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DUGC PHAM

1. THANH PHAN CONG THU'C THUOC

M&i vién nén bao phim chira:

Thénh phén hoat chér: Fexofenadine hydrochloride 180 mg

Thanh phcfn ta dwge: Microcrystalline cellulose 102, Croscarmellose sodium, Povidone K30,
Colloidal silicon dioxide, Magnesium stearate, Marnitol, Hypromellose 606, Polyethylene
glveol 6000, Titanium dioxide, Purified tale, Red iron oxide.

2. DANG BAO CHE CUA THUOC

Vién nén bao phim.

Mo ta dang bao ché: Vién nén bao phim hinh thuén dai, mau héng, canh va thanh vién lanh lan.

3. CHI PINH

Lam gidm cac triéu chimg lién quan dén viém miii di tng theo mua cho ngudi 161 va tré em tir
12 tudi trér 1én,

Diéu trj cdc biéu hién ngoai da ndéi mé day man tinh vé can cho nguoi 16n va tré em tir 12 tubi
tro 1én

4. CACH DUNG, LIEU DUNG

Cdch dung: Thude dung dudng uéng.

Uéng thubc trude bita an, nhung khong duge uéng qud gin (trong 15 phit) v6i cac thude khéng
acid chira magnesi va nhom.

Khéng udng véi nurde hoa qua vi ¢6 thé 1am gidm sinh kha dung cua thude.

Liéu lwong

Liéu théng thuomg cho nguoi 1én va tré em trén 12'tuéi nhu sau: 1 vién/lan/ngay

Tré em dudi 12 tudi: Hiéu qua va tinh an toan cua fexofenadine hydrochloride 180 mg chua
duge nghién ciru & tré em dudi 12 tudi.

Déi tugng dic bidt: Cac nghién ctru trén nhém nguy co dic biét (ngudi cao tudi, bénh nhén suy
than hodc suy gan) chi ra ring khong cén thiét phai diéu chinh liéu fexofenadine hydrochloride
¢ nhimg bénh nhan nay.

5. CHONG CHi PINH

Qua mén véi fexofenadine hodc bét ki thanh phin nao ciia thude.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

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

P43 an toan va hiéu qua cua thudc & tré em dudi 12 tudi chua duge xdc dinh.

Mic di hoat chét trong thude - fexofenadine khéng gy ddc cho tim nhu terfenadin, nhung
fexofenadine da gay kéo dai khoang QT, ngat va i loan nhip thit & it nhat mét bénh nhin mac
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. LOR%“I“P T mauh Bénh nhin ¢o tién st hodic dang mac bénh tim mach c¢in duoe canh bdo réng
o3 1N+ﬂm&'¢ lgéxn histamin 1a mdt nhém thude co lién quan dén cac phan Gmg ¢ hai nhu nhip fun
E( UUUﬁ}f&tﬂ}'vz&g i hop va chi nén st dung thude theo chi dinh cta béc .

7\
:}LA TERP,E FAly CE’ dung thude it nhét 24 - 48 gi¢r trude khi tién hanh céc thir nghiém da.
%@J e 1am bénh viy nén ning lén.

Nén ding cich xa it nhét 2 gi¢r d6i voi cdc thude khing acid c6 chira nhom hay magnesi
hydroxyd.

Ly

Thude ndy ¢é chira it hon 23 mmol natri trong mét vién, nghia 1a vé co ban la “khdng chira
natri”.

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

Thoi ky mang thai

Khéng c6 dir lidu day di vé viée sir dung fexofenadine h}drochloride & phuy nit mang thai. Cac
nghién ciu han ché trén dong vit khnng chi ra tic dung 6 hai truc Ele hodc gidn tiép lién quan

dén tac ddng &n thai ky, su phat trién ctia phéi thai/thai nhi, qué trinh sinh n& hodic sy phat trién
sau sinh. Thude chi duge ding khi loi fch cho me vugt trdi nguy co cho thai nhi.

Thoi ky cho con b

Khéng c6 dit lidu vé ham lugng sita me sau khi ding fexofenadine hydrochloride. Phén 1ém
thude khang histamin thdy trong sita me véi lwong khac nhau, dii ring chua thiy tic dung khong
mong mudn & tré so sinh khi ngudi me cho con bi ding fexofenadine nhung nén trdnh ding
thude trong thoi ki cho con b

Kha niing sinh san

Khéng c6 dit liéu trén ngudi vé tac dung ciia fexofenadin hydroclorid ddi v6i kha ning sinh san.
O chudt, khéng cé tdc dung nao d6i véi kha nang sinh san khi diu tri bang fexofenadine
hydrochloride.

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

Trén co s& hd so duoc luc hoe va cée phan (g bét loi di duge béo cdo, dudng nhur fexofenadine
s& khong anh huong dén kha nang ai xe va van hanh mdy méc. Trong cac thir nghiém khach
quan, fexofenadine duwge chimg minh la khong c6 anh hwong déng ké dén chic ning hé thin
kinh trung uong. Pidu nay co nghia la bénh nhén co thé 14i xe hogic thue hién cde cong viée doi
hoi su tép trung cao. Tuy nhién, dé x4c dinh nhiing ngudi nhay cam ¢ phan tmg bat thudmg véi
thudc, bénh nhén nén kiém tra phan tmg trude khi l4i xe hodc thyue hién cdc cdng viée phite tap.

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

Fexofenadine la chit nén ciia P-glycoprotein (P- gp) va polypeptide vén chuyén anion hiru co
(OATP). Str dung dong thoi fexofenadine voi chat ttc ché hodc chét giy cam tmg P-gp cd thé
anh huong dén sy tiép xic véi fexofenadine. Ding dbng thoi fexofenadine hydrochloride voi
chit e ché P-gp, erythromycin hodc ketoconazole da duoc phat hién la dan dén ting gép 2-3
l4n ndng do fexofenadine trong huyét twong, Nhiing thay ddi nay khong di kém véi bat ki tac
ddng nao I€n khoang QT va khong lién quan dén bit ki sy gia ting nao vé céc phan tmg co hai
so voi cdc san phdm thude dimg riéng 1&.
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clru tuong tac thudc- {huét, Jam sang cho thiy viée ding dong théi apalutamide (chit
= pygE@Anmam|ding yéu P-gp) va mét liéu udng duy nhét 30 mg fexofenadine din dén giam 30 % AUC
* LA TERREERMREE9 fEadine.
f‘\{:‘.{‘_lg]:p Gy trong téce giita fexofenadine va omeprazole. Tuy nhién, viée ding thude khang axit
L0087k gel nhom va magnesi hydmxyde L5 phit trude khi dung fexofenadine hydrochloride da
lam giam kha dung sinh hoc, rét co thé 1a do lién két trong dutmg tiéu hoa. Nén dé cach 2 gidy
gitta thoi diém dung fexofenadine hydrochloride va thude khing axit ¢6 chta nhom va magnesi
hydroxide.

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

Néng dé fexofenadine c6 thé bi ting do verapamil, cdc chit (e ché p-glycoprotein.
Pexofenadine ¢6 thé 1am ting né'ng d6 con. thude an than. chat khang cholinergic.

Fexofenadine ¢6 thé lam giam ndng do chét (e ché acetylcholinesterase & thin kinh trung wong,
betahistin, amphetamin, céc chat khang acid, nudc ép budi, rifampin.

Twong ky
Nude hoa qua (cam, budi chum, tao) co thé lam giam sinh kha dung ctia fexofenadine téi 36 %.

Tranh ding fexofenadine véi con ethylic (rzou) vi lam ting nguy co an thin (ngil).
10. TAC DUNG KHONG MONG MUON CUA THUOC

T4ec dung khing mong mubn (ADR): Tin suat téc dung khéng mong mudn wde tinh duge
phén logi theo quy ude sau ddy: Thuong gip (= 1/100, < 1/10); it gdp (= 1/1.000, < 1/100); hidm
gép (= 1/10.000, < 1/1.000); rét hiém gap (< 1/10.000), chua biét (khoéng wée tinh dugce tir dit

liéu san ca).

O nguoi 1ém, cée tic dung khéng mong mudn sau ddy dd duge bdo cdo trong cée thir nghiém
l&m sang véi ty 1€ twong tu nhu duge quan sat voi gia duoge:

R&i loan hé than kinh: Thuong gip: dau dau, budn ngl, chong mat
Réi loan tiéu héa: Thuong gap: budn ndn, khé tigu
Réi loan chung: it gip: mét méi

O ngudi Iém, cde tic dung khong mong muodn sau ddy dugce bao cdo sau khi theo dai thude huru
hanh. Tan suat khéng xac dinh:

R&i loan hé mién dich: Cée phan tng qua min véi céc biéu hién nhu phi mach, tirc ngye, kho
thd, do bimng va soc phan v€ toan than.

R6i loan tAm than: Mat ngu, cing thang, roi loan giéc ngn, hodc dc mdng.
R61 loan tiéu hoa: Tiéu chay
Réi loan da va mo dudi da: Phat ban, mé day, ngua.

Théng bdo ngay cho bdc st hodc dugc sT khi gdp cdc fdc dyng khng mong mudn nhw trén khi
su dung thudc hodic bdo cdo cdc phdn tmg cd hai cua thuée vé Trung tdm Thong tin thudc va
Theo dbi phan wng cd hai cua thuéc (ADR) Quéc gia.

11. QUA LIEU VA CACH XU TRi

Triéu chimg: Chong mat, budn ngi, mét méi va khd migng dé duoc bdo cdo khi ding qua ligu
fexofenadine hydrochloride. Liéu don lén dén 800 mg v lidu lén dén 690 mg hai ldn moi ngay
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?T!ﬁi’;?}.\
o) foﬁlﬁﬂ% \(\h‘ ang hoic 240 mg mdt ldn mdi ngay trong mdt nam da duoe ding cho nhimg ngudi
;-;{ DUN anb na khong phét trién cdc phan Umg ¢6 hai ding ké vé& mit lam sang so voi gia duge.

Ul TEﬁﬂﬁﬁﬁwd‘ uge dung nap cua fexofenadine hydrochloride chwa duoc thiét lap.

e ong co thube giai dgc dde hiéu. Sir dung cdc bién phép thong thutmg (nhwr gdy non,
“'fmaTdéld{w) dé loai bo phan thude con chira duoc hap thu & éng tiéu hoa. Pidu tri hd trg va dién
tr] triéu chimg. Thim phan méu khong loai bé duge fexofenadine.

12. PAC TiNH DUQC LUC HQC
Nhém duge 1y: Thude khang histamin toan than (R: Hé ho hap), ma ATC: RO6AX26.
Cor ché tdc dong

Fexofenadine hydrochloride 1a thude khiang histamin H1 khdng gy budn ngi. Fexofenadine 12
chét chuyén hoa cé hoat tinh duwoe ¥ cia terfenadine.

Hiéu qud va an toan ldm sang

Céc nghién clru vé may day va ban do do histamin & ngudi sau khi dung fexofenadine
hydrochloride lidu don va lidu hai lan mdi ngay chirng minh rang thude ndy ¢ tac dung khing
histamine bat dau trong vong mdt gity, dat mic 6i da sau 6 gio va kéo dai 24 gio. Khong ¢
bang chimg vé viée dung nap nhimg tic dung nay sau 28 ngay dung thube. Ngudi ta thiy erg
cd moi quan hé gitia lidu dimg va dap g tich cuc trong khodng liéu tir 10 mg dén 130 mg dung
dutmg udng. Trong md hinh danh gia hoat tinh khang histamine nay, ngurdri ta thdy ring can liéu
it nhdt 130 mg dé dat duoe hidu qua dn dinh va duy tr trong sudt 24 gidr. Mie do e ché ti da

& vung may day va ban do trén da lén hon 80%. Cac nghién ciru lam sang duge tién hanh trong
viém miii dj tmg theo ma dé chi ra ring lidu 120 mg 14 du d& c6 hidu qua trong 24 gid.

Khéng cd sur khéc biét déng ké vé khoang QTe ¢ nhimg bénh nhan viém miii dj tmg theo mua
duoc dung fexofenadine hydrochloride vai liéu 1&n dén 240 mg hai 1dn mdi ngay trong 2 tudn
khi so véi nhom dung gia duge. Ngoai ra, khong quan sat thay su thay d6i déng ké nao vé khoang
QTc & nhimg dbi twong khoe manh duge ding fexofenadine hydrochloride vai liéu lén dén 60
mg hai lan m&i ngay trong 6 théng, 400 mg hai 1an mdi ngay trong 6,5 ngay va 240 mg mot lan
mdi ngay trong 1 nidm, so véi gia duge. Fexofenadine & nong dg cao hon 32 14n so voi néng dd
diéu tri & nguoi khong c6 anh hudng 1én kénh kali chinh luu chdm duge nhan ban tir tim ngudi.

Fexofenadine hydrochloride (5-10 mg/kg dung duong udng) te ché co that phe quan do khang
nguyén gay ra o chuot lang nhay cém va tc ché giai phéng histamine & ndng dé cao hon liéu
diéu tri (10-100 pM) tir té bao mast phiic mac.

13. BAC TINH DUGC BONG HOC

Hép thu

Fexofenadine hydrochloride duge hép thu nhanh vao co thé sau khi udng, véi Tmex dat duoc
khoang 1-3 gio sau khi ding thuoe. Gia tri Cmax trung binh 1a khoang 494 ng/ml sau khi ding
liéu 180 mg mdt 1An mdi ngay.

Phdn bo

Fexofenadine gin két voi protein huyét trong & mirc 60-70%.

Chuyén héba va thai tric

Fexofenadine trai qua qua trinh chuyén héa khong dang ké (qua gan hodc khéng qua gan), vi
day 1a hop chét chinh duy nhét dwoc xdc dinh trong nude tiéu va phan cia dong vét va con
ngudi. Nong dé fexofenadine trong huyét tuong gidm theo mé hinh hai pha v6i thei gian ban
thai pha cudi dao dong tir 11 dén 15 giér sau khi dimg nhiéu liéu. Duge dong cua fexofenadine
tudn theo mé hinh tuyén tinh déi v&i lidu udng 1én dén 120 mg hai lin mdi ngay. Khi ding liéu
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(8.8%), cho thfly duge ddng hoe cia fexofenadine vé co ban la mj-fén tinh trong
ich 40 mg dén 240 mg mdi ngay. Con dudmg thai trir chinh duge cho 1a qua bai tiét mét
€O tai 10% licu udng duge thai trlr nguyén ven qua nuée tiéu.

Y CACH PONG GOI

— Hop 3 vi AlwAlu x 10 vién, kém t huéng din sir dung.

— Hgp 6 vi AlwW/Alux 10 vién, kém t& hudng dé{l str dung.

—  Hop 10 vi Alu/Alu x 10 vién, kem t& hudmg dan sir dung.

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

Diéu kién bao quan: Dé & noi kho rdo, tranh anh sdng, nhiét ¢ khong qud 30 °C.

Han ding: 24 thang k& tir ngay sn xuét

Tiéu chufin chit lvong: DBVN

16. TEN, PIA CHI CUA €O SO SAN XUAT THUOC
Céng ty TNHH MTV Duogc pham LA TERRE FRANCE

L& B3-1, goc duong D4-N1, khu c¢ong nghiép Hyu Thanh, Xa Huu Thanh, Huyén BPic Hoa,
Tinh Long An, Viét Nam.



