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MJi vién nén phian tan trong miéng chira:

Thanh phan dieoc chdt: Fexofenadin hydroclorid 30 mg

Thanh ph(fn 1 duoe: Cellulose vi tinh thé 101, croscarmellose sodium, sucralose, povidon K30,
poloxamer 188, mannitol, huong trai cay dang bot, magnesi stearat, colloidal silicon dioxide
2. DANG BAO CHE

Vién nén phan tan trong mi¢ng.

M5 ta: Vién nén hinh tron, mau tring dén trang nga, hai mit tron, canh va thanh vién lanh 1an,
¢6 vi ngot, mui thom.

3. CHI PINH

Diéu tri triéu chimg trong viém miii di tmg theo miia, may day man tinh vo cin & ngudi 16n va
tré em trén 6 tudi.

4. CACH DUNG, LIEU DUNG
Cich dang:

Y T

Thudc dung dudng udng. Dat vién nén trén ludi, lam 4m bang nude bot, nghién nhe bing ludi
va nu6t sau khi vién ra hét. Khong nhai hay nuét vién thudc chua tan. Ngoai ra, ¢6 thé phan tan
vién nén trong nude trude khi dung.

Thoi diém udng thude khong phu thude vao bita an. Nén ubng fexofenadin hydroclorid va thudc
khéng acid c¢6 chira nhom va magnesi hydroxyd cdch nhau it nhét 2 gi0. Khong uéng voi nudce
hoa qua vi co thé lam giam sinh kha dung cta thube.

Liéu dung:

Hiéu qué cua fexofenadin hydroclorid chua dugc xac dinh & tré em dudi 6 tudi. Khong dung
cho tré dudi 6 tudi.

Tinh an toan va hiéu qua cua fexofenadin hydroclorid ¢ tré em bi suy than hodc suy gan chua
duoc xac dinh.

Diéu tri triéu chitng trong viém miii di irng theo mia:

Nguoi [6n va tré¢ em > 12 tudi: 60 mg x 2 lé\iningﬁy, hodc 120 mg x 1 lan/ngdy, hoac 180 mg x
1 lan/ngay.

Tré em tir 6 tudi - dudi 12 tudi: 30 mg x 2 lan/ngay.

May day man tinh vo can:

Ngudi 16n va tré em > 12 tudi: 60 mg x 2 lan/ngdy hodc 180 mg x 1 1an/ngay.
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Tré em tir 6 tudi - dudi 12 tdi: 30 mg x 2 lan/ngay.

Nguroi suy thdan va nguoi gia:

Tré em > 12 tudi va ngudi 16n bi suy than, nguoi gia: Bit ddu dong tir lidu 60 mg ubng 1
lan/ngay, diéu chinh liéu theo chirc nang than.

Tré em tir 6 tudi - dudi 12 tudi bi suy than: 30 mg x 1 lan/ngay.

5. CHONG CHI PINH

Qué mén v6i bit ky thanh phan nao cua thude.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Cén thén trong va diéu chinh lidu thich hop khi dung thudce cho ngudi cao tudi (trén 65 tudi),
nguol suy than. ‘

D6 an toan va tinh hiéu qua cua thude & tré em dudi 6 tudi chua duge xac dinh.

Cén ngimg fexofenadin it nhit 24 - 48 gid trude khi tién hanh céc thir nghiém da.

Dung fexofenadin lam bénh véy nén ning lén.

Mac du fexofenadin khong gdy doc cho tim nhu terfenadin, nhung fexofenadin da gdy kéo dai
khoang QT., ngét va rdi loan nhip thit & it nhdt mot bénh nhan méac bénh tim mach.

Tinh an toan va hiéu qua cua fexofenadin hydroclorid & tré em bi suy than hodc suy gan chua
duoc xac dinh. Fexofenadin hydroclorid nén duge dung thén trong ¢ nhitng bénh nhéin nay.
Bénh nhin ¢6 tién st hoic dang mic bénh tim mach nén duge canh béo réng thube khéng
histamin 1& m6t loai thube ¢6 lién quan dén céc tac dung phu nhu nhip tim nhanh va hdi hop.
7. SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Thoi ky mang thai

Khong c¢6 bang chimg thubc giy quai thai & ngudi. Tuy nhién, khong nén dung thude khang
histamin & phu nit mang thai, thudc chi dugce ding khi lgi ich cho me vugt trdi nguy co cho
con.

Cac nghién ciru han ché trén dong vat khong chi ra tac dung cé hai truc liép hodc gian tiép lién
quan dén tac dong dén thai ky, su phat trién cua phéi thai/thai nhi, qua trinh sinh né hodc su
phat trién sau sinh.

Thaoi ky cho con bii

Phén 16n thude khang histamin thay trong sita me voi luong khéc nhau, méac du chua c6 bang
chimg thude gdy hai cho tré bi me, nhung nén tranh ding thudc trong thoi ky cho con bi.

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

Tuy fexofenadin it gy budn ngi, nhung van can than trong khi l4i xe hodc diéu khién may
moc.

9. TUONG TAC, TUONG KY CUA THUOC

Twong tic ciia thude:
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Céac thude nén tranh phdi hop voi fexofenadin: aclidinium, azelastin (mi), cimetropium,
eluxadolin, glucagon, glycopyrolat, ipratropium (hit qua miéng), levosulpirid, orphenadrin,
paraidehyd, kali clorid, thalidomid, tiotropium, umeclidinium, thudc khang acid chira nhom va
magnesi.

Erythromycin va ketoconazol: Lam ting nong d6 fexofenadin trong huyét tuong nhung khong
lam thay déi khoang QT.

Verapamil, céc chit trc ché p-glycoprotein: Nong do fexofenadin c6 thé b tang.

Cbn, thudc an than, chit khang cholinergic: Fexofenadin c6 thé lam ting nng do cac chit nay.
Chat tre ché acetylcholinesterase, betahistin: Fexofenadin ¢6 thé lam giam ndng do cac chit nay
(0 TKTW).

Chat (rc ché acetylcholinesterase, amphetamin, cic chat khang acid, nuéc ép budi, rifampin:
Fexofenadin c6 thé bi giam nong do boi cac chét nay (& TKTW).

Mét nghién ciru twong tac thube-thude 1am sang cho thy viée ding ddng thoi apalutamid (chét
gdy cim tmg yéu P-gp) va mot liéu udng duy nhét 30 mg fexofenadin din dén giam 30% AUC
cua fexofenadin.

Khéng thiy tuong téc giira fexofenadin hydroclorid va omeprazol. Tuy nhién, viéc dung thube

khang acid c¢6 chira gel nhém va magnesi hydroxyd 15 phut truée khi dung fexofenadin ;-{-

Ul

hydroclorid da lam giam sinh kha dung, rét ¢6 thé & do lién két trong duong tiéu hoa. Nén ubng cé
fexofenadin hydroclorid va thubc khang acid ¢6 chira nhém va magnesi hydroxyd cach nhau it LLON
nhit 2 gid. ’3535
Tuwong ky ciaa thube: ;

Do khong ¢6 cac nghién ciru vé tinh twong ky cta thude, khong tron 13n thube nay véi céc thude
khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Céc tac dung khong mong mudn (ADR) cia thube khong bi anh hudng boi lidu dung, tudi, gioi
va chung tdc cua bénh nhén.

Rt thieong gap, ADR > 1/10

Than kinh: Pau déu (5-11%).

Ti€éu hoa: Non.

Thurong gap, ADR > 1/100

Than kinh: Budn ngu, mét moi, dau dﬁiu, mat ngu, chong mat.

Tiéu ho4: Budn non, kho ti€u, tiéu chay.

Khéc: DE bi nhiém virus, nhiém khuén duong hé hép trén, dau bung trong ky kinh nguyét, ngira
hong, ho, st, viém tai gilta, viém xoang, dau lung.

It gap, 1/1000 < ADR < 1/100
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Thén kinh: S hai, ri loan gide ngu, 4c mong.

Tiéu hod: Khé miéng, dau bung.

Hiém gdp, ADR < 1/1000

Da: Ban, may day, ngua.

Phan tmg qua man: Phu mach, tirc nguc, khé thd, do birng, phan vé.

Huéng din cdch xir tri ADR:

ADR cua thude thuong nhe, chi 2,2% ngudi bénh phai ngimg thude do ADR cua thue.

Bdo cdo phan vrng c¢6 hai nghi ngo

B4o céo phan (g c¢6 hai sau khi thude duge cip phép luu hanh rit quan trong dé tiép tuc giam
sat can bang loi ich/nguy co ctia thude. Can bo y té can béo cdo tat ca phan tmg c6 hai vé Trung
tam Thong tin thude va Theo d&i phan tmg ¢6 hai cta thude.

Thong bdo ngay cho bdc sy hodc dwec sy nhitng phdan teng cé hai gap phai khi siv dung
thubc.

11. QUA LIEU VA CACH XU TRI

Triéu chirng: Thong tin vé doc tinh cz”ip ctia fexofenadin con han ché. Tuy nhién, budn ngu,
chong mat, kho mig¢ng da dugc bao cao.

Xir tri: Khong c6 thude giai doc dac hiéu. Sir dung céc bién phéap thong thuong (nhu gy non,
rira da day) dé loai bé phan thube con chua duoe hip thu & éng tidu hod. Piu tri hd trg va diéu
tri triéu chimg. Tham phan mau khong loai bo dugce fexofenadin.

12. PAC TINH DUQC LUC HQOC

Nhém dioe ly: Thude khang histamin H thé hé thir hai

Ma ATC: RO6AX26

Fexofenadin 1a thuéc khang histamin thé hé hai, ¢6 tac dung d6i khang dac hiéu va chon loc
trén thu thé Hy ngoai vi. Thude 1a mdt chét chuyén héa c6 hoat tinh cua terfenadin, ciing canh
tranh vGi histamin tai cac thu thé H, & dudng tiéu héa, mach mau va dudng hé hép, nhung
khéng con doc tinh dbi voi tim do khéng (e ché kénh kali lién quan dén sy tai cuc té bao co
tim. Fexofenadin khong c6 tac dung dang ké dbi khang acetylcholin, dbi khang dopamin va
khdng ¢ tac dung ttc ché thu thé alpha; hodc beta-adrenergic. O liéu diéu tri, thuéc khong gay
ngt hay anh huéng dén than kinh trung wong. Thude ¢6 tac dung nhanh va kéo dai do thudc
gén cham vao thu thé Hi, tao thanh phtrc hop bén vitng va tach ra chim.

13. PAC TINH DUQC PONG HQC

Hip thu

Thube hip thu t6t sau khi udng va bit dau tac dung sau 60 phut. Nong do dinh trong mau dat

duoc sau 2-3 gio. Thire an giau chit béo 1am giam ndng do dinh trong huyét tuong khoang 17%
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va kéo dai thoi gian dat ndng do dinh cua thude (dén khoang 4 gi0). Tac dung khang histamin
kéo dai hon 12 gio.

Phin bé

Ti 18 lién két véi protein huyét tuong ctia thude 1a 60-70%, chu yéu véi albumin va alpha;-acid
glycoprotein. Khéng ré thue c6 qua nhau thai hodc bai tiét vao sita me hay khong, nhung khi
dung terfenadin da phét hién dugc fexofenadin 1a chét chuyén hoa cia terfenadin c6 trong sira
me. Fexofenadin khéng qua hang rao mau - nfo.

Chuyén hoa

Fexofenadin rat it bi chuyén hoa (khoang 5%, cht yéu & niém mac rudt; chi c6 khoang 0.5-
1,5% duge chuyén héa & gan nho hé enzym cytochrom P450 thanh chét khong cé hoat tinh).
Khoang 3,5% liéu fexofenadin chuyén héa qua pha Il (khéng lién quan dén hé enzym
cytochrom P450) thanh din chit methyl ester. Chét chuyén hoa nay chi thdy & trong phin nén
¢6 thé ¢ sy tham gia cua cac vi khudn duomg rudt vao chuyén hoa nay.

Thai trir

Thoi gian ban thai cua fexofenadin khodng 14,4 gid, kéo dai hon (31-72%) & ngudi suy than.
Thude thai trir cht yéu qua phén (xép xi 80%) va nudce tiéu (11-12%) duéi dang khéngdﬁl
Loai b bang tham phén mau khong hiéu qua. O\
Duwgce dpng hoc 0 nguwoi suy thin so voi nguwoi khoe manh
Clir 41 - 80 ml/phut: Coax cao hon 87%, ti2 kéo dai hon 59%.

Cler 11 - 40 ml/phat: Cpax cao hon 111%, t12 kéo dai hon 72%.

Cler < 10 ml/phit (& ngudi dang thuc hién thdm phan): Cimax cao hon 82% va ti» kéo dai hon
31%.

14. QUY CACH PONG GOl

Hop 3 vi x 10 vién.

15. PIEU KIEN BAO QUAN

Noi kho, nhiét do dudi 30°C, tranh anh sang.

16. HAN DUNG

36 thang ké tir ngay san xuat.

17. TIEU CHUAN CHAT LUQNG

TCCS.

18. TEN, PIA CHI CUA CO SO SAN XUAT

CONG TY CO PHAN DUQC PHAM CONG NGHE CAO ABIPHA

Dia chi: L6 dit CN-2, Khu céng nghiép Phii Nghia, Xa Phu Nghia, Huyén Chuong M§, Thanh
phd Ha Nai, Viét Nam
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