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MAU HOP 1 Vi x 10 VIEN NEN BAO PHIM AKFEDIN 60

Hép 1 vix 10 vién nén bao phim

Akfedin 60

Fexofenadin HCIl 60mg

Fexofenadin HCI 60mg
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MAU HOP 3 Vi x 10 VIEN NEN BAO PHIM AKFEDIN 60

Hop 3 vi x 10 vién nén bao phim

Fexofenadin HCI 60mg

)] CONG TY CO PHAN DUGC PHAM 3/2
£1.pranma 601 Cdch Mang Théng Tam, P.15, Q.10, TP.HCM

San xudt tal nha may GMP - WHO, s6 930 C2, Buding C, KCN Cat Ldi, Cym Il, P. Thanh My Lo, Q.2, TP. HCM

56 16 SX/ Lot No.:
NSX / Mfg. date:
HD/ Exp. date

CONG THUC:
Fexofenadin hydroclorid ..........oconvininicnininnnnns 60mg
TadUGe VTR AU ..ovvveirvrirerasssiiveressee e 1 vién nén bao phim

CHID|NH; CHONG CHI B|NH; CACH DUNG & LIEU DUNG;
CAC THONG TIN KHAC:

Xem trong td hudng dén st dyng thuéc kém theo,

BAO QUAN:

Dé ndi kho rdo, nhiét do dudi 30°C, tranh anh séng.

BE XA TAM TAY TRE EM
POC K¥ HUGNG DAN SU DUNG

TRUGC KHI DUNG

SBK/ Reg. No.:
Tiéu chudn: TCCS

09 UiPapiy £

Box of 3 blisters x 10 film coated tablets

Fexofenadine HCI 60mg

) PHARMACEUTICAL JOINT STOCK COMPANY OF 3/2

F1.rArma 601 Cach Mang Thang Tam, Ward 15, Dist 10, HCM City
Produced at the GMP - WHO factory, No. 930 G2, Road C, Cat Lai Industrial Zone, Area Il, Thanh My Lol Ward, Dist.2, HCM City

COMPOSITION:
Fexofenadine hydrochloride ...........coocvicicieiinnarnnenn. 60 Mg
Exclpients g.5 ...ccvvriniviiiiiisicsieinns 1 film coated tablet

INDICATIONS; CONTRAINDICATIONS; ADMINISTRATION
& DOSAGE; OTHER INFORMATION:

Please read carefully the enclosed leaflet.

STORAGE:

In dry place, al the temperalure below 30°C, protect from light.

CAREFULLY READ THE INSTRUCTIONS BEFORE USE

Specification: Manufaclurer's

KEEP QUT OF REACH OF CHILDREN
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MAU TO HUONG DAN SU DUNG VIEN NEN BAO PHIM AKFEDIN 60

AKFEDIN 60
Dé xa tim tay tré em
DPoc k§ huéng din st dung trude khi ding

THANH PHAN CONG THUC

M®i vién nén bao phim chira

Thanh phdn hoat chat:

Fexofenadin hydroclorid 60 mg

Thémh phén té dwoe: Avicel 101, Aerosil, Mannitol, Sodium
lauryl sulfat, Lycatab DSH, Croscarmellose natri, Magnesie
stearat, Hydroxypropyl methylcellulose 615 Cp, Polyethylen
glycol 6000, Tween 80, Titan dioxyd, Bt Talc, B6 Carmoisin
lake, Vang Tartrazin lake.

DANG BAO CHE

Dang bao ché: Vién nén bao phim

M ti dang bao ché: Vién bao phim hinh bdu duc, hai mat
khum, mau dé hf")ng, mot mit tron, mit con lai khic chim hinh
chit thap chia vién thudc thanh 4 phin.

CHi PINH

Viem mii di tng: Akfedin 60 dugc chi dinh dé didu tri viém

Khéng tr y dung thém thudc khéng histamin H, khac khi dang
str dung fexofenadin.

Cin ngung fexofenadin it nhit 24 — 48 gitr trudc khi tién hanh
céc thir nghiém khang nguyén tiém trong da.

Dimng fexofenadin 1am bénh vy nén ning 1én.

Luu y: Thanh phan thubc cé chira ta dugc vang tartrazin lake:
¢6 thé gay cic phan img dj (mg.

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

Thoi ky mang thai

Chua c¢6 nghién ctru ddy du trén ngudi mang thai, nén chi
dimg fexofenadin cho phu nit mang thai khi loi ich cho me
vurot tréi nguy co ddi véi thai nhi.

Thaéi ky cho con bu

Khéng r& thude c6 bai tiét qua sita hay khéng, vi vay can thén
trong khi ding fexofenadin cho phu nii dang nuéi con bang
slta me.

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

Tuy fexofenadin it gdy budn ngii, nhitng vin cin thén trong

khi 14i xe hoac diéu khién méay méc doi héi phai tinh téo.

miii di img theo mia & ngudi [6n va tré em tir 12 tudi tro 1én. o ;ﬁ?
May day v6 cin man tinh: Akfedin 60 duoc chi dinh dé didu  TUONG TAC, TUONG KY CUA THUOC sy

. ) 12 @ fexof
b3 e biba i ngodi dnhBng bibu chiiog ols miyday-ve L eomyGin vl etocenezal 1o g nong d9 fexo ":ﬁ@ BONG

~ : T, y
céin man tinh & ngudi 16n va tré em ti 12 wdi w6 lén, Thuge  TON8 Muyét twong nhung khéng lam thay doi tha”% QTeo®

. . gcC
lam gidm nglra va s6 lugng dat may day moét cdch dang ké. Khong c6 sy khc biét vé the dung khong mong muon,ﬁuog\, U
CACH DUNG - LIEU DUNG

Cich diing

béo cao khi cc thudc nay duge ding riéng 1é hodc phm‘hﬂp N {'}:

Thubc khang acid chita nhém va magnesi néu ding dong\tﬁ@ T

Thubc ding dudng udng véi nuée va trude bira an. Khong
ubng thude véi nuée hoa qua (nhu cam, budi, téo).

Liéu dimng

Ngudi 16m va tré em tir 12 tudi tré 1én: Lidu khuyén ding ctia
Akfedin 60 12 1 vién x 2 1an mdi ngay

Ngudi suy than: Lidu khoi ddu khuyén dung 12 1 vién 60 mg
mdi ngay.

Ngudi suy gan: Khéng cén diéu chinh liéu.

Neuoi cao tudi: Khong can didu chinh lidu, ngoai trir ¢6 suy
giam chirc nang thén.

CHONG CHI PINH

Min cam véi fexofenadin hodic mét trong céc thanh phin cia
thudc.

CANH BAO VA THAN TRONG KHI DUNG THUOC
Cén thén trong va diéu chinh lidu thich hop khi ding thudc
cho ngudi c6 chirc ning than suy giam vi ndng dd thubc trong
huyét twong ting do thoi gian béan thai kéo dai.

Cén than trong khi ding thudc cho ngudi cao tudi (trén 65
tudi) thrdng c6 suy giam sinh 1y chirc nang than.

D§ an toan va tinh higu qua cia thudc chwa dugc dénh gia &
tré em dudi 12 tudi.

v6i fexofenadin s& lam giam hép thu thudc, vi vay phai dung\‘“-
c4c thude nay cach nhau khoang 2 gid.

Khéng ghi nhén c6 twong tac gilta fexofenadin va omeprazol.
Néng d fexofenadin cé thé b ting do verapamil, cic chét irc
ché p-glycoprotein.

Fexofenadin c6 thé 1am ting ndng dd cbn, cac chit an than hé
than kinh trung wong, cac chit khéng cholinergic. Tranh ding
fexofenadin véi ruou vi lam tang nguy co an than (ngi).
Fexofenadin c¢6 thé lam giam ndng d6 cac chit wc ché
acetylcholinesterase (& than kinh trung wong), betahistin.
Fexofenadin c¢6 thé bj giam ndéng d6 boi cac chat wc ché
acetylcholinesterase (& than kinh trung wong), amphetamin,
cac chat khang acid, nudc ép qua budi, rifampin.

Nuée hoa qua (cam, buéi, tdo) c6 thé 1am gidm sinh kha dung
ciia fexofenadin dén 36%.

TAC DUNG KHONG MONG MUON CUA THUOC

Céc nghién ciru 14m sang c6 ddi chimg véi gia dugc cho thiy
ty 1& tic dung khéng mong muén & nhém ngudi bénh ding
fexofenadin twong tu nhw nhém ding gia duge. Céc téc dung
khéng mong muén cia thubc khéng bi anh huéng béi lidu

ding, tudi, giéi tinh va ching toc clia bénh nhén.
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Thuong gap (> 1/100):
Thén kinh: Budn ngi (1,3
chéng mit.

- 2.2%), mét moi, dau dau, mat ngi,

Tiéu héa: Budn nén, khé tiéu.

Khac: D& bj nhiém siéu vi (cam, cim), dau bung kinh, d& bi
nhidm khuén hd hép trén, ngira hong, ho, sét, viém tai giita,
viém xoang, dau lung.

It gap (> 1/1.000, < 1/100):

Thén kinh: So hii, rdi loan gidc ngi, 4 mong.

Tiéu héa: Khé miéng, dau bung.

Hiém giip (< 1/1.000):

Da: Ban da, may day, ngua.

Phan tmg qua man: Phi mach, tirc nguc, khé thd, d6 bimng,
chodng phén vé.

Khéng 6 tan sudt (khéng thé wéc tinh tir dit liéu hién cd):

Tim mach: T#ng nhip tim, héi hap.

Tiéu héa: Tiéu chay.

Théng bdo ngay cho bdc st hodc dwgc si nhitng phan irng co
hai gdp phai khi siv dung thudc.

QUA LIEU VA CACH XU TRi

Cac bao céo vé qua lidu ciia fexofenadin it gap va thong tin vé
ddc tinh cép con han ché. Tuy nhién, bubn ngi, chéng mit,
khd miéng dd dugc béo céo.

X tri

Sir dung céc bién phép théng thuong dé loai bé phan thubc
con chwra duoc hép thu & dng tiéu hoa. Diéu tri triéu chimg va
nang d& tdng trang. Loc méu lam gidm ndng db thudc trong
méu khéng dang ké (1,7%). Khéng cé thude giai doc dic hiéu.
PAC TINH DUQC LUC HQC

Nhém duoe Ij: Thube khang histamin sir dung toan than.

Ma ATC: RO6A X26

Fexofenadin 14 thudc khang histamin thé hé hai, c6 tdc dung
d6i khang dac higu va chon loc trén thu thé histamin H, ngoai
bién. Fexofenadin 12 chit chuyén héa c6 hoat tinh clia
terfenadin nhung khéng con dgc tinh d6i véi tim do khéng tic
ché kénh kali lién quan dén su tal cuc t& bao co tim.
Fexofenadin khéng c6 tic dung dang ké khang cholinergic
hoic dopaminergic va khong cé tac dung e ché thu thé alpha-
1 hoic beta adrenergic. O lidu diéu tri, fexofenadin khéng gay
budn ngii hay anh huéng dén hé than kinh trung wong. Thudc
c6 tac dung nhanh va kéo dai.

PAC TINH DUQC PONG HOC

Hip thu

Fexofenadin duge hdp thu tét khi diing duong udng va bét déu
phét huy tac dung sau khi udng 60 phiit. Néng d6 dinh trong
huyét twong dat dugc sau 2 - 3 gid. Viée sir dung dﬁng thoi
fexofenadin v6i ché do an nhigu chat béo lam giam AUC va
Conax Clia fexofenadin 14n luot 14 21% va 20%.

Phin b

Khoang 60 - 70% fexofenadin gin két véi protein huyét
twong, chii yéu voi albumin va alpha-1 acid glycoprotein.
Khéng rd thuc c6 qua nhau thai hogc bai tiét vao sita me hay
khéng. Fexofenadin khong qua hang rao mau néo.

Chuyén héa

Fexofenadin rét it bi chuyén héa (khoang 5%, chii yéu & niém
mac rudt. Chi khoang 0,5 - 1,5% liéu ding duoc chuyén héa &
gan nhd hé enzym cytochrom P450 thanh chét khong cé hoat
tinh).

Thai trir

Thoi gian bén thai trung binh cua fexofenadin khoang 14,4
gidy, kéo dai hon (31 - 72%) & ngudi suy thén. Thudc dugc thai
trir du6i dang khéng ddi chit yéu qua phan khoang 80%, va
11% qua nuéc tiéu.

QUY CACH PONG GOI

Hép 1 vi x 10 vién nén bao phim; Hp 3 vi x 10 vién nén bao
phim.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN
CHAT LUQONG

Didu kién bio quin: Dé noi khé réo, nhigt d6 duéi 30°C,

tranh 4nh sang. ";\‘
Han ding: 24 thang ké tir ngay san xuA. ,;\‘ AN
Tiéu chudn chit hrong: Tiéu chudn co s& \‘N ‘ ol
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