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Antifungal eye drops

NATAMYCIN
OPHTHALMIC SUSPENSION 5%
(Natamycin 50mg/mL)

5mL

Dosage and administration,
contralndications, precautlons and
other Information:

Please see the package inserl.

Specificalion:In-house
Slorage:
Slore al: 1-25°C

Shelf-life:

24 months from the date of
manufacturing

Expiry date is the last day of the
expiry month (see EXP.).

Keep oul of reach of the children,
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SENU

Thude nhd mét khang ndm

NATAMYCIN
OPHTHALMIC SUSPENSION 5%
{Natamycin 50mg/mL.)

Rx
Thuée ké don

Read the package Insert carefully
before use.

Geadainilte, 0%
Sinoufaitiguaiasdi.
SENJU PHARMACEUTICAL €O, LTD.
FukusakiBlant fat

Hép 1 1o 5mL

Thinh phan:
Ml lp 5 mL hén dich nhé mét cd
chira:

Natamycin..................250 mg

Lidu diing, cich diing, chi djnh,
chéng chi d|nh, thin trgng va
céc thdng tin khic:

Xin xem huang dan sir dung
trong hip.

Tléu chuén chAl lrgng :NSX

Béo quén:
Badoquén & : 1-25°C

Han diing:

24 théng ké 1ir ngay san xuat
Han ding 1 ngay cudi cing cia
théng hét hgn (xem EXP.),

LAC KY TRUGC KHI DUNG
D4 xa tim lay Ué em,

Doe k§ hurdng din sir dyng
trrée khi dung,
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SENJU

Rx Thuéc nay chi dung theo don thude
Thudc khéng ndm

NATAMYCIN
OPHTHALMIC SUSPENSION 5%
(Hén dich nhé mat natamyein 50mg/mL)

CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUGC

(1) Doc ky hwémg dan sir dung trwde khi ding.

(2) H6i bdc sy hodc duwoc sy dé biét thém théng tin.

(3) Théng bdo ngay cho bdc sy hodc dwee sy nhirng phdn rng cé hai
gap phéi khi str dung thuéc.

(4) Dé xa tam tay tré em.

(5) Khéng dang thudc da qud han st dung.

(6) Si¥ dung cang sém cang tét sau ln dau mé nap le.

THANH PHAN

M&i lo 5 mL hdn dich nhé mét ¢6 chira:

Thanh phén hoat chat : Natamygin «««--«sseesese 250 mg

Thanh phén té dugc : Di-natri edetat hydrat, benzalkonium chlorid, natri
dihydro phosphat dihydrat, natri chlorid, natri hydrexid, hydrochloric acid, va
nudre tinh khiét.

MO TA SAN PHAM

Dang bao ché:

Hén dich nhé mat

Mau vang nhot duc dén vang nhat dyc khi lac
pH:65-7,5

CHIBINH
Thuéc nay duoc st dung dé digu tri bénh ndm gidc mac.

LIEU DUNG, CACH DUNG

Thang thudng, nhé 1 dén 2 giot vao méat tir 6 dén 8 tAn mé&i ngdy sau khi lic
ky. Tan suat nhd thude cé thé duge diéu chinh dia trén cac trigu ching cla
bénh nhan,

Céch dung

Chi diing nhé mét.

Cén than khéng dé dau lo thudc cham vao mét.

Néu ding phéi hep véi céc thude nhé mét khac, méi thudc nén nhé cach nhau
it nhét 5 pht.

St dung cho tré em

Sy an toan clia thude nay chuwa duge thiét lap & tré s sinh nhe can hoac tré
em duéi 15 tudi (it kinh nghiém st dung).

Sir duna cho bénh nhén suy gan va suy than

Thudc nay chua dwge nghign clru trén bénh nhan suy gan hoac suy than.

CHONG CHI BINH
Chéng chi dinh dung thudc nay & bénh nhan c6 tién si qué man véi bat ky
thanh phan nao ca thudc.

CANH BAO VA THAN TRONG KHI DUNG THUGC

Ta dugc

Vi thude nay chira benzalkonium chlorid, can phai theo dbi chit ché khi ding
thudmg xuyén va kéo dai. Benzalkonium chlorid duoc biét 12 mot chét lam
mét mau kinh sat trong. Can tranh dlng kinh sat tréng loai mém. Benzalko-
nium chlorid cé thé gay kich &rng mét, viém gide mac cham néng va / hodc
viém loét gidc mac. .

Sir dyng tai chd ndng dé cao cla hdn dich nhd mat natamycin

Pa cé bao cdo rang, trong :ac nghién clru trén dong vat (tho) st dyung
thudng xuyén han dich nhé mét natamycin 5% hodc 10% da dan dén ph két
mac, dyc gidc mac va réi loan bidu md gidc mac.

SLP DUNG THUOC CHO PHU NI¥ €O THAI VA CHO CON BU
Khong c6 dir liéu vé& siv dung thuéc trén phy nix ¢d thai, phu nix cho con bd,
hodc phy nix dang s dyng cac bién phép tranh thai, chi nén ding thuéc néu
lgi fch vwrot trgi so voi nguy co.

ANH HUONG CUA THUOC LEN KHA NANG LAl XE, VAN HANH
MAY MOC

Chuwa cé bang chirng vé& dnh hudng cila thude 18n kha nang |ai xe, van hanh
may méc.

TUONG TAC, TUONG KY CUA THUOC

Khdng co nghmn clru nao vé tuong tac, tu'crng ky cla thude. Do vy, khong
tron 1an thudc nay vél cac thude khac. Néu dung phéi hop voi cac thude nhd
mat khac, mbi thubc nén nhd cach nhau it nhat 5 phut (xin xem thém muyc
“LIEU DUNG, CACH DUNG").

TAC DUNG KHONG MONG MUON CUA THUOC

Céc phan g bét loi

Céc phan ung bat lgi 3 duwge bdo cdo & 37 trén 160 bénh nhan (23 13%)
duoc diéu tri tai thari phé duyét va trong khao st danh gia st dyng thuéc sau
khi leu hanh. Cac phan (rng bét lgi chinh 12 sung huyét két mac & 15 bénh
nhan (9,38%), kich (rng méat & 15 bénh nhan (9,38%), viém b& mi & 8 bénh
nhan (5,63%), trot gidc mac & 5 bénh nhan (3,13%) va nglra mét & 3 bénh
nhan (1,88%) (sau khi két thic tai kiém tra).

Céc phan tng bét lgi sau day, da dugc quan sat trong cac bao céo diéu tra
st dung thudc néu trén hoéc trong céc bao cdo ty phat...da dugc phan loai
theo quy wérc sau day: rét thuéng gép (21/10); thuérng géip (21/100 Gén <1/
10); it gap (21/1,000 &én <1/100), hiém gap (21/10,000 dén <1/1,000); rét
hiém gap (<1/10,000), Trong mdi nhém tan suat, cac phan (ng bat lgi duge
trinh bay theo thir ty gidm dan mirc 66 nghiém trong.
- Réi loan & mét*:
+ Thuing gdp (21/100 dén <1/10):
Sung huyét két mac, kich ng mét, vim b& mi, tret gide mac, nglra
mat.
+ Khéng rd tan suét:
Cam gidc c6 dj vat trong mat.
* Néu céc phan Umg phy tién trién, cdn ngixng ding thude.

QUA LIEU VA CACH X\ TRi

Qud lidu:

Khéng c6 dir ligu vé& sir dung thuée qua lidu, khdng ding qua ligu chi dinh clia
thude,

Céch x¥ tri khi ding thude qué lidu:
Tich cic theo d&i & cd bién phap x tri kip thoi.

DAC TINH DUQC LIPC HOC

Nh6m duge Iy: thudc nhd mét, thuée chéng ndm. M3 ATC: SO1AA10.

1.Co ché tic dung cua thuoc

1.1. Hoat tinh khang ndm chéng lai tieng lodi ndm
Natamyein cho théy hoat tinh khang ndm chéng Iai ném gay bénh, bao gbm
Aspergillus spp. va Candida spp..... v& cac mam bénh thyre vat, bao gdm
Fusarium spp., ... {in wtm

il Hoat tinh khang nam chéng lai ndm dwec phén 13p 13m sang
& mat
Natamycin cho thdy hoat tinh khang nam chéng lai Aspergillus spp.,
Fusarium Spp.,... Gugc phan 13p 1am sang t& bénh nhan bi bénh nam gidc
mac (in vitro).

.3. Hoat tinh khang nam chdng lai nam gidc mac trén thie nghlem
Sir tién trién clia ndm gidc mac d3 bj trc ché trong mét nghién ciru sir dung
mé hinh thi nghiém bénh ndm gidc mac duge tao ra bing céch tiém cay
Fusarium solani vao giac mac thd, trong cIé hén dich nhé mét natamycin
5% da dwec nhd mot giot mi 13n, 9 1an mai ngay trong khoang thoi gian 1
gir trang vt’:ng 21 ngay, bat G4u vao ngay sau khi tiém cly.

2. Higu qua lam sang

T!ong mét nghién clru 13m sang & 13 bénh nhan bj bénh nam giéc mac,
thuéc nay c& higu qua 13m sang & 11 bénh nhan (1 1& hiéu qua [bao gbm
“cé hiéu qua” va nhiéu loai hon): 84,6%).

-

Y



DAC TINH DUQ'C DONG HOC
(Str dung tai chd cho thd)

Phan bb trong cic mé mat

Trong m@t nghién ciru trén thé trong d6 0,05 mL NATAMYCIN OPHTHAL-
MIC SUSPENSION 5% dugc nhé vao mat binh thudng v mét bj bong bidu
mé giéc mac, sy phan b clia natamycin va khodng nbng dé theo thai gian &
mdi mé mat ngoai tai 0, 5, 1, 6, 10, va 16 gitr sau khi nho thuée nhuw sau:

100 - 100
M3t binh thudng

Mt by bang bibu mé gidc mac

2
8

& &3
5, B

B8
8

Néng dp Natamycin (ugikhdl lugng mé (g)
Ning do Natamycin (pg)/knél lugng mo (a)

a
o

o516 1 Wg(gi&) 051 & 10 11;@(7;
- Gidcmac == Kétmgc O =0 Mangcting O—0 Cic
ngodi méL
Hinh: Néng d5 Natamycin trong céc md mét theo théi gian
sau khi nhé thudc (thd)

&' mét binh thutng, mot lugng Ién natamyain GUeC phan b dén két mac
sau 0,5 gi¢r sau khi nhé thube. & mat b| bong biéu mé gléc mac, mat khac.
mgt lugng Ién natamycin dugc phan b6 dén két mac va glac mac. & gidc
mac, ¢ mot lugng nhé natamyein & thai diém 6 vé 10 gi¢ & mét binh thuéng,
trong khi 6, & mét bi bong biéu mé glac mac, nong d% natamyein trong giac
mac dat cyrc dai 0,5 gié sau khi nhé thude va giam dan sau d6. Trong két mac,
nong a9 nammycm clng dat murc cao nhét 2 0,5 gier sau khi nhd thuée va
giam dan sau d6 & ca mét binh thudng va mét bi bong biéu m& gidc mac.
Lugng natamycm dugc phan bé cho mang cu-ng va c4c co ngoai mat kha
nhé & ca mat binh thwdng va mét bj bong biéu mé gidc mac.

BAO QUAN

Bao quan ¢: 1-25°C

DANG BAO CHE VA QUY CACH PONG GOI

Hép chira 1 Ig x 5 mL hén dich nhd mét dang nuéc (vb khuan)

TIEU CHUAN CHAT LUQNG

Nha san xuét

HAN DUNG

24 thang ké tir ngay san xuét

Han ding (EXP.), ngay san xudt (MFD.), s6 16 san xudt (LOT NO.): xin xem
trén bao bi.

San xuét tai Nhat Ban boi:
SENJU PHARMACEUTICAL CO., LTD. Fukusaki plant

767-7, Aza Kazukanounonishi, Saiji, Fukusakicho, Kanzaki-gun, Hyogo-ken,
Japan
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