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1. Intermediate label :

BO Y TE

CUC QUAN LY DUGC
PpA PHE DUYET

Mfg. Date(NSX) : dd/mmlyyyy
Exp. Date(HD)  : dd/mmlyyyy

(Qug/bwigz uaolay)
uoln|os djwpyiydo
uajiieqg 1
|
| ]
Brug uopdudsald Xy
[Composition] In 5mL contains, mh pl';in] hlddi 5mL cahﬁ
: Ketotif — ~oL2 etotifen fumalate —— 3,45mg
RX Prescription Drug (:q .otoel?eftzzf‘zl:: sl 3.45mg RX Thudc ban theo dan (Tuong duong Ketotifen 2,5mg)
1Bottle / Box 1Lo / Hop [Chi dinh, M6 3, Liéu lugng va
. Céch dung, Chéng chi djnh,
Colorless solution. DNNK : Thén trong, Téc dung phy]
[Indications, Xin doc td huéng ?:?ﬁ sl dung.
5 Dosage & Administration, . [Tiéu chuén chét lugng] TCCS
Contraindications, Precautions, [S616 SX, SBK, NSK, HD]
a I E n Side-effects] a I E n Xin xem tai Visa No., Lot. No.,
Please see the insert paper. Koo [h;fiD::]ExP' Date.
Ophtholmlc solution || [Quality specification] Dung djch nho mat Bio qquén trong bao bi kin, nai
(Ketotifen 2.5mg/5mL) || Manufacturers standard (Ketotifen 2,5mg/SmL) | ko réo, thoing mét, nhiét d
[Storage] s
Store in a tight container, dry o ngé“;‘ﬂ sau khi mé nép :
and o?ol place, belf)w ki Céc théng tin khac xem trong t&
Shelf life after opening : 28 days hudng dan s dung kém theo.
For more information see the ~
@ insert paper. @ DE XATAM TAY TRE EM
) KEEP OUT OF REACH OF CHILDREN
Visa No.(SDK) BOCKY HUGNG DAN SU DUNG TRUGC
Lot No.(S6 16 SX) : KHI DUNG

READ INSERT PAPER CAREFULLY
BEFORE USE
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2. Label on the smallest packing unit :

[Thanh phén] M&i 5mL chua,
Ketotifen fumalate ---------—- 3,45mg
(Tuong duong Ketotifen 2,5mg)

[Mé t3]

Dung dich nhd mét trong suét khéng
mau.

[Chi djnh, Liéu lugng va Céch dung,
Chéng chi djnh, Thén trong,
Téc dung phy] )

Xin doc td hudng d&n st dung.
[Tiéu chugn chat lugng]

Tiéu chuén nha san xuét

RX Thugc ban theo don

Datifen

Dung dichnhd mat £
(Ketotlfen 2 5mg/5mL) &

[Bdo quain] L
Bao quan trong bao bi kin, noi khd

réo, thoang mat, nhiét dé dudi 30°C.

Han diing sau khi mé ndp : 28 ngay
Cac thén tin khéc xem trong to
hudng dén s dung kém theo

{aﬁmmwmﬁm ]
BOC KY HUGNG DAN SUDUNG TRUGC KHI DUNG

Visa No.(SPK)
Lot No.(S6 16 SX) :
Mfg. Date(NSX) : dd/mm/yyyy
Exp. Date(HD)  : dd/mm/yyyy
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To hwong din siv dung

Rx - Thudc ban theo don

DATIFEN OPH
(Ketotifen (duci dang ketotifen fumarat) 2,5 mg/5,0ml )
Doc kj huéng din siv dung trueée khi dung
Néu cin thém thong tin xin héi y kién bdc s7, dwgc sy.
Thuéc chi ding khi cé sw ké don ciia Bdc si.
[Tén thudc] Datifen Oph
[Thanh phan] M&i 5 ml chta

Hoat chat:

Ketten [rmasil «cmwnaswissmasnmmsns s tuong duong ketotifen 2,5 mg

Td dugc: Glycerin, acid hydrochloric, natri hydroxid, nudc cat pha tiém. é([/
[Dang bao ché] Dung dich nho mét J///

[Quy cach dong goi] 5 ml/lo/hdp
[Pac tinh dwoe lue hoc]
Ketotifen 1a mot khang histamin d6i khang thu thé H1. Trén nghién ciru 14m sang va thir nghiém
ketotifen kiém ché su phong thich cua cac chat trung gian gdy viém (nhu histamin, leukotrien va
prostaglandin va PAF) tir té bao lién quan truc tiép dén cac phan tng di tmg loai I (t& bao mast, té
bao bach cdu ua acid, té bao bach cau ua kiém va té bao bach cau trung tinh). Ketotifen ciing giam
luong chét, su hoat hod, va su mat hat nho cua bach cau da nhan ua acid. Ketotifen lam ting néng
d6 ciia AMP vong do lam tc ché men phosphodiesterase nén c6 thé lam 6n dinh té bao .

[Dwoc dong hoc]

Trong nghién ctru vé dugc dong trén 18 bénh nhan tinh nguyén sir dung thudc nho mit ketotifen,
ndng do cua ketotifen sau khi sir dung ketotifen nhé mat trong 14 ngay lién tiép trong da s truong
hop la nho hon 20 pg/ml.

Sau khi st dung, ketotifen dugc bai tiét theo pha sinh hoc, thoi gian bén thai trong pha dau 1a 3-5 gio,
pha cudi khoang 21 gio. Khoang 1% hoat chat duoc bai tiét dudi dang khong ddi qua nudc tiéu
trong vong 48 gio, va 60- 70% dugc chuyén hod. Chat chuyén hoa chu yéu la ketotifen-N-
glucoronid.

[Chi dinh]

Diéu trj ching viém két mac do di ting.

[Liéu lwgng va cach dung]

Nguoi lon va tré em tur 3 tudi tré 1én: M&i 1an nho 01 giot, 2 lan/ngay

Tré em dudi 3 tudi: DO an toan va hiéu luc cia thude dbi véi tré em dudi 3 tudi chua dugc xac minh,
vi thé khong nén dung thude cho tré em dudi 3 tuoi.

[Chéng chi dinh]

Bénh nhan di tmg v6i bt ky thanh phan nao cua thudc.

[Than trong|

- Bénh nhan dung thudc néu thay cam giéc bi nhin md hay budn ngu khong dugce lai

may maoc.
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- Vi doi khi thube gay budn ngt va giam dau, nén can than trong déi véi nguoi lai xe va van hanh
may mac.

- Nén mo kinh ap trong trude khi nho thude va dé cho thude tiép xtc voi mét trong vong 15 phit sau
khi nho mat, khong gan kinh ap trong vao mét som.

[Tac dung khong mong mudn|

Céc tac dung phu c6 thé gap phai khi su dung ketotifen fumarat bao gdom:

Thuong gap:

- Than kinh trung uwong: budn ngu, ngu ga, mét moi, chong mat

- Tiéu hoa: budn nén, noén mura, tiéu chay, hoac dau viung thugng vi

It gap:

- Than kinh trung wong: dau dau, giam vén dong

- Tuan hoan: danh tréng nguec, loan nhip

- Toan than: hoi chimg khang muscarinic gay kho miéng, tang tiét dich duong ho hip, giam thi luc, /
bi tiéu, tdo bon, trao ngugc da day /

- Toan than: phat ban, phan (mg qua man (bao gom co thit phé quan, phit mach, séc phan vé)
- Mau: r6i loan huyét hoc, bao gdm ca mét bach cau hat, giam bach cau, thiéu mau tan huyét, giam
tiéu cau
- Khac: co giat, d6 md hoi, dau co, hiéu Gmg ngoai thap, run, roi loan gidc ngu, trdm cam, 1 14n, U
tai, ha huyét ap, va rung toc.
Tuy nhién, cac phan ng nay chi xdy ra v6i duong dung hap thu toan than. Datifen Oph la thudc
nho mat. Cac tac dung khong mong muén chu yéu la tac dung tai chd.
- Thudc c6 thé gdy cam giac dau rat /cay/kich thich mét, nhirc dau, nghet miii / s& miii, mui vi khé
chiu trong miéng, ting nhay cam v&i anh sang hodc mot s6 phan tng tai chd nhu xung huyét, cham
va ngira c6 thé xay ra. Khi c6 hién tuong viém mi mat, viém quanh da mi mét, nén ngimg diéu trj.
Néu cac phan tng nay kéo dai hodc xdu di, thong bao cho béc si hodc dugce si ngay lap tuc.
- Cac tac dung phu hiém gip bao gom kho mat, dau mét, do / sung mét, giam thi luc. Thong béo cho
bac sT hodc dugc si ngay lap tirc khi xudt hién cac triéu chung nay.
- Hiém khi xay ra phan tung di tng nghiém trong khi sir dung thuc nho mét Datifen Oph. Tuy nhién,
toi ngay co so'y té gan nhat néu c6 bat ky triéu chimg cua phan tmg di ing nghiém trong, bao gdm:
phat ban, ngtra / sung (ddc bi¢t la & méat / ludi / hong), chdng mat, khoé tho.

Théng bdo ngay cho bdc si hodc dwoc sy khi gdp phdi cdc tic dung khong mong muén
[Twong tac thudc]
- C6 thé gy anh huong dén tac dung cta thude giam dau, thude khang histamin va rugu
- St dung cung lic thude ketotifen fumarat dang udng trong thoi ky an kiéng c6 thé lam giam
thrombocyt. Tuy nhién ddi véi thude nho mit thi chua ¢é bao cao.
- Néu st dung cuing cac thube nho mét khéc thi nho cac thude cach nhau t6i thiéu 5 phut.
[Str dung thude cho phu nir c6 thai va cho con bu]
- Chua c6 ching cr gi vé tac dung gdy hai cua thude véi bao thai trén dong vét thuc ngh&emv Iuy
nhién do chua ¢ bao cao nghién ciru trén nguoi, vi thé chi nén str dung thude khi da cﬁ?nhac 101 1ch
ctia thudc va nhiing tac hai c6 thé co ctia thude ddi voi thai nhi. ;,
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[Anh hwéng dén kha ning lai xe va van hanh may moc]
- Khi nho thudce tdm nhin ¢6 thé bi giam. Tranh lai xe va van hanh may méc cho dén khi thi luc tré
vé binh thuong.
[Qua lidu va xir tri]: Chua co bdo cdo vé trudong hop sir dung qué liéu.
[Bao quan] Bao quan trong bao bi kin, noi khd rao, thoang mat, nhiét do dudi 30°C.
[Han dung] 24 thang ké tir ngay san xuat. 28 ngay d6i v6i dung dich sau khi mo nép.
PE THUOC TRANH XA TAM TAY TRE EM.
Nha san xuét
DHP KOREA CO., LTD.
50, Osongsaengmyeong 6-ro, Osong-eup, Cheongwon —gun, Chungcheongbuk-do, Han Qudc

TUQ. CUC TRUONG
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