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Bigentil 100

Netilmicin 100 mg/2 ml
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Slorage: Dry place, temperature < 30°C,
protected from light.

Netilmicin sulfate e.q to 100 mg

Composition: Each vial solution
Netilmicin

for injection contains:

Keep out of reach of children
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Read carefully the lsafiet before use
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Excipients g.st0 ............

Indications, Contra-Indications,
Dosage, Administration & Other

Information:

See the enclosed leafietinbox_~*
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Dung dich tiém

Thinh phiin: M&i lp chira:

Ta duge vira di.......... : — ...2ml

(Ta duge: Natri bisulfir, EDTA, Nipagin, Nipazol, NaCl, Nuéc cdt pha tiém)

Dang bao ché: Dung dich tiém

Quy cich déng géi: Hop 1 lg x 2 mi; Hop 10 lp x 2 ml

Durgre Iye hyge:

Netilmicin 12 1 aminoglycosid bin tng hop c6 tac dung diét khuin nhanh, phd khing
khuin tuong tu gentamicin sulfat nhung cd thé it gay doe cho tai va thin hon & ngudi
céin phai diéu tri lau trén 10 ngay. Hi¢u qua diét khuin ciia aminoglycosid cang lon khi
néng 45 khing sinh cang cao. Do ¢é higu qua hau khang sinh nén hoat tinh diét khudn
vin con va duy tri sau khi néng 49 trong huyét twong da gidm xudng dudi nong do ic
ché thi thiéu; khodng thoi gian c6 higu qua ndy phy thude vio nong d¢. B4 1a dic tinh
gidi thich cho ligu phap tng liéu aminoglycosid dua | lin trong ngay.

Aminoglycosid itc ché sinh tng hop protein cia vi khuin do ¢6 dinh vio thy thé ddc
hiéu trén tiéu don vi 30s ribosome dan dén dich ma sai. Do d6 vi khuln khong thng
hop duge protein hodc téng hop ra nhimg protein khong cd chirc nang sinh hoc lam
cho vi khudn chét. Phé tic dung tuomg ty gentamicin: C6 tic dung véi héu hét cac
Enterabacteriaceae vi cac vi khuin gram dm ua khi bao ghm: Escherichia coli,
Proteus mirabilis, proteus indol duong tinh, Citrobacter, Enterobacter, Klebsiella,
Providencia vi Serratia spp; céc ching Acinetobacter vii Pseud con nhay cim,
Thubc ¢6 tac dung tét véi mét s6 vi khudn gram duong khong cé hoat tinh chong vi
khudn ky khi. Thubc cé tac dung ca véi tu chu sinh penicillinase ké ca cée ching
khang methicillin,

Néng d4 trc ché t6i thiéu (MIC) cuia Netilmicin d4i véi hau hét cdc chimg vi khudn
nhay cdm 13 0,5 - 2 mog/ml; nhung nhimg vi Kkhudn cé MIC <8 meg/ml duge coi 13
nhay cdm. Netilmicin bén vimg véi nhitu enzym cia vi Kkhudn lim bt hoat
aminoglycosid, vi viy thude vin ¢6 tac dung véi mot s ching khang gentamicin,

Duge ding hoc: .

Sau khi tiém bip Netilmicin lidu 2 mg/ kg ndng d6 dinh ong huyét twong dat dugc
trong vong 0,5 dén 1 gio khodng 7 meg/ ml, ciing dat nbng 45 tueng ty sau khi truyén
finh mach cing liéu trong 1 gio. Khi tiém tinh mach nhanh néng o dinh trong huyét
tuong cé thé nhat thoi cao gip 2 - 3 ln so voi truyén tinh mach cham cing liéu. Ngwoi
bi sét hofic thiéu mau ¢6 nong 4o Netilmicin huyét tuong thiip hon so v&i nhimg ngudi
khing s6t hofc khong thiéu miu do nira doi cia thube ngin hon, tuy nhién nhimg
truéng hop ndy khong cin hi¢u chinh lidu. O ngubi bi bong njng néu cho 1 liéu, nong
46 thude trong huyét tuong c6 thé thip hon dy kién. Do 46 cén phai dinh lugng nong
4 thudc trong huyét tuong d& diéu chinh liéu.

Thube duge phin bb & dich ngoai bio: Huyét tuong, dich mang bung, dich méng tim,
dich mang phéi, dich viém & 4p xe, hoat dich. Néng do thude thip trong mét, stta, dich
tiét phé quan, dom, dich ndo tiy. Thubc khing vuot qua hing rio méu ndo & lidu diéu
tri thong thuémg dinh cho ngudi lém, mdt lugng nho thude qua duge mang ndo khi
mang ndo bi viém, Néng do thude trong dich ndo tiy & tré so sinh cao hom & ngudi
Ién. Netilmicin cling dwge phin b & cic mé trong co thé: néng dd cao trong gan, phoi
v dac biét 14 thin nhung thip hon trong co, m& vi xwong. Netilmicin gin vdi protein
huyét twong & 1y 1§ thép (0 - 10%),

Nira doi coa Netilmicin 1a 2 -2,5 gib. Thude bai tiét qua thin dudi dang chit khong
chuyén hoé bing co ché loc qua cdu thin. Khodng 80% liéu dua vio duge théi trir ra
e tidu trong vong 24 gid. O ngudi suy thin, nira doi thii tri kéo dai. thy thuge mic
6 suy thin, c6 thé t¢i 100 gid.

Chi dinh: Nhifm khuin giy ra bi céc ching nhay cim cia che vi khudn sau:
FEscherichia coli, Klebsiella, Enterrobacter, Serratia sp, Citrobacter sp, Prolens sp
(indole dueng tinh va indole &m tinh), Psendomonas aeruginosa, Staphylococcus sp
(coagulase dwong tinh va coagulase dm tinh, ké ci cde ching d& khang penicillin va
meticillin) va Neisseria gonorrhoeae.

- Didu trj mjt s bénh nhiém khudn ngng do vi khudn Gram am bao gbm cd vi khuan
da khang Gentamicin va Tobramycin, Amikacin, Kanamycin.

- Nhi®m khuén ducmg mjt.

. Nhiém khuén xuong - khop.

- Nhiém khudn hé thin kinh trung vong.

- Nhi&m khudn & bung.

- Viém phéi do céc vi khudn Gram am.

- Nhiém khudn méu,

- Nhizm khudn da va ma mém (bao gbm nhi&m khudn vét bong).

- Nhidm khudn duong tiét niéu hay thi phét va ¢d bién chimg, nhidm khudn 13u cap
tinh,

Lidu diing, cich ding:

- Thuémg ding tiém bp, ¢6 thé tiém tinh mach chim wong 3-5 phut hofc truyén tinh
mach trong vong 30 phit - 2 gid, pha trong 50 - 200 ml dich truyén (dung dich NaCl
ding truong hay dung dich vo tring Dextrose 5%). Vi ¢ em luemg dich truyén cin
gidm di tuong img. Khong chi dinh tiém dudi da vi nguy co gy hoai tir da. Thivi gian
didu tri thuomg tir 7-14 ngly.

- Ngwori Iom: Lidu thuimg dang: 4-6 mg/kg/ngay, | lin duy nhét hofic chia déu cich
nhau 8 hodc 12 gidr. Tirémg hop nhidm khudn ning de doa tinh mang: 7,5 mg/kg/ngay,
chia 3 1dn, céich nhau 8 gid, trong thoi gian ngin. Ngay khi biéu hién lim sing cho
phép, phai dua liéu trér lai 6 mg/kg/ngdy hodc la thip hon, thudmg 14 sau 48 gid.

- Lidu cho tré em: Tré dé non va so sinh dudi 1 tudn tudi: 6 mg/kg/ngdy chia 2 lin,
cich nhau 12 gid, Tré dudi 6 tudn wéi: Co thé ding lidu 4 - 6,5 mg/kg/ngdy, chia 2
lin, céch nhau 12 gid. Tré tir 6 win tudi o 1én va tré lém: Dimg liéu 5,5 - 8
m/kg/ngdy, chia 3 lin, cach 8 gid hodic 2 Tan cach nhau 12 gid.

- Gicm st néng d6 thudc diéu tri: Thube ¢d pham vi didu tri hep, cin theo ddi ndng o
thubc trong huyét thanh & moi ngudi di ding thudc va & tré mdi sinh, ngudi cao toi,
ngudi suy thin hojic ditu trj kéo dii. Nong dé netilmicin trong huyét thanh & pham vi
didu tri 14 6-12 meg/ml, néu néng d6 dinh (15-30 phit sau khi tiém) = 16 meg/ml hode
néng 4 day (truée khi dua lidu tiép theo) > 2 meg/ml trong thoi gian dii s& ¢ nguy
co dée tinh cao, cin hi¢u chinh lidu dé dat nong 9 diéu tri.

Liéu cho nguedi suy thdn: Cén phai diéu chinh lidu vi kiém tra déu ddn chirc nang thn,
& tai - tién dinh vé néu c6 thé, do ndng @3 thube trong huyét thanh,

DAN SU DUNG THUOC

- Didu chinh liu theo trj s6 creatinin huyét thanh: Co thé chon | trong 2 cach:
+ Cich 1: Gilr nguyén lidu 2 mg/kg va kéo dai khodng cach cic lin tiém. Khodng cich
(theo gidy) gitva 2 lin tiém tinh biing cich: nhn véi 0,8 gid trj ciia creatinin huyét thanh
(tinh bing mg/lit). Thi du: | bénh nhén cin njng 60 kg, creatinine huyét thanh la 30
my/lit thi nén tiém mét liéu 120 mg (2 mg/ kg) cir 24 giv 1 lan (30x 0,8 = 24)
+ Céch 2: Gilr nguyén khoing cich tiém 1a 8 gio nhung giam liéu. Truémg hop nay sau
khi tiém 1 lidu nap 2 m/kg, o 8 gio | 1dn tiém 1 lidu da diéu chinh bing cach chia
lidu nap cho 1710 tri s creatinin huyét thanh (tinh bang mg/ lit). Thi du: 1 bénh nhan
cin ndng 60 kg, creatinin huyét thanh la 30 mg/lit sau khi tiém lidu nap 120 mg
(2 mg/kg) thi nén tiém liéu 40 mg ¢ir 8 gio | lin (120 : 3 = 40). Cach diéu chinh liéu
niy cho phép dat céc ndng do netilmicin trong huyét thanh cao hon. nhung can phai
kém theo kiém tra déu dan néng d netilmicin trong huyét thanh,
- Diéu chinh lidy theo 4o thanh thai creatinin: Tiém 1 liéu khéi du 2 mg/ke. Sau do
cir 8 gitr 1 lan tiém cac liéu e tinh theo cong thire sau:

Gid tn 46 thanh thai creatinin cia ngudi bénh

2 mpke x _
Citd trj hinh thuimg d§ thanh thai creatinin {100}
Thi dy: 1 bénh nhan co d thanh thdi creatinin 14 30 mliphi, ligu duge piam xudng
ahu sau; 2 mg/kg x 30/100 = 0,6 mp/kp, cu 8 giar L lan tiém
Treng hap ngedi bénh tham idch mdu dinh ky: Tiém finh mach cham Tieu 2 mpike
vio cudi mdi budi thim tich.

Chéng chi dinh:

Qué mn v6i Netilmicin va céc aminoglycosid Khic.

Thin trgng:

- Cin giam liéu tiy theo mirc 43 cao tudi va mirc 49 suy thin. Khong ding liu cao
qué cho nguéi cao tudi va cin theo ddi chirc ning thin,

- Théin trong & tré dé non v tré mdi sinh vi chire ning thin cia nhimg ngudn bénh nay
chua hodn thién nén kéo di nira déi cia thude giy nguy co ddc tinh cao,

- Mt muée ciing lam ting nguy co giy doc tinh & ngudi bénh.

- Sir dung théin trong & nguin bénh ¢ rdi lon than kinh nhu nhuge ca, bénh Parkinson
vi thudc ndy co thé lam yéu co niing hon do tic dung giong cura trén khop than kinh
co.

- Natri bisulfit co trong thudc tiém c6 thé giy cdc phan (my dang di img, sée phan vé
hodc hen & 1 vii nguoi bénh nhay cam.

Sir dyng cho phy nir ¢6 thai va cho con bu:

- Théni ky mang thai: Netilmicin qua nhau thai va co thé iy déc cho thai, Can cin
nhic Igi ich - nguy co khi phai ding thucc.

- Thén k¥ cho con bi; Céc aminoglycosid duge bin tigt vao sira vai lugng nho nhumg
hép thy kém qua duémy tiéu héa va cho dén nay chua co thi ligu vé die hai doi vai tre

danp bu me.
Sir dyng thufic khi lai xe vi viin hinh my méc: W

Khi s dung thude khong nén lai xe va van hanh may moc

Téc dyng khéng mong mubn:

1

- Thuémg gap: Doc véi than (co the suy than cip). dai nhicu hodc dai it. khat nuac
Pée thin kinh: Co thit co, co gidt. Dée ¢ tai - tién dinh- Nghe kém, O tai, chong mit,
hoa mét, nén, buén nén
- ft gap: Ngira, ban da, phi
- Hiém gap: Liét co ho hdp, yéu co, roi loan thi wic, ha huyer 4p, tng duimp huyét
ting kali huyét, ting enzym transaminase, Bng bach ciu &i toan.

Thing bdo cho Bdc si biét nhimyg tic dung khing mong muin gdp phdi

khi st dung thuic

Tuong tic thube:

- Sir dyng dong thoi voi aminoglycosid khic hofic capreomycin s lam tang doc tinh
véi tai, than va e ché thin kinh co. Néu sit dung dong then 2 aminoglycosid ¢o thé
fim gidm kha nang thim thuoe vio trong té bao vi khuan do co che canh tranh

- Sir dyng déng thin netilmicin voi methoxyfluran hodc polymycin Hm% doc tinh

v thiin hodc irc ché than kinh co.
- Phéi hop véi vancomycin s& tang dgc tinh trén than hodc tal. Cin theo doi chige ning
thin, giam sat néng do thube dé hiéu chinh lidu, giam liéu hodie ting khodngreagh gilra
céc liéu, '
- Ding déng thoi véi thude gdy mé halogenated hydrocarbon, thude giam dag nhom
opioid hofic truyén méu chong dong co cirat gly nguy ¢o ue ché than kinh bd, gay yeu
hodc liét co hé hip; diin dén kho tho. gy
- Tranh ding déng théi voi cic thube loi néu manh nhu acid ethagh
furosemid vi ¢6 thé 1am ting ddc tinh cda thube do lam tang nong dgedoe cua thude
trong mo vé huyét thanh
Qua lidu va cich xir tri:
- Qud Jidw: Vi khong co thude widi doe dae hidu nén didu tri qua liéu chi la didu
trigu chimg va hd tro
- Xir i Chay than nhan tao hodc loe mang bung 4é logi thude ra khoi mau vai g
bénh suy thin, Ding thubc khang cholnesterase, cac mudi calci, hojc hd hip nhan 130
4 didu i tinh trang yéu hode liét ca hé hip do thude lam de ché than kinh co kéo dii
Tinh tuong ky;:
Khi tron chung voi cac khang sinh nhom beta-lactam {penicilin hofic cephalosporing,
aminoglycosid b mét hoat tinh. Khong wén chuny trong cong I chai hoae tui dich
truyén. Néu phai ding dbng thivi amicoglycosid viri khang sinh nhém beta-lactam, can
tiém & 2 vi tri khiic nhau,
Han diing: 24 thng ké t ngay san xuat.
Bao quan: Noi khd, nhigt 40 <30°C, tranh dnh sang,
o

Bé xa tdm tay cia iré em #
Popc ki hurdmyg din sie dung triede khi ding -
Néu cin thém thng tin xin hoi § kién ciia/Bde st
Thubc nay chi ding theo dim cia Bde .vf_;f"

San xudi tai: !
CONG TY CO PHAN DUGC PHAM BIDIPHAR I

498 Nguyén Thai Hoe - Tp. Quy Nhon - Binhi Binh - Vigt Nam
Tel: 056.3846040 * Fax: 056 31846846 4 o




