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80mg/2ml

Gentamicin sulfat tuong duong gentamicin......80mg ADMINISTRATION & MORE INFORMA'
(Gentamicin sulfate equivalent to gentamicin 80mg)  Xin doc trong td huéng din st dung (See the
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[«+] o
kS gfn’g Rxthusc sAn THEO BON GMP - WHO
= o
ile 23 5
AE=E DUNG DICH TIEM
It
= GENTAMICIN VIDIPHA
Q ~
z 80mg/2ml 8
| Hop 106ng2ml |
// < ]
| © CONG TY C6 PHAN DUGC PHAM T.U VIDIPHA v
=== 184/2, Lé Vvan Sy, P.10, Quan Phu Nhuan, TP.HCM POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG Y
:' DT:(08)-38440106 Fax: (84-8)-38440446 DE XA TAM TAY CUA TRE EM \
> San xuat tai chi nhanh BAO QUAN NOI KHO, NHIET B KHONG QUA 30°C,
\ CONG TY CPDP T.U VIDIPHA TINH BINH DUONG TRANH ANH SANG
‘\\/ VIDIPHA Ap Tan Binh, xa Tan Hiép, huyén Tan Uyén, tinh Binh Duong
SOLUTION FOR INJECTION
G ENTAMIC'N Tiéu chudn (Specification): TCCS (In house) S6 16 SX/Lot No.
SPK (Reg.no): Ngay SX/Mfg. Date:
80mg/2m HD/Exp. Date

RX PRESCRIPTION DRUG G M P = WH O
SOLUTION FOR INJECTION

GENTAMICIN

80mg/2ml
IM -1V

| Box of 2ml x 10 amps‘}

jugz/6wog

NIDINVLNID

NOILD3MNI HO4 NOLLN10S

-
VIDIPHA CENTRAL PHARMACEUTICAL JOINT - STOCK COMPANY E
1842 Le Van Sy St, Phu Nhuan Dist, Ho Chi Minh City - VIETNAM READ INSTRUCTIONS CAREFULLY BEFORE USE e
Tel: (08)-38440106 Fax: (84-8)-38440446 KEEP OUT OF THE REACH OF CHILDREN ;
—_—
Manufactured by STORE IN DRY PLACES, AT TEMPER} NGa0C. s
BRANCH OF VIDIPHA CENTRAL PHARMACEUTICAL J.S.C. BINH DUONG ) R@T 2] ~ , -
VIDIPHA Tan Binh Hamlet, Tan Hiep Commune. Tan Uyen District, Binh Duong Province / 39”' MT‘?:
5 YT AR <
8 T ¥
CUC QUAN LY bugc ,
o A
DIV MY F IS/ % \
| PAPHE DUYET
f
L".r‘;" C)S-I /
| tandawnbd o dg ) L,

L w



ong 2ml) mat 1:

A

3 - Mau hép (Hép 50

Bw
Al - NI cw NOILJ3ArNI HO4 NOILNT0S

|wg/Bwog uiwelusn

NIDOINV.LN3D

LHOIT WOHL 133104d
‘0,0€ ONIQ330X3 LON IHNLVYHIHIWIL LV ‘SIOVId AHA NI IHOLS
N3HQATIHI 40 HOV3Y 3H1 40 LNO 433X
3SN 340438 A71TIN434VI SNOILONYLSNI av3y

"apisul 19|yes| ay} aag
NOILVIWHO4NI 3HOW % NOILVHLSININGY
‘I9VS0Q ‘NOILYOIANIVHLNOD ‘NOILVIIANI

_EN ﬁ.m.w .................................................... mﬂco_a_oxm
Bwog uidiwejuab oy Juajeainba ajejns udweUIn
:sujejuod ajnodwe |wz yae3 :NOILISOdINOD

(oubay) ¥as

'sdwe Qg X |wyg Jo xog Bniqg uonduasaid xy

Rx THUOGC BAN THEO BON Hép 50 dng 2ml

GENTAMICIN

Gentamicin 80mg/2mi

s16 S DUNG DICH TIEM

Ngay SX:

o, mc TB-TM
mg

'sdwe Qg X |wg 10 xog

2

1D QUAN TR

DS. KIEU HOU

7.

CHU TICHHP Q




dng 2ml) mat 2:

A

4 - Mau hoép (Hép 50

f>

LY
- Ao

|

727 AR
;3 J

QUANTR
DS. KIEU HUU

A

i 4

CHU TICH HP

?

NL-491

|wg/bwog uiwelusn

08

W3IL HOid BNNA

NIOINV.LN

DNYS HNY HNYHL ‘0,0€ YND DNOHM 0@ LIIHN ‘OHM ION NYND ove
W3 JHL VOO AVL WYL VX 3G
ONNA IHY 0PNYL ONAA NS NYA ONONH AN 200G

"Bunp ps uep Bupny o3
Buouy 26p uIX :OVHM NIL DNOHL OVD VA DNNA
HOVO ‘ONONT NIIT ‘HNi@ JHO DNQHO ‘HNi@ JHO

JUIZ PFAFeesssseses s sssss s s :00np el
Bwog " (1ejIns uldiwejuab Buep 1pnp) uldiwejuan

‘enyo |z 6uQ 19N :NYHd HNYHL

asnoy u|/$991 :uoneaydads /uenys nayg

Jwg Buo oG dOoH

NOG O3HL NVE D0NHL XY

Jwg Buo oG doH



5.- MAU TG HUGNG DAN SU DUNG THUSC: (MAT A)

Rx GENTAMICIN 80mg/2ml
THUGC BAN THEO BON DUNG D|CH TlEM
[ THANH PHAN: M3i 6ng 2ml chua:
+ Hoat chét chinh: Gentamicin................... 80mg
(Dudéi dang gentamicin sulfat)
+ T& dugc: Natri bisulfit, dinatri edetat, natri hydroxyd, methylparaben,

propylparaben, nudc c4t pha tiém.
CHI BINH:

+ Gentamicin thudng dugc dung phéi hgp vdi céc khang sinh khac (beta - lactam) dé diéu trj cac bénh
nhiém khugn n&ng toan than gay ra bdi cac vi khudn Gram am va cac vi khudn khéc con nhay cam,
bao gém: nhiém khudn dudng mat (viém tdi mat va viém dudng mat cap), nhiém Brucella, cac nhidm
khuZn trong bénh nhay nhét, viém ni tam mac, nhi&m khudn huyét, nhidm Listeria, viém mang no,
viém phdi, nhiém khu&n ngoai da nhu bang, loét, nhidm khudn xucng, khdp, nhiém khudn trong & bung
(bao gém viém phuic mac), cac nhiém khudn vé dudng ti€t niéu (viem bé than cdp) cling nhu trong
viéc phong nhi&m khudn khi m8 va trong diéu tri § ngusi bénh suy gidm mién dich.

+ Gentamicin thutng dugc ding cling Vi cac chat diét khudn khac dé mé rong phd tac dung va lam
tang hiéu lyc diéu trj.

CHONG CHI PINH:
+ Man c&m vdi khdng sinh nhém aminoglycosid hay véi bat ky thanh phan nao trong cong thic.
+ Nhudgc co.

LIEU LUGNG & CACH DUNG:

+ Thudng dung tiém bép. Khong dung tiém dudi da vi nguy co hoai ti da. Khi khéng tiém bép duge, cé
thé dung dudng tiém truyén tinh mach khong lién tuc. Trudng hgp nay, pha gentamicin véi dung dich
natri clorid hodc glucose ddng truong theo ty I& 1 ml dich truyén cho 1 mg gentamicin. Thai gian truyén
kéo dai tir 30 - 60 phut. V6i ngudi bénh cé chic nang than binh thudng, cu 8 gis truyén 1 1an; & ngugi
suy than, khodng céch thai gian truyén phai dai hon.

+_ Liéu lugng phai diéu chinh tiy theo tinh trang va tudi tac ngusi bénh:

O ngusi bénh c6 chiic ning than binh thuong:

+ Ngudi I6n: 3mg/kg/ngay, chia lam 2 - 3 1&n tiém bip.

+ Tré em: 3mg/kg/ngay, chia Iam 3 I4n tiém bép (1 mg/kgAan, 8 gid 1an)

Ngudi bénh suy than:

+ Cé&n phai diéu chinh liéu, theo dbi déu dn chuc nang than, chic nang 6c tai va tién dinh, déng thai
phai kiém tra néng dé thudc trong huyét thanh (néu diéu kién cho phép).

Céch diéu chinh liéu theo néng d¢ creatinin huyét thanh:

+ C6 thé gil li€u duy nhat 1 mg/kg va kéo dai khodng cach gilra cac 1an tiém. Khodng céc gida 2 I4n
tiém = trj s creatinin huyét thanh (mg/it) x 0,8.

+ Ho#c c6 thé gilt khodng cach gida 2 I4n tiém 14 8 gid, nhung gidm li€u dung. Trong truéng hgp
sau khi tiém 1 liéu nap 1 1 mg/kg, cu 8 gid sau lai ding 1 liéu da gidm bing cach chia liéu na
mot phan 10 (1/10) clia trj s6 creatinin huyét thanh (mg/it).

Céch diéu chinh liéu theo d$ thanh thai creatinin néi sinh:

+ Dung li€u khdi ddu 1a 1mg/kg.

+ Cdc liéu ti€p theo dugc tiém cu 8 gid mot 14n, va tinh theo cong thic:

Gi4 tri d6 thanh thai creatinin clangudibénh

1mg/kg x
Gid tri binh thudng ctia d6 thanh thai creatinin (100)
Céc gid tri clia d6 thanh thai creatinin dugc bigu thjbing mi/phut.
Trudng hop tham tdch mau dinh ky:tiém tinh mach cham liéu khai ddu 1 mg/kg vao cu6ibudithdm tach mau.
Trudng hgp thdm téch phic mac:liéu khdi ddu 1 mg/kg tiém bap. Trong khithdm téch, cac 1Ugng bi M&t dUgC - 2
| bubangcéchthém 5-10mg gentamicin cho 1 litdich thAm tach. vHU TICHHD U H )
TAC DUNG KHONG MONG MUGN: T Q ANTR}
+ Thudng gép: nhiém doc tai khéng héi phuc va do liéu tich ty, dnh hudng ca dén 6c tai (digc ban dau véi am : S° KIE U H 5
tén s6 cao) va hé théng tién dinh (chong mat, hoamat). ’ U[I
+ Itgdp: :
Nhiém déc than c6 héi phuc. Suy than cép, thudng nhe nhung ciing ¢6 trudng hgp hoai ti &ng than hoic |
viém than ké. i
Uc ché dén truyén than kinh ¢o, ¢6 trudng hop gay suy hé hap va ligt co.
Tiém dudikét mac gay dau, sung huyét va phi két mac.
- Tiém trong m&t: thi€u mau cyc bd & vong mac.
Hiém gap:
Phén ingphanve.
Rdiloan chuc nang gan (tang men gan, tdng bilirubin mau).
Ghi chu: théng bdo cho bac sy nhiing tac dung khéng mong muén g&p phaikhi st dung thuéc.
THAN TRONG:
i T4&tcd cdc aminoglycosid déu déc hai ddi véi co quan thinh gidc va than.
Téc dung khéng mong muén quan trong thusng xay ra véi ngusi bénh cao tugi va/hoac véingudibénh da bj
suy than. Can phai theo dbi rat cdn than déi v6i ngudi bénh dugc diéu tri vdi liéu cao ho&c daingay, véitré i
em, ngudi cao tudi va ngudi suy than, & ho, can phai gidm liéu.
Ngudi bé&nh ¢6 réiloan chuc ning than, réiloan thinh gidc...vi ¢é nguy co bj ddc hai véico quan thinh giac
nhiéu hon.
+ Phdisl dung rdtthan trong néu c6 chidinh b4t budc & nhiing ngudi bi nhugc cd néng, bj Parkinson hoac cé
triéuchungyéuco.
Nguy canhiém doc than thdy 8 ngudi bi ha huyét 4p, hoac cé bénh vé gan hoic phund.
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6.- MAU TO HUONG DAN SU DUNG THUOC:(MAT B)

gentamicin chua c6 nghién cuu ddy dd trén ngudi nhung vi cac aminoglycosid khdc déu cé thé gay diéc cho':
thai, c&n phai can nh&c Igi va hai khi phai diing gentamicin trong nhiing bénh de doatinh mang hoac nghiém
trong ma céc thudc khéc khéng thé dung dugc hodc khéng hiéu lyc.

PHY NU CHOCON BU: Céc aminoglycosid dugc baitiét vao sira véilugng nhd. Tuy nhién cac aminoglycosid, ké
cé gentamicin, dugc h8p thu kém qua dudng tiéu héa va chua cd tuliéu vé v&n dé doc hai déi véitré dang bu ::
me.

LAIXE VA VAN HANH MAY MOC: than trong khi diing thusc

TUONG TAC THUGC:

+ S dung d6ng thdi véi cac thudc gay déc cho than nhu: cac aminoglycosid khac, vancomycin, mot s6 thudc
ho cephalosporin, hodc véi cac thuSc tuong ddi déc véi ca quan thinh gide nhu acid ethacrynic va c6 thé
furosemid; cac thudc c6 tac dung Uc ché than kinh co sé Iam ting nguy co gay doc. :

+ Indomethacin cé thé 1am tang ndng dé huyéttuong clia cac aminoglycosid néu duge diing chung. |

+ Sl dungchung véicéc thube chéng nén nhu dimenhydrinat cé thé che I&p nhiing triéu ching ddu tién cliasy
nhiém déctién dinh.

DUQCLYCHOQC:

+ Gentamicin sulfat la mét khang sinh thudc nhém aminoglycosid cé tac dung diét khudn qua tic ché qué trinh |-
sinh t8ng hop protein clia vi khudn. Phd diét khun clia gentamicin thuic t& bao gém cac vi khudn hiéu khi:
Gram &m va céc ty cdu khugn, ké ca céc chlingtao ra penicillinase va khang methicilin.

+ Gentamicin it c6 tdc dung déi v8i cac khudn au cau, lién cau, phé& cau, nao mo cau, Citrobacter, Providencia
va Enterococci. Céc vikhudn ky khi bt budc nhu Bacteroides, Clostridia déu khang gentamicin.

+ Trong nhiing nm gan day thé gidi quan tam nhiéu dén sy khang thudc déi véi gentamicin. & Viét Nam cac
chiing E. aerogenes, Klebsiella Pneumoniae, tryc khudn md xanh déu da khang gentamicin. Nhung::
gentamicin v&n con tac dung Vi H.influenzae, Shigella flexneri, tu cau vang, S.epidermidis dic biét
Staphylococcus saprophyticus, Salmonella typhi va E.coli.

DUGC DONG HQC:

+ Gentamicin khéng dugc h&p thu qua dudng tiéu héa. H

+ Gentamicin dugc st dung tiém tinh mach hoac tiém bép. D6i vdi ngudi bénh ¢ chiic n&ngthan binh thudng, i
sau khi tiém bap 30 - 60 phut li€u 1 mg/kg thé trong, néng dé dinh huyét tucng dat dugc khoang 4}
microgam/ml, gi6ng nhu néng dé sau tiém truyén tinh mach. Thu6c it gdn vdi protein huyét tudng.:
Gentamicin khuéch tan chl yéu vao c4c dich ngoai bao va khuéch tan dé dang vao ngoai dich tai trong.

+ Nua ddi huyét tuong clia gentamicin tif 2 - 3 gid), nhung c6 thé kéo dai & tré so sinh va ngudi bénh suy than.
Gentamicin khéng dugc chuyén héa va dugc thai trif (gan nhu khong thay ddi) ra nudc ti§u qua loc & cau
than. & trang thai 6n dinh c6 it nh&t 70% liéu ding dugc bai xuét ra nudc tidu trong 24 gid va néng dé trong :
nudc tiéu cé thé vugt qua 100 microgam/ml. Tuy vay gentamicin tich Gy véi muc do nao dé & cac mé cliaco
thé, nhatla trong than. Vikhoang cach gida liéu diéu trj va liéu gay doc cia gentamicin tuong déi nhd, do dé
doi hdi phai cé sy theo dbi c&n than. Hap thu gentamicin qua dudng tiém bép c6 thé bj han ché& & ngusi bénh..,
nang nhu trong tinh trang séc, sy tudi mau gidm, hoc & ngudi bénh tang thé tich dich ngoai té& bgg. Q470‘;:‘%
gidm d6 thanh thai clia than bao gém cd ¢8 trudng, xd gan, suy tim, suy dinh dudng, bdng, bénhgdhaynpety = 6,
va c6 thé trong bénh bach cau.

TUONGKY:

+ Aminoglycosid bi mat hoat tinh in vitro bdi cac penicilin va cephalosporin khac nhau do phan ting véi vong bet ) P ; N
mé&thoattinh phy thudc vao nhiétdd, néng dé va thdi gian tiép xuc. 3 2l

+ Cac aminoglycosid c6 d§ 6n dinh khac nhau Amikacin Ia chat viing bén nhat, tobramycin bj bat hoat nhay n MMAM TRUNG 1y
d6 bat hoat trung gian.Gentamicin tuang ky vdi furosemid, heparin, natri bicarbonat va mét vai dung dich g H vy
ngoai dudng tiéu héa. Gentamicin c6 phan ting véi cac ché phdm cé pH kiém hoac véi cac thudc khang 6n dinh'g i : ]

+ Khéng dugc trén 1&n gentamicin va cac aminoglycosid véi cac thudc khac trong cing mét bom tiém ho&c tron,
truyén va khong dugc tiém chung cing mét dudng tinh mach. Khi cac aminoglycosid dugc tiém ph&i hgp véi mot
thiphditiém & nhiing vjtri khac nhau.

QUALIEU, XUTRI: Nsef 1

+ Vikhong cé thudc gidi doc dic hiéu, diéu tri qué liéu hoc cac phan Ung déc clia gentamicin 1a chiia tri triéu |, X N , )
chungvahb trg. iy 'l‘Rl

+ Cdchdiéu tri dugc khuyén cao nhu sau: ’mJ TICH I:SD QUA_!N*.,\ :

- Th&m tdch mau hodc thdm tach phiic mac dé loai aminoglycosid rakhdi mau clia ngudi bénh suy than. DS KIF U HUL[}]

o ANAA e

[ 303

- Dungcdacthudc khang cholinesterase, cac mudi calci, ho4c dudng hé hap nhan tao dé diéu tri chen than kinh 4
co d&n dén yé&u co kéo dai va suy h6 hap hoic liét (ngiing thd) c6 thé xay ra khi dung hai hoic nhiéu |
aminoglycosid d6ng thdi. !

BAO QUAN: Naikh6, nhiét d6 khong qué 30°C, tranh anh séng.

QUICACHDONG GOI: -

+ Hop10&ng2ml.

+ Hop5068ng2ml o Sl ™
HAN DUNG: 36 thang ké tii ngay san xudt. r F
TIEU CHUAN: TCCS
CHU Y: THUGC NAY CHI DUNG THEODON CUABAC SY fL &

Khéng sifdyng thuéc néu:

+ Dung dich thudc bj bién mau, khéng trong suét.
Ong thuéc bi nut, va. =1
Phdingung diing thudc ngay va théng bao cho bac s§ khi gdp nhiing triéu ching'dj ting
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