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Chi dinh, cach dung, 0.25rﬁg pirenoxin.

Kary Uni"
Hon dich nhé mat
Pirenoxin 0,005%

chong chi dinh va cac
théng tin khac:
xem trong t& huong

Kary Uni®
Ophthalmic suspension
Pirenoxine 0.005%

Thudc nhod mat
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‘ Tewchidn crltivong. T PUOR O iong bao b kin.
| [ Hép 1 lo 5mL TCCS Al Khéng dé déng da.
| ) Box of 1 bottle of 5mL Hay b$ thudc sau
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SANTEN PHARMACEUTICAL CQ., LTD.
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Dé xa tam tay
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Boc ky hudng
dan s dung
trudc khi dung.
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- CHE PHAM NHO MAT CHO BENH BUC THUY TINH THE O NGUOI LON TUO| -
RxH6n dich nhé mat Kary Uni® 0,005%

<Pirenoxin>

Dé xa tam tay tré em.
Doc ky hwéng dan s dung trwée khi ding.
Thuéc nay chi diing theo don thubc.

[THANH PHAN]

Thanh phan hoat chat: Mdi lo 5 mL chira 0,25 mg pirenoxin.

Thanh phan ta dwoc: Glycerin dam dac, benzalkonium clorid, polyoxyethylen hydrogenated castor oil 60,
dinatri edetat hydrat, acid hydrocloric loang, natri hydroxyd va nwae tinh khiét.

[DANG BAO CHE]

Kary Uni la hén dich nhé mat than nuéce vo khuan, khi lac cé mau cam duc. San phdm co pH 3,4-4,0 va ap lwc
tham thau 0,9-1,2.

[CHI BINH]
Kary Uni duoc sz dung dé lam cham su tién trién cla bénh duc thly tinh thé moi phat & nguei Ion tudi.
[LIEU DUNG VA CACH DUNG]

Thudc nho mat

Lic ky trwée khi dung §
Théng thwdng, moi lan nho 1-2 giot vao mat, 3-5 lan/ngay. %S
Xt ly thudc sau khi str dung '
Khéng c6 yéu cau dac biét vé xi ly thude sau khi st dung. -
[CHONG CHi DINH] ";
Khéng dung thude nay néu bénh nhan cé tién st qué man cam vdi pirenoxin hoac véi bat ky thanh phan nao '_1‘
khac cla thudc. -3
[CANH BAO VA THAN TRONG KHI DUNG THUOC] 'f:..‘

.y

- Pueng dung: Chi dung dé nhé mat.
- Khi dung: Khéng cham truc tiép dau lo thudc vao mat dé tranh nhiém ban thudc.
- Thube nay bi bién mau sau tap nhiém ion kim loai.

- Thubc nay chira benzalkonium clorid ¢é thé bi hép thu vao kinh &p trong mém. Ciing cé thé xay ra kich tng
mat, d&c biét & bénh nhan khé mat hodc co réi loan & gidc mac, va mat mau kinh ap trong mém do su co
mat cla benzalkonium clorid. Nén thao kinh &p trong trede khi nhd thudc va co thé deo lai 15 phat sau khi
nho.

[SU DUNG TRONG NHI KHOA]
Khéng khuyén céo dung thudc nay cho tré em.
[SU DUNG LUC CO THAI, SINH DE VA CHO CON BU]

Chi dung thuéc nay cho phu ni ¢6 thai hodc co kha nang c6 thai néu loi ich diéu tri mong doi hon hdn nguy
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co ¢6 thé xdy ra do dung thuée. [D6 an toan clia thube nay trong thai ky chwa dwoc thiét lap ]
Chua c6 théng tin vé doc tinh cla san pham nay trén thai nhi.

Khong rd pirenoxin c6 bai tiét vao sira me hay khong. Khéng khuyén céo cho con bl trong khi diéu tri voi
thudc nay.

[ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC]

Chua c6 nghién ctru vé dnh hudng clia thudc 18n kha nang Iai xe hodc van hanh may méc. Néu xay ra cac
tac dung khéng mong mudn nhw nhin mé thoang qua khi nhé thude, bénh nhan khéng nén lai xe hay van
hanh may moc cho dén khi nhin rd.

[TUONG TAC THUOC VA TUONG KY]
Twong tac thubc

Chua c6 di¥ liéu vé tuong tac thubc. Néu bénh nhan can ding nhiéu hon mét thube nhé mat, phai nhd cach
nhau it nhat 5 phut.

Twong ky
Do khéng c6 cac nghién ciru vé tinh tirong ky cda thude, khdng trén 1an thude nay voi céac thube khac.
[TAC DUNG KHONG MONG MUON]

Néu quan sat thdy bat ky tac dung khdng mong mubn nao, can cé bién phap x& tri thich hop nhw ngung
dung thuéc.

Tilé mac Khéng ré ti 1é mac
Loai
Qua man cam Viém be mi, viém da tiép xtc
Mat Viém giac mac lan tda néng, xung huyét két mac,

viém két mac, kich ng mét, ngtra mat, nhin mo, tiét
gi mat, chdy nuéc mat, dau mét, cam giac khong

binh thuéng & mét, cam giac cé vat la & méat

Théng bao ngay cho bac s§ hoac dwgc sy nhirng phan rng cé hai gap phai khi s dung thuéc
[QUA LIEU VA XU TRi]

Khong co dir liéu vé st dung thube qua liéu, khéng dung qua liéu chi dinh cla thude.

Bénh nhan nén duoc tich cuc theo doi dé co bién phap xUr tri kip thoi.

[DUOC LU'C HOC]

Theo thuyét quinoid, duc thly tinh thé & nguoi 16n tudi la mét biéu hién cla sw thoai hoa protein & thay tinh
thé gay bdi cac quinon & nhirng chat duoc hinh thanh do réi loan chuyén héa tryptophan. Vi pirenoxin ¢6 ai
luc cao hon dbi véi protein tan trong nwdc & thiy tinh thé so véi cac quinon, né trc ché canh tranh su gén
két v&i quinon va do d6 ngan can thoai hoa protein.

[DUQC PONG HOC]

<Nghién ctru twong dwong sinh hoc>

Mot mat clia méi thd bach tang duoc nhd san phadm nay va mét con lai dwoc nhd mét san pham déi chiéu, va
nong d6 cla pirenoxin trong thdy dich da duoc xac dinh. Cac thong sé thu duoc da duoc phan tich théng ké st
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dung mét phan tich phrong sai (ANOVA). Két qua la, khoang tin cay 90% gilra cac gia tri trung binh logarit &
trong pham vi ctia log (0,80) t&i log (1,25). Do dé, hai san phdm duwoc coi la twong dwong sinh hoc.

(ng/mL)

1.8 1 % Hén dich nhé mat Kary Uni 0,005%
G San phadm déi chiéu (dung dich nhd mat
[ { 0,005%)
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[QUY CACH DONG GOI]
Hép 1 lo nhwa 5 mL.
[BAO QUAN]
" . g 5 i P o s : k
Bao quan dwéi 30°C trong bao bi kin. Khéng dé dong da. A
= - r ?
Vi cac tiéu phan trong hén dich co thé khdng phan tan tly theo diéu kién bao quan ngay ca sau khi lac thudc k§, 9’;';
nén bao quan thudc v&i dau lo hwéng 1én trén. N
[HAN DUNG]

36 thang ké tir ngay san xuat.

Huy bé thudc sau khi mé 1 thang.

Khéng diing thudc qua han dung ghi trén nhan thudc.
[TIEU CHUAN CHAT LUQNG]

Tiéu chuan co s&

[CO SO SAN XUAT]

SANTEN PHARMACEUTICAL CO., LTD.

Van phong: 9-19, Shimoshinjo 3-chome, Higashiyodogawa-ku, Osaka, Nhat Ban

Nha may Noto: 2-14, Shikinami, Hodatsushimizu-cho, Hakui-gun, Ishikawa, Nhat Ban
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