GENTAMICIN 80mg/2mi

Dock?hubggdlnsbwngmmldﬁng

xa tam tay tré em

Théng béo ngay cho bac s hoc duge sy nhimg tc dyng khdng mong mudn gip phai khi sir dyng thudc
THUOC KE BON

PHAN HPONG DAN S’ DUNG THUOC CHO NGUO1 BENH

THANH PHAN, HAM LUQNG CUA THUOC: M&i éng 2mi chira:

¢ Hoat chéit chinh: GentamICIN...................oowreceomomeeesrnmeeaseoee oo ionees oo 80mg
(Duéi dang gentamicin sulfat)
Natn bisulfit, dinatri edetat, natri hydroxyd, methylparaben,
propylparaben, nuérc cét pha tiém.
MO TA SAN PHAM: Dung dich sudt, khdng mau hodic c6 mau vang rit nhat dugc
dbnitrong éng thuy tinh 2ml day bang.
QUI CACH BONG GOI:  Hop 10 ng 2ml.

Hop 50 éng 2ml.
. HOf 100 6ng 2ml.

THUOC DUNG CHO BENH GI:

+ Gentamicin thudng dugc dung phdi hop voi cac khang sinh khac (beta - lactam) Gé&
didu trj cac bénh nhidm khudn ndng toan than gay ra bdi cac vi khudn Gram am va cac
vi khuan khac con nhay cam, bao gdm: nhiém khudn dudong mat (viém tui mat va viém
dudng mat cép), nhiém Brucella, cac nhidm khudn trong bénh nhay nhét, viém ndi tdm
mac, nhiém khuén huyét, nhiém Listeria, viém mang n&o, viém phdi, nhidm khudn ngoai
da nhu bdng, loét, nhidm khuan xuong, khdp, nhidm khudn trong & bung (bao gdm viém
phuc mac), cac nhidm khudn vé duong tiét nidu (viém bé than c%p) cling nhu trong viéc
phong nhiém khudn khi md va trong diéu tri & ngudi bénh suy giam mién dich.

+ Gentamicin thudng dugc dung cing véi cac chat diét khudn khac & mé rdng phd tac
dyng va lam ting higu lyc didu tri.

NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG:

Cach dung va dwong dung: Ding theo durong tiém.
Liéu dung:

« Thudng dung tiém bap. Khéng dung tiém dudi da vi nguy co' hoai tir da. Khi khéng tiém
bép duoc, cé thd dung dudng tiém truydn tinh mach khdng lién tyc. Trudng hop nay,
pha gentamicin véi dung dich natri clorid hodc glucose dang trrong theo ty 1& 1 ml dich
truyén cho 1 mg gentamicin. Théi gian truyén kéo dai tir 30 - 60 phut. V&i ngudi bénh
¢6 ch(rc nang than binh thudng, cir 8 gi¢r truyén 1 1an; & ngudi suy than, khodng cach
théi gian truyén phai dai hon.

o Lidu lwgng phai didu chinh tuy theo tinh trang va tudi tac ngudi bénh.

@ ngwoi bénh cé chire nang thén binh thieéng:

+ Ngudi Iom: 3mg/kg/ngay, chia lam 2 - 3 1an tiém bap.

+ Tré em: 3mg/kg/ngay, chia lam 3 14n tiém bap (1 mg/kg/ian, 8 gio/lan).

Nguwdi bénh suy than: Can phai dibu chinh lidu, theo di déu dan chirc nang than, chir
nang &c tai va tién dinh, ddng thoi phai kiém tra ndng d6 thuée trong huyét thanh (néu
didu kién cho phép).

Cach diu chinh lidu theo ndng @ creatinin huyét thanh:

+ C6 thé gitr lidu duy nhat 1 mg/kg va kéo dai khodng céach gilra cac 1n tiém. Khoang cach
giCra 2 1an tiém = trj s6 creatinin huyét thanh (mg/lit) x 0,8.

+ Hoac c6 thé gi khoang cach gitra 2 14n tiém Ia 8 gidy, nhung giam lidu dung. Trong trurdng
hop nay, sau khi tiém 1 lidu nap Ia 1 mg/kg, cir 8 gior sau lai ding 1 lidu & giam bing
c4ch chia lidu nap cho mét phan 10 (1/10) cda trj so creatinin huyét thanh (mgfiit).

Cach diéu chinh liéu theo dd thanh thai creatinin ndi sinh:
¢ Dung lidu kh&i ddu 1a 1mg/kg.
o Céc lidu tiép theo durgc tiém cir 8 gier mét 1an, va tinh theo cdng thirc:
Gi4 trj A6 thanh thai creatinin clia ngudi bénh
1mg/kg X
Gié trj binh thudng cla d§ thanh thai creatinin (100)

— Céc gi4 tr cUia G0 thanh thai creatinin dugc bidu thj bdng ml/pht.

+ Trrong hep thim tach mau djnh ky: tiém tinh mach cham liéu khéi déu 1 mg/kg vao
cubi bubi tham tach mau. )

+ Trwong hop thdm tach phic mac: lidu khdi dAu 1 mg/kg tiém bp. Trong khi tham tach,
cc lugng bj mét duoc bl béng cach thém 5 - 10 mg gentamicin cho 1 litdich thdm tach.

KHI NAO KHONG NEN DUNG THUOC NAY:

+ M&n cam véi khang sinh nhém aminoglycosid hay véi bt ky thanh phan nao trong cong thire

¢ Nhuoc co.

TAC DUNG KHONG MONG MUON:

+ Thwong gédp: 1/100< ADR < 1/10 A

_ Nhiém doc tai khong hdi phyc va do lidu tich tu, anh huéng ca dén éc tai (diéc ban du
v&i Am tAn s6 cao) va hé thdng tidn dinh (chéng mat, hoa mét): budn ngu.

+ Ta dwec:

+ It gap: 1/1.000 < ADR < 1/100
Nhiém ddc than co hdi phyuc. Suy than cip, thudng nhe nhung ciing ¢ trurdng hop hoai
tr &ng than hodc viém than ké

~ Uc ché dén truydn thdn kinh co, c6 trudmg hop gy suy hd hap va liét co

- Tiém dudi két mac gdy dau, sung huyét va phu két mac

~ Tiém trong mét: thidu mau cyc bd & vdng mac.

+ Hiém gdp: 1/10.000 < ADR < 1/1.000

- Phan ing phan vé

- Réi loan chirc nang gan (tang men gan, tang bilirubin mau).

NEN TRANH DUNG THUOC HOAC THU'C PHAM Gi KHI DANG SU’ DUNG THUOC NAY:

¢ (Chua c6 thong tin). .

CAN LAM Gi KHI MOT LAN QUEN DUNG THUOC:

+ Néu quén mét lidu, nén udng thube cang sém cang tét. Nhung néu da gan dén luc udng
lidu tiép theo, chi dung lidu sau ma théi. Khang nén dung liéu @i hay thém lidu dé bu
vao lidu quén ubng.

CAN BAO QUAN THUOC NAY NHU THE NAO:

+ Bao quan noi kho, nhigt o khong qua 30°C, tranh anh sang.

NHO'NG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:

¢ Chua c6 héng tin cy thé.

CAN PHAI LAM Gi KHI DUNG QUA LIEU KHUYEN CAO:

¢ Vi khdng c6 thubc gidi doc dac hidu, didu tri qua liéu hodc cac phan ng ddc cla
gentamicin |a chra trj tridu chirng va hd tro.

« Thdm tach mau hodc thdm tach phuc mac dé loai aminoglycosid ra khdi mau cia ngudi
bénh suy than.

+ Dung cac thudc khang cholinesterase, cac mubi calci, hodc dudng hd hap nhéan tao dé
didu tri chen than kinh co dan dén yéu co kéo dai va suy hd hap hoic liét (ngirng thd)
c6 thé xay ra khi dung hai hodc nhiéu aminoglycosid ddng thori

NHUNG DIEU CAN THAN TRONG KHI DUNG THUOC NAY:

« T4t ca cac aminoglycosid d&u ddc hai dbi vé&i cor quan thinh giac va than

+ Tac dyng khéng mong mudn quan trong thudng xdy ra véi ngudi bénh cao tudi va/hoac
v&i ngudi bénh da bj suy than. CAn phai theo di rat cAn than déi voi ngudi bénh duoc
didu trj vé&i lidu cao hodc dai ngay, véi tré em, ngudi cao tudi va ngudi suy than, & ho,
cAn phai giam lidu.

+ Ngudi bénh b réi loan chirc nang than, rdi loan thinh gidc vi cé nguy co b ddc hai véi
co quan thinh giac nhidu hon

« Phai sir dung rét than trong néu co chi dinh bt budc & nhirng ngudi bj nhuree co ndng,
bj Parkinson hogc c6 trigu chirng yéu co

+ Nguy co nhidm déc than thiy & ngudri bj ha huyét ap, hodc c6 bénh vé gan hodc phy nir.

« Than trong khi sir dung vi thanh phén cob chira methylparaben, propylparaben c6 thé
gdy cac phan Ung dj irng d&c hiéu (co thé xdy ra cham) va co that phé quan.

PHY NUF MANG THAL: T4t ca cac aminoglycosid d&u qua nhau thai va co thé gay doc than
cho thai. Vé&i gentamicin chra c6 nghién ctru Gay di trén ngudri nhung vi cac aminoglycosid
khéc déu co thé gay diéc cho thai, cin phai can nhdc loi va hai khi phaj dung gentamicin
trong nhirng bénh de doa tinh mang ho&c nghiém trong ma céc thuéc khac khéng thé
dung dugc hodc khdng higu lye.

PHUY N(* CHO CON BU: Cac aminoglycosid dugec bai tiét vao sira véi leong nhé. Tuy nhién
cac aminoglycosid, ké ca gentamicin, dugc hap thu kém qua dudng tiéu héa va chua
c6 tu ligu vé van dé doc hai dbi voi tré dang bu me.

LAI XE VA VAN HANH MAY MOC: Than trong khi ding thubc.

KHI NAO CAN THAM VAN BAC SY, DUQC SY:

« Khi g3p bAt ctr tac dung khdng mong muén nao trong qua trinh str dung thuée.

+ Khi dung qua lidu chi dinh. Néu can thém thong tin xin hdi ¥ kién cla bac sy hodc dugc sy.

HAN DUNG CUA THUOC: 36 thang ké tir ngay san xuét.

TEN, DIA CHIi, BIEU TUQNG CUA CO SO’ SAN XUAT:

CHI NHANH CONG TY CO PHAN DU'Q'C PHAM TRUNG U'ONG VIDIPHA BINH DUONG
Khu phd Tan Binh, Phuémg Tan Higp, Thi xa Tan Uyén, Tinh Binh Duong

VIDUMA
NGAY XEM XET, SUA DOI CAP NHAT LAI NOI DUNG HIPONG DAN SUF DUNG THUOC:
14/08/2017.

PHAN HUONG DAN SU DUNG THUOC CHO CAN BO Y TE

CAC DAC TiNH DUQ'C LU'C HQC, DUQ'C BONG HOC:
Dwerc lyc hoc:

+ M& ATC: JO1GB03

+ Nh6ém duwere ly: Khang sinh nhém aminoglycosid.

+ Co ché tac dung: Gentamicin sulfat |4 mdt khang sinh thudc nhém aminoglycosid ¢
tac dyng diét khudn qua trc ché qua trinh sinh tdng hop protein clia vi khudn. Phd diét
khudn cua gentamicin thyc té bao gdm cac vi khuan hiéu khi Gram &m va céc ty clu
khudn, ké ca cac ching tao ra penicillinase va khang methicilin

+ Gentamicin it co tac dyng d6i véi cac khudn lau cau, lién ciu, phé cAu, ndo md clu,
Citrobacter, Providencia va Enterococci. Céac vi khudn ky khi bat budc nhu Bacteroides,




Clostridia d8u khang gentamicin.
Trong nhirng nam gan day thé giéi quan tam nhidu dén sy khang thubc a6i véi gentamicin.
O Viét Nam cac ching E. aerogenes, Klebsiella Pneumoniae, tryc khun mi xanh déu
da khang gentamicin. Nhung gentamicin vn con tac dyng véi H.influenzae, Shigella
flexneri, ty cAu vang, S.epidermidis déc biét Staphylococcus saprophyticus, Salmonella
typhi va E.coll.
Dwoc déng hoc:
Gentamicin khéng dugc hip thu qua dudng tiéu hoa.
Gentamicin dugc st dyng tiém tinh mach hoac tiém bép. Déi vai ngudi bénh cé chirc
nang than binh thudng, sau khi tiém bap 30 - 60 phut lidu 1mg/kg thé trong, néng do
dinh huyét trong dat dugc khodng 4 microgam/ml, giéng nhu ndng dé sau tiém truyén
tinh mach. Thuéc it g&n véi protein huyét twong. Gentamicin khugch tan chi yéu vao
cac dich ngoai bao va khuéch tan d& dang vao ngoai dich tai trong.
Nra doi huydt tvong clia gentamicin tir 2 - 3 gi&, nhung c6 thé kéo dai & tré so sinh va
ngudi bénh suy than. Gentamicin khdng dugc chuydn héa va dugc thai trir (g4n nhu
khong thay ddi) ra nuérc tidu qua loc & cAu than. O trang thai &n dinh c6 it nhat 70% lidu
dung dugc bai xuét ra nudc tidu trong 24 gidr va ndng dd trong nurdc tidu co thé vuot
qua 100 microgam/ml. Tuy vay gentamicin tich IGy vé&i mirc dd nao d6 & cac mé cia co
thé, nhét |4 trong than. Vi khoang cach gitra lidu dibu tr va lidu gay déc clia gentamicin
turong ddi nho, do d6 ddi hdi phai c6 sy theo dai cAn than. H&p thu gentamicin qua dudng
tiém bap c6 thé bj han ché & ngudi bénh nang nhu trong tinh trang séc, sy tuéi mau
giam, hodc & ngudi bénh tang thé tich dich ngoai té bao, hoc gidm dd thanh thai coa
than bao gbm ca cb trudmé X0 gan, suy tim, suy dinh dudng, bdng, bénh nhay nhét
va c6 thé trong bénh bach cau.

TUONG KY:

+ Aminoglycosid b| mAt hoat tinh in vitro béi cac penicilin va cephalosporin khac nhau do
phan (rng véi vong beta - lactam; mirc dd méat hoat tinh phy thudc vao nhiét o, ndng do
va thorl gian tiép xuc.

¢ Cac aminoglycosid c6 d6 én dinh khac nhau amikacin Ia chét virng b&n nhét, tobramycin
bi bét hoat nhay nhét, gentamicin c6 d§ bét hoat trung gian.Gentamicin trong ky voi
furosemid, heparin, natri bicarbonat va mét vai dung dich dinh duéng diing ngoai dudng
tiéu héa. Gentamicin c6 phan (rng véi cac ché phadm cé pH kidm hoac véi cac thubc
khéng &n dinh & pH acid.

¢ Khong dugc trdn 18n gentamicin va cac aminoglycosid v&i cac thube khac trong cung
mét bom {iém hoac trong cing mét dich truyén va khdng duoc tiém chung cung mét
dudng tinh mach. Khi cac aminoglycosid duoc tiém phéi hgp véi mot beta - lactam thi
phai tiém & nhirng vj tri khac nhau.

CHI B|NH - LIEU DUNG, CACH DUNG - CHONG CHI BINH:

Chi dinh:

+ Gentamicin thwdng dugc dung phdi hop véi cac khang sinh khéc (beta - lactam) dé didu
tri cac bénh nhiém khuan nang toan than gay ra bdi cac vi khudn Gram am va cac vi
khudn khac con nhay cam, bao gdm: nhiém khuén duwéng mat (viém tai mat va viém duéng
mét cdp), nhidm Brucella, cac nhi8m khuén trong bé&nh nhay nhét, viém ndi tam mac,
nhiém khuln huyét, nhidm Listeria, viém mang n&o, viém phdi, nhiém khuan ngoai da
nhu béng, loét, nhiém khudn xwong, khop, nhiém khudn trong & bung (bao gém viém
phuc mac), cac nhiém khuén vé duéng tiét nigu (viém bé than cip) ciing nhu trong viéc
phoéng nhiém khudn khi md va trong diéu trj & ngudi bénh suy gidm mién djch.

+ Gentamicin thuéng duge dung cling véi cac chét diét khudn khac d& mé réng phé tac
dung va lam tang hiéu lyc Giéu tr.

Liéu dung va cach dung:

+ Cach dung: Dung theo dudng tiém.

+ Lidu dung:

— Thuwéng dung tiém bép. Khéng ding tiém duwéi da vi nguy co hoal tir da. Khi khéng tiém
bép duoc, c6 thé dung dudng tiém truydn tinh mach khéng lién tuc. Trudng hop nay,
pha gentamicin véi dung djch natri clorid hodc glucose dang trrong theo ty 18 1 ml dich
truy&n cho 1 mg gentamicin. Théi gian truydn kéo dai tir 30 - 60 phit. Vi ngudi bénh
cb chirc nang than binh thudng, clr 8 gi¢r truyén 1 1an; & ngudi suy than, khodng cach
thori gian truyén phai dai hon.

~ Liéu lrgng phai didu chinh tiy theo tinh trang va tudi tac ngudi bénh:

+ O nguwoi bénh cé chirc nang thén binh thwong:

— Ngui I6m: 3mg/kg/ngay, chia lam 2 - 3 I4n tiém bép.

— Tré em: 3mg/kg/ngay, chia Iam 3 1An tiém bap (1 mg/kg/an, 8 gi¢r 1An).

+ Nguoi bdnh suy than: Cin phai diéu chinh lidu, theo ddi ddu dan chirc nang than, chirc
nang bc tai va tién dinh, ddng thai phai kiém tra néng dd thudc trong huyét thanh (néu
didu kién cho phép).

+ Céch diéu chinh liéu theo ndng d§ creatinin huyét thanh:

~ C6 thé gitr lidu duy nhét 1 mg/kg va kéo dai khoang cach giira cac Ian tiém. Khoang cach
giCra 2 1&n tiém = trj s6 creatinin huyét thanh (mg/lit) x 0,8.

~ Hodc c6 thé gitr khodng cach gitra 2 1an tiém Ia 8 gi¢r, nhung gidm lidu dung. Trong treéng
hgp nay, sau khi tiém 1 lidu nap 1a 1 mg/kg, ctr Bsglo sau lai dung 1 lidu da gidm bang
céach chia lidu nap cho mdt phan 10 (1/10) cla trj s6 creatinin huyét thanh (mg/lit).

+ Céch didu chinh lidu theo d thanh thai creatinin nél sinh:

>

>

>

Gia tri 6 thanh thai creatinin cia ngudi bénh

1mg/kg x
Gia trj binh thuréng otia 36 thanh thai creatinin (100)
Cac gia trj cuia do thanh thai creatinin dugc biéu thj bang ml/phit.

— Trwong hop thdm tach mau djnh ky: tiém tinh mach cham lidu khéi dAu 1 mg/kg vao
cudl budi tham tach mau.

~ Trwéng hop thAm tach phic mac: liéu khdi dAu 1 mg/kg tiém bap. Trong khi thAm tach,
céc lvgng bj mét dugc bu bang cach thém 5 - 10 mg gentamicin cho 1 lit dich thdm tach
Chéng chi dinh:

+ Mén cam véi khang sinh nhém aminoglycosid hay véi bét ky thanh phan nao trong cdng thirc

¢ Nhuoc co. 1

CAC TRUONG HQP THAN TRONG KHI DUNG THUOC:

+ TAt ca cac aminoglycosid d&u doc hai déi véi co quan thinh gidc va than.

+ Tac dyng khdng mong muén quan trong thudng xay ra véi ngudri bénh cao tudi va/hodc
vOi ngudi bénh da bj suy than. Cin phai theo ddi rat cAn than dbi véi ngudi bénh dugc
didu trj v&i liéu cao hogc dai ngay, voi tré em, ngudi cao tudi va ngudi suy than, & ho,
cAn phai giam lidu.

+ Khi diéu trj cho ngudl bénh bj rdi loan nhan cach.

+ Ngui bénh cé réi loan chirc nang than, réi loan thinh gi4c vi c6 nguy co bj dgc hai v&i
co quan thinh gi&c nhidu hon.

+ Phai sir dung rét than trong néu c6 chi dinh bt budc & nhirng ngudi bj nhugc co ning,
bj Parkinson ho#c c6 triéu chirng yéu co.

+ Nguy co nhidm dfc than thiy & nguoi bj ha huyét 4p, hodc cé bénh vé gan hodc phuy nir.

¢ Thén trong khi st dung vi thanh phan c6 chira methylparaben, propylparaben c6 thé gay
c4c phan Ung dj tng dac hidu (co thé xay ra cham) va co that phé quan.

PHUY N’ MANG THAI: T4t ca cac aminoglycosid ddu qua nhau thai va c6 thé gay djc than
cho thai. Vé&igentamicin chwra c6 nghién ciru dy du trén ngudi nhung vi cac aminoglycosid
khéc ddu c6 thé gay diéc cho thai, cin phai can nhéc lgi va hai khi phai diing gentamicin
trong nhirng bénh de doa tinh mang hodc nghiém trong ma cac thubc khac khéng thé
dung dwgc hodc khong hiéu lyc.

PHU NU’ CHO CON BU: Cac aminoglycosid duoc bai tiét vao stra véi lvong nhod. Tuy nhién
cac aminoglycosid, k& ca gentamicin, dugc hép thu kém qua duong tiéu héa va chua
c6 tu ligu vé van dé doc hai doi véi tré dang bu me.

LAI XE VA VAN HANH MAY MOC: Than trong khi dung thubc.

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC KHAC:

¢ Sir dyng dbng thoi voi cac thube gay ddc cho than nhu: cac aminoglycosid khac,
vancomycin, mét sé thuéc ho cephalosporin, hodc véi cac thube teong déi doc véi co
quan thinh giac nhu acid ethacrynic va cé thé furosemid; c4c thubc c6 tac dung (rc ché
than kinh co s& lam tang nguy co gay doc.

+ Indomethacin c6 thé Iam tang néng d6 huyét twvong ciia cac aminoglycosid néu dugc
dung chung.

# St dung chung vé&i cac thube chéng nén nhw dimenhydrinat cé thé che I4p nhirng triéu
chirng 4u tién cla sy nhiém doc tign dinh.

TAC DUNG KHONG MONG MUON:

¢ Thwong gap: 1/100 <ADR < 1/10

~ Nhi&m dgc tai khong hdi phyc va do lidu tich ty, &nh huwdng ca dén éc tal (diéc ban dAu
v6i am tan sb cao) va hé thong tién dinh (chong mat, hoa mét): budn ngu.

+ it gap: 1/1.000 < ADR < 1/100

— Nhiém dc than c6 hdi phyc. Suy than cip, thuéng nhe nhung ciing c6 trueong hop hoai
tr 6ng than hoac viém than ké.

~ U ché dan truydn than kinh co, c6 truéng hop gay suy hd hap va liét co.

- Tiém duéi két mac gay dau, sung huyét va phu két mac.

~ Tiém trong mét: thiéu mau cyc bd & vdng mac.

+ Hiém gap: 1/10.000 < ADR < 1/1.000

~ Phan (rng phan vé.

- Réi loan chirc nang gan (tdng men gan, tang bilirubin mau).

QUA LIEU VA CACH XU TRI:

# VI khéng c6 thubc glai doc ddc hiéu, didu trj qua lidu hodc cac phan (ng doc ciia
gentamicin la chira irj triéu chirng va hé trg.

+ Cach diéu trj duoc khuyén cdo nhu sau:

~ Thém tach méu hoac thdm tach phuc mac d& loai aminoglycosid ra khdi mau cia ngudi
bénh suy than.

~ Dung cac thubc khang cholinesterase, cac muéi calci, hodc dudng hé hap nhan tao dé
didu tri chen than kinh co dan dén yéu co kéo dai va suy hé hap hodc liét (ngirng thé)
c6 thé xay ra khi dung hai hodc nhiéu aminoglycosid ddng thoi.

CAC DAU HIEU CAN LUU Y VA KHUYEN cho: (Khéng c6).

CONG TY CO PHAN DUGC PHAM T.U VIDIPHA
184/2, L& Van Sy, Phudng 10, Quan Phu Nhuan, TP.HCM
DT: (84-28)-38440106 Fax: (84-28)-38440446
Sén xudt tal chi nhénh

CONG TY CPDP TRUNG UONG VIDIPHA BINH DUONG
Khu ph6 Tan Binh, Phudng Tan Hi@p, Thi xA TAn Uydn, Tinh Binh Duong

VIDIPHA




