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Dung dich nhd mét  Chi dinh, cach dung,
Natri hyaluronate tinh khiét 0,1% chéng chi dinh:
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Sanlein®0.1

Ophthalmic solution
Purified $odium Hyaluronate 0.1%

Thanh phan:
M&bi mL chifa 1 mg

. rih ronate tinh
Sanlein0.1 g™
Ophthalmic solution Thubc con chia
Purified $odium Hyaluronate 0.1% acid e-aminocaproic,
dinatri edetate
va benzalkonium
chlorid la ta dugc.

Hay bo thubc sau
khi md 1 thang.

Preseription drug

)
Box df 1 bottle of 5 mL

Bao quan
dudi 30°C.
P& xa tam
§ Sitiiamcan e, 1AY tre em.
819, ﬁgwmmqltn-u

Osal M&uap;n

Poc ky hudng
dan sl dung
truéc khi dung.
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- DUNG DICH NHO MAT BE BIEU TRI TGN THUONG BIEU MO GIAC-KET MAC -
Rx Thudc ban theo don

Dung dich nhé mat Sanlein®0,1

<Natri hyaluronate tinh khiét>

$anten

B e e e e
Sanlein 0,1 I& dung dich nhd mat chifa natri hyaluronate tinh
khiét, do Santen Pharmaceutical Co., Ltd. trién khai nhim muc
dich dé diéu tri thuong tén biéu mé giac-két mac. Natri
hyaluronate |a mét chat sinh hoc, trong céc nghién clfu tién 1am
sang cho thay co tac dung lam mau lanh thudng tén biéu mé
giac mac va co tinh chat gilf nudc. Chéat nay hitu dung vé méat
lam sang dé diéu trj thudng tdn biéu mé gidc-két mac lién quan
v&i hoi chiing khé mét hodc céc rdiloan khac.

MO TA]

Nhan hiéu Sanlein 0,1

Hoat chat Natri hyaluronate tinh khiét

Ham lugng /mL img

Thanh phan Acid £-Aminocaproic, dinatri edetate,

khong hoattinh benzalkonium chlorid, natri chlorid,
kali chlorid, natri hydroxid, acid
hydrochloric loang va nudc tinh khiét
vétring

pH 6,0-7,0

Aplycthdmthau | 0,9-1,1

Mata Dung dich nhd mét trong, khéng mau,
nhdt, vo triing

[DANG BAO CHE]

Dung dich nhd mét

[CHIBINH]

Roiloan biéu mo giac-két mac do cac bénhsau:
* Cac bénh noi tai nhu hgi chung Sjsgren, héi ching Stevens-

Johnson va hdiching khé méat.
* Cécbénh ngoalilai do phau thuat, thudc, chan thudng, mang
kinh sattréng, v.v...

[CHONG CHIBINH]

Khéng dudc diing dung dich nha mét Sanlein 0,1 néu ban cé tién

slfqua man cdm vdi bat ky thanh phan nao clathudc.

[LIEU LUQNG VA CACH DUNG]

Thuéc tra mét

Théng thudng, nhd vao mét mbi lan 1 giot, 5 - 6 lan/ngay. Liéu

lugng c6 thé duge diéu chinh theo triéu ching clia bénh nhan.

[THAN TRONG]

1. Phan tng phu
Théng bao cho bac s nhilng tac dung khéng mong muén
gap phaikhisifdung thude.
Phan dng phy déi vgi thudc nay dugc bao cao & 74 trong sd
4.208 bénh nhan tai Nhat dugc danh gia trudc va trong khi diéu
tra vé viéc s dung thudc (1,76%). Phan ing phu chinh la ngia
mimatd 19 bénh nhan (0,45%), kich tng mét & 15 bénh nhan
(0,36%), xung huyét két mac & 10 bénh nhan (0,24%), viém bd
mid 7 bénhnhan (0,17%), v.v..
NE&u co cac phan Ung phu sau day, nén ap dung bién phap thich
hgp nhu ngung diing thudc.

5% > 20,1% <0,1%
Quamancam | Viém b&mi, viem damiméat -
Mat Nguta, kich tngmat, viem Tiétdich
két mac, xung huyétkétmac, mat
thuong tén giac mac nhu
viém gidc mac lan tda néng

SANTEN PHARMAC



https://nhathuocngocanh.com/

2. Slitdungllc cd thai, sinh dé hodc chocon b
Chl diing thuéc nay cho phy nif ¢6 thai hodc ¢6 kha nang cé
thai néu Igi ich diéu tri dy tinh hdn han rli ro c6 thé xay ra do
dung thudc. [D& an toan cla thude nay trong qua trinh mang
thaichua dugc xac dinh.)

3. TAcddngtrén kha nang lai xe va sif dung may mée.

Chua dugc biét

4, Théntrong khiding

1) Boc ky hudng dan st dung trudc khi dung. N&éucdnthém
théng tin, xin haiy kign bac si.

2) Thudc nay chiding theo don cliabac si.

3) Buding diing: Chl ding d& nhd mat.

4) Péthudc xatam tayclatré em,

5) Khidung:
(1) Khéng dé dau lo cham truc tiép vao mat dé tranh nhiém

ban thudc.
(2) Khéng dugc diing thudc nay khi dang mang kinh sattréng TICAL CO" LTD'
mém.

6) Tudng tac vdi cac thudc khac va cac tudng tac khac: Chua
codiligu.

7) Qua liéu: Chua ¢é dir ligu.

[DUGC LUC HOC]
R— 1) Crichdtacdyng. .

Natri hyaluronate két hdp vdi fibronectin va thiic ddy sy dinh
va gidn t€ bao biéu mo. Natri hyaluronate ciing cé dac tinh
gill nudc rat t8t vi mdi phan tdf natri hyaluronate co thé gill
nhiéu phan tif nudc.

2) Thac ddy sy lanh vét thuong giac mac
Ding tai ché dung dich nhd mét sodium hyaluronate thic
day sy lanh vét thudng bi€u md gidc mac & thd.

3) Thic ddy sy gian biéu mé gidc mac
Natri hyaluronate thic ddy sy gian té bao biéu mé gidc mac
& nhiing manh dugc phan lap cla giac mac thd dugc nubi
cay.

4) Phong ngifa kho giac mac
Khi dugc dung déi vdi nhitng manh gidc mac thd duge phan
lap, natri hyaluronate cé hiéu qua dang ké hon so vdi nudc
méatnhan tao trong viéc phong nglra khd mat.

[DUGC BONG HQC] .

Phanbd ndinhan . .
Sau khi dung 1ai ché liéu don 50 pL dung dich nhé may nafri
hyaluronate "“C 0,1% & thd cé giac mac binh thugng, phoTig xa
chiduge phat hién & viing phia ngoai mat. Bac biét, phéng xa
hanh két mac cao va dugc phat hién it nhat 8 gid sau khi ding.
Nguge lai, muc phéng xa & gidc mac thap va chi dugc phat
hi&n 30 phut sau khidung.
Sau khi diing tai cho liéu don 50 pL dung dich nhd mét natri
hyaluronate “C 0,1% & thd cé gidc mac bi t8n thudng, khoang
408 ng/mL ndng dé nay da dugc phat hién & gidc mac ngay
1 gig sau khi dung, chifng td ring phéng xa "“C tham t&t hon
vao gidc mac bj tdn thuong. Phéng xa ciing dugc phat hién
trong thity dich.

[BAO QUAN/HAN DUNG]

[QUY CACH BONG GOI)
Hép 1lonhyax5mL

$

1) Bao quan dudi 30°C trong lo kin.

2) Ngay hét han dugc ghi trén nhan va hop thude.
3) Han ding: 36 thang ké tU ngay san xuét.

4) Hiy bd thude sau khi mé 1 thang

5) Khong dung thudc qua han sif dung.

Nha sdn xudt:

SANTEN PHARMACEUTICAL CO., LTD. .

9-19, Shimoshinjo 3-chome, Higashiyodogawa-ku, i QU g

Osaka 533-8651, Japan 1~
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