https://trungtamthuoc.com/

ARARww :dx3

ARRA/wiw :NYIN

Gentamicin 0.3% (W/V)
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Eye drops solution

0.3% (Wh) =

[‘ICOOPER

Box of 1 vial x 5ml

Each ml cnnt;ins:
Gentamicin (as Gentamicin
Sulfate) 0.3% (W/v)

dosage,
contraindications and other
information: Read the package
leaflet inside.

Keep out of the reach of children.
Read carefully the package leaflet
before use.

Store below 30C.

Use within 28 days after the
first opening.
Specifications: In-house

Manufactured in Greece by:
Cooper Pharmaceuticals S.A.
Aristovoulou 64, Athens, 11853,
Greece

Rx- Thubc ké don

Gentamicin 0,3% (k/tt)

&
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Dung dich nhé mét

0,3% (ki/tt) -

| cooper

Hop 1 lo x 5ml

MGi ml ¢ chifa:
Gentamicin (dugi dang Gentamicin
Sulfat) 0,3% (KI/tt)

Chi dinh, liéu ding, cich ding, chéng
chi dinh va céc théng tin khac: Xem
trong t hudng din sif dung thubc kem
theo

Thubc nhé mat

DE xa tim tay tré em.

Doc ky hudng dan sif dyng trude khi
ding.

SLSX, NSX, HSD: xem LOT, MAN, EXP
trén bao bi

Han ding |2 ngay cui cing cla thang
hét han

Bo quan dudi 30%C. Sir dung trong
vong 28 ngay ké til ngay md nép.
Tiéu chudn chit Ivgng: TCCS

S&n xuét tai Hy Lap bdi:

Cooper Pharmaceuticals S.A.
Aristovoulou 64, Athens, 11853,
Hy Lap.

SBK:
DNNK:
Dia chi:

Gentamicin/

Each ml contains: Gentamicin (as
Gentamicin Sulfate) 0.3% (w/v)

Manufactured in Greece by
Cooper Pharmaceuticals S.A.

Aristovoulou 64, Athens, 11853, Greece
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Rx: Thuoc nay chi dimg theo don thuoc

GENTAMICIN/COOPER

Dung dich nhé mét Gentamicin 0,3% (kl/tt)

CAC DAUHIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC
'Hmoc nay chi dimg theo don thuéc

DEé xa tam tay tré em

Doc k§ hiéng dén sir dung triede khi dimg
Théng bdo ngay cho bdc s7 hodic diege sT nhitng tdc dung khong mong mudn gdip phai khi sir
dung thude

Thudc nho miit

THANH PHAN CONG THUC THUOC

Thénh phén hoat chdt:

Gentamicin (dwéi dang Gentamicin sulfat)............ 0,3% (kl/tt).

Thanh plufn ta dirge: Benzalkonium chloride, disodium edetate, sodium chloride, sodium
dihydrogen phosphate dihydrate, disodium phosphate anhydrous, nuéc pha ti€ém.

DANG BAO CHI: Dung dich nhé mat
Mb ta dang bao ché: Dung djch nho mét vé khuén trong sudt, khong mau dén mau vang nhat.

CHI bDINH
Pidu tri nhidm tring cac cdu tluc bén ngoai cia mét va phin phu ctia mat do céc ching vi

khuén nhay cam gdy ra bao f,om viém két mac, viém giac mac, viém ket -gidc mac, loét giac
mac, viém mi mat va viém ket mac m{ mét, viém tuyen meibomian cap tinh, viém thuong
cting mac va viém tdi 16. Thude co thé duoc sir dung dé du phong nhiém tring mét sau khi:
loai bd di vat, bong hoéc rach két mac; ton thuwong do tdc nhdn héa hoc hodc vt ly va sau

phiu thuat mét.

CACH DUNG, LIEU DUNG

Ngudi 16n, ké ca nguoi gia va tré em

Mat Nho 1-2 giot vao mét bj anh huéng tbi da sau 1n mét ngay, hogc thuong xuyen hon neu
cén (ban dAu c6 thé cin nho 1 hodc 2 giot sau m&i mudi [3m dén hai muoi phat, gidm tAn sudt

nhé thude din dan khi tinh trang nhidm tring duge kiém soat).

CHONG CHi bINH
Qua man voi hoat chit gentamicin hogic véi bat ky ta duge nao duoc liét ké trong thanh phin

ta duge cla thubc.
Khong nén ding cho bénh nhén bi di tmg v6i gentamicin va cdc aminoglycosid khac. Co

bing chimg cho thdy gentamicin c6 thé gy phong bé than k,mh co va do dé chdng chi dinh
trong bénh nhugc co va cac bénh ly lién quan.

CANH BAO VA THAN TRONG KHI DUNG THUOC
Tréanh sir dyng kéo dai. St dung lau dai c6 thé dan tinh trang nhay cam da va xudt hién cia
cde vi khudn khang thude. C6 thé xay ra tinh trang nhay cam chéo véi céce khang sinh

aminoglycoside khac.

Trong céc trudng hop nhidm tring ning, can ding gentamicin tai chd két hop véi diéu tri
khang sinh toan than thich hop.
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Thude nay chita 0,1 mg benzalkonium chloride trong mdi ml dung dich tuong duong véi 0,1
mg/ml.

Benzalkonium chloride 13 chédt bao quan c¢é thé dong lai trong kinh 4p tréng niém. Do do,
khong nén sir dung gentamicin khi dang deo nhitng loai kinh ap trong nay. Nén thdo kinh ra
trudce khi nho thuoc va khong duge deo lai sém hon 15 phut sau khi stir dung.

Benzalkonium chloride da duge bdo céo 1a gy kich ing mét, cac triéu chimg khb mét va co
thé anh hudng dén mang phim nude mét va bé mit gide mac. Than trong khi dung cho bénh
nhan khd mét va bénh nhédn c6 thé bj tdn thuong gidc mac. Bénh nhan can duge theo di
trong trudng hop sir dung kéo dai.

Céc phan tmg c6 hai nghiém trong bao gdm ddc tinh than kinh, ddc tinh trén tai va doc tinh
than da xay ra & nhitng bénh nhan dang didu trj bing gentamicin toan than. Mac di nhiing tac
dung nay chua dugc bdo cdo sau khi sir dung gentamicin tai chd, nén than trong khi st dung
déng thoi voi cdc aminoglycosid toan than. ;

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU —
Tinh an toan khi str dung cho phu nit ¢6 thai va cho con bu chwa duoge thiét lap. Gentamicin A3
chi nén dugc st dyng trong thoi ky mang thai hogic cho con bu khi dwoc bac sT cho 14 can 2ONG T
thiét, sau khi da can nhéc giita loi ich va nguy co ¢6 thé xay ra TNHH

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC (EDFATY(
Bénh nhén nén duoc khuyén cdo réng viée sir dung gentamicin nho mét ¢ thé [am mo thi lyc W
thoéng qua. Neu bi anh huéng, bénh nhan khoéng nén 14i xe hodc van hanh may méc cho dén :}"_Q__Jﬂ_ﬁ_/fﬁ
khi thi lye duogce hdi phyc.

TUONG TAC, TUONG KY CUA THUOC

Twong tac cita thude
Thube lgi tidu manh nhu axit ethacrynic va frusemide dwoe cho la ¢6 thé lam ting bat ky

nguy co gdy doc cho tai nao trong khi amphotericin B, cisplatin va cyclosporin va
cephalosporin 1a nhitng chat ting cudng dbc tinh trén than.

Nén tranh str dung dong thoi véi cée thude c6 kha ning gy doc cho than ho#ic doc tai khac
trir khi dugce bac si cho la can thiet.

Tinh trang phong bé than kinh co va liét ho hdp da duoc béo céo & nhitng bénh nhan ding
aminoglycosid cho dén nhiing bénh nhan d& ding thubc gisn co loai curare trong khi gay mé.

Twong ky ciia thude
Do khéng c6 cac nghién ciru v& tinh twong ky cia thube, khong tron 18n thube nay véi cac

thude khac.

TAC DUNG KHONG MONG MUON CUA THUOC

Khong c6 nghién ciru 1dm sang hién dai nao c6 thé duoe st dung dé xac dinh tAn sudt ciia céc
tac dung kliong mong mudn. Do d6, tat ca céc téc dung khong mong mudn dugce ligt ké duoe
xép vao loai “tan suat khong xéc dinh”.

Réi loan mit:

Nhay cam tai chd, nhin mo, kich tmg mét, cam gidc néng rét cam gidc chdm chich, ngta
(nglra mat)

Roi loan da & mé dwéi da:

Cam gidc nong, cham chich, ngira (ngra), viém da.

R6i loan thin & tiét niéu:
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Gentamicin c6 thé gy doc cho than khi ding dudng toan than. Tuy nhién, sy hip thu toan
than sau khi dung tai chd khong giy rti ro twong duong,
Trong trwdng hop bi kich ting, nhay cdm hodc siéu nhiém tring, nén ngimg dleu trj va tién

hanh ligu phép thich hop. )
Théng bdo ngay cho bdc st hodic dirpe st nhitng phan ikng c¢6 hai gdp phai khi sir dung thuoc.

QUA LIEU VA CACH XU TRi

Tham phén mau va thAm phén phic mac s& gtup loai b thube trong mau nhung perorng phap
tham _phén mau ¢6 I€ higu qua hon. Cac muoi canxi tiém tinh mach da duge ding dé phong
bé than kinh co do gentamicin gay ra,

PAC TINH DUQC LUC HQC

Nhom dirge Iy:: Khang sinh nhém aminoglycosid

Mda ATC: SO3AA06 :
Gentamicin 1a mot hon hop cac chét khang sinh duoc tao ra tir sy phat trién cua vi khuén
Micromonospora purpurea. N6 ¢6 téc dung diét khudn véi hoat tinh khang khudn manh hon

streptomycin, neomycin hodc kanamycin.

Gentamicin ¢6 mot sb téc dung trén té bao cua vi khudn nhay cam. N6 anh hudng dén tinh
toan ven cuia mang sinh chit va su trao ddi chit cua RNA, nhung tac dong quan f
ctia nd 12 e ché tdng hop protein & mire dé cia tidu don vi ribosom 30s. )

PAC TINH DUQC DPONG HQC
Vige sir dung gentamicin tai chd co thé dén dén mot sb tac dung hép thu toan tl
dién tich 16n hon c6 thé din dén ndng dd trong huyét tuong 1én dén Ipg / ml.

. Piéu tri

Gentamicin khong hip thu d& dang qua da day-rudt, <10% lién két véi protein huyét tuong
sau khi ding thudc va va duoc thai trir > 90% qua nudc tiéu qua qua trinh loc cau than. Thai
gian ban thai & bénh nhén binh thudng 1a 2 dén 3 gid, nhung c6 thé ting 1én trong trudng hop
suy thén.

Néng do hiéu qua trong huyét tuong 1a 4-8ug / ml

Thé tich phan bd (Vp) 12 0,3 L/ kg

QUY CACH DPONG GOI
Hop 1 lo x 5 ml.

PILU KIEN BAO QUAN
Bao quan dudi 30°C. 1 )
Str dyng trong vong 28 ngay ké tir ngay ma nap.

HAN DUNG ’
36 thang ké tlr ngay san xuat

TIEU CHUAN CHAT LUQNG: TCCS
SAN XUAT TAI HY LAP BOI

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