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R, Thuéc k& don Hép 3 vix 10 vién nén

KETODITEN

San xuét tai:
Herabiopharm CONG TY TNHH SINH DUQ'C PHAM HERA
P Dia chi: Ld A17, KCN Tir Ha, Tx. Huong Tra,
Tinh Thira Thién Hué, Viét Nam.

N3LIdOL3M

Composition: Each tablet contains
Ketotifen (hydrogen fumarate)........c..oeeoerererverunnnns
Excipients: q.s
Indications/ Dosage and administration/ Contra-indications and other information:
Please read the package insert inside

Storage: In a sealed package, at a dry place and below 30°C

Specifications: Manufacturer's

Keep out of reach of the children / Read the leaflet carefully before using
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Rx Prescription medicine 3 blisters x 10 tablets
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Manufactured by:

Herabiopharm HERA BIOPHARMACEUTICAL COMPANY LIMITED
Address: Lot A17, Tu Ha Industrial Zone, Huong Tra
Town, Thua Thien Hue Province, Vietnam.

Thanh phan: M&i vién nén c6 chira
Ketotifen (hydrogen fumarate)..........covvuruessscsaanas
Ta duwgc: vira du 01 vién

Chi djnh/ Liéu ding/ Cach ding/ Chéng chi djnh va nhirng théng tin khac: B T
Xin xem k§ t& hwéng dan sir dyng

Bao quan: Trong bao bi kin, noi khd rao, dwdi 30°C
Tiéu chuan: NSX

DE thuéc xa tim tay tré em / Doc ki hurdng dén sir dung trrdre khi diing
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/( KETODITEN
}\ x \5!'“1 ﬂdCﬁRnAw/U,ﬂ' Vién nén Ketotifen 1 mg
\‘ # \ rli f .‘15“/\ /

Do&@ h:wg‘ff su' dung trudc khi dimg

Pé xa Iam tay tré em

Thong bdo ngay cho bac st hodc dwoc s nhitng tac dung khong mong muén gdp phdi khi sir dung thuéc
Sir dung dang bao ché phii hop véi lieu dwoc chi dinh.

THANH PHAN VA HAM LUQNG

MB&i vién nén c6 chira:

Hoat chiit: Ketotifen hydrogen fumarate trong duong véi Ketotifen............ 1 mg.

Td dwoc vira du: Lactose monohydrate 200, microcrystalline cellulose 102,
hydroxypropyl cellulose, croscarmellose sodium, magnesium stearate.

DANG BAO CHE

Vién nén mau tréng dén tréng nga, hinh tron, hai mat khum, tron lang, canh va thanh vién
lanh 1an.

CHi PINH

Piéu tri triéu ching céc bénh di img bao gdm viém miii va viém két mac.

LIEU DUNG VA CACH DUNG

b} r A by }’\ . 3 84 x A A {:‘?' 'l
Nguroi Ion: 1 mg x 2 lan/ngay, udng cung vai thire dn. Néu can cé thé tang 1én 2 mg x 2 ‘.l\; SINF
lan/ngay. \%, |
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Tré em: Tur 3 tudi tré 1én dung 1 mg x 2 lan/ngdy, udng cung véi thirc in. D6i véi nhing XU

bénh nhén khong sir dung dugc vién nén, nén xem xét dang bao ché khac thay thé phu hop
hon.

Nguoi cao tuéi: Khong cé bing chimg cho thiy bénh nhén cao tudi can lidu lwong khac
nhau hogc tic dung phu khéc vé6i bénh nhén tré tudi. Bénh nhin dwoc biét 1a dé an thin
nén ding 0,5 — 1 mg vao ban dém trong vai ngay dau.

CHONG CHI PINH

Qué mn véi hoat chit hodc véi bat ky té duge nao c6 trong thanh phan cua thudc.

Ghi nhén s6 lugng tiéu cau giam c6 hdi phuc & nhitng bénh nhin ding ketotifen dong thoi
v6i cac thudc chdng dai thdo duong dudng udng trong mot sb trudmg hop. Do d6, nén
tranh phdi hop nay.

CANH BAO VA THAN TRONG KHI DUNG THUOC

San pham chira lactose, do d6 khdng nén ding cho nhimg bénh nhén c6 vén d di truyén
hiém gip khong dung nap galactose, thiéu hut Lapp lactase hodc kém hép thu glucose-
galactose.

Co giat dd dwoc béo céo rit hiém gip khi diéu tri bing ketotifen. Vi ketotifen c6 thé lam
giam ngudng co gidt nén than trong khi sir dung cho bénh nhén c6 tién sir dong kinh.

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

Mic di khong c6 bang chimng vé bt ky tac dung giy quai thai nao, nhung khong thé dua
ra khuyén céo sir dung ketotifen trong thai ky. Ketotifen duoc bai tiét qua sita me, do do6
cac ba me dung thudce khéng nén cho con bu.
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ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Trong vai ngay dau diéu trj véi ketotifen, cac phan (g c6 thé bi suy giam.

Bénh nhin nén duoc canh bao khong diéu khién phuong tién hodc may moéc cho dén khi
biét duge tac dung ctia ketotifen di v6i ban théan.

TUONG TAC THUOC

Ketotifen ¢6 thé 1am ting tic dung cua thude an than, thudc ngi, thube khang histamin va
rugu. Bénh nhin nén dugc canh bao khong diéu khién phuong tién hodc may moc cho dén
khi biét duoc tac dung cta ketotifen dbi véi ban than.

TAC DUNG KHONG MONG MUON

Thiwong gap (1/100 < ADR < 1/10):

Tam than: Kich thich, cdu kinh, mét ngd, bdn chdn.

It gdip (1/1000 < ADR < 1/100):

Nhiém tring va ky sinh tring: Viém bang quang.

Than kinh: Hoa miit.

Tiéu héa: Kho miéng.

Hiém gip (1/10000 < ADR < 1/1000):

Chuyén héa va dinh dudng: Tang cén.

Than kinh: An than.

Rit hiém gp (ADR < 1/10000):

Mién dich: Hong ban da dang, hoi ching Stevens — Johnson, phan (g da nghiém trong.
Thén kinh: Déng kinh.

Gan mét: Viém gan, ting enzym gan.

An than, khé miéng va chéng mit c6 thé xay ra khi bit dau diéu tri, nhung thudng bién
mét tu nhién khi tiép tuc dung thube. Cac tridu chiing kich thich than kinh trung wong, nhu
kich thich, cau kinh, mét ngu, bdn chdn dic biét dugc ghi nhén & tré em.

QUA LIEU VA CACH XU TRi

Céc truong hop duge bao cdo clia quéa lidu bao g6m 1t 13n, budn ngu, rung gidt nhan céu,
dau diu, mét phuong hudng, nhip tim nhanh, ha huyét 4p, hon mé c6 thé hdi phuc, dic
biét dé bi kich dong hodc co git & tré em. Nén theo doi nhip tim chdm va suy ho hép.

Nén diéu trj triéu chimg. Xem xét str dung than hoat tinh néu ding qua lidu trong vong
khoang mét gidr. Néu cén thiét, nén diéu tri tridu chimg va theo ddi hé thong tim mach; néu
c6 kich thich, c6 thé ding barbiturat tac dung ngén hoic benzodiazepine.

DUQC LUC HQC

Nhom dwoc ly: Thudc khang histamin khac ding toan than.

Ma ATC: RO6AX17.

Ketotifen 1a thuc chdng di tmg manh e ché tac dung cia mot sb chét ndi sinh duge biét
14 chét trung gian gy viém. Ketotifen c6 tic dung trc ché khong canh tranh trén thy thé
histamin H1.

DUQC PONG HOC

Sau khi udng, ketotifen dwoc hip thu gin nhu hoan toan.

Sinh kh4 dung xap xi 50% do hiéu quéa chuyén hoa lan dau & gan khoiang 50%. Nong do
t6i da trong huyét twong dat dwoc trong vong 2 — 4 gity. Ty 1€ lién két v6i protein 1a 75%.
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Ketotifen durge thai trir qua hai pha véi thoi gian ban thai ngén tir 3 — 5 gio va dai hon 1a
21 gio. Trong nudce tiéu, khoang 1% hoat chit dugc bai tiét dudi dang khong thay dbi
trong vong 48 gir va 60 — 70% du6i dang chét chuyén hoa. Chéit chuyén hoa chinh trong
nude tidu 1a ketotifen-N-glucuronide hiu nhu khong ¢6 hoat tinh.

QUY CACH PONG GOI

Hop 3 vi x 10 vién.

BAO QUAN

Béo quan trong bao bi kin, noi kho rdo, nhiét do dudi 30°C.

TIEU CHUAN CHAT LUQNG

Nha san xuét.

HAN DUNG

36 thang ké tir ngay san xuét.

S6 16 san xudt (Batch No.), ngay san xudt (Mfg. date), han dimg (Exp. date): xin xem trén
nhdn bao bi.

Sdn xudt tai:
Cong ty TNHH Sinh dwgc phim HERA -
L6 A17 Khu cong nghiép Tir Ha, thi xa Huwong Tra, tinh Thita Thién Hué, Viét Nam. S\
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