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Indications, dosage
Ocular use

Read the package leaflet
before use.

Keep out of the sight and
reach of children.

Store al lemperalture S 30°C.
Discard after 28 days from
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Preservative:
Benzalkonium chloride.

Reg. No.: VN-23080-22

Manufacturer: COOPER S.A.
&4 Aristovoulou Str.

w4 11853 Athens, GREECE

Tel: +30-210-3442108,

Fax: +30-210-3451611
e-mail: info@koper.gr,
wvew koper.gr
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RX Thuéc nay chi ding theo don thudc

Ketotifen 0,025%
TNHH

DE XA TAM TAY TRE EM. I)U(}C

POCKY HUGNG DAN SU'DUNG TRUGC KHI DUNG. || %

NEU CAN THEM THONG TIN, XIN HOI ¥ KIEN BAC 57, O\

THANH PHAN HOAT CHAT
Maoi ml dung dich chita 0,345 mg Ketotifen hydrogen fumara
ing véi 0,25 mg ketotifen.

THANH PHAN TA DUGC
Benzalkonium clorid, glycerol, natri hydroxid, nudc dé pha thuéc tiém
vita du mét lo.

DANG BAO CHE cUA THUGC
Dung dich thuéc nhd mét

MO TA
Dung dich trong sudt, khéng mau dén vang nhat.

CHIPINH
Diéu tri triéu chiing viém két mac di Ung theo mua.

LIEU LUGNG VA CACH SU DUNG

Ngudi 16n, ngudi gia va tré em (3 tudi trds 1én); mét giot Cleroptic vao
tai két mac, hai lan mét ngay. Gitt lo thuéc va éng nho giot vé trung
cho dén khi mé bao bi géc.

Bé trdnh v tinh gay tap nhiém, can chd y khéng dé dau 6ng nhé giot
cham vao mi mét, viing quanh mét hodc cac bé mat khac. Can day chat
lo thudc sau méi lan diing.

An toan va hiéu qua cta Cleroptic & tré em tif so sinh dén 3 tudi chua
dugc thiét lap.

CHONG CHi BINH
Quéa man vdi ketotifen hydrogen fumarate hodc bt ki thanh phan
nao ctia thudc,

NHUNG LUU Y VA THAN TRONG BAC BIET KHI DUNG THUGC
Thanh phan thue nhd mét Cleroptic chifa chit bao qudn benzalkonium
clorid, c6 thé ldng dong trong kinh ap trong mém; do do khéng nho
thudc khi dang mang kinh &p trong mém. Kinh ap trong mém nén
dugc thao ra trude khi nho thudc va khong duge 13p lai sém hon 15
phtt sau khi sit dung.

Tét c& cdc thude nhéd mét dugc bao quan bang benzalkonium clorid ¢é
thé 1am mg céc kinh ap trong mém. Benzalkonium clorid c6 thé gay
kich (ing mat, '

SU DUNG THUGC CHO PHUY N{Y €O THAI VA CHO CON BU

Thoi ky mang thai

Khong cé day du di liéu vé viec st dung thudc nhd mit ketotifen trén
phu nif mang thai. Cac nghién ctu trén dong vét st dung liéu déc
diing udng trén ngudsi me cho thay ty 1 tirvong trudc va sau sinh ting
Ién, nhung khéng gay quéi thai. Tac dung toan than sau khi nhd mét
thap hon nhiéu so véi sau khi uéng. Can than trong khi ké don cho phu
nit mang thai.

Théi ky cho con bu

Mac di dir liéu & dong vat sau khi udng cho thay ketotifen bai tiét vao
stfa me, viéc sir dung tai chd trén ngudi khéng cé kha ning tao ra s6
ILigng cé thé phat hién trong sita me. Thudc nhé mit Cleroptic c6 thé
dugc st dung trong thai ky cho con ba.

Kha néng sinh san

Chua cé dit liéu vé tic déng cia ketotifen hydrogen fumarate trén kha
nang sinh san & ngudi.

ANH HUGNG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY
MOcC

Bat ky bénh nhan nao st dung Cleroptic bj m& mét hodc buén ngu
déu khong nén léi xe hojic van hanh méy méc.

TUONG TAC THUGC

Néu Cleroptic dugc st dung déng thai vdi cac loai thudc nhd mat
khiéc, phai cé khoang thdi gian it nhat 5 phat gitta hai loai thudc nay.
Su dung thudc udng ketotifen ¢ thé lam ting tac dung clia thudc c
ché than kinh trung wong, thudc khdng histamin va rugu. Mac du da
khong quan sat thay diéu nay véi thudc nhé mat Cleroptic, khéng thé
loai trir kha nang c6 thé xdy ra cac tac dung nay.

CONG TY

TAC DUNG KHONG MONG MUGN CUA THUGC

Céc phan ting bat Igi dugc xép theo nhom tén suat, theo quy udc sau:
Rat thueng gdp (= 1/10); thuong gap (= 1/100 dén < 1/10); it gap
(= 1/1,000 dén < 1/100); hiém gap (= 1/10.000 dén < 1/1,000); rat hiém
9dp (< 1/10.000), khéng ré (khong thé udc tinh dugce tir dir liéu c6 san),
Réiloan hé mién dich

It géip: Quéa man

Réiloan hé than kinh

It gdp: Nhie dau

Réiloan mét

Thucing gap: Kich ting mét, dau mét, viém gidc mac dém, x6i mon biéu
mo gidc mac.

lt gip: Nhin mé (trong thasi gian nhoé thuéc), khd mét, réi lean mi mat,
viem két mac, sg dnh séng, xut huyét két mac.

Réiloan tiéu héa

ft gap: Khé migng

Roiloan da va mé dudi da

It gdp: Phéat ban, eczema, néi mé day

Radi loan toan than va tai ché

ft gdip: Buén nga

Phan (ing bat lgi sau khi thudc luu hanh (tin & khong rd): phan (ing
qua man bao gém phan ting dj ting cuc bo (chi yéu la viem da tiép
XUc, stng mat, viém mi mét va phi nd), phan Ung dj ing toan than bao
gom sung mat/phi (mét sé truang hop két hgp vdi viém da tiép xtc)
va lam tram trong thém cac tinh trang di ung da cé tir trude nhu hen
suyén va eczema.

Théng bdo cho bdc s§ nhiing tdc dung khéng mong muén gdp phdi
khi sit dung thudc,

QUA LIEU VA CACH XU TR

Chua c6 bdo cdo nao vé truéing hop qué liéu.

Ubng mét lo 5 ml sé tuang duong véi 1,25 mg ketotifen, bdng 60% liéu
udng hang ngay dugc khuyén cdo cho mot da tré 3 tudi. Cac két qua
lam sang cho thay khéng cé déu higu hodc triéu chitng nghiém trong
sau khiuéng liéu Ién dén 20 mg ketotifen.

CACDACTINH DUQC LY

Céc déc tinh dugc luc hoc

Nhom dugc Iy: Nhan khoa, thudc chéng dj ting khéc

Ma ATC: SO1GX08

Ketotifen la chat ddi khang thu thé histamine H1. Cac nghién cliu trén
ddng vat in vivo va cac nghién ctru in vitro cho thay ketotifen gép phéan
vao tac déng 6n dinh té bao mast va tc ché suxam nhdp, hoat hoa va
mat hat ctia bach cau ua eosin,

Cdc dac tinh dugc ddng hoc

Trong mot nghién cttu duge dong hoc dugc tién hanh trén 18 ngudi
tinh nguyén khae manh véi dung dich nhd mit Cleroptic, néng do
ketotifen trong huyét tuong sau khi nho mit 1dp lai trong 14 ngay
trong hau hét céc truding hap déu dudi gisi han dinh lugng (20 pg/ml).
Sau khi diing duding udng, ketotifen dugc dio thai qua hai giai doan
Vi thai gian bén hiy ban dau tir 3 dén 5 gids va thai gian ban hiy cudi
la 21 gig. Khodng 1% chét nay dugc dao thai dudi dang khéng doi
trong nudc tiéu trong vong 48 gits va 60 dén 70% dudi dang chat
chuyén hoa, Chat chuyén héa chinh 13 ketotifen-N-glucuronide thye
té khéng c6 hoat tinh.

Dif liéu an toan tién lam sang

Dirligu tién 1am sang cho thay khéng cé nguy co dic biét nao dugc coi
la cé lién quan dén viéc sit dung thudc nhé mét & nguei dua trén cac
nghién ciu vé dugc ly an toan, déc tinh lidu 18p lai, doc tinh gen, kha
nang gay ung thu va doc tinh sinh san.

QUY CACH PONG GOI
Hop 1 1o S ml

DIEU KIEN BAO QUAN
Bao quan & nhiét do khong qué 30°C. Khoéng dugce sit dung sau khi mé
nap lo thudc qua 28 ngay.

HAN DUNG
24 thang ké tir ngay san xuat.

TIEU CHUAN CHAT LUONG CUA THUBC: TCCS
TEN, PIA CHI CUA €O S& SAN XUAT THUGC:

COOPER S.A. PHARMARCEUTICALS
64 Aristovoulou Street, 11853 Athens, Hy Lap





