cit
doi vién thuoe.

Liéu ditng:

Nguoi lon:

Liéu khuyén cdo: 180 mg (1 vién) x 1 1an/ngdy trurée bira an.

Fexofenadine la chit chuyén hoa c¢é hoat tinh duge ly clia terfenadine.

Tré em trén 12 tudi:

Liéu khuyén cao: 180 mg (1 vién) x 1 1An/ngay truée bira an.

Cdc nhom bénh nhin dic biét:

Tré em dudi 12 tudi: An toan va hidu qua cna fexofenadine hydrochloride 180 mg chua dugc
nghién ctu.

Nguoi cao tudi hodc bénh nhan suy gan hogic than: Khong cin diéu chinh liéu.

CHONG CHI DINH:

Qué mén véi fexofenadine hodc bit ky thanh phan nao cta thude.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Dit liéu trén cac doi tugng dic biét nhu ngudi cao tudi, ngudi suy giam chire nang gan hodc than

con han ché. Can thin trong & nhém doi tuong nay.
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Bénh nhan ¢6 tién sir hodc dang mic cac bénh tim mach ¢in duoc canh bao khi sir dung thube
khéang histamine do ¢6 lién quan dén cac phan tmg khéng mong mudn nhu nhip tim nhanh, danh
tréng nguc.

Canh bdo ta dwoc:

Thudc nay ¢6 chira du6i 1 mmol (23 mg) natri trong mdi don vi phéan liéu, vé co ban duge xem
nhu “khéng chira natri”.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Sir dung thude cho phu nit ¢6 thai: Chua co du dir liu vé viée sur dung fexofenadine
hydrochloride & phy nir mang thai. Cac thir nghiém trén déng vt con han ché vé tac hai truc
tiép hodc gian tiép lién quan dén anh huéng thai ky, su phat trién ctia phoi/ thai nhi, qua trinh
sinh né hodc phat trién sau sinh. Khong nén dung fexofenadine hydrochloride cho phu nit mang
thai trir khi thuc su can thiét.

Sir dung thuée cho phu nit cho con bii: Chua ¢6 dit lidu vé ham lugng fexofenadine
hydrochloride trong sira me. Tuy nhién, khi dung terfenadine & phu nit dang cho con b,
fexofenadine duge tim thiy co trong sita me. Do do, khong nén dung fexofenadine
hydrochloride cho phu nit dang cho con bu.

Kha néing sinh san: Chua c6 dir lidu vé anh hudng ctia fexofenadine hydrochloride 1én kha ning
sinh san & nguoi. O chudt, diéu tri bang fexofenadine hydrochloride khéng anh hudng dén kha
ning sinh san.

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

Dua trén dac tinh dwoc luc hoc va cac tac dung khdong mong mudn duoc bdo céo,
fexofenadine hydrochloride dudng nhu khéng anh huéng dén kha nang 14i xe hodc van hanh
mdy moc. Trong cac thir nghiém khach quan, fexofenadine hydrochloride da duge chirng minh
1a khong ¢6 tac dung dang ké nao trén hé than kinh trung wong. Diéu nay c6 nghia 12 bénh nhin
c6 thé lai xe hodic thuc hién cac cong viéc doi hoi su tap trung. Tuy nhién, nén kiém tra phan
(g ctia bénh nhén voi thude trude khi lai xe hodc thue hién céc cong viée can sy tap trung dé
x4c dinh nhimg déi twong nhay cam c6 phan ting bat thudng vai thude.

TUONG TAC, TUONG KY CUA THUOC:

Twong tic cia thude:

Fexofenadine khong duge chuyén hoa qua gan va do do s& khéng xay ra twong tac véi cac thude
chuyén hoa & gan.

Fexofenadine la P-glycoprotein (P-gp) va chdt nén polypeptide van chuyén anion hiru co
(OATP). Ding dong thdi fexofenadine hydrochloride va thube Grc ché hogc cam tmg P-gp ¢6 thé
anh huong dén ndng do cna fexofenadine. Dung ddng thoi fexofenadine hydrochloride va

cic chét trc ché P-gp, erythromycin hoic ketoconazole lam ting ndng dé fexofenadine trong
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huyét twong 1&n 2-3 lan, Cac thay dbi ndy khéng anh hudng dén khoang QT va khong lién quan
dén bt ky su gia tang tac dung khéng mong mudn ndo so véi ding don Ié.

Trong mot thir nghiém 1am sang vé twong tac, khi diing dong thdi apalutamide (mdt chat cam
tng yéu P-gp) va 30 mg fexofenadine mét lidu duy nhét lam giam AUC ciia fexofenadine 30%.
Khong thiy c6 tuong tic giita fexofenadine va omeprazole. Tuy nhién, sir dung thudc khang
acid ¢ chira nhom va magie hydroxyd 15 phat trirde khi sir dung fexofenadine hydrochloride
lam giam sinh kha dung ciia fexofenadine, rat c6 thé 1a do sur gin két & dudng tiéu hoa. Do do,
nén dung fexofenadine céch xa 2 gi&r dbi véi cac thude khang acid c6 chira nhém va magnesi
hydroxyd.

Tuong ky ciia thude: Do khong ¢6 cdc nghién ciu vé tinh tuong ky cta thude, khong tron 14n
thuc nay véi céc thude khic.

TAC DUNG KHONG MONG MUON CUA THUOC (ADR):

Céc tan suit sau day dugc sir dung khi ap dung:

Rét thudng gap (= 1/10), thudmg gip (= 1/100 dén < 1/10), it gip (> 1/1.000 dén < 1/100), hiém
gap (= 1/10.000 dén < 1/1.000), rat hiém gip (< 1/10.000) va chua r& (khéng thé uéc tinh tir céc
dir liéu hién co).

Trong mdi nhém tén suét, cac tic dung khéng mong muén duge liét ké theo mirc do nghiém
trong giam dan.

Cic tic dung khong mong mudn sau diy da duge bio cdo trong cic thir nghiém lim sang
& ngudri 16m véi tin suit twong tu nhir tin suit quan sat dwge voi gia dwge:

H¢ than kinh:

Thudng gip: Pau dau, budn ngt, chéng mit.

Meit:

Chura r&: Nhin mé&

Duong tiéu héa:

Thudng gip: Bubn non.

Cdc triéu chirng va phan img thuong gdp tai vi tri ding thudce:

it gap: Mét moi.

O ngudi 16m, cac tic dung khéng mong mudn san diy da dugc bdo cdo trong cic nghién
ciru hiu mai. TAn suéit chua ro (khong thé wée tinh tir cac dir liéu hién c6):

Hé mién dich:

Phin (rng qua man véi cac biéu hién nhu phit mach, tirc ngure, khé thé, do bimg va sbc phan vé

toan than.
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Réi loan tém than:

MAt ngu, cing thing, rdi loan gidc ngn hodc 4c mdng/hoat dong mo qua mic.

Tim:

Nhip tim nhanh, danh tx‘éng nguc.

Durong tiéu hod:

Tiéu chay.

Da va mé dudi da:

Phat ban, may day, ngtra.

Thong bao ngay cho bdc si hodc dwee st khi gap cdc tdac dung khong mong muédn nhiw trén
khi siv dung thuéc hodc bdo cdo cic phin ting ¢é hai ciia thuoc vé Trung tam Thong tin

thube va Theo déi phin irng ¢é hai ciia thuée (ADR) Quéc Gia.

11. QUA LIEU VA CACH XU TRIi:

Qui liéu: Chéng mit, budn ngt, mét moi va khé miéng duge bdo cdo khi ding qua liéu
fexofenadine hydrochloride. Cho ngudi tinh nguyén khée manh udng lidu duy nhét fexofenadine
hydrochloride 1én dén 800 mg hodc cac liéu 1&n dén 690 mg x 2 lAn/ngdy trong 1 théng hodc
240 mg x 1 lan/ngay trong 1 nim, khong gy bat ky tic dung khong mong mudn nio dang ké
trén l4m sang khi so véi gia duge. Lidu dung nap 161 da cia fexofenadine chua duoc thiét lap.

Cich xir tri khi dung thude qua liéu: Nén xem xét ding céac bién phap chudn dé loai bo lugng
thude ndo con chua dugce hip thu & dudng tiéu hod. Nén didu trj hd trg va didu tri triéu chimg.
Tham phéan méu khéng thé loai bo dugc fexofenadine hydrochloride ra khdi mau mat cach hiéu

qua.

12. PAC TINH DUQC LUC HOC:

Nhém dwge ly: Thube khéng histamine khée diing toan than.
Mia ATC: RO6AX26
Co ché tic dung: Fexofenadine hydrochloride 12 thude khang histamine H; khong gdy budn

ngu. Fexofenadine Ia chét chuyén hoa c6 hoat tinh duge ly cia terfenadine.

13. PAC TINH DUQC PONG HOC:

HAp thu: Fexofenadine hydrochloride duge hip thu nhanh chong sau khi ubng, v6i Tmax khodng
1 - 3 gid sau khi dung. Gia tri trung binh ctia Cmy 1a khodng 494 ng/ml sau khi dung liéu
180 mg x 1 lan/ngay.

Phéan bd: Ti 1 lién két véi protein huyét tuong ctia thude 1a 60 - 70%.

Chuyén héa: Fexofenadine rat it bi chuyén hoa (gan hodc khong qua gan) va 1a chét chu yéu
duge tim thdy trong nudce tiéu va phan ¢ dong vat va ngudi. Pudng cong nong do cua
fexofenadine trong huyét tuong giam theo cp s6 nhan véi thoi gian ban thai 1a 11 — 15 gid sau

khi ding liéu lap lai.
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Duoc dong hoc cua fexofenadine ding don lidu hodc da lidu 1a tuyén tinh déi véi liéu uéng 1én
dén 120 mg x 2 lan/ngay. O lidu 240 mg x 2 lan/ngay, AUC ting hon mét chut (8,8%) so véi ti
Ié & trang thai 6n dinh, cho thdy duge dong hoc clia fexofenadine tuyén tinh trong khoang liéu
tir 40 dén 240 mg/ngay.
- Thai trir: Thai trir chu yéu qua mat, trong dé 10% lidu ding duogc bai tiét dudi dang khéng ddi
qua nude tiéu.
14. QUY CACH PONG GOI:
Vi Alu—PVC: Hop 03 vi x 10 vién, hop 05 vi x 10 vién, hdp 10 vi x 10 vién.
Vi Alu — Alu: Hop 03 vi x 10 vién, hop 05 vi x 10 vién, hop 10 vi x 10 vién.
15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC:
Diéu ki¢n bio quan: Béo quan noi khé, nhiét do khéng quéa 30 °C, tranh anh séng.
Han ding ciia thudc: 36 thang ké tir ngdy san XUl
. Tiéu chuan chit lwong: Tiéu chuin co so.
16. TEN, PIA CHI CUA CO SO SAN XUAT THUOC: B
) CHI NHANH CONG TY CO PHAN DUQC PHAM TV.PHARM ¢,
as kya NHA MAY DUQC PHAM AIKYA EUROPA i
@u ropa Cum cong nghiép Tan Ngai, Puong Lé Van Tam, Ap Tan ]\L{j{a *

Xa Luong Hoa A, Huyén Chau Thanh, Tinh Tra Vinh, Viét Nam

®
Tra Vinh, ngayyl thang 04 nam 202

dizniop phap cua co so ding ky ‘Lr-
XG GIAMPOC
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