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MAU NHAN CHAI 5 ml DUNG DICH NHO MAT TOBCOL- DEX

Thusc nhé mét CONG TY CO PHAN DUQC PHAM 3/2

A 601 Céch Mang Thang Tam, P.15, Q.10, TP. HCM
= pex n
TOBCOL - Dex: » D
céNGTHE[c:

- Tabramy 0,3% (W)

-D t natri phosphat ...... 0,1% (whv)
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Chai 5ml
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MAU TO HUONG DAN SU DUNG DUNG DICH NHO MAT TOBCOL - DEX

Rx Thude nay chi ding theo don thube

TOBCOL - DEX

Thube nhé mit
Dé xa tim tay tré em
Poc ky huéng dn sir dyung truée khi ding
THANH PHAN CONG THUC
M@i chai 5 ml chira:
Thénh phéan hoat ehat:
- Tobramycin 0,3% (w/v)
- Dexamethason natri phosphat 0,1% (w/v)
Thinh phdn 4 dwge: Nipagin, Nipasol, Hydroxypropylmethyl
cellulose, Natri clorid, Dinatri edetat, Natri dihydro phosphat
monohydrat, Dinatri hydrophosphat khan, Nudc cét
DANG BAO CHE
Dang béo ché: Dung dich nho mét
MG ta dang bdo ché: Dung dich trong, khéng miu dén mau vang
CHI PINH
Dung dich nhé mét vé tring TOBCOL - DEX duge ding dé
diéu trj nhirmg truémg hop nhiém khudn & mit, gty ra boi cle vi
khuan nhay cam va dé ngan ngira tinh trang viém & mt.
CACH DUNG - LIEU DUNG
Liéu ding:
Theo sur chi din cua thdy thube.
Liéu théng thiong: Trong 24 - 48 giér ddu: nho 1- 2 giot vao wi
ciing két mac coa mét moi 2 giv. Sau d6 nho 1-2 giot mdi 4 — 6
gil.
Nén giam dén s6 1n nhé thube khi co cai thién 1dm sang,
Thin trong khéng nén ngung diéu tri qué{ sam,
Cich ding vi bio quiin sau khi mé g thude:
Dé tranh tam nhiém vao diu thube va dung dich thue, tranh dé
ddu nhé thudce ctia lo thude tiép xic véi bit cir vt nio.
Giir thube & nhigt do phang.
CHONG CHI PINH
Bénh nhan min cam véi bt cir thanh phin nao cia thude
Ngudi ¢ tién st di (mg v6i cic khang sinh nhom
aminoglycosid, ngurdi nghe kém va c6 bénh thén
Vigm bigu m6 gidc mac do Herpes simplex (viém gidc mac dang
cianh cdy), bénh diu bo, thuy dju va nhiéu bénh khéc cia két
mac va gidc mac do virus gy ra. Nhiém Mycobacterium & mit.
Bénh do ndm giy ra & cdc b phén cia mét
Tuyét dbi chéng chi dinh sir dung logi thude phdi hgp niy sau
khi md I4y dj vat gite mac khong ¢6 bién chimg
CANH BAO VA THAN TRONG KHI DUNG THUOC
Nén coi chimg khé niing nhiém ndm gige mac sau khi sir dung
steroid kéo dai. Ciing giéng nhu khi sir dung cdc ché phim
khéng sinh khéc, ding kéo dai cé thé din dén qua phat nhimg vi
Khudn khéng nhay cam bao gdm ca ndm. Néu xay ra bdi nhiém
nén bit du dilu trj thich hop.
Luu §: Thanh phén thubc c6 chira t4 durge:
- Nipagin, nipasol ¢6 thé gy cic phan tmg dj img (c6 thé xdy ra
chdm).

- Thube ndy c¢6 chira 10,98 mg phosphat/ 5 ml dung dich. Néu
bénh nhin ¢6 ton thweng gide mac nghigm trong, trong mdt sb
trudng hop rét hiém, phosphat ¢6 thé 1am xuét hién céc vét miy
trén giac mac do sir ling dong calci khi str dung thude.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO
CON BU

Phu nii ¢d thai:

Khong ding dung dich nhé mét vé traing TOBCOL - DEX cho
phy nir ¢ thai, trir khi cén nhfic thiy loi ich thu duge vugt i
nguy co déi véi thai nhi.

Phuy nil' cho con bi:

Co thé xdy ra nhimg téc dung ngoai ¥ trén tré bi me. Cho nén
cin quyét dinh ngung cho b hay ngung sir dung thudc.

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

Gibng nhur nhé mét vai bit i thude ndo khéc, nhin md tam thi
va cdc rdi loai thi gide ¢6 thé 1am dnh hidng dén kha ndng 14i xe
vi vAin hanh may moc. Néu bj nhin md sau khi nhé thudc, bénh
nhén phai chd dén khi nhin rd lai m&i duge 1ai xe va vin hinh
may moc.

TUONG TAC, TUONG KY CUA THUOC

Sir dung ddng thei hodic tiép theo voi chc chit khac gay doc co
quan thinh gidc va than, c6 thé lam ting tinh déc cia cac
aminoglycosid.

Str dung dbng thési tobramycin véi cac chét chen thin kinh - co
5& phong bé thin kinh - co va gay liét ho hip.

TAC DUNG KHONG MONG MUON CUA THUOC

- Thuémg gip d&i véi Tobramyein nhé mét 1 nhirmg phan (mg
dde tinh tai chd va qua min v&i mit bao gbm ngtra, phit mi mét

vi d6 két mac.

- Nhitng phéan tmg do thanh phin steroid 1a: Tang nhan p (1
¢d kha ning tién trién dén glaucome, tbn thwong thin kinh
gific khong thudng xuyén, cham lign vét thuong.

- Nhiém khuéin thr phat: Nhiém khudn thir phat da co xay ra s
khi sir dung nhirng thudc phéi hgp chira steroid va khang sinh!
Nhiém ndm & giac mac dac biét d& xdy ra sau khi sir dung o
steroid dai ngay. Khi da didu trj bang steroid phai xét kha nang

xAm nhiém ndm trong bét ky trrong hop nao c6 loét gidc mac

kéo dai.

Théng bdo ngay cho béc sT hofic duwge sT nhing phin @ng cé

hai gip phii khi st dung thube

QUA LIEU VA CACH XU TRi

Néu nho qua nhidu thube vao mét, cin rira sach vdi nh idu nurée.

Khéng nhé thém thude vio mit cho 16i thdi diém ding liéu tiép

theo

PAC TINH DUQC LUC HQC

Nhém dwpe Iy Thube nhan khoa két hgp corlicosteroid va

khang khuén.

Ma ATC: SO1CAO1

Lién quan dén Tobramyein:

Tobramycin 1a mgt khang sinh nhém aminoglycosid thu dugce tir

moi truomg nudi cdy Streptomyces tenebrarius. Thude cb tac

dung diét khufin. Mic du co ché the dung chinh xac chua biét



dy du, nhung co 18 thude e ché sy téng hop protein & céc vi
khuén nhay cdm bing cach gin khéng thufin nghich véri cde tiéu
don vj 308 cia ribosom.

Co ché dé khang: dé khing véi tobramyein bao sdm céc co ché:
(1) thay déi céc tiéu don vi ribosom trong thanh té bao vi khudn;
(2) can thidp vao qua trinh vin chuyén tobramycin vao té bao;
(3) bt hoat tobramycin béi céic enzym adenyl, phosphoryl va
acetyl héa. Thong tin di truyén cho sy sin xudt céc enzym bt
hoat nay dugc thyuc hién trén nhiém sfc thé hodc trén plasmid vi
khuén, B2 khing chéo voi cae aminoglycosid co thé xay ra.

Phi tdc dung:

Ciic vi khudn nhay ciam théng thiréng:

Vi khuin Gram duong hiéu khi
Bacillus Bacillus
accolens, Corynebacteritm bovis, Corynebacteriiim macginieyi,

megaterium, pumilus, Corynebacierium

Corynebacterium  pseudodiphtheriticum,  Kocuria  kristinae,
Staphyiococeus aurens (nhgy cim véi methicillin — MSSA),
Staphylococeus  haemolyticus (nhgy cam v methicillin -
MSSH)

Vi khufin Gram fim hiu khi

Aecinetobacter junii, Acinetobacter wrsingii, Citrobacter koseri,
Escherichia coli, Klebsielln oxytoca, Klebsiella pneumoniae,
Moraxella  catarrhalis, Moraxella oslonensis, Morganella
marganii, Neisseria perflava, Proteus mirabilis, Pseudomonas
aeruginosa, Serratia liquifaciens

Ciic vi khufin ma su a2 khing cé thé giip

Acinetobacter baumanii, Bacillus cereus, Bacillus thuringiensis,

Koeuria rhizophila, Staphylococcus epidermidis,

Staphylococeus haemolyticus (dé khang methicillin — MRSH),
Staphylococcus,  coagulase-negative  spp. khéc, Serratia
marcescens

Cic vi khudin dé khdng

Vi khuin Gram duong hifu khi

Enterococcus  foecalis, Staphylococcus amweus (d&  khing
methicillin — MRSA), Streptococcus mitis, Streptococcus
prewmoniae, Streptococcus pyogenes, Streplococeus sangiis

Vi khufin Gram im hiéu khi

Chryseobacterium  indofogenes,  Haemophilus  influenzae,

Stenotrophomonas maltophilia

Vi khufin Gram &m Iy khi

Propionibacterium acnes
Nhin chung, tobramycin ¢6 tdc dung v&i nhidu vi khudn Gram
am hiéu khi va mat s vi khudn Gram duong hiéu khi, khong co
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tac dung véi Chlamydia, ndm, virus va da sb cic vi khudn ky

khi. In vitro, tobramycin thirémg tac dung kém hon gentamicin

dbi voi 1 sb vi khufin Gram dm bao gdm E coli va Serratia.

Nhung tobramycin lai manh hon gentamicin dbi voi P

aeruginosa von nhay cam véi ca hai loai thude nay.

Lién quan dén Dexamethason:

Dexamethason ¢6 tac dung ching viém thong qua giam sy giai

phéng acid arachidonic, trc ché sy két dinh phan tr cac té bao

ndi md mach méu, giam téc dyng cua cyclooxygenase va

cytokine. Téc dung nay din toi giam gidi phong cic chilt trung

gian hoa hoc gdy viém, giam sw két dinh ctia bach cAu liru théng

vao ndi md mach mdu, ngin ngira su di chuyén ciia ching t6i

cc th chire bj viém & mit, Hon nita, ire ché cyclooxygenase s&

lam giam prostaglandin gy viem, mot chét duge biét 12 gy t6n

thuong hai hang rdo méu — thiy dich, 1am cho protein huyét

trong thiim vao cic t6 chirc o mit.

PAC TINH DUQC PONG HOQC

Lién quan dén Tobramycin: Thudc kém hép thu qua niém mac

Lién quan dén Dexamethason:

Dexamethason phosphat dirge nhanh chéng chuyén hoa thanh

Dexamethason & ngudi. Sau khi nha mét 1 giot duy nhét dung

dich nhé mit Dexamethason 0,1% & nhimg bénh nhan phﬁu

thudt duc thay tinh thé, ndng d& Dexamethason thu dugce trong

thiy dich 90 phat va 120 phit sau khi nho thube trung binh

khoang 31+ 3,9 ng/ mL.

QUY CACH PONG GOI:

Hép | chai S5ml

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN

CHAT LUQNG

Pidu kign bio qudn: Dé noi khé mat, nhiét dé dursi 30°C, tranh

anh sang.

Han ditng: 24 thing ké tir ngay san xuft.

Chit y: Chi sir dung trong thi gian 15 ngdy sau khi mé nﬁp?}‘:\‘x}

Tiéu chudin chiif legng: Tiéu chuin co s& SN o

TEN, PIA CHI CUA CO SO SAN XUAT THUOC: AT
m) CONG TY CO PHAN DUQGC PHAM 372

601 Cach Mang Thang Tam, P.15, Q.10, TP.HC

F.T.PHARMA i) " o]
San xudt tai nha may GMP-WHO, sb 930 C2, Budng C, KCNE4 4,
Cum I, P. Thanh M§ Loi, Quéin 2, TP.HCM #O‘M
Dién thoai: 39700025 - 37422612. Fax: 39700182 ==
Email: duocpham32@ft-pharma.com

Website: www.ft-pharma.com
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