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TO HUONG DAN SU DUNG THUOC

VIEN NEN BAO PHIM
“Pé xa tam tay tré em”
“Poc ki hudng dan sir dung truce khi dung”
THANH PHAN
Vién nén bao phim HTFAST 60 Vién nén bao phim HTFAST 180
Hoat chit: Fexofenadine hydrochloride 60 mg. Fexofenadine hydrochloride 180 mg.
T4 duge: Maize starch, Microcrystalline cellulose 101, | Maize starch, Microcrystalline cellulose

Copovidone VA64, Sodium croscarmellose, | 101,  Copovidone  VA64,  Sodium
Magnesium  stearate, Opadry White Il | croscarmellose, Magnesium  stearate,
(Polyvinyl  alcohol,  Titanium  dioxide, | Opadry White II (Polyvinyl alcohol,
Polyethylene glycol, Talc), Sunset yellow lake, | Titanium dioxide, Polyethylene glycol,
Iron oxide red. Talc).

Vira da | vién,

Dang bao ché Vién nén bao phim. Vién nén bao phim.

M@ td sin phAm | Vién nén oval bao phim mau hong, mot mét ¢6 | Vién nén dai bao phim mau tring, mét miit
vach ngang, mt mét ¢ chit AT. tron, mbt mit co chivr AT,

CHI PINH
Ding & ngudi 16 va tré em tir 12 tudi tro 1én dé:

Piéu tri triéu chimg trong viém miii di g theo mua: hit hoi, chdy nuée miii, ngra mii, chay nude mit, do mat, ngira
vom migéng va hong.
Diéu tri tri¢u chimg trong may day man tinh v6 cin: ngita, ndi mén do.

LIEU DUNG VA CACH DUNG

Vién nén bao phim HTFAST ¢6 2 ham luong HTFAST 60 (Fexofenadine hydrochloride 60 mg/vién) vi HTFAST
180 (Fexofenadine hydrochloride 180 mg/vién).

Liéu ding
Nguoi lém v tré em trén 12 tuéi:
Dimg 1 vién 60 mg x 2 lan/ngay hoic 1 vién 180 mg x 1 lan/ngay.
Nguedi suy than: Lidu khéi ddu khuyén dung 1a 1 vién 60 mg x 1 lan/ngay.
Nguoi suy gan: Khong cén chinh lidu.
Nguroi cao tuéi: Khong cin chinh liéu trir khi chirc nang than bi suy giam.
Tré em dudi 12 tudi: An toan va hiéu qua ctia vién nén bao phim HTFAST 60 vA HTFAST 180 ¢ tré em dudi 12 tubi
chua dugc xdc dinh.
Cich diang
Thude ding duong udng, ubng véi nudc, thoi diém udn g thude khong phu thude vao bira an.
Khéng udng véi nude hoa qua.
Khoéng ding qua liéu da duoc chi dinh.
CHONG CHI PINH
Qué man v6i fexofenadine, terfenadine hodc bét ky thanh phan nao ciia thuéc,
CANH BAO VA THAN TRONG KHI DUNG THUOC

V&i nhimg bénh nhén ¢6 tién st bi bénh tim mach nén duge canh bao ring nhém thude khang histamin c6 thé gay ra
nhimg phan (mg bit lgi nhu nhip tim nhanh, dénh tréng ngue.

Cén than trong va diéu chinh liéu thich hop khi diing thuée cho ngudi suy giam chire ning thén vi ndng dé thubc trong
huyét twong ting do thoi gian bén thai kéo dai.

Can than trong khi ding thude cho ngudi cao tudi (trén 65 tudi) vi thudng co suy giam chirc ning thén,
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An toan va hiéu qué cua vién nén bao phim fexofenadin hydrochloride 60 mg va 180 mg & tré dudi 12 tudi chua dugc
x4c dinh.

Can ngimg fexofenadine it nhit 24 — 48 gidr trude khi tién hanh céc thir nghiém khéang nguyén tiém trén da.

Dung fexofenadine 1am bénh vy nén ngng thém.

Khong nén dung thude khang histamin nao khéc khi dang ding fexofenadine.

Canh bao ta duoe

Thanh phén t4 duoc cia vién nén bao phim HTFAST 60 c6 chira sunset yellow lake, c6 thé géy cdc phan tng dj img.
SU DUNG THUOC CHO PHU NU' CO THAT VA CHO CON BU

Phu niv co thai

Do chua c6 nghién ctu day di trén ngudi mang thai, nén chi ding fexofenadine cho phy nit mang thai khi lgi ich cho
me vugt trdi nguy co déi vai thai nhi.
Phu nir cho con bu
Khong ro thube ¢ bai tiét qua sira hay khéng, du réng chua thiy tac dung khong mong mudn & tré so sinh khi ba me
cho con bi dang fexofenadine, nhung van cén thén trong khi ding fexofenadine cho phu nit dang cho con b,

ANH HUONG CUA THUOC LEN KHA NANG LAl XE, VAN HANH MAY MOC
Tuy fexofenadine it gay budn ngi, nhung vén cin than tron g trong khi l4i xe, diéu khién may moc hoic thuc hién céc
hoat dong doi hoi phai tinh tio.

TUONG TAC, TUONG KY CUA THUOC

Twong tic thude

Erythromycin va ketoconazol 1am ting ndng do fexofenadine trong huyét tuong nhung khong lam thay doi khoang J'r'U'{li‘:’]}
2, NG TY
Néng do fexofenadine c6 thé bi tang do erythromycin, ketoconazol, verapamil, céc chét e ché p — glycoprotein. PHAN
Khong ding don;__, thoi fexofenadine véi cic thubc khang acid chia nhom, magnesi vi s€ lam giam hap thu "P”*:"M
fexofenadine. Nén dung fexofenadine cach xa 2 gidr véi ce thude khang acid ¢é chira nhom, magnesi. 'HIEN,
Fexofenadine ¢ thé lam tang ndng d6 cdn, céc chét an than hé than kinh trung wong (TKTW), cdc chit khang \/\§
cholinergic. HUC‘

Fexofenadine ¢6 thé 1am giam ndng d6 céc chit tre ché acetylcholinesterase (6 TKTW), betahistin.
Fexofenadine ¢6 thé b giam 116ng d6 boi cac chét tre ché acetylcholinesterase (& TKTW), amphetamin, céc thude
khéng acid, nude ép qua budi, rifampin,
Tuong ky .
Nudc hoa qua (cam, budi, tao) co thé lam giam sinh kha dung cua fexofenadine t6i 36%. Tranh ding fexofenadine véi
cdn ethylic (rugu) vi 1am ting nguy co an thin (ngu).

TAC DUNG KHONG MONG MUON CUA THUOC (ADR)

Trong cac nghién ctu lam sang c6 kiém sodt, ty 1& gip tdc dung khéng mong mudén & nhém ngudi bénh ding
fexofenadine tuong tu nhu ding placebo. Céc tac dung khong mong mubn ciia thude khéng bi anh huéng béi lidu
diing, tudi, gidi tinh va ching toc ctia bénh nhan.

Thiong gdp, 1/100 < ADR < 1/10
R6i loan than kinh: Budn ngi, dau dau, chéng mit.
Réi loan tiéu hoa: Budn nén, kho tidu.
It gdp, 1/1000 < ADR < 1/100
Réi loan chung v tai noi ding thude: mét moi.
Tén sudt khong biét: khéng thé uce tinh tiv div liéu cé sén
Réi loan hé théng mién dich: phén g qua man voi céc bidu hién phu mach, tire ngyre, kho thé, doé biing, chodng phan
VE.
Réi loan tam than: mat ngu, hdi hop, ri loan gidc ngu, 4c mong.
Réi loan tim: nhip tim nhanh, danh tréng ngue.
R6i loan tiéu hoa: tiéu chay.
Réi loan da va mé dudi da: phat ban, ndi mé day, ngira.
Thing bdo ngay cho bdc st hodc dwge si nhitng phdan ting cd hai gdp phdi khi sit dung thuéc
QUA LIEU VA CACH XU TRi
Qui liéu
Théng tin vé ddc tinh cép ciia fexofenadine con han ché. Tuy nhién, budn ngt, chéng mat, kho miéng da duoc bo
céo.
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Ciach xir tri
St dung céc bién phép théng thudng dé loai b phan thude con chua duge hép thu & (mg tiéu hoa. Didu tri hd tro va
diéu trj triéu chimg.
Thém phan méu lam giam ndng do thubc trong mau khéng dang ké (1,7%). Khong c6 thude giai doc dac hiéu.

CAC DAC TINH DUOQC LY
Nhom dirge Iy: Khang histamin thé hé 2, dbi khang thy thé H,.
Ma ATC: ROGAX26.
Dugc lye hoc
Fexofenadine 1a thude khang histamin thé hé 2, ¢6 tic dung dbi khang dgc hi¢u va chon loc trén thy thé I, ngoai vi.
Thudc 12 mdt chét chuyén hoa cé hoat tinh cua terfenadine, ciing canh tranh v&i histamin tf,u cac thu thé H, ¢ dudng
tiéu héa, mach mau va duomg hd hép, nhung khong c6 doc tinh déi véi tim do khong tic ché kénh kali lién quan dén
sur tai cure té bao co tim. Fexofenadine khong ¢ tac dyng déng ké dbi khang acetylcholin, doi khéng dopamin va khéng

cac tac dung (e ché thu thé o, hodic B — adrenergic. O liéu diéu tri, thude khéng gy ngi hay anh huong dén TKTW.
Thudc c6 tac dung nhanh va kéo dai do thudc gin chim vao thy thé Hy, tao thanh phirc hop bén vitng va tach ra chim.

Dwge dong hoe
Hdp thu
Thube hﬁp thu tét khi ding dudng uong va bit diu phat huy tac dyng sau khi uong 60 phat. Nong do dinh trong mau

dat duoc sau 2 — 3 gio. Thic an giau chét béo lam giam ndng dé dinh trong huyét tuong khoang 17% va kéo dai thoi
gian thoi gian dat nong dd dinh cia thude (dén khoang 4 gio). Tac dung khang histamin kéo dai hon 12 gid.

Phdn bé

Ty 1¢ lién két véi protein huyét tuong cia thude 1a 60 — 70%, chu yéu 12 albumin va a; — acid glycoprotein.

Khéng 16 thude ¢6  qua nhau thai hoiic bai tiét vao sita me hay khong, nhung khi dung terfenadine dd phat hién duoc
fexofenadine 1a chét chuyén héa ciia terfenadine trong sita me. Fexofenadine khong qua hang rao mau — ndo.

Chuyén hda

Fexofenadine rit it bj chuyén héa (khoéng 5%, chit yéu & niém mac rudt, chi cé khoang 0,5 — 1,5% duge chuyen héa
o gan nho h¢ enzym cylom om Paso thanh chit khdng ¢6 hoat ti nh) Khoing 3,5% liéu fexofenadine chuyén héa qua
pha II (khéng lién quan dén hé enzym cytocrom Puso ) thanh dan chét mt.thyl este. Chét chuyén hoa nay chi thdy ¢
trong phan nén c6 thé c6 sy tham gia ciia cac vi khudn dudng rudt vao chuyén hoa nay.

Thai trir

Thm gian bén thai cua fexofenadine khoang 14,4 gio, kéo dai hon (31 —72%) & ngudi suy than. Thude thai trir chu
yéu qua phan (x4p xi 80%) va nudc tiéu (11 - 12%) duéi dang khong dbi.

Dugc ding hoc o ngueot suy than
Cler 41 - 80 ml/phut: Néng do dinh cao hon 87%, thoi gian ban thai dai hon 59%.
Cler 11 - 40 ml/phut: Néng dé dinh cao hon 111%, thoi gian béan thai dai hon 72%.

Cler < 10 ml/phut (& nguoi dang thuc hién thdm phén): Nong do dinh cao hon 82% va thi gian ban thai dai hon 31%
so voi ngudi khde manh.

QUY CACH DONG GOI
Hop 2 vi, 3 vi, 5 vi, 10 vi x 10 vién.
Hop 1 chai 30 vién, 60 vién, 100 vién,
BAO QU;\N: Noi kho rdo, nhigt d¢ khong qua 30°C, tranh anh sang.
HAN DUNG: 36 thang ké tir ngay san xudt.
TIEU CHUAN: TCCS.

Séan xudt tai nha may
CONG TY CO PHAN DUQC PHAM AN THIEN
L6 C16, Duong $69, KCN Hiép Phudc, Xa Hiép Phudc, Huyén Nha Be, TP H6 Chi Minh

TP. H) (,hI _Mmh ngay 21 thang 06 nam 2022

CO PIAN
I]U'(f( Pl W




