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Composition:
Each ml contains:
TOBIBIMYEIN ..ot

3mg

Dosage & Administration:
Ags direcled by the Physician.

Indication, Contraindication,
Precaution, Side-effect and
other information:

Please see the enclosed leaflet.

Storage:
Store In a cool dry place,
below 30°C,

Keep out of reach of children.
Carefully read package insert
bafore use.

Manufactured by

Cooper S.A. Pharmaceuticals
64 Aristovoulou Str, 11853 Athens,
Graace.

Nho vao mét

Khéng duoc ubng

Hép 1 lo x 5ml

COOPER

Pharmaceuticals

Mai mi dung dich chira
Tobramyein ...

.odmg

Cooper §.A. Pharmaceuticals
Ad Aristavoulou Str. 11853 Athens,

N

Thanh phén: Mai m| dung dich |
nhd mat cé chira:
Tobramycin ..........c........... 3mg

Liéu lwgng & Cach ding:
Theo syt chi dén cla thay thudc

Chi dinh, chéng chi djnh,

thér} trong, tac dung khong mong
muon va cac thong tin khac:

Xin xem t& hwdng dan ste dung
trang hdp.

Bao quan:

Bao quan noi kho mat, duai 30°C,
Chi st dung thube trong veng 28
ngay sau khi mé nép

Tiéu chudn: Nha san xuét

| 5615 SX, Ngay SX, Han ding:

| xin xem LOT, MAN, EXP

Bé thubc xa tdm véi clia tré em.
Boc ky hwéng din sir dung trwore

I dﬂcn -

San xuét bovi;

Cooper S§.A, Pharmaceuticals
64 Aristovoulou Str, 11853 Athens,
Greece

Xuat xi; Hy Lap
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10.3%

Doc ky huéng dan sir dung truée khi ding.

Dé xa tam tay tré em.

Théng bdo ngay cho bdc sy hodc dugce sy nhimg tde dung khéng mong mudn gdp
phdi khi sir dyng thuoe.

Thanh phan, ham lwgng ciia thude:
Mbi ml dung dich chira;

Théanh phan duoc chét: Topramycin 3 mg
Thanh phan ta duoc:

- Boric acid

- Natri sulphat khan

- Natri clorid

- Polysorbate 80

- Benzalkonium clorid
- Nude cét pha tiém

Ma ta san phfim:' ’ '

Dung dich nho mat trong sudt, khdng mau dén vang nhat.

Quy cach dong goi: hop 1 lo Sml.

Cac dac tinh duge lIy:

Dugec luc hoce

Ma ATC: SOIAAI12

Nhém duoc 1y: thude chéng viém

Tobramycin:

Tobramycin la mot khang sinh khang sinh nhom aminoglycosid manh, pho rong, tac

dung nhanh. Thudc tac dong lén cac té bao vi khuan bang cach e ché su téng hop
polypeptide thdng qua ribosome.

Cidc gia tri ngudng MIC (nong @6 tdi thiéu cua khang sinh ¢ tac dung tc ché su
phét trién ctia vi khudn) sau ddy, céc vi sinh vét nhay cam duoc phén lap tir cdc vi
sinh vét nhay cdm trung gian, va céc vi sinh vat nhay cam trung gian phan lap tir
cac sinh vét khang thude, duge dé xuit nhu sau: S (<4 ug/ ml, R (> 8 pug / ml). Su
dé khang thude cua vi khuan thay doi theo vi tri dia 1y va théng tin vé sur dé khang
ctia tirng khu vue da dugce khuycn cao, dac bict la khi didu tri céc bénh nhiém khuan
nghiém trong. Khi can thiét, cac chuyén gia y té s& tim théng tin ve muc do cua su
khang thube. Céc théng tin sau diy dua ra khuyén cdo gan dang vé tinh nhay cam
ctia vi khuédn déi véi tobramyein. L’l »




Céc dinh nghia vé ngudng gia tri dugc phén loai theo tinh nhay cam hodc dé khéng
va hiru ich trong viée dy doan hiéu qua lam sang cua khang sinh. Tuy nhién, khi
khang sinh dugc st dung tai cho véi nong do rit cao, cac ngudng gia tri nay co thé
khong ép dung duoc. Hau hét cac chung vi khuén dugc phan loai 1a dé khang dua
vao ngudng gia tri khi str dung thude 6 tac dung toan than cling dung véi thude ¢o

tac dung tai cho.

Céc nghién ctu in vitro da cho thdy tobramycin c¢é hoat tinh chéng lai hdu hét cac
vi khuan gdy bénh phd bién ¢ mat va vi khuan gay hai cho da thong thuong duoc

1iét ké trong bang dudi day:

Tan suat dé khing duge frhl nhan tai

I’HAN LOAI

. ;Ch'lu Au
v1 KHUAN NHAY CAM
GRAM DUONG HIEU KHI
Corynebacterium species 0-3%
Staphylococcus aureus Methicillin -S * 0-3%
Staphylococcus epidermidis Methicillin -S ? 10-28%
Other Coagulase-negative Staphylococci 0-40%
‘GRAM AM HIEU KHi
\Acinetobacter species 0%
Citrobacter species 0%
Escherichia coli 10%
\Enterobacter species 0%
Hawnnphrlm influenzae 0%
Klebsiella species 0%
\Moraxella species 0%
\Proteus species %0%
Pseudomonas aeruginosa 0%
NHA Y CAM TRUNG GIAN :

(in wtm, nhay cim trung gian) i
GRAM AM HIEU KHI

Serraiia marcescens

;BF KHANG 30 70%
GRAM DUONG HIEU KHI 130 — 40%

Enterococcus species
Staphylococcus aureus Methicillin —R *

\Staphylococcus epidermidis Methicillin —R

Streptococeus pneumoniae
\Streptococcus species

\GRAM AM HIEU KHI
Bw kholderia cepacia
bfenon ophomonas mm'rophma
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i Chlamydia
\Mycoplasma
Ricketisia
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“Nhay cam methicillin- (S), Dé khang methicillin (R). Beta-lactam (nhu methicilling penicillin) b]
d& khang khong lién quan dén cac chung vi khuén dé khang aminoglycosid va ca hai trudmg hop
khong lién quan dén vi rat. Tu cau vang dé khang methicilin (MRSA) nhay cam vdi tobramyein
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(MIC: S <4); nguoc lai mot sb chiing tu cdu vang nhay cam methicillin (MSSA) dé khang voi
(MIC: S >28)

Tan suét ty cau d& khang methicillin (R) 6 thé lén dén 50% & mot sb nude Chau
Au.

C6 sur dé khang chéo giita cac aminoglycosid (nhu gentamicin va tobramycin) la do
bién dbi cua enzym, adenyltransferase (ANT) va acetyltransferase (ACC). Tuy
nhién, sy dé khang chéo khac nhau gilta cac khang sinh aminoglycosid do su khac
biét ddc hiéu do su bién déi cua cac enzym. Co ché khang ammoglycomds phé bién
nhét 1a bat hoat khang sinh biang enzym bién ddi plasmid va ma hoa transposon.

Duwoc dong hoc

Céc nghién ctu trén dong vat da chi ra rdng tobramycin duoc hip thu vao gidc mac
sau khi nho thude. Sau khi dung thube c6 tac dung toan than cho bénh nhan cé chuec
nang than binh thuong, théi gian ban hiy trong huyét twong khoang 2 gio.
Tobramycin dugc th'u tm’ gan nhu hoan toan bing loc cau than. Nong dd
tobramycin trong huyét twong khi ding nhd mét sau 2 ngay thap hon giéi han dinh
lugng trén cac doi tuong nghién ciu hodc <= 0,25 microgram/ml

Chi dinh:

Thude dung diéu trj bénh nhiém khuén & mét do cac ching vi khuan nhay cam:
viém mi mat, viém két mac, viém tai &, viém giac mac..

Liéu luong:

Dung dich tra mit.

Nho 1 giot vao két mac, 4 gior mot 1an khi bi nhidm khuan nhe va vira.

Vi nhidém khuédn ning, nhé vao két mac 1 giot, ctr 1 gid mét lan. Ti iép tuc didu tri
cho t61 khi do, sau d6 glam s 1an tra.

Tré em > 2 thang tudi: giéng lidu ngudi 16m.

Chdng chi dinh:

Vi nguoi co tién sir dj ung vo1 cac khang sinh loai aminoglycosid, hodc bat ky
thanh phan nao cua thube.

TAc dung khéng mong mudn:

Tan suét: rét thuong gép (= 1/10), thuong gap (= 1/100 - < 1/10), it gap (= 1/1000 -
< 1/100), hlcm gap (= 1/10000 - < 1/1000), rat hiém gap (< 1/10000), khong tinh
duoc tan Suét.

Co quan anh huéng Tic dung phuy

RoGi loan hé mién dich It gap: qua man

Khong tinh dugc tan suat: soc phan vé

Ré&i loan hé than kinh ft gap: nhire dau

R&1 loan mat Thuorng ap rdi loan thi gidc, sung mat, di
Ung mat, viém mi mit

It gap: viém giac mac, ngira mit, rdi loan
tam nhin, mo mat do mi mat, khé chiu mat
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sung két mac, sung mi mat, dau mét, kho
mat, nglra mét, chay nude mat

Khéng tinh dugc tan suat: dj {ing mét

R61 loan da va mé duéi da It gép: noi mé day, viém da, ngira, khé da

Khéng tinh duge tan suit: hoi chimg
Stevens-Johnson, doé, phat ban

Tuwong tac thuoe:
Chua ¢6 tuong tac nao dugc ghi nhan.

Thube nhé mat corticoid khi su dung voi thube nho mdt tobramycin 0,3% cd the
lam tang mtre d9 nhiém khuan, nhidm nim va lam xuAt hién tré phan ng qua man.

Néu str dung nhiéu hon mot thudc nhé mit, can ding cach khoang 5 phat. Thudce
mo tra mat nén dung cudi cling.

Qua lidu:

Chua ghi nhan triéu chimg qua lidu ddi voi dang bao ché thude nhé mat tobramycin
0,3%. Céc triéu chimg qua liéu ctia thuoc nhd mat tobramycin 0,3% duoc du dodn
gidng nhu céc tac dung khong mong muén.

Canh bao va than trong:

Doi véi mot sé bénh nhan, ¢ thé xay ra phan (mg nhay cam véi khang sinh
aminoglycosid tic dung tai chd. Mirc dé nghiém trong ciia cac phan mg qua man
¢6 thé xay ra toan than nhu ban do, ngua, may day, phat ban da, soc phan vé, phan
ung phan v¢, hoac phan ang bong nudc. Néu qua méan xdy ra khi sir dung cac thude
nay, nén ngung thude.

Phan tng nhay cam chéo véi cac aminoglycosid khac c6 thé xay ra, va kha ning
bénh nhan nhay cam véi thude nhé mat tobr amycin ciing cé thé nhay cam véi cac
thude thude nhom aminoglycosid khac.

Phan trng ¢6 hai nghiém trong bao gom ddc than kinh, doc tinh trén tai va than da
xay ra 0 nhitng bénh nhan dugc diéu tri tobramycin toan than. Cin than trong khi
diing dong thdi véi aminoglycosid khac.

Nhu véi cac khang sinh khac, sir dung kéo dai thude nho mit tobramycin ¢6 thé dan
dén phét trién qua mic cua vi khuan khéng nhay cam, ké ca nidm. Néu cé béi
nhiém, phai bit dau véi phdc db didu tri thich hop khéc.

Khuyén cdo khéng deo kinh sat trong khi diéu tri véi thude nho mat tobramycin
0,3%.

Phu ntr ¢6 thai va cho con bu: tobramycin tip trung & than thai nhi va di duoc
ching minh gdy diéc bam sinh ca hai bén tai khéng hoi phuc. Vi vay phai can nhic
loi hai that can than khi phai ding thube nay trong nhiimg tinh trang de doa tinh
mang hodc trong nhiing bénh ning ma cac thude khac khéng dung duoc hoic khéng
co hicu luc. Tobramycin duoc tiét vao sira me voi lugng nho. Tuy nhién thude rét it
duoc hip thu qua dudng uong va chua c6 vin dé gi @i véi tré dang bu dugc thong
béo A
)
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Kha néng lai xe va van hanh may moc: tac dung khong mong, mudn xay ra bao gdm
roi loan tam nhin. Do d6, néu bi réi loan tam nhin, khong khuyén cao 14i xe hay vén
hanh may moc.

Han diing cia thudc:

3 nam keé tlr ngdy san xuét.

Sau khi ma nép: han ding 28 ngay ké tir ngay mo n'fip.
Tiéu chuin: Nha san xuét

Bao quan:

Bédo quan ¢ noi kho mat, nhiét do dudi 30°C.

Nha sian xuit:

Cooper S.A Pharmaceuticals
Dia chi: 64 Aristovoulou Str. 11853 Athens, Greece/Hy Lap.




