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[Composition] In 1ml contains, \ _// [Thanh phan] 1mL chira :
Ketotifen Fumarate 0.69mg Ketotifen fumarate .......0,69mg

(0-5"_19_ as Ketotifen) (twong duong Ketotifen ... 0,5mg)

{Exc:p:en!; _ . (T4 dugc: ubc ké

Boraakonkum choride .1 mg.  [eton Drup Benzalkonium chiorde 0.1 mg, | RXTHUC ke don
| 1Boftle / Box T4 duoc khéc v.d) Hép 1lo

[Dosage form] Ophthalmic solution - !

[indications, [Dang bao ch?] Dung dich nhd mét.

Dosage & Administration, [Chi dinh, Chéng chi dinh,

Contraindications, , , Lidu dung, cach dung, va

Another information’s] Anti-allergic céac théng tin khac] Anti-allergics

Xem té& hudéng dan kém theo.
[Quality specification] [Tiéu chudn chét lvong]
Manufacturer's standard D AE N As E Tiéu chu&n nha san xuét

[Bao quan]

S
[St::emigez! tight container, protect . 5 Trong bao bi kin, tranh anh sang, , .
i ! Ophthalmic Solution ~ |¢ nniét s dusi 30°C. Ophthalmic Solution

from light at temperature below 30C.
Han dung sau khi m& nép: 28 ngay| (Ketotifen Fumarate 0,69mg/imL)

Please see the insert paper.

Shelf life after opening : 28 days

E:;‘;r:ore information see the insert | (Ketotifen Fumarate 0.69mg/imL) ?u;;;&:gn'r&k::: ;f:m tbmeo. Thuéc nhé mét
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Rx “Thubc nay chi dung theo don thuéc”

DAENASE Ophthalmic solution

(Ketotifen fumarat)
“Dé xa tam tay tré em”
“Doc ky huéng dan sir dung truce khi dimg”

Thanh phin cong thirc thude
M&éi lo 6 ml chira:
- Thanh phan duoc chit:
Ketotifen fumarat 4,14 mg tuong duong véi 3 mg ketotifen
- Thanh phan ta dwoe: Benzalkonium chlorid (0,6 mg), glycerin, natri hydroxid, nudc cit pha

tiém. Wy
Dang bao ché: . &

Dung dich nhoé mét khong mau, trong sudt.

Do pH: 4,.8-5.8

Chi dinh

Diéu tri chimg viém két mac do di tmg.

Cich dung, liéu dang

Nguoi 16n va tré em tir 3 tudi tror 1én: Mdi lan nho 01 giot, 2 lan/ngay

Tré em dudi 3 tudi: DO an toan va hiéu luc cua thude déi véi tré em dudi 3 tudi chua duoe xac

minh, vi thé khong nén dung thude cho tré em dudi 3 tudi.

Chéng chi dinh:

Bénh nhén di tmg véi bét ky thanh phan nao cua thude

Canh bdo va thin trong khi diing thude

— Bénh nhén dung thudc néu thiy cam gidc bi nhin m& hay budn ngt khong dugc 14i xe va
van hanh may moc.

— Vi dbi khi thudc gay budn ngii va giam dau, nén can than trong dbi voi nguoi lai xe va véan
hanh may moc.

— Nén mé kinh ap trong truéc khi nho thude va dé cho thude tiép xic véi mat trong vong 15
phut sau khi nho mét, khéng gin kinh 4p trong vao mét sém.

Sir dung thude cho phu nir ¢6 thai va cho con bi:

—  Chua c6 chimg cir gi vé tic dung gy hai cia thudc véi bao thai trén dong vat thue nghiém.
Tuy nhién, khéng c6 dit liéu vé sir dung thudc trén phu nit ¢6 thai. chi nén ding thuéc néu
lgi ich vuot trdi so voi nguy co

—  Phu nit cho con bt: Chi nén sir dung thudc khi da can nhéc loi ich va nguy co cho me va bé

Anh hwéng ciia thubc 1én kha niing li xe, vin hanh may méc

—  Khi nhé thudc tdm nhin c6 thé bi giam. Tranh lai xe va van hanh may moc cho dén khi thi
luc trdr vé binh thuong.

Twong tic, twong Ky ciia thube
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—  C6 thé gay anh huong dén tac dung cua thude giam dau, thudc khang histamin va ruou

—  Sir dung cung lic thude ketotifen fumarat dang udng trong thoi ky an kiéng c6 thé lam giam
thrombocyt. Tuy nhién d6i véi thude nho mit thi chua ¢6 bao cdo.

—  Néu sir dung cling céc thube nho mit khéc thi nho céc thude cach nhau téi thidu 5 phut.

Tic dung khéng mong muén ciia thude

Céac tac dung khong mong mudn duge xép loai theo tan suit sir dung quy ude sau: Rét phd bién

(ADR > 1/10), phd bién (ADR > 1/100 dén < 1/10), khong phd bién (ADR > 1/1000 dén <

1/100), hiém (ADR > 1/10000 dén < 1/1000), rat hiém (ADR < 1/10000), khong biét (khong thé

udce tinh tir dit liéu sén o).

Roi loan hé thdng mién dich

- Khéng phd bién: Mén cam /K((C _

R6i loan hé than kinh '
- Khoéng phd bién: Nhirc dau
R&i loan thi gidc

- Phé bién: Kich tmg mat, dau mét, viém gidc mac dém, an mon biéu mé giac mac

- Khong phé bién: Tam nhin bi mo, khd mat, rdi loan mi mit, viém két mac, s¢ anh sang, Xuét
huyét két mac

Rdi loan tiéu hoa

- Khoéng phé bién: Khé miéng
Réi loan da va mé dudi da

- Khéang phd bién: Phat ban, cham, may day
R&i loan chung va tai vi tri tiém
- Khong phd bién: Budn ngi

- Cac tac dung khong mong mudn cua thude sau khi dua ra thi truong (tin sudt chua rd):

Céc tac dung khéng mong mudn sau da duge bao céo: Phan ing qua man bao gdm phan img di
(g tai chd (chu yéu la viém da, sung mét, ngira mit va phu né), cac phan tng di tng toan than
bao gébm sung mét/phii né (trong mdt s6 trudng hop lién quan dén viém da tiép xic) va lam tram
trong thém tinh trang di ing hién cé nhu hen suyén va bénh cham.

Théng bdo ngay cho bdc sy hodc dwoc sy nhitng phan ieng c6 hai gap phai khi sic dung thuéc
Qui liéu va cdch xir tri

Khong ¢6 dir liéu vé str dung thude qua liéu, khong ding qua lidu chi dinh cua thude

DPic tinh dwge lwe hoe

Nhém dwoe Iy: Thude nho mit chira hoat chat chong di ing

Ma ATC: S01GX08

Ketotifen 1a mot khang histamin d6i khang thu thé H1. Trén nghién ciru lam sang va thir
nghiém, ketotifen kiém ché su phong thich cua cic chét trung gian gay viém (nhu histamin,
leukotrien va prostaglandin va PAF) tir t& bao lién quan truc tiép dén cac phan tmg di ing loai I
(té bao mast, té bao bach cau wa acid, t& bao bach ciu ua kiém va té bao bach cau trung tinh).
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Ketotifen cling lam giam lugng chét, su hoat hoa, va sy mat hat nho cua bach cau da nhan wa
acid. Ketotifen lam ting nong do cia AMP vong do lam trc ché men phosphodiesterase nén c6
thé lam 6n dinh t€ bao .
Pic tinh dwgc dong hoc
Trong nghién ciru vé duge dong hoc trén 18 bénh nhan tinh nguyén sir dung thuéc nho mat
ketotifen, nong do cua ketotifen sau khi sir dung ketotifen nho mét trong 14 ngay lién tiép trong
da s6 truong hop 1a nho hon 20 pg/ml.
Sau khi sir dung, ketotifen duoc bai tiét theo pha sinh hoc, thoi gian ban thai trong pha dau la 3-
5 gio, pha cudi khoang 21 gi¢. Khoang 1% hoat chit dugc bai tiét duoi dang khong déi qua
nudc tidu trong vong 48 gid, va 60- 70% dugce chuyén hoa. Chat chuyén hoa chu yéu la .
ketotifen-N-glucoronid. /C{é"/ y
Quy cach déng géi: Hop 1 lo 6 ml /
Piéu kién bao quan: Trong bao bi kin, tranh 4nh sang, nhiét do dudi 30°C.
Han dung: 24 thang ké tir ngay san xuét. Ding trong vong 28 ngay ké tir khi mé nép lo
Tiéu chuén chit lwgng cia thude: TCCS
Tén, dia chi cia co' s sin xuat thudc
REYON PHARMACEUTICAL CO., LTD.
69-10, Hansam-ro, Deoksan-myeon, Jincheon-gun, Chungcheongbuk-do, Han Qudc.
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