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Trap haco Ho so ding ky vién nén bao phim Trallergic

CONG TY CO PHAN TRAPHACO

Vién nén bao phim

TRALLERGIC

Fexofenadin hydroclorid 180 mg
Dé xa tam tay tré em
Doc kj huéng din sir dung trude khi ding

QUY CACH PONG GOI: Hop 1 vi, 2 vi, 3 vi, 5 vi, 10 vi x 10 vién.
DANG BAO CHE: Vién nén bao phim.

Mo ta: Vién nén bao phim hinh oblong, mau héng nhat

THANH PHAN: Mdi vién chira:

Thanh phén hoat chit:
Fexofenadin hydroclorid 180 mg
Thanh phan td dwoc: vira du

Microcrystalline cellulose, Pregelatinized starch, Sodium
starch glycolate, Natri lauryl sulfat, Colloidal silicon dioxid,
Magnesi stearat, Hydroxypropyl methylcellulose,
Polyethylen glycol 6000, Titan dioxyd, Oxyd sit do
NHOM DUQC LY: Thude khang histamin
Ma ATC: RO6AX26
CHI PINH:
- Diéu trj viém miii di img theo mua & ngudi 16m va tré em tir 12 tudi trd 1én.
- Diéu tri cac biéu hién ngoai da khong bién chimg ctia may day vo cin man tinh &
nguoi 16n va tré em tir 12 tudi tro 1én.
LIEU DUNG - CACH DUNG:
Liéu ding:
- Nguoi 16n va tré em tlr 12 tudi tro 1én: 1 vién/ngay.
- Nguoi suy than: liéu khoi dau duoce khuyén ding 1a 1 vién fexofenadin 60 mg mdi
ngay.
- Ngudi suy gan: khéng can diéu chinh liéu.
- Ngudi cao tudi: khong can diéu chinh liéu, ngoai trir ¢6 suy giam chirc ning than.

Cach dung:

Thude ding dudng ubng véi nudce va trude bira an. Khong udng thude véi nudce hoa qua

(nhu cam, budi, tao).

CHONG CHI PINH:

Min cam véi bat cir thanh phén nao cia thude.

CANH BAO VA THAN TRONG:

- Cén than trong va diéu chinh liéu thich hop khi dang thudc cho ngudi ¢6 chire ning
than suy giam vi ndng do thude trong huyét tuong tang do thoi gian ban thai kéo dai.

[v] 13
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Traphqco Ho so dang ky vién nén bao phim Trallergic

CONG TY CO PHAN TRAPHACO

- Cén than trong khi dung thudc cho ngudi cao tudi (trén 65 tudi) thuong cé suy giam
chirc nang sinh ly thén.

- D0 an toan va tinh hiéu qua cua Trallergic chua dugce danh gia trén tré em dudi 12
tudi.

- Khong tu y ding thém thudc khang histamin H; khéc khi dang str dung fexofenadin.

- Cén ngung fexofenadin it nhat 24 - 48 gio trudce khi tién hanh cic thir nghiém khéng
nguyén tiém trong da.

- Dung fexofenadin lam bénh vy nén ting lén.

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

Phu ni¥ co thai:

Chua c6 nghién ctru ddy du trén nguoi mang thai, nén chi dung fexofenadin cho phu nit

mang thai khi lgi ich cho me vuot trdi nguy co ddi vai thai nhi.

Phu nit cho con bu:

Khong rd thudc co bai tiét qua sira hay khong, vi vdy can than trong khi dung

fexofenadin cho phu nir cho con bu.

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

Tuy fexofenadin it gdy budn ng, nhung van can than trong khi lai xe hodc van hanh

may moc.

TUONG TAC THUOC:

- Erythromycin va ketoconazol lam ting néng do fexofenadin trong huyét twong 'ﬁ‘z'??
nhung khong lam thay doi khoang QT. Khong c6 su khac biét vé tic dung khong .
mong mudn dugc bdo cdo khi cic thude nay duge dung riéng 1é hodc phdi hop. b :I' Y

A - . - P - s A 5 A 5\ . I . ~ 11 £ HAN

- Thuoc khang acid chira nhom va magnesi néu dung dong thoi vai fexofenadin s€ lam s

. 4 £ v i as 1% g \ , N s HACU
giam hap thu thudc, vi vdy phai dung cac thudc nay cach nhau khoang 2 gio.

- Khong ghi nhén ¢6 tuong tac gitra fexofenadin va omeprazol. T

- Nong d¢ fexofenadin c6 thé bi tang do verapamil, cac chét trc ché p-glycoprotein.

- Fexofenadin c¢6 thé lam ting ndng do cdn, cac chat an than hé than kinh trung wong,
céc chét khang cholinergic. Tranh dung fexofenadin véi rugu vi lam ting nguy co
an than (ngu).

- Fexofenadin c6 thé lam giam ndng do cac chét e ché acetylcholinesterase (¢ thin
kinh trung wong), betahistin.

- Fexofenadin c6 thé bi giam ndng do bai cac chét trc ché acetylcholinesterase (& thin
kinh trung wong), amphetamin, cac chat khang acid, nudc ép qua budi, rifampicin.

- Nudc hoa qua (cam, budi, tao) c6 thé lam giam sinh kha dung cua fexofenadin dén
36%.

TAC DUNG KHONG MONG MUON:

Cac nghién ctru 1dm sang c¢6 doi ching vai gia duoc cho thay ty 1¢ tic dung khong mong

mudn & nhém ngudi bénh dung fexofenadin tuong tu nhu & nhém dung gia dugc.

Thuong gap (>1/100)

14
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Traphaco Ho so dang ky vién nén bao phim Trallergic

CONG TY CO PHAN TRAPHACO

- Thén kinh: budn ngu (1,3 - 2,2%), mét moi, dau dau, mat ngu, chong mat.
- Tiéu hoa: budn non, kho tiéu.
- Khac: d& bi nhiém siéu vi (cam, cim), dau bung kinh, d& bi nhiém khuén ho hé‘ip trén,
ngua hong, ho, sbt, viém tai gitra, viém xoang, dau lung.
It gap (>1/1.000, <1/100)
- Than kinh: so hai, rdi loan giéc ngu, &c mong.
- Tiéu hoa: kho miéng, dau bung.
Hiép gép (<1/1.000)
- Da: ban da, may day, ngtra.
- Phan tng qua man: phu mach, tirc nguce, kho thd, do bung, choang phan vé.
Khong ro tan sudt (khong thé woc tinh tir dit liéu hién co):
- Tim mach: tang nhip tim, h6i hop.
- Tiéu hoa: tiéu chay.
Thong bdo ngay cho bdc sy hodc duwgc sy nhitng phan ieng co hai gap phai khi s
dung thubc.
QUA LIEU VA CACH XU TRI:
Quid liéu:
Céc bao cdo vé qua lidu cuia fexofenadin it gap va thong tin vé doc tinh cap con han ché.
Tuy nhién, budn ngu, chong mat, khé miéng da duoc bao céo.
Cdch xuw tri:
Str dung cac bién phap thong thuong dé loai bo phan thude chwa duge hap thu & phan
ong tiéu hoa. Piéu tri triéu chimg va nang do tong trang. Loc mau lam giam nong do
thudc trong mau khong dang ké (1,7%). Khong c6 thude giai doc dic hiéu.

BAO QUAN: Noi khé réo, nhiét do khong qua 30 °C, tranh anh sang. \
HAN DUNG: 36 thang ké tir ngay san xut. YA\
TIEU CHUAN: TCCS. :,
i

Sin pham cia: CONG TY CO PHAN TRAPHACO /

75 Yén Ninh - Ba Dinh - Ha Noi

Séan xuit tai: CONG TY TNHH TRAPHACO HUNG YEN
Thon Binh Luong - Xa Tan Quang - Huyén Van Lam - Tinh Hung Yén

Ngudi soan thao: Nguyén
Ngudi kiém tra: Yen
Ngay kiém tra: 25/04/2023



admin
Rectangle


