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INTOLACIN Thudc tiém
Tobramycin 80mg/2mL

THANH PHAN

Mbi 6ng (2 mL) chita:

TSIl T 80 mg

Td dugc: Phenol, natri bisulfit, dinatri edetat, natri hydroxyd, acid sulfuric, nu6c cit pha
tiém.

MO TA
Dung dich trong sudt, khong mau chifa trong lo mau hd phéch.

DUGC LUC HQC

Tobramycin 12 m6t khdng sinh nhém aminoglycosid thu dugc tif mdi trudng nudi cdy
Streptomyces tenebrarius. ThuSc ¢6 tic dung diét khudn. Mic db co ché tdc dung chinh
xdc chua bi€t ddy dd, nhung c6 1& thudc tc ché sy tdng hop protein & cdc vi khudn nhay
cadm bing cdch gin khong thuin nghich véi cdc ti€u don vi 30S clia ribosom.

Phé tdc dung:

Nhin chung, tobramycin ¢6 tdc dung vdi nhiéu vi khudn gram am hi€u khi va mot s§ vi
khudn gram dudng hi€u khi. Thudc khong c6 tdc dung véi Chlamydia, ndm, virus va da s&
cdc vi khudn y&€m khi. In vitro, tobramycin thudng tic dung kém hon gentamicin d&i véi 1
s6 vi khudn gram 4m bao gém E. coli va Serratia. Nhung tobramycin lai manh hon
gentamicin mot chit déi véi P.aeruginosa von nhay cdm véi cd hai loai thuGe nay.
Tobramycin rat giong gentamycin vé tinh chit sinh hoc va ddc tinh.

DUQGC PONG HOC

Sau khi tiém bdp 1 mg/kg, 1 liéu duy nhat cho ngudii ¢6 chifc ning than binh thuding, nong
dd dinh tobramycin trong huyét thanh khodng 4 - 6 microgam/mL, dat dugc trong vong 30
- 90 phiit. Nong do thudc trong huyét tuong bang hodc dudi 1 microgam/mL, 8 gid sau khi
titm bip. Nong d6 diéu tri trong huyét thanh thudng ndm trong khodng 4 - 6
microgam/mL. Thdi gian bdn thdi cla thudc trong huyé&t thanh 3 ngudi binh thudng 1a 2 - 3
gid, va ¢6 tdi 93% liéu dugc dao thdi ra nudc ti€u trong vong 24 gid dudi dang khong bi€n
déi.

Tobramycin thudng duge dung dudi dang mudi sulfat, dic biét d€ di€u tri nhiém khudn do
Pseudomonas. Thudc khong hap thu qua dudng udng, va thudng dudc tiém bidp hoic tiém
tinh mach. Khong nén tiém dudi da vi thudc c6 thé gay dau.

CHI PINH

Intolacin thudng c6 hoat tinh ch6ng lai da s& cdc ching clia cdc vi khudn sau:
Pseudomonas aeruginosa, E. coli, Proteus species, Klebsiella species, Enterobacter
species, Serratia species, Citrobacter species, Providencia species, Staphylococcus aureus.
Thudc dudge chi dinh diéu tri cdc nhiém khudn sau:

Nhiém khu#n hé thin kinh trung vdng, bao gdm viém mang ndo.

Viém phé quén, gidn ph&€ quan, viém phéi.

Nhi&m khufn dudng tiéu héa bao gdm viém phiic mac.

Ap xe dudi da, nhot va viém m6 t&€ bao.

Béng, nhim khudn vét thuong sau phiu thuit va cdc nhiém khuidn xuong.
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Nhi€m triing huyét.
Viém dudng ti€t niéu bién ching va dinh k¥ tdi phdt, bao gdm viém thin - b€ thin va

viém bang quang.

LIEU LUGNG & CACH DUNG

INTOLACIN c¢6 thé dude tiém bdp hoje tiém tinh mach chim hoic tiém truyén tinh mach.

1. Nguwvi lon

St dung cho bénh nhin ¢é chifc ning thin binh thudng.
Nhiém khu#n ning: 3 mg/kg/ ngay, chia 1am 3 liéu bing nhau mdi 8 gid.

Nhiém khudn de doa tinh mang: Lén tdi 5 mg/kg/ngiy, ¢6 thé€ chia lam 3 dé€n 4 liéu bing

nhau.

Liéu c6 thé gidm xudng 3 mg/kg/ngay ngay khi c6 ddp tng 14m sing.

P& trinh ddc tinh ting 1én do ndéng dé thuSc trong mdu cao qud mifc, liéu khéng dugc

vurgt qud 5 mg/kg/ngay trir khi ndng dd thudc trong huy€t thanh dude theo di.

2. Tré em

6 d&€n 7 mg/keg/ngay, chia lam 3 hodc 4 liéu bing nhau (2 dén 2,5 mg/kg mdi 8 gid hodc

1,5 d&n 1,89 mg/kg mdi 6 gid).

Tré sinh non hodc ré dd thing dudi | tuin wdi: Li€u cé thé 1&n 16 4 mg;’kg:’ngay, chla

lam 2 liéu bing nhau mdi 12 gid.

Thai gian diéu tri théng thuding tt 7 d&€n 10 ngdy. C6 thé diéu tri dai hon trong cdc orud ll
hgp nhi€m triing niing va bi€n ching. Trong truding hgp ndy cin theo dbi cdc chife ndng
thdn, thinh gi4c va tién dinh bdi vi nhiém ddc (hin kinh ¢6 thé x4y ra nhiéu hon khi diéu

tri trén 10 ngay.

3. Bénh nhan suy giam chifc ndng thin
Sau khi tiém 1 liéu 1mg/kg, li€u lugng ti€p theo &
chinh vdi liéu thip hon va khodng cdch tiém 8§ gid mét 1in hodc vdi liéu binh thudng

nhung kéo dai khodng cdch,
Hai phdc dé ding liéu duy tri dua theo chiéc ndng thdn va thé trong
sau khi ditng mét liéu | mg/kg

& nhitng ngudi b&nh nay phdi dugc diéu

Phdc do 1 Phdc do 11
Liéu diéu chinh v6i | Biéu chinh khodng
khodng cdch 8§ gid cdch giita cdc lidu
1 14n {mg) c6 dinh
Creatinin huyét | Hé s thanh thdi Thé rong Thé trong/ liéu
thanh mg% creatinin (50 - 60 kg) 50 - 60 kg/60 mg
mL/phiit
Bloh thudng > 70 60 mg 8 gid tiém 1 ldn
<1,3
1,4-1,9 69 - 40 30 - 80 12 gid tiém ] lan
20-33 39-20 20 -25 18 gid tiém 1 lan
3,4-53 19-10 10 - 18 24 gidy tiém] lan
54-7,5 9-5 5-8
> 7,6 <4 25-45
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HOAN NGUYEN THUOC

Tiém bdp: INTOLACIN c6 thé duge st dung bing cdch tiém truc G€p khong cin pha
lodng.

Tiém tinh mach: Thong thudng cé thé pha lodng thudc bing 50 dén 100 mL dung dich
tiém NaCl 0,9% hogec dextrose 5% ddi véi liéu ngudi 16n. D61 vdi tré em, thé tich pha
lodng phdi duge cin déi nhd hdn so vdi ngudi 16n. Dung dich pha lodng thudng dudc tiém
truyén trong khodng thdi gian tir 20 d&€n 60 phtt. Thai gian truyén khdng duge dudi 20
phiit bdi vi ndng d6 dinh clia thudc c6 thé vudt qud 12 pg/ml.

CHONG CHI PINH

Mén cdm véi bat cif aminoglycosid néo.

C6 tién st min cdm hoic ¢6 phdn dng d6¢ hai nghiém trong véi cdc aminoglycosid ¢ thé
ciing dude chong chi dinh sit dung bat ¢if mot aminoglycosid khdc vi dd duge biét cd sy
man cdm chéo clia b&nh nhin vdi cdc thude loai ndy.

Bé&nh nhéin nhude ¢d ndng.

THAN TRONG

Bénh nhin diéu tri vdi tobramycin hoidc cdc aminoglycosid khdc phdi duge theo ddi chit
ché vi cdc thubc ndy c6 khd ning gy ddc cho tai va than,

Bénh nhén suy thin. cﬂ‘;
Bénh nhéin suy gan. -l
Ngudi gia.

Tré sinh non, tré sd sinh.

Ngudi bi r8i loan tién dinh, bi thi€u ning & d¢ tai, sau phiu thuit va cdc diéu kién khéc
lam gidm din truyén thdn kinh co.

THAN TRONG CHUNG

Tinh nhay cdm phéi dudc theo d6i d€ tranh xuat hién trong sudt qué trinh di€u tri.

C4n ti€n hanh thi phin Wng trén da dé€ dy dodn trude cdc phdn 1tng nhu séc.

Déc tinh trén thinh gidc va tién dinh cé lién quan dén viéc s¥ dung qud liéu céc
aminoglycosid. Cdc ddc tinh niy xudt hién & cdc bénh nhdn di€u uri trong khodng thai
gian dai hon 10 ngay. Cdc bénh nhin niy c6 thé khong 6 cdc ddu hiéu hoic triéu chiing,
hoiic ¢6 thé c6 cédc triéu chitng nhu hoa mit, chéng mit, b tai va mat khd ning nghe § 4m
di€u cao.

Néng d6 dinh va ddy cda thudc trong huyét thanh phdi dude do dinh ky trong sudt qud
trinh diéu tri.

Phdi trdnh ndng dd cao wén 12 pg/mL kéo dai, Tang ndéng d6 ddy (rén 2 pg/mL) c6 thé
cho thay ¢6 sy tich liy thubc ¢ mb.

Chtfc nang than va diy thdn kinh thinh gidc cdn dudc theo dbi chit ch& d cdc bénh nhén
dudc biét hodc dy dodn suy thén, ¢ling nhu cdc b&nh nhdn ¢é chifc ning thin binh thudng
lic méi bit ddu diéu tri nhung cé xudt hién cdc ddu hiu réi loan chitc ning thin trong
qué trinh diéu tri.

TAC DUNG KHONG MONG MUON

Sé¢c: Hi€m khi x4y ra. Tuy nhién, can theo ddi bénh nhan.

Mdén cdm: P61 khi phdt ban, ngita, ban dé, dé birng c6 thé x4y ta. Khi xay ra, cin nging
sit dung thude.

Thdn: Thay déi chitc ning than, biéu hién bdi sy ting BUN, NPN va creatinin huyé&t thanh,
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gidm niéu, tru ni€¢u va protein niéu da dugc bdo cdo. R6i loan chat dién gidi (gidm ndng
d9 calci, magnesi, kali, natri huyét twong) c6 thé xdy ra.

Gan: Thinh thodng suy gan, vang da lién quan tdi ting GOT, GPT, LDH huyét tudng va
billirubin ¢6 thé xdy ra.

Nhiém djc thdn kinh: Céc triéu chitng bao gém hoa mit, chéng mit, U tai, m4t khd ning
nghe. Hi€m khi dau ddu, ngl ga, loan tdm thdn, mat dinh hudng, hoang twdng c6 thé xdy
ra.

Huyét hoc: Thi€u mdu, gidm bach cau, ting bach cau va eosin, gidm bach ciu hat c¢6 thé
x4y ra nhung hi€m.

Da day - ruét: Hi€m khi xdy ra budn ndn, ndn, chdn in, viém miéng va tiéu chdy cé thé
xdy ra.

Thiéu hut Vitamin: Hi€m khi thi€u vitamin K (gidm prothrombin huyét, xudt huy€t), thi€u
hut vitamin nhém B (viém lu3i, viém miéng, chdn 4n, viém d4y thin kinh).

Phdn itng tai vi tri tiém: Trong trudng hgp tiém bdp, d6i khi dau, chai cing & vi tri tiém c6
thé xdy ra.

Cdc phén itng khdc: Diéu tri vdi tobramycin ¢6 thé ddn d&€n boi nhi€m cdc vi khudn khong
nhay cam véi thude.

Théng bdo cho bdc si cdc tdc dung khéng mong muén gap phdi khi sit dung thudc.

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

Tobramycin tip trung & thin thai nhi va da dugc chitng minh gay di€c bAm sinh ¢4 hai bén
tai khong hdi phuc. Vi vy phii cin nhdc 1gi hai that cdn thin khi phdi ding thudc nay &
phu nif c6 thai trong nhifng tinh trang de doa tinh mang hodc trong nhitng bénh ning ma
cdc thudc khdc khong diang dude hodc khong c6 hiéu luc.

Tobramycin dudc ti€t vao sita me vdi lugng nhé. Tuy nhién thude rat it duge hdp thu qua
dudng ubng va chua cé van dé gi d6i véi tré dang bu dugce thong bdo.

SUDUNG THUOC G TRE SINH NON VA TRE SO SINH
Tobramycin phai dugc st dung thdn trong cho tré sinh non va tré sd sinh do thin cia tré
con non din dén kéo dai thdi gian bdn thai cla thudc.

SUDUNG THUOC G NGUOI GIA

Viéc theo doi chifc ning than dic biét quan trong & cdc bénh nhdn gia ¢6 chic ning thin
suy gidm.

Thi€u hut vitamin K ¢6 thé din dén chdy m4u.

TUONG TAC THUOC

St dung ddng thdi tobramycin véi dextan, natri arginic c¢6 thé Iam ting doc tinh véi than,
do d6 su k&t hdp nay khong duge dé nghi.

Khi ning ngiing thd ¢6 thé xuat hién bdi sy chen than kinh cd, do d6 s dung két hgp
tobramycin vdi cdc thudc gy t&, gy mé hoic cdc thudc gidn cd can dugc can nhic.

S\ khit hoat tinh clia tobramycin bdi cdc cdc khdng sinh beta-lactam (cdc penicillin hodc
cdc cephalosporin) da dudge chitng minh trong cdc thit nghi€m in vitro va § cdc bénh nhin
suy giam chitc ning thin ning. Sy kht hoat tinh nay khéng dugc phdt hién khi s& dung
cdc dudng riéng bi¢t.

Cdc aminoglycosid khong dugc s& dung déng thdi véi cdc 1gi ti€u manh nhu acid
ethacrynic va furosemid.

Tang (i 1& nhiém ddc thdn dd dugc bdo cdo sau khi sir dung ddng thdi cdc khdng sinh
aminoglycosid va cdc cephalosporin.
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Khd ning ngitng thd kéo dai va thit cdp phai dugc cin nhic khi tobramycin dudc sl dung
cho cdc bénh nhén truyén mdt lugng 16n mdu chifa citrat.

Tranh sit dung dong thdi va ti€p sau cdc thude khdng sinh gy ddc than kinh va/hodc giy
ddc thian khdc, dic biét la cdc aminoglycosid khdc (amikacin, streptomycin, neomycin,
kanamycin, gentamicin, va paromomycin), cephaloridin, viomycin, polymycin B, colistin,
cisplatin, va vancomycin.

ANH HUGNG PEN KHA NANG LAI XE VA VAN HANH MAY MOC
Tobramycin dnh hudng khong ddng ké dén khd ning l4i xe va van hinh mdy méc.

QUA LIEU VA XU TRI

Vi khong cé thuSc gidi doc dic hiéu, viéc diéu tri qud li€u hodc phdn @ng doc cia
tobramycin nhdm chita triéu ching va hd trg.

Céch diéu tri nhu sau: Loc m4du hodc thim tdch phiic mac d€ loai aminoglycosid ra khoi
méu ciia ngudi bénh suy thin. Ding cdc thudc khdng cholinesterase, mudi calci, hodc hd
hap nhin tao cd hoc d€ diéu tri chen than kinh - cd gdy y&u cd kéo dai va suy hoic liét ho
hap (ngitng thd) c6 thé x4y ra khi ding dong thdi hai aminoglycosid.

BAO QUAN L
Bdo qudn & nhiét d6 phong khong qud 30°C va tranh 4nh sdng. qﬁl/

HAN DUNG
24 thdng k€ tir ngay sdn xuat.
Khong ditng thudc qud han sit dung ghi trén hép.

TIEU CHUAN
USP 35.

PONG GOI
10 Ong/ Hop.

Poc ki hudng din sit dung trude khi diing.

D¢ xa tim tay tré em.

Thudec chi ditng theo su ké don ciia thdy thudc.
N&u cdn thém thong tin, xin héi § kién bdc si.

Sdn xudt tai
KOREA UNITED PHARM. INC.
107, Gongdan-ro, Yeonseo-myeon, Sejong-si, Han Qudc.
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Chief Representative Vietnam
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