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- DUNG DICH NHO MAT DE DIEU TRI TON THU'GNG BIEU MO KET-GIAC MAC - 

Rx Thu& ban theo don 
Sanlein®  0.3 
<Dung dich nho mat Natri hyaluronat tinh khiet> 

Santen  
Sanlein 0.3 la dung dich nho mat chCra natri hyaluronat tinh khiet 
dvcec phat trien bbi Santen Pharmaceutical Co., Ltd. nham muc 
dich de dieu tri r6i loan bieu ma ket-giac mac. Natri hyaluronat la 
mot chat sinh hoc, trong cac nghien cCru tien lam sang cho thay 
c6 tac dung day nhanh sky lanh ton thuvng bieu m6 giac mac va 
co dec tinh giCk riven. Chat nay hiru dung ye mat lam sang de 
dieu trj r6i loan bleu mo ket-giac mac lien quan veri hOi chirng 
kho mat hoc cac rOi loan khac. 

MO TA 
Ten san‘phem Sanlein 0.3 
Hoat chat Natri hyaluronat tinh khiet 
Ham lu'c'ng/lp 5 mL 15 mg 
Ta &roc Acid E-Aminocaproic, dinatri edetat 

hydrat, propylen glycol, natri clorid, 
benzalkonium clorid, natri hydroxyd, acid 
hydrocloric loang va riven tinh khiet 

pH 6,0 - 7,0 
Ap lvc tham thau 0,9 - 1,1 
M6 to Dung dich nho mat than nu,45,c, trong, 

khong mau, nhdrt, vo khugn 

[DANG BAO CHB] 
Dung dich nho mat. 

[CHI DINH] 
ROi loan bieu m6 ket-giac mac do cac benh sau: 

* Cac benh nOi tai nhu,  hOi chirng SjOgren's, hOi chirng 
Stevens - Johnson va hOi chirng kho mat. 

* Cac benh do tac dOng tir ben ngoai nhu' phgu thuat, 
thuOc, chan thkrang, mang kinh sat trong, v.v... 

[CHONG CHI DINH] 
Ch6ng chi djnh Sanlein 0.3 Cr benh nhan CO tien sir qua man vai 
bat kj, thanh Oen nao cila thu6c. 

[LIEU LUVNG VA CACH DUNG] 
Thuoc tra mat 
Th6ng thu'O'ng, nho vao mat mOi Ian 1 giot, 5 - 6 laningay. Lieu 
luvng co the duo'c dieu chinh theo bleu chirng cOa benh nhan. 
Thong thi.reng, lu'a chon thuoc vbi ruing etO 0,1% va khi hieu 
qua cCia thuOc khong dat duvc day (ICI do trieu chirng benh 
neng,...c6 the sir dung thuOc co nOng dO 0,3%. 

[CANN BAO VA THAN TRQNG] 
1) 09c k9 htrerng din se,  dk.mg truerc khi dung. Neu can 

them thong tin, xin hal y kien bac si. 



2) Thuoc nay chi diing theo dun ciia bac si. 
3) Dy,ang dung: Chi clUng de nh6 mat. 
4) De xa tam tay tre em. 
5) Khi clUng: 

(1) Khong cham tTcrc ti6p dau lo thuoc vao mat de tranh 
nhiem ban thuoc. 

(2) Khong dOng thuoc nay khi clang deo kinh sat trong 
mem. 

(3) Khi dung nhieu han 1 thuoc nho mat. phai nho cach 
nhau it nhat 5 phut. 

[ANH HUO'NG LEN KHA NANG LAI XE VA VAN HANH MAY 
MOC] 
Chu'a duqc biet. 

[TUVNG TAC Vo'l CAC THUOC KHAC VA CAC DANG 
TU'O'NG TAC KHAC] 
Chu'a du,qc biet 

[SU' DUNG LUC CO THAI, SINH DE HOAC CHO CON BU] 
Chu'a cluvc biet 

[TAC DUNG KHONG MONG MUON] 
Tac dung khong mong muon doi vai thuoc nay du,qc bac cao & 
74 trong so 4.208 benh nhan du'o'c danh gia tri.rac khi thuOc 
cluvc phe duyet va trong khi (lieu tra ye viec sir dung thuoc tai 
Nhat (1,76%). Tac dung kh6ng mong muon chinh la ngLra mi 
mat 0' 19 benh nhan (0,45%), kich U'ng mat & 15 benh nhan 
(0,36%), xung huyet ket mac & 10 bent) nhan (0,24%), viem ba 
mi a 7 benh nhan (0,17%), v.v...(cuoi giai doan tai danh gia tai 
Nhat). 
Neu quan sat th5y cac tac dung khOng mong muon sau clay, nen 
bp dung bien phap thich hqp nhu' ngung dung thuoc. 

5% > � 0,1 % <0,1% 
Qua man cam Viern b& mi, viem da mi mat - 
Mat Ng&a, kich Crng mat, viem ket 

mac, xung huyet ket mac, r6i 
lo5n giac mac nhu' viem giac 
mac Ian toa nong, cam giac 
co vat la & mat 

GI � mat, 
dau mat 

Thong bao cho bac si ntifpng tac dyng khong mong muon 
gap phai khi sir dyng thuoc. 

[QUA LIEU] 
Chu'a � biet. 

[DU'O'C LU'C HOC] 
1) Ca the tac dung 
Natri hyaluronat gan vai fibronectin va that day sy,  kat dinh va 
gian to bao bleu m6 giac mac. Natri hyaluronat cung co dac 
tinh giCY nurac rat tot vi mOi ph5n tU,  natri hyaluronat CO the giO,  
nhieu phan tip nu,ac. 



2) Thuc day su,  lenh ten thuvng giac mac 
Khi nhe cac dung dich nhe mat natri hyaluronat 0,1% - 0,5% vao 
trong cac m5u ton thuvng & the gem co bieu m6 giac mac va 
bleu mo giac mac d5 bec tech mang,  day, vOng bj ton thuvng 
giam clang ke so vai dung dich nhe mat to du'q'c tu,  24 gide tree di 
sau khi b6c tech. 
3) Thuc dAy gian dal bleu mo giac mac 
Natri hyaluronat th6c dey clang ke su,  gian dal lap bieu mo giac 
mac so veyi nh6m ch6,ng (chi 15 mai tru,ang nu& cAy) a nhOng 
menh giac mac the noel cAy duvc ph5n lap. 
4) Dac tinh giir wen 
Khi nhe dung djch natri hyaluronat 0,1% - 1,0% vao cac nut 
thach (agar plugs), su' Om khei luvng cua cac nut thach do 
mac b6c hal d5 duvc ngan ngera theo cach phy thuOc vao 
neng de. 

[DU'OC DONG HOC] 
1) Neng dO trong huyet thanh 
Wing de trong huyet thanh cua acid hyaluronic da duvc do 
truVc khi nhe thu6c ding nhu' vao cac ngay dieu tri: ngay 3, 
ngay 9 (ngay cu6i cung dOng thu6c), va ngay 10 ey 6 tinh nguyen 
vier) nam taro'ng thenh khoe manh. Dung djch nhe met natri 
hyalurOnat 0,1% (ngay 1) ye 0,5% (ngay 2 - 9) duvc nhe & lieu 
m6i len 1 giot, 5 len/ngay (ngay 1 - 2) ve m6i lAn 1 giot, 13 len 
m6i ngay (ngay 3 - 9) vao met ben met cua cac doi Wong. Tet 
ca cac ming de trong huyet thanh dt.ro'c do tuft, trong va sau 
khi dieu tri deu thep han giai han dinh luvng (10 pg/mL). 
2) Ph5n b6 nOi nhan 
Sau khi dung tai ch6 lieu don 50 p.L dung dich nhe met natri 
hyaluronat 14C 0,1 % a the co giac mac binh thu'o'ng, phOng xa 
chi duvc phat hien & vung phia ngoei met. Dec biet, min phong 
xa cao b thanh ket mac ve duvc phat hien vao 10c it nhet 8 giey 
sau khi dung. Nguvc lei, mirc phong xa thAp a giac mac va chi 
du' c phet hien trong 0,5 gia sau khi dung. 
Sau khi dung tai ch6 50 µL dung djch nhe mat natri hyaluronat 
14C 0,1 % the có giac mac Poi ton thuvng, phong xa neng do 
cao de duvc phat hien b giac mac ve trong thOy dich ngay 1 gio,  
sau khi dung. 

[BAO QUAN/HAN DUNG] 
1) Bio quell dual 30°C trong bao bi kin. 
2) Ngey het han du' c ghi tren nhan va hop th 
3) Han dung: 36 than.g ke ngay san xuAt. 
4) KhOng dung thuac qua han thing. 
5)1-14 be thuoc sau khi ma 1 thang. 

[QUY CACH SONG Gol] 
Hop 1 le nt-va x 5 mL. 

San xuat tai: 
Santen Pharmaceutical Co., Ltd. 
Van phang: 9-19, Shimoshinjo 3-chome, 
Osaka, Nhet 
Nha may Noto: 2-14, Shikinami, Hodatsushimizu-cho, Hakui-gun, 
lshikawa, Nhet 
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