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Ll s [Composition] in TmL contains:
. Ketotifen fumarate ---- 0.69mg

(Ketotifen fumarate)
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Rx Prescription Drug

NEWATIPENE

Ophthalmic Solution

5ml

BINEX CO., LTD.

480-2, Jangrim-dong Saha-qgu, Busan, Kares

[Indication]

Allergic conjunctivitis

[Dosage & Administration]

Instill one drop, 2 to 4 times for a
day. Dosage adjustment is based on
the severity.

Pediatric use: Follow the prescription
of physician

[Precautions, Adverse reactions &
Contraindications]

Please see the insert paper.
[Storage]

Store in dry place below 30°C. Don't
use more than 28 days from opening.
[Shelf lite]

2 years from manufacturing date.
[Quality Specification]
Manufacturer's

KEEP OUT OF REACH OF CHILDREN.

READ INSERT PAPER CAREFULLY
BEFORE USING.
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Rx Prescription Drug

NEWATIPENE

Ophthalmic Solution
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Rx Thudc ban theo dan
Thuéc tra mat
Dung dich thubc nho mat
NEWATIPENE
Mbi 1ml chia:
Ketotifen fumarat ----------- 0.69mg
Hop 1l x 5Sml SBK: ;
CHr BINH, CACH DUNG, CHONG CHI
D|NH: Xem t& hudng din sif dung.
Sd 16 SX, NSX, HD xem "Lot No.",
“Mfqg. Date”, “Exp. Date” trén bao bi.
Bdo quan ndi khd rdo, dudi 30°C. St
dung thudc trong vong 28 ngay ké tif
khi md ndp lp thudc.
San xud! bdi: _
BINEX CO., LTD. — HAN QuOC
Nh3p khdu bdi:

Cac thong tin khdc dé nghj xem td
hudng din sif dyng kém theo.

DE xa tam tay cia tré em.

Doc ky hudng dan su dyng trude khi ding.

Visa No.

Lot No.
Mfg. Date :
Exp. Date :

| Rx Preseription Drug ]

|Composition] in 1mL contams:
Ketatifen fumarate — 0.69mg
[indications, Dosage &
Administrations)

Please see the inser! paper
[Precautions, Adverse reations &
Contraindications)

Please see the insert paper
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To hwéng din sir dung

Rx - Thudc ban theo don

Newatipene Ophthalmic solution
(Ketotifen fumarat)
Doc ki huong dan sir dung trudc khi diung
Néu can thém thing tin xin héi  kién bdc sy, dugc sy.
Thudc chi diing khi c6 s ké don cia Bdc si.

[Tén thude] Newatipene Ophthalmic solution

[Thanh phan] M&i 5 ml chira

Hoat chat:

Ketotifen fumarat ..........ccooiviiiiiniieniinie e s 3,45 mg (twong duong ketotifen 2,5 mg)
T4 dwoc: Benzalkonium clorid, glycerin, natri hydroxid, nudc cat pha tiém.

[Dang bao ché] Dung dich nho mét

[Quy cach dong gaoi] 5 ml/lo/hop

[Pic tinh dwgc lwe hoc]

Ketotifen 12 mot khang histamin dbi khang thu thé H1. Trén nghién ciru lam sang va thir
nghiém ketotifen kiém ché su phong thich cla cic chat trung gian gay viém (nhu histamin, cac
leukotrien, protaglandin va PAF) tir té bao lién quan truc tiép dén cac phan (mg di img loai I (té
bao mast, té bao bach cau wa acid, té bao bach cau wa kiém va té bao bach cau trung tinh).
Ketotifen ciing giam luong chét, su hoat hod, va s mat hat nho ctia bach cau da nhan wa acid.
Ketotifen lam tiang ndng d6 cia AMP vong do lam trc ché men phosphodiesterase nén co thé
lam 6n dinh té bao .

[Durge dong hoc]

Trong nghién ciru vé dugc dong trén 18 bénh nhén tinh nguyén sir dung thudc nho mét chira
ketotifen, ndng dé cua ketotifen sau khi sir dung ketotifen nho mét trong 14 ngay lién tiép trong
da s truomg hop la nho hon 20pg/ml.

Sau khi sir dung, ketotifen dugc bai tiét theo pha sinh hoc, thai gian ban thai trong pha dau la 3-
5 gio, pha cudi khoang 21 gio. Khoang 1% hoat chéat dugc bai tiét dudi dang khong doi qua
nude tiéu trong vong 48 gid, va 60-70% dugc chuyén hoa. Chit chuyén hoa chu yéu la
ketotifen-N-glucoronid.

[Chi dinh}

Diéu tri chimg viém két mac do di ing.

[Liéu lrgng va cach dung]

Ngudi [6n va tré em tir 3 tudi tro 1én: Mdi 1an nho 01 giot, khong nho qua 2 lan/ngay, mdi lan

cach nhau 8-12 gid. 480-2 Jangrim-dong Saha-gu Busan, Koree

BINEX CO.. LTH

PRESIDENT
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Tré em dudi 3 tudi: DO an toan va hiéu luc clia thube doi vai tré em dudi 3 tudi chua duoc xac
minh, vi thé khong nén ding thudc cho tré em dudi 3 tudi.
[Chéng chi dinh]
Bénh nhan di mg véi bat ky thanh phan nao cta thudc.
[Thén trong]
Bénh nhan dung thudc néu thdy cam giac bi nhin m& hay budn ngu khong dugc lai xe va van
hanh may moéc.
Vi déi khi thudc gay budn ngi va giam dau, nén can than trong ddi vi ngudi lai xe va van hanh
may moc.
Nén m& kinh ap trong trudce khi nho thube va dé cho thude tiép xic véi mét trong vong 15 phit
sau khi nho mét, khéng gén kinh ap trong vao mit som.
[Tac dung khong mong mudn]
Thube ¢6 thé gay cam gidc rat mat, mot s6 phan (mg tai chd nhu xung huyét, cham va ngira co
thé xay ra. Khi c6 hién tuong viém mi mét, viém quanh da mi mét, nén ngirng diéu tri.
Théng bdo ngay cho bdc sy hodc dirgc sj khi gdp phdi cdc tdc dung khéng mong muon
[Tuwong tac thude)
C6 thé gay anh hudng dén tac dung cua thude giam dau, thudc khang histamin va ruou
Sir dung ciing lic thude ketotifen fumarat dudmg udng trong thoi ky an kiéng co thé lam giam
thrombocyt. Tuy nhién di voi thude nho mét thi chura cé bao céo. ‘L,;/
[Sir dung thudc cho phu nir ¢6 thai va cho con bi]
Chura c6 chirng cir gi vé tac dung gay hai ctia thude vai bao thai trén dong vat thuc nghiém. Tuy
nhién do chua ¢ bao c4o nghién ciru trén ngudi, vi thé can can nhéc lgi ich coa thube va nhing
tac hai c6 thé xay ra khi str dung cho phu nir ¢6 thai va cho con bu. '
[Anh hwomg dén kha niing lai xe va viin hanh may méc) * }
Khi nho thudc tim nhin cé thé bi giam. Tranh li xe va van hanh may mac cho dén khi thi luc /
trg vé binh thuong.
[Qua liéu va xir tri]: Chura c6 bao cdo vé truong hop sir dung qua lidu.
[Bio quin] Bao quan noi khd rao, nhiét do dudi 30°C
[Han dung] 24 thang ké tir ngay san xuat. 28 ngay ddi vai dung dich sau khi mé nép.

PE THUOC TRANH XA TAM TAY TRE EM.
Nha san xuat
_—=BINEX CO., LTD
480‘2, Jéngrim_-déﬁg}, Saha-gu, Busan, Han Québc
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