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COMPOSITION: R Prescription drug Mfg Lic. No.: GHOS7
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COMPOSITION: R Prescription drug Mfg. Lic. No. : G/1097
Tobramycin sulfate USP BatchNo.:| . - L
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n nium chloride g i Sy *
solution BP 0.02% viv OPHTHALMIC SOLUTION Exp. Date : I I
(as preservative) USP 0.3%
Water for Injections BP Qs.
Dosage : As directed by the Physician. \\ 5ml
Storage : Store at temperature not exceeding 30°C. \ Manufactured by:
Protect from light & moisture. Do not freeze. \\\ .
Keep out of reach of children. .,
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TOBRAMYCIN OPHTHALMIC SOLUTION USP 0.3%
(Dung dich nhé mét tobramycin 0,3% kl/tt)

CAC DAUHIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC:

Dé xa tam tay tré em

Doc kjj hiéng dan sir dung trede khi ding

Théng bdo ngay cho bdc sji hodc dwge si nhitng tdc dung khéng mong mudn gdp phdi khi sir
dung thuée

THANH PHAN CONG THUC THUOC:

M&i ml dung dich nhé mét c6 chira:

THawt phin ligat ehiil: Tobraieiii st s i ke 3,00 mg (0,3% kl/tt)
Thanh phdn té dwge: Dung dich benzakonium chlorid, boric acid, borax, natri sulphat, di natri
EDTA, tween 80, nudc pha tiém.

DANG BAO CHE:
Dung dich nho mat trong sudt khdng mau.
pH: 7,0 — 8,0

CHI PINH:

Tobramycin dugc chi dinh diéu trj nhiém khuén bén ngoai mét nhu viém két mac mét gy ra
bdi vi khudn nhay cam vé6i tobramycin hodc vi khudn nghi ngd nhay cam véi tobramycin &
ngudi 16n va tré em tir 1 tudi trd 1én.

CACH DUNG, LIEU DUNG:

Nho 1 giot vao tii két mac 2 1dn mdi ngay (sdng va ti) trong vong 7 + 1 ngay. Néu nhlém
khuén ngng: trong ngay déu tién, nho 4 giot trong khi tinh tdo. Sau do nho mot glot vao moi
bén mat 2 1in mot ngay trong khi tinh tdo. Sau d6 nho mét giot vao mdi mét, 2 1an mdi ngay
trong khi tinh tdo cho dén khi hoan thanh thoi gian diéu tri 7 + 1 ngay.

Cach dung:

Chi str dung dé nhé mit.

Khuyen c4o bit miii hodc nhdm nhe mét sau khi nho thube. Piéu nay co thé lam giam sy hdp
thu thudc toan than khi st dung thude nho mét va lam glam tac dung bét loi toan thén.

Pé tranh nhlem khuan déu nho thudc va dung dich, nén cin than tranh dé dau nho thudc cham
vdo mi mét, c4c khu vuc xung quanh ho#ic bat ky bé mat nao. Pong chit lo khi khéng ding
thudc.

Sau khi m& nép, néu vong tron & dau lo b 1ong, loai bo trude khi ding.

Trong trudng hop st dung ddng thoi véi céc thude mét dung ngoai khac, cac thube nén ding
cach nhau khoang 5 dén 10 phut.

Nguwoi cao tuéi:

Khong yéu cu diu chinh lidu di vdi ngudi cao tudi.

Tré em:

Tobramycin ¢6 thé sir dung cho tré em tir 1 tudi trér 1én & me liu twong tu ngudi 16n. Tinh an
todn va hiéu qua & tré em dudi 1 tudi chua dugc thiét 1ap va khong co sén dit liéu.

Suy gan va suy thdn:

Khi diing dudmng nho mét, ndng dd tobramycin trong méu rit thip. Néu sir dung ddng thoi véi
céc khdng sinh aminoglycosid diéu trj toan than, can theo doi tdng ndng do thube trong huyét
tuong dé dam bao duy tri ndng do diéu tri thich hop.



H BAO VA THAN TRQONG KHI DUNG THUOC:
Chi str dung dé nho mat. Khong duoc tiém hodc ubng.
Mot sb bénh nhan c6 thé nhay cam véi cac aminoglycosid diing ngoai. Mt d6 nghiém trong
clia cdc phan (mg quéa man rit da dang, tir anh hudng tai chd dén toan than nhu: ban do, ngia,
ndi may day, phat ban, qua mén, phan (mg phan v¢ hoic ban nuéc. Néu xay ra qué man nén
ngung ding thude.
C6 thé xay ra qua mén (hoic di ang) chéo vai cac khang sinh aminoglycosid khac, nén cén
nhéc kha ning bénh nhin quia man véi tobramycin nho mét ¢6 thé s& qué min véi cac
aminoglycosid dung ngoai va/hodc toan than khac.
Céc phan tng bt lgi nghiém trong bao gdm: doc tinh than kinh, doc tinh trén tai va dgc tinh
trén than co thé xay ra & bénh nhéan dung thudc tobramycin tac dung toan than. Nén than trong
khi dung ddng thoi tobramycin véi cac thube aminoglycosid.
Gidng nhu tit ca céc ché phdm khang sinh khéc, sit dung kéo dai co thé dén dén sy phat trién
qua muc cac chung vi sinh vat khong nhay cam, ké ca ndm. Néu xuét hién boi nhiém, nén tién
hanh c4c bién phép didu tri thich hop.
Peo kinh 4p trong khong duge khuyén cdo trong subt qua trinh diéu tri nhidm khuén mét. Do
d6 bénh nhan dugc khuyén khong deo kinh ap trong trong subt qua trinh diéu tri.
Thude nho mét Tobramycin c6 chira chit bao quan benzalkonium chlorid, mt cht co6 thé hap
thu qua kinh dp trong mém. Co thé xay ra kich Gng mét va thay d6i mau cia kinh &p trong
mém do su ¢6 mit cia benzalkonium chlorid. Do d6, khong deo kinh 4p trong trude khi nhd
thudc va sau khi ding thude.
Benzalkonium chlorid thuong duge sir dung nhu mdt chit bao quan trong céc thubc nhd mat da
duoc bdo cédo gy ra viem gide mac ddm hodc viém loét giac mac. Vi thé can theo ddi chat ché
khi st dung thuong xuyén hodc lau dai & nhiing bénh nhan kho mét hodc & vi tri ton thuong
gidc mac.

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

Kha néiing sinh sin

Chua c6 nghién ctru nao danh gid anh hudng cia st dung thudc nhé mat Tobramycin dén kha
néng sinh san clia nguoi.

Thoi ky mang thai

Khéng ¢6 hodc ¢6 rét it dit liéu st dung thude nho mét tobramycin trén phy nit mang thai.
Tobramycin qua duge nhau thai va anh hudng dén thai nhi sau khi tiém tinh mach & phu nit
mang thai. Tobramycin khoéng gdy ra ddc tinh trén tai & thai nhi khi phan bd vao tir cung.

Céc nghién ciru trén ddng vét cho thdy it c6 sur lién quan vé 1am sing d6i v4i doc tinh sinh san
khi ding mic lidu duoc cho 1a vuot qua lidu tdi da & ngudi khi ding thubc nhd mit
tobramycin. Tobramycin khong géy ra quai thai & chudt va tho.

Tobramycin chi nén ding & phu nit mang thai khi that cin thiét.

Thoi ky cho con bi

Tobramyecin bai tiét qua stta me sau khi str dung thudc hdp thu toan than. Khéng chéc ring
tobramycin c6 bai tiét qua sita me sau khi nhd mét khong. Khong phat hién thdy tobramycin
trong stta me hodc tobramycin khong co kha ndng gy ra cic tdc dung lam sang & tré so sinh
sau khi dung ngoai. Tuy nhién khéng thé loai trir nguy co ddi v6i tré ba sita me. Nén can nhic
lgi ich cua viée tré bu sita me v6i loi ich dung thube & me dé dua ra quyét dinh nén ngimg cho
tré bl stta me hay ngung ding thudc.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Dung dich nhé mit tobramycin khong anh hudng hodc anh hudng khong dang ké dén kha ning
lai xe va van hanh may moc.



TUONG TAC, TUONG KY CUA THUOC:
Twong tac thuoc

Chua c6 nghién clru tuong tac thude trén 1am sang

Céc corticosteroid dung ngoai khi sir dung két hop v6i dung dich nho mét tobramycin c6 thé
che diu cac dau hidu 1am sang cua nhidm khuén, nhiém ndm hodc nhidm virus va ngin chin
phan mg qua man.

Néu sir dung nhleu thubc ding ngoai cho mit, céc thubc nén sir dung cach nhau it nhit 5 phut.
Thudc m& tra mét nén st dung cudi ciing,

Twong ky thude

Do khong c6 céc nghién ctru vé tinh twong ky cta thube, khong trdn 1an thudc nay véi céc
thude khéc.

TAC DUNG KHONG MONG MUON CUA THUOC:

Phan bt lgi hay gap nhét cta tobramycin trong céc thir nghidm 1am sang 14 sung huyét mat va
khé chiu mét, xay ra & ty 1& 1,4% va 1,2%.

Cée téc dung bét loi duoc phan loai theo quy udc dudi ddy: rdt thuong gip (> 1/10), thuong
gdp (= 1/100 dén < 1/10), it gip (> 1/1000 den < 1/100), hiém gip (= 1/10000 dén < 1/1000),
rat h1em gép (< 1/10000) va khong ro tin suat (khong thé ude tinh tin sudt tir céc dit liéu lam
sang san c¢6). Trong m&i nhém tAn suét, cac phan tng bét loi dugc trinh bay theo thir tu giam
dan mirc dd nghidm trong. C4c phan (mg bat loi thu dugc tir cac thir nghiém 1am sang va béo
cdo sau khi thube duge dua ra thi truong. Cac phan (g bét loi dudi ddy thu duoc sau khi st
dung thubc nhod mét Tobramycin:

Hé co quan Cac phén ing bt loi theo dinh nghia MedDRA

Ri loan hé théng | /t ggp: Qué mén.

mién dich Khéng biét: Phan ting phan vé.

R6i loan mit Thuong gdp: Khé chiu ving mét, sung huyét mit, di tng mit,
ngua mi mat.

It gdp: Viém gidc mac, mai mon gidc mac, suy giam thi glac tam
nhin mo, ban do mi mit, cup mét, phii né két mac, phi n mi mat,
dau mét, khd mét, ngira mét, tang chay nudc mit.

Khong biét: Kich ting mit.

R6i loan da va mod It gdp: Nbi may day, viém da, rung 16ng mi, bach bi, ngtra, khd da.
mém dudi da Khéng biét: Hoi ching Stevens-Johnson, phdt ban, ban dé da
dang.

Céc phan img bit loi chon loc:

Céc phan tng bt loi nghiém trong bao gdm doc tinh than kinh, doc tinh trén tai va doc tinh
trén thén dé xdy ra ¢ bénh nhan dung tobramycin duong toan than.

Mot s6 bénh nhén c6 thé nhay cam vdi cac thudc aminoglycosid diing ngoai.

QUA LIEU VA CACH XU TRi:

Do dic tinh cta ché phdm, khong ¢6 doc tinh nao khi qua lidu nho mit hodc khi uéng phai
dung dich trong lo.

Cac déu hleu va triéu ching [dm sang clia qua lidu (viem glac mac, ban do, tang chay nudc
mét, phit né va ngra mf mat) c6 thé twong ty cdc tac dung bat loi nhin thiy & mdt s6 bénh nhan.
Khi qua lidu c6 thé rira mat bing nuéc dm dé giam do mat.

PAC TINH DUQC LUC HQC:
Nhém dwoe Iy: Thude nhan khoa, thudc khang khuén, Ma ATC: SO1AA12



chira tobramycin, mgt khang sinh aminoglycosid co tic dung khang khuén nhanh
huoc co tac dung chinh 1&n té bao vi khuén bang cach e ché tao thanh va téng hop

CO’ ché khang thube

Khang thudc tobramycin xay ra theo nhidu co ché khac nhau bao gom (1) thay dbi céc tiéu
don vi ribosom trong té bao vi khudn, (2) can thiép vao viéc vén chuyén tobramycin vao trong
té bao va (3) bét hoat tobramycin bang mdt manh enzym adenyl, phosphoryl va acetyl héa.
Thoéng tin di truyén dé san xudt cc enzym bit hoat c¢6 thé duoc mang trén cac chromosom
ho#c plasmid cta vi khudn. C6 thé xay ra khang chéo v&i cac aminoglycosid khéc.

Piém giy nhay cim

Piém gy va phd vitro duge d& cap dudi day 1a dua trén sir dung thude hip thu toan than. Cac
Diém gy nay c6 thé khong 4p dung dbi véi thube dung ngoai vi thu duge ndng do cao hon tai
vi tri ding thudc va tinh trang vét [y/héa hoc tai chd c6 thé anh hudng dén hoat dong cta thube
tai vi tri st dung. Theo EUCAST, céc Diém gdy dudi ddy duge dinh nghia cho tobramycin:

- Enterobacteriaceae S <2mg/l, R>4 mg/l
- Pseudomonas spp. S <4 mg/l, R >4 mg/l
- Acinetobacter spp. S <4 mg/l, R>4 mg/l
- Staphylococcus spp. S<1mg/ll,R>1mg/l
- Khong co loai lién quan S <2 mg/l, R >4 mg/l

Céc thong tin duge liét ké dudi ddy chi dua ra mot hudng din twong ddi vé xac sudt cac vi sinh
vat nhay cam v&i tobramycin trong Tobramyein. Cac loai vi khudn duge xdc dinh thu hdi tir
cac nhiém khuin ngoai mét nhu quan sat dugc trong viém két mac dugc trinh by dudi day.
Ty 1é khang thuéc méc phai c6 thé thay ddi theo vi tri dia ly va theo thoi gian dbi véi cac loai
chon loc va thong tin vé& khang thube dia phuong 14 mong mudn, ddc biét khi diéu trj cac nhiém
khudn nang. Nén tham khao y kién c4c chuyén gia khi nghi ngd tic dung cta tobramycin trong
it nhit mot loai nhidm khudn.

Cic loai thwdng nhay cim véi tobramycin

Vi sinh vat hiéu khi Gram duong

Bacillus megaterium

Bacillus pumilus

Corynebacterium accolens

Corynebacterium bovis

Corynebacterium macginleyi

Corynebacterium pseudodiphtheriticum

Kocuria kristinae

Staphylococcus aureus (nhay cam vai methicillin — MSSA)

Staphylococcus haemolyticus (nhay cam véi methicillin - MSSH)

Vi sinh vét hiéu khi Gram 4m

Acinetobacter junii

Acinetobacter ursingii

Citrobacter koseri

Escherichia coli

Klebsiella oxytoca

Klebsiella pneumoniae

Moraxella catarrhalis

Moraxella oslonensis

Morganella morganii

Neisseria perflava

Proteus mirabilis

Pseudomonas aeruginosa

Serratia liquifaciens




illus thuringiensis

Kocuria rhizophila

Staphylococcus epidermidis

Staphylococcus haemolyticus (khang methicillin-MRSH)
Staphylococcus, coagulase spp. am tinh khéc

Serratia marcescens

Cic loai da khang thube

Vi sinh vét hiéu khi Gram duong

Enterococcus faecalis

Staphylococcus aureus (khang methicillin—- MRSA)
Streptococcus mitis

Streptococcus pneumoniae

Streptococcus pyogenes

Streptococcus sanguis

Vi sinh vét hiéu khi Gram am

Chryseobacterium indologenes

Haemophilus influenzae

Stenotrophomonas maltophilia

Vi khudn ky khi

Propionibacterium acres

Tré em

Hon 600 bénh nhéan nhi da tham gia vao 10 nghién ctru 1am sang véi thube nho mét tobramycin
hoic thubc m& nhod mét tobramycin diéu tri viém két mac, viém mi mét hodc viém két mac mi
do vi khudn. Nhitng bénh nhan nay nim trong dé tudi tir 1 dén 18. Dt liéu an toan téng thé &
nhém bénh nhan nhi duge so sanh vai dit lidu & ngudi 16n. DSi véi tré em dudi 1 tudi, khong
¢6 khuyén cdo v& lidu do thiéu dir ligu.

DPAC TINH DUQC PONG HOQC: o ’
Tqbramycin hap thu kém qua giéc mac va gidc mac va chi cd lugng toi thieu duge hap thu vao
mat sau khi dung thudc nhé mat tobramycin.

BAO QUAN:

Bé4o quan & nhiét d khéng qua 30°C.

Tranh 4nh sang va 4m. Khong lam déng lanh.
TIEU CHUAN CHAT LUQNG:

USP

QUY CACH PONG GOI:

Hop 1 lo x 5 ml dung dich.

HAN DUNG: 24 théng ké tlr ngdy sén xuét,
S6 16 san xuét (Batch No.), ngay san xuat (Mfg. date), han dung (Exp. date): xin xem trén nhén
hop va vi.

TEN, PIA CHI CO SO SAN XUAT THUOC:
Sdn xudt tai An Bé béi:

M/S MAKCUR LABORATORIES LIMITED
46/4-7, Dehgam Road, Zak Village, Tal- Dehgam,
Dist. Gandhinagar, Gujarat State, India.



