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Rx Thu6c kO ttcrn

Dung dfch nh6 mit

KIVALANO
Thu6c niy chi dirng theo dorn thu6c.

D6 xa tAm tay cria trd em.

Dqc W hufng d6n sfr dgng trufc khi dirng.

Thinh phAn c6ng thtfrc thu6c: tvtSi tq dung dich nh6 mit c6 chta:
- Thdnh phdn dugc chiit: Ketotifen . O,O25yo(kytt)

(dudi dgng ke t otifen hydr o ge n fumar at)
- Thdnh phdn td dugc: Glycerin, benzalkonium clorid, dinatri edetat, natri acetat trihydrat,
acid acetic, nudc c6t vtra dir I 1o.

D?ng bio ch6

Dung dich trong su5t, kh6ng miu d6n miru vdng nh4t.

Chi tlinh
Di6u tritriQu chimg vi6m ki5t m4c di img theo mta.
Cich dirng, li6u dirng

Ngudi l6n, nguhi cao tu6i vi tr6 em tir 3 tu6i trd l6n: Nh6 1 gigt vdo ttii kiit m4c mht,2
l6r:/ngdy.

T16 em dudi 3 tu6i: OO an todn vi hiQu qua v6n chua dugc x6c <linh.

OC trrffi nhi6m bdn dung dich, kh6ng dugc AC AAu nho gigt cham vdo bAt ct bO m[t ndo.

Chdng chi ilinh
Benh nhen qua mdn cf,m voi dugc chAt hay voi t6t ty thanh ph6n ndo cria thu6c.

Cinh b6o vir th$n trgng khi dirng thu5c
Thanh phan tnu6c c6 chria benzalkonium clorid ld ch6t bio qufur, chAt ney c6 th6 ng6m vio
kinh 6p trdng mAm vi thay d6i mau sic cria kinh 6p trdng. Phii th6o kfnh 6p trdng tru6c khi
str dgng thu6c vi deo lpi sau it nh6t 15 phrit te ttr thi nh6 thu6c.

Benzalkonium clorid c6 th6 gdy kich img m6t, d{c biQt ld kh6 mit ho4c r6i loan gi6c m4c.

Sfr dgng thu5c cho phg nit c6 thai vi cho con bri

Srh dyng thudc cho phqt nfr cd thai
Kh6ng c6 dt liQu dAy cttr vA viQc sir dgng thu6c o phu nt mang thai. C6c nghiOn ctu tr6n dQng

vflt voi [du u6ng gdy dQc cho mg cho th6y t6ng ty lQ tir vong tru6c vd sau khi sinh nhmg
lihOng g6y qu6i thai. N6ng dQ thu6c toan th6n sau khi dung ducrng nh6 m8t ttr6p hon nhi6u so

voi sau khi dung <tudrng udng. Can tnan trgng khi kO <ton cho php nit c6 thai.

Srh dyng thudc cho phg nfi cho con brt
M{c dt c6c dtt liQu tr6n tlQng vft sau khi dirng ducrng uting cho th6y thu6c bni tii5t vdo sfia mg,

nhrmg dung tai ch6 o nguoi kh6ng chic t4o ra lugng thu6c c6 th6 ph6t hiQn duoc trong sfra

m9. Thu5c c6 th6 dugc sir dgng cho phg nfr cho con bri.

Anh hu6mg cria thuSc l6n khi nlng l{i xe, vfn hinh mdy m6c

n6t ry benh nhan nio bi md mit ho{c bu6n ngir kh6ng nOn l6i xe hopc vfln hanh m6y m6c.

Tuong tdc, tumrg ky cfra thu6c
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N6u sri dgng d6ng thoi ketotifen vcvi c6c lo4i thu6c nh6n khoa kh6c, phii dirng c6c lopi thu5c
c6ch nhau it nh6t 5 phrit.

ViQc sti dgng ketotifen duong u6ng c6 th6 hm ting tic dgng cria thudc ric ch6 tfran mnn trung
umg, thudc kh6ng histamin vi rugu. MAc dn diAu niy chua dugc b6o c6o A6i vcri dqng thu6c
nh6 m8t, nhung kh6ng tho lo4i tru khe ndng x6y ra nhtng t6c dung nhu v4y.
Tuong lq:Do kh6ng c6 c6c nghiOn ct?u vA tinh tucrng ky cria thu6c, kh6ng trqn 6n thu6c ndy
vdi c6c thuiSc kh6c.

T{c dgng kh6ng mong mu6n cria thu6c
TAn su6t cdc t6c dpng kh6ng mong mu6n dugc ph6n lopi nhu sau: r6t thudrng g{p (Z 1/10),
thuong g6p (> l/100, < 1/10), it gap (> l/1000, < 1/100), hii5m gflp e t/l0000, < 1/1000), r6t
hi6m gflp (< 1/10000), kh6ng rd (kh6ng thO u6c tinh tt dit liQu sEn c6).
Riit loqn hQ thdng mi6n dich
it gip: Qu6 m6n.

Riit loqn h€ thin kinh

it g4p: Nhric dAu.

Riit loqnvd mat

Thucmg g{p: Kich img mit, dau mit, viOm gi6c m4c ch6m, 6n mdn bi6u m6 gi6c m4c

it g4p: Nhin md (khi nh6 thu6c), kh6 mit, roi loan mi mit, vi6m ki5t m?c, sg ffi srlng, xu6t
huytit k6t mpc.

Riii loqn tiAu h6a

it g{p: I(h6 miQng.

n6i bqn davd m6 dudi da

it g6p: Ph6t ban, chdm, n6i me day.

Cdc riit logn todn thdn vd tqi chd

it g4p: Bu6n ngir.

Cic tdc dpng khdng mong mu6n voi tdn su6t kh6ng rd cria thu6c dd du-o. c b6o c6o: phan rmg
qu6 mdn bao g6m phan tmg di ung t+i ch6 (chri yiSu td vi6m da ti6p xric, stmg mit, ngria mi
mit ve pht nO), phan rmg di ung toan th6n bao gdm sung/ phir m{t (trong mQt s6 truong hgrp

c6 li€n quan tttin vi6m da titip xtic) vi ldm trAm trgng hon tinh trqng di ung s[n c6 nhu hen

suy6n vi chim.

Thdng bdo ngay cho btic sj ho(c dtrgc s! nhtng phdn *ng cd hgi sgp ph,fii khi stb dyng
thudc.

Qui tidu vi cich xfr trf
Chua c6 trudmg hgp qu6li6u ndo dugc b6o c6o.

UOng ci lq 5 ml tucrng duong vot 1,25 mg ketotifen ln beng 60% liOu khuyi5n c6o h6ng ngdy

cho mQt tr6 3 tudi. Ktit qui 16m sang cho th6y khdng c6 d6u hiQu ho4c triQu chimg nghiOm

trgng ndo sau khi ui5ng toi 20 mgketotifen.

Dfc tinh dugc lgc hgc

Nhdm duqc l!,: Thudc nhdn khoa, thu6c ch6ng ditmg ktr6c.

Md ATC: S01cX08
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Ketotifen ld mQt ch6t i16i kh,iog thu th6 histamin Hl. Trong c6c nghi6n ciru invivo tr6n tl6ng
v{t vi c6c nghiOn ctra in vitro cho thSy ketotifen c6 tAc dung t[ng th6m tinh 6n dinh t6 beo
mast, ric ch6 sg x6m nhflp, ho4t h6a vd ldm m6t t6 bio h4t cira b4ch cAu 6i toan.
D[c tfnh dugc tlQng hgc

Trong mQt nghiOn cr?u dugc dQng hqc dugc thyc hiQn tr6n 18 ngudi tinh nguyQn kh6e manh
voi thu6c nho mit chria ketotifen, n6ng dQ ketotifen trong huy6t tuong ,u., khi nh6 thu6c l{p
l4i trong 14 ngdy 6 hAu h6t c6c truong hqp d0u th6p hcrn gi6i han dinh luqng (20 pglml).
Sau khi u6ng, ketotifen dugc thdi tru theo hai pha v6i thoi gian b6n thdi pha d6u tt 3 - 5 gid
vi thoi gian b6n thAi pha sau ld 2l gicr. Khoang 1% dugc ch6t duqc bai ti6t ducri d4ng k*r6ng
ddi qua nu6c tiiSu trong vdng 48 gicr vd 60 - 70%du6i d4ng ch6t chuy6n h6a. Ch6t ctruy6n hOa
chinh li ketotifen-N-glucuronid thyc ch6t kh6ng c6 ho4t tinh.

Quy cich d6ng g6i: HQp I lg 5 ml, kdm td hu6rng d6n sri dUng.

Didu kiQn bio quin: Noi kho thoring, nhiet dO kh6ng qu6 300C, trrinh rlnh sring.
H4n ding: 24 thangkr5 tu ngiy san xuAt.

I(h6ng dung thu6c qu6 28 ngdy k6 tt khi mcr nEp sir dgng hn dAu.

so to san xu6t, ngdy san xu6t vi h4n su dpng xem tr6n bao bi chinh cira sdn phAm.
Ti6u chuAn chdt lugmg: Ti0u chuAn c<y sd.

Nhi sin xudt

c0Nc ry cO rHAN DrIqc MEDTrHARCo
Dla chi: sO t Nguy6n Trudmg TQ, phudrng Thu4n H6a, thanh pnO Uuti
DiQn tho4i: 19001010 - 0234.3837731 *Fax: 0234.3826077
Nhn phin ph6i

C6Nc TY CO PHAN GLoBAL PHARMACEUTICAL
Dfa chi: SO S aucrng 59B, phuong Tan T4o, thanh ptr6 HO Chi Minh
DiQn tho4i : 028.62965253

HCM, ngdy /g th6ng 09 ndm2026
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