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¥ HUGNG DAN SU DUNG THUOC

Thude bdn theo don. Néu cdn thém thbng tin, xin héi y kién bac si.
Boc ky hudng dén si dung trude khi ding. D€ xa tdm tay cia tré em.

TOBRASTAD 80mg
(Tobramycin 80mg/2ml)

THANH PHAN:

Méi lp 2ml dung djch tiém chia:

Tobramyein sulfat tudng duong tobramycin 80mg

Td duge: Natri disulfit, dinatri edetat, dung djch H:504 10%, nudc cit pha tiém.

DUCC LUC HOC

Tobramycin 13 mgt khdng sinh nhém aminoglycosid thu duge tir moi truing nudi cdy Streptomyces tenebrarius. Thubc cd tac dyng
digt khufn. Mc di co ché tdc dyng chinh xdc chua biét ddy di, nhung c thé thuc dc ché sy t6ng hap protein & cac vi khufin
nhay cdm biing cach gin khdng thuin nghich véi céc tiéu don vi 30S va 50S cila ribosom vi khudn.

Phé tdc dung:

Tobramycin ¢6 tic dyng vdi nhiéu vi khuin Gram 4m hifu khi va mdt s vi khufn Gram duong higu khi. ThuSc khdng cd tac dung
véi Chlamydia, n&m, virus v& da s§ cdc vi khuln ky khi. In vitro, tobramycin dc ch& phdn I6n cdc ching nhay cam clia
Acinetobacter calcoaceticus, Escherichia coli, Enterobacter aerogenes, Haemophilus infiuenzae, H. aegyptius, Klebsiella pneumoniae,
Moraxella lacunata, Morganella morganii, mft s8 lodi Neisseria, Proteus mirabilis, phdn 16n cic chiing P. wulgaris, Pseudomonas
aeruginosa, Staphylococcus aureus, S. epidermidis va céc lién cdu khudn (bao gém mot s8 Streptococcus pneumoniae). Tuy nhign,
cdc lodi khdc nhau va cdc chiing khdc nhau cla ciing mot lodi c6 thé cé nhiing thay d8i I6n vé tinh nhay cam in vivo. In vitro,
tobramycin thubing tdc dyng kém hon gentamicin ddi v6i mot s6 vi khudn Gram &m bao gbm E. coli vi Serratia. Nhung in vitro
tobramycin lai manh hon gentamicin d&i vdi vi khun nhay cdm Ps. aeruginosa va c6 thé co tic dung véi mdt s§ chiing clia vi
khudn khdng gentamicin. C4 sy khéng chéo gilla tobramycin v gentamicin nhung cd khodng 10% céc chiing khang gentamicin cdn
nhay cdm vdi tobramycin.

DUGC BONG HOC

Thusic hdp thu nhanh va hoan todn qua dudng tiém bdp. Dat dinh trong huy&t thanh sau tiém bdp tir 30 — 90 phit, sau khi truyén
finh mach 30 phit néng do dinh dat duge trong vdng 30 phit. Sau khi tiém bdp 1 mg/kg, 1 liéu duy nhdt cho ngubi c6 chitc ning
than binh thuong, néng do dinh trong huy8t thanh khodng 4 mcg/ml dat dugc trong vbng 30 - 90 phit. Néng do thudc trong huyét
tuong bing hodc dudi 1 mcg/ml, B gits sau khi tiém bdp. NBng dO difu trj trong huy8t thanh thudng ndm trong khodng 4 - 6
meg/ml. Sau khi tiém finh mach cham liu thubing diing, c6 th8 dat trong mdt thdi gian ngn ndng 60 trong huyét tuang qud 12
meg/ml. =
Thudc c6 thé tich phan b§ 0,2 — 0,3 litkg, thé tich phan b & tré em 13 0,2 — 0,7 litkg. Thubc phan b8 vao dich ngodi t& bdo, bao

gbm cdc dich huy8t thanh, 4p xe, ¢ truding, ngodi mang tim, mang phéi, hoat dich, bach huy8t v mang bung. Thubc thim nhip

rdt it vio dich nio tly, mét, xuong, tuy€n tién ligt. Tobramycin g&n k&t dudi 30% véi protein.

Nlta doi thai trir clia thufc & tré sd sinh cdn ning bing hodc nhd hon 1200 g 1a 11 gid vA ning trén 1200 g |2 2 — 9 gid. Nia dbi 1;1
clia thudc trong huy8t thanh & ngudi bj suy gidm chic ning than 12 5 - 70 gity vA & ngudi c6 chic niing than binh thubng 14 2 - 3 oy
giti, phu thudc tryc tiép vao tdc do loc cdu than, o6 tdi khodng 90 - 95% lifu duge dao thii ra nudc tifu trong vong 24 gid dudi S
dang khong bién ddi.

CHI BINH

Buge chi dinh dé difu tri cac nhiém khuin ning d3 xAc dinh hoic nghi ngdl do cic vi khuin Gram 4m vi mot s vi khuin khic
nhay cdm, dic bigt & by phan tit nidu.

Tobramyein ph&i hgp véi mot khang sinh khdc duge chi dinh trong mdt s6 nhidm khudn do vi khufn nhay cim (dya vio nudi cdy vi
khufn) bao gbm:

- Nhim khudn sinh dyc - tiét nigu

- Nhidm khudn huy€t va viém ndi tdm mac

- Nhi8m khudn duting h8 hdp dudi (viem phéi, viém tiu phé quan, viém ph# quin)

- Nhidm khufin da, phdn mém, k& cd béng

- Nhidm khudn dudng mét

- Nhidm khudn xudng, khép

- Nhi&m khufn cp tinh ph8i do Pseudomonas aeruginesa & bénh nhan xd nang
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LIEU DUNG VA CACH SU DUNG

Cdch dong:

Tiém bdp, tiém finh mach chdm hodc truyén finh mach (pha lodng mdi lidu trong 50 d&n 100 ml dung djch tiém natri clorid 0,9%
holic glucose 5% dé c6 ndng d khong vugt qud 1 mg (base) cho mdt ml, d6i véi tré em, cdn pha lodng véi thé tich nhd hon theo
ty 18 tuong (ing). V6i dung dich thu dugc, truy&n chim trong vdng 20 - 60 phat d€ tranh chen th4n kinh co.

Thesi gian didu trj khdng nén vugt qud 7 ngay.

Liéu dung:

Nguai Idn:

Liéu thudng ding 3 mg/kg/ngay, chia lam 3 liéu nhd cch nhau 8 git/N4n hojc cho 1 I4n/ngay.

Nhifm khudn ning: 5 mg/kg/ngay, chia thanh liéu nhd cho cdch nhau 6 — 8 gid/Mdn hodic cho 1 1n/ngay. Liéu dung cin gidm
xudng cbn 3 mg/kg/ngay ngay khi cdc triéu ching 1am sang cho phép tam 6n dinh.

Nhi8m khudn dubing tigt niéu: lidu 2 - 3 mo/kg/ngay, tiem bip 1 14n.

Nhiém khudn phdi do Pseudomonas aeruginosa & b&nh nhan xo nang: liéu khai d4u 10 - 15 mg/kg/ngay, chia lam 3 - 4 I4n, sau d6
liéu duge diéu chinh dya trén néng dg tobramycin trong huyét thanh.

Tré em:

Nhidm khudn huyét & tré sd sinh:

Ding liu cho cch xa nhau (= 24 git/i4n) tiém tinh mach trong 3 - 5 phut hodc truyén tinh mach:

- Tré 50 sinh < 32 tudn tudi sau tét kinh: 4 — 5 mg/kg, cach 36 gio/4n.

- Tré 50 sinh > 32 tudn tudi sau tit kinh: 4 — 5 mg/kg, cach 24 gisndn.

Dung nhiéu liéuwngay, tiém finh mach chdm hoic truyén tinh mach:

- Tré s¢ sinh < 7 ngay tudi: 2 mg/kg, cach 12 giondn.

- Tré so sinh 7 - 28 ngdy tudi: 2 - 2,5 mg/kg, céch 8 gidvidn.

Nhigm khusn huyét, viém mang ndo va cdc nhiém khudn thin kinh trung vong khdc, nhidm khudn dudng mat, viém thén bé thén
cap, viém phdi mic phai tai bénh vién:

Ph4c d8 nhiBu liéwngay, tiém finh mach chdm 3 - 5 phit:

- Tré nhd 1 thang tudi - 12 tudi: 2 - 2,5 mg/kg, cich 8 gitidn.

- Tré em 12 — 18 tudi: 1 mg/kg, c4ch 8 git/4n: nhifm khufin ning: t&i da 5 mgs/kg/ngdy, chia 1Am nhiéu liéu nhd, cich 6 - 8
git/dn (gidm xubng 3 ma/ka/ngdy ngay khi cb thé),

Phac d6 1 liéwngay, tiem truyén tinh mach:

- Tré 1 théng tudi — 18 tuéi: ban ddu 7 mo/kg, sau d6 diéu chinh tiy theo néng do tobramycin huyét thanh.

Nhiém khu&n phdl do Pseudomonas aeruginosa & tré em bi xd nang:

Phac df nhiu liéwngay, tifm finh mach chim 3 - 5 phit:

- Tré 1 théng tudi — 18 tudi: 8 — 10 mg/kg/ngay, chia lam 3 liéu nhd.

Phac d6 1 liéwngay, tim truyén tinh mach trong 30 phat:

- Tré 1 thdng tuli - 18 tudi: ban d4u 10 mg/kg (t6i da 660 mg), sau dé diéu chinh tiy theo ndng dg tobramycin huyét thanh.

Bénh nhédn suy than:

NEu c6 suy than, khodng cdch gila cdc lifu phai ting 18n; nfu suy thin ndng, bin thdn liéu cling phai gidm. Phii do néng db
tobramycin huy&t thanh khi suy thin. Trénh diing phéc d8 1 In/ngay (phéc df liu cao) cho ngudii suy thin cd Cle. < 20 mi/phit.
N&u ding phéc d6 thdng thudng (nhiéu lidwngay):

- Cly = 60 ml/phit: cho c4ch 8 git/idn.

- Cle 40 - B0 mi/phit: cho céch 12 git/dn.

- Cle 20 - 40 ml/phit: cho cdch 24 gitndn,

- Cly 10 - 20 ml/phit; cho cdch 48 gitNdn,

- Cl« < 10 ml/phit: cho cach 72 git/é4n,

Phac d8 lidu cao (1 liéwngay hodc trén 1 ngdy): cdch 48 gid/in cho ngudi suy thédn cd Cle 30 - 59 mi/phit va diéu chinh liéu theo
néng d9 thudc huy8t thanh.

Bénh nhan suy gan: khng cin phai didu chinh liéu. Gidm s4t ndng do thubc trong huy8t thanh.

CHONG CHI DINH

Bénh nhan min cim vdi thanh phin clia thudc hay khéng sinh nhém aminoglycosid.

Suy thdn ndng.

THAN TRONG

Tac dung phy clia aminoglycosid (bao gém tobramycin) fién quan d&n liu, phdi than trong diing ding liéu, difu trj tiém khdng dugc
vugt qud 7 ngay.

Phai ddnh gid chic ning than trudc v& trong khi diéu tri.

B8 16i wu hoa lifu ding va trénh nhifm ddc, phéi gidm s&t ndng do tobramycin trong huy&t thanh,

Phai ding than trong aminoglycosid & ngudi cao tudi vi nhim dc tai va than thuting xdy ra nhat. Gdn giam liu,

()
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Nu c6 thé, khong ding aminoglycosid ciing voi mot thudc o tiém ndng gdy dbc cho tai (nhu cisplatin) hodc thudc Igi tiu manh

ddc cho tai (furosemid). Diing 2 thulc cang xa nhau cang t6t.

Trong qua trinh diu tri, cdn dinh ky do ndng d¢ dinh va ddy clia thudc trong huyét thanh.

C4n theo ddi thinh gidc, tin dinh va chiic ning thin & ngudi bénh d3 biét holic nghi ngd bj suy gidm chifc ndng than. Tobramycin

lam ting kh3 nadng ddc vé thinh gidc trong truting hgp phéi hgp véi cephalosporin, Ngudi ta da ching minh khdng phai néng do

dinh cao gdy ra ddc tinh véi co quan thinh gidc va véi than. Djc tinh o6 I€ lign quan d&n dign tich dudi dubing cong chif khdng phi

dinh dubing cong. Vi vy diing 1 liu duy nh&t/ngay tiém finh mach 6 thé t&t hon 12 diing liéu chia nhd.

Tré sa sinh chi duge dung tobramycin khi mc bénh niing de doa tinh mang. Tobramycin phdi ding than trong d8i véi phu n c6

thai, ngudi b&nh bj suy than, bi r8i loan tién dinh, bj thi€u ndng & &c tai, gidm calci huyét, nhugc co ning va cic difu kign khic

lam gidm ddn truyén thdn kinh co. CAn thay d8i li8u & ngudi b&nh suy gidm chic ndng than va & trd so sinh dang cb oxy héa

mang ngoai than thé,

C4n theo ddi ndng df calci, magnesi va natri mdu. Dac biét theo dai s&t & bénh nhan bj suy than,

Bdi vi bénh nhan bj bdng ndng, dugc ddng hoc bi thay dbi c6 thé din dén gidm nbng do thudc trong huyBt thanh. Do dé liéu

dung nén dugc tinh todn dya trén ndng df thulc do dugc.

Nguy cd hoai tif vBng mac sau tiém.

Diing than trong & bénh nhan 6 loan ca nhy ching nhuge co ning hodc hoi ching ligt rung Parkinson do thudc c6 thé 1Am nang

thém tinh trang y&u co.

Su phong b€ thdn kinh cd va liét hd hdp c6 thé xdy ra sau khi tiém tinh mach nhanh cac aminoglycosid. Nguy co ngung thds tha

phét kéo dai cdn dugc xem xét néu ding thudc & bénh nhin gdy mé dang ding thufc chen thdn kinh cd nhu succinylchalin,

tubocurarin hofc decamethonium ho3c & nhilng b&nh nhin dang nhin truyén mau citrat & at. N&u s¢ phong b& th4n kinh cd xdy ra

né c6 thé héi phyc khi ding mudi calci.

NEu c6 sy phét trién qud mdc cac vi sinh vat khdng nhay cam, nén ti€n hanh cdc bién phdp difu trj thich hgp.

Trong thanh phdn thudc cd chifa t4 dugc natri disulfit do dé cdn than trong khi st dung thudc vi thuSc co thé gay phin Ung qud

mén nghiém trong va co thit ph& quén,

PHU NU CO THAI VA CHO CON BU

Thi ky mang thai: ThuSc c6 thé qua nhau thai. Tobramycin tap trung & than thai nhi va dd dugc ching minh gy digc bdm sinh ci

hai bén tai khang héi phuc. Vi vdy, phdi cAn nhic lgi hai that cdn than khi phdi ding thudc ndy trong nhiing tinh trang de doa tinh

mang holc trong nhiing b&nh niing ma cdc thuSc khac khang ding dugc hodc khdng cd hiéu lyc.

Thai ky cho con bd: Tobramycin cd 1iét vio sla me, khuy&n cdo khdng nén dung thudc khi dang cho con b, hodic khéng cho con

bii khi dang dung thudc. Tuy nhign chua c6 thang béo v& téc dung cd hai déi véi tré dang b me.

TAC BONG CUA THUGC KHI LAI XE VA VAN HANH MAY mOcC

Thulc cd thé gdy téc dyng khéng mong mudn nhu nhic d4u, chdng mit. Do do, khang nén I4i xe v vdn hanh may méc khi gap

phai c4c tdc dyng khdng mong mudn nay.

TUONG TAC THUGC

Ding déng thdi vai cdc thudc khdc gdy ddc cd quan thinh gidc va than, b thé 1am tang dgc tinh cla cdc aminoglycosid.

Diing tobramycin déng thdi véi thudc chen thdn kinh-co s& phong b& thdn Kinh ca va gdy lidt hd hdp.

Tranh ding déng théi véi vic xin BCG, gali nitrat,

Tdng tac dung/djc tinh:

- Tang néng dd tobramycin trong huy&t tuong v md, tang ddc tinh & tai v/hodc & thdn khi ding déng thdi vdi acid ethacrynic,
furosemid.

- Tang nbng d phospho trong huyét tuong khi ding déng thdi vdi cefotaxim,

- Gdy doc & tai va doc & than/8i loan chic ning thin khi dung déng théi véi indomethacin,

- GAy rdi loan chifc ning than hodc ting nguy cd gly dic & than khi ding ddng thoi vdi cidofovir, cisplatin, cyclosporin, lysin.

- Gay ddc o tai khi ding d6ng thisi véi bumetanid, carboplatin, piretanid.

- Hop lyc va ting thém suy chic ndng thdn khi ding déng thai vai tacrolimus.

- Ting thém ddc tinh & tai, gay ddc & tai va/hoic gay dbc & than khi ding déng thdsi véi capreomycin, vancomycin.

T4ng doc tinh cda cdc chat tuong tdc:

- Gy lc ch& hd hap, ngat, liet hd hdp khi ding ddng thdi véi cdc chit phong b& thdn kinh co khéng khir cyc, natri colistimethat,
succinylcholin.

- GAy y&u thdn kinh cd khi dung déng thdi v6i magnesi clorid.

Gidm tdc dyng cua cdc chdt tdng téc:

- GIAm dap (ng mifn dich khi diing déng thai vdi vic xin thuong han sdng.

- Giadm téc dyng didu tr trong bang quang hodc tiém ching khi ding déng thai véi BCG.

- Gidm higu lyc cla cdc aminoglycosid khi diing d8ng thai véi cac penicilin.

Tuong tc khdc: Tac dyng d6i khing véi neostigmin va pyridostigmin. Tobramycin dugc biét c6 thé 1am ting tic dung clia warfarin

va phenindion.
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TAC DUNG KHONG MONG MUON

Téc dung khdng mong mudn (ARD) thuing phu thudc theo liéu, quan trong nhat 13 doc tinh & than va & co quan thinh gidc. Noubi
¢6 chdc ndng thadn suy y&u cd nguy cd cao va cdn phéi gidm li8u tuong iIng vdi chifc ndng thin.

Thdn kinh trung wong: 16 13n, m4t dinh hudng, chodng vang, s6t, nhilc d4u, ngl lim, chéng mAt.

Da: viém da tréc, nglfa, ban da, may day.

N§i tiét va chuyén hda: gidm calci, magnesi, kali va/hoic natri huyt thanh,

Tiéu hda: tiu chdy, budn ndn, ndn,

Huyét hoc: thi€u mau, ting bach cdu va eosin, gidm bach cdu hat, tang bach cdu, gidm bach cdu, gidm tifu cdu.

Gan: tdng ALT, tdng AST, tdng bilirubin, ting LDH.

Tai chd: dau tai chd tiem.

Tai: t6n that thinh gidc, ndng tai, ddc tinh vdi co quan thinh gidc, doc tinh vdi tai (tién dinh), ti€ng ling biing trong tai, i tai.

Thgn: try - niéu, ting BUN, tAng creatinin huy&t thanh, gidm nidu, protein — nidu.

Hudng ddn xt tri ADR: Nging diing thudic.

Thong béo cho thdy thudc tdc dung khong mong musn gap phai khi st dung thuc.

TUONG KY

Trbn déng thdii cdc khdng sinh beta-lactam (penicilin v& cephalosporin) véi tobramycin cd thé gdy mét hoat tinh fn nhau. N&u dung
dBng thoi cac thudc ndy, phdi tigm & cdc vi trl khdc nhau va cach nhau, Khong trdn nhiing thulc ndy trong cling mét binh hodic tiii
@8 tiém tinh mach.

QUA LIEU VA XU TRI

Mic d6 nghiém trong clia cdc biéu hign qud liéu tobramycin phy thudc vao lidu, tinh trang chdc ndng thin cba bénh nhan, lugng
djch trong co thé, tufi tac va lidu c6 ding chung véi cic thudc cb dbc tinh tuong ty hay khong. Bc tinh ¢6 thé xdy ra & bénh nhan
dugc diu trj trén 10 ngay, dugc chi dinh liéu trén 5mg/kg/ngay, & trd em véi lidu trén 7,5mg/kg/ngay hodc & bénh nhin suy gidm
chirc ning thin ma liéu diing chua dugc diu chinh phi hop.

Tinh ddc than sau khi tidm aminoglycosid ¢6 litn quan chit ché dén didn tich dudi duiing cong clia nng dd thudc trong huy&t
thanh, Bénh nhdn cao tudi bj suy thdn, ngudsi dang diing cdc thufic khic gdy doc than hojc gay doc dbi vai ddy thin kinh so thi 8,
ngudi bj gidm thé tich, c6 nhiéu nguy cg bi hoai tif Gng than cdp tinh hodic doc tinh thinh gidc va tién dinh. Nhiing ddc tinh nay xiy
ra & b&nh nhan diu trj kéo dai hon 10 ngdy, & b&nh nhan cd chic ning than bt thudng, & bénh nhan bj mat nudc hodic & bénh
nhan dang ding cdc thudc gdy doc d&i véi day thdn kinh so tha 8.

Cac bénh nhdn nay thubng c6 biéu hign chéng mat, U tai, hoa mét, xanh xao. Sy phong b th&n kinh co va ligt ho hdp cd thé xdy
ra sau khi tiém tinh mach nhanh cdc aminoglycosid. Nhilng phan (ng ndy va tinh trang t& liét hd hdp kéo dai c6 thé xdy ra thuting
hon & nhidng bénh nhdn bj ching nhugc cd ndng hodc hdi ching ligt rung Parkinson hodc nhing ngudi dang ding thudic
decamethonium, tubocurarin or succinylcholin,

Vi khéng cd thudc gidi doc dic hifu, vide difu tri chl y8u 13 didu tri tridu ching va hd trg.

Cidch diéu tri: Truyén dich tinh mach d& duy tri higu suflt tigt nigu thich hgp (3 — 6 mikg/gid). Pibu tri cdc phdn dng dj dng nhe
bing thudc khdng histamin; trung hop nang phdi cho théng khi (dat 6ng ndi khi quin va théng khi ca hoc), ding epinephrin,
truyén dich tih mach, theo d6i dién t4m d8. Loc mau hodc thim tdch phic mac dé loal aminoglycosid ra khdi mau cla ngudsi bénh
suy than. Diing cdc thufic khdng cholinesterase, mufi calci hoic hé h&p nhdn tao cd hoc d& didu tri chen thdn kinh cd gay yu cd
kéo dai va suy hodc ligt ho hap (ngling thd) c6 thé xdy ra khi ding déng thi hai aminoglycosid.

HAN DUNG: 24 théng k& til ngay sdn xudt.

BAO QUAN: Noi kho, mat (dudi 30°C). Tranh &nh séng.
TIEU CHUAN: TCCS.

TRINH BAY: Hop 10 Ip 2ml dung dich tiém.

CONG TY ¢§ PHAN PYMEPHARCO
166 - 170 Nguy8n Hué, Tuy Hoa, Phi Yen, Viét Nam




