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COMPOSITION: Indication, contra-indication -
Each mi. ampoule contains : & Dosage: Plaase refer the =
Netilmicin Sutfate U.S.P. pack insert inside Manutaciurad In India by/SX 13i Kn D3 bdi:
equivalent to Netilmicin 100 mg. Read leafiet carefully befara use g AN |IVANI PARANTERAL LTD.
Bp A
B(A‘;"g;:‘um) T%N  Store below 30°C. Do nol freeze.  B40, TTC. Ind Araa, Rabale,
Water for Injection uar qs Waming: Not ta ba_uuad in newty ThapeBeiapyr Road,
Keep out of raach of children bom or prematurs infants. Navi Mumbai - 400 701.
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Rx N-E TL ’SAN Box of 3ml ampoule %

Netilimicin Sulphate Injection U.S.P.
For IM./I.V. USE

= : 100 mg/ml

M 1 mi dung dich tiém chila hagtchél  Boc ky hudng d4n sif dung buoc khiding. B4 spK/ Visa No.:

Netimicin sulfat USP tuong duong  thudic tréinh xa tém véi clia tré.

100mg Netiimicin sulfat, H9p 1 6ng 3ml  Khong sil dyng cho trd sa sinh hode ré ainh 618/ Batch No.:

dung dich t4m Gnh mach/ tiém bip. non. Ch dinh, Chéing chi dinh, Lifu ding va

Baa quan dudi 30°C, khong d8 dong  cic thang tin khac: Xin xem td hudng déingd — —, ~ - © -
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Thudc ban theo don. Tér hwéng din sir dung thuoc.
DPoc ki hwéng din sir dung trwde khi dung.
Théng bao cho bac s tac dung khéng mong mudn gip phii khi st dung thudc.
Pé thube xa tim véi tré em.

NETLISAN
( Dung dich tiém Netilmicin sulfat tiéu chuin USP 100mg/ml)

Thanh phén:
Mbi ml dung dich tiém chta : Netilmicin sulfat USP tuong duong 100 mg netilmicin.
Ta duwoc.: Benzyl alcohol, natri metabisulfit, di-natri edetat, natri sulfit, nudc cdt pha tiém.

Dang bao ché:
Dung dich tiém (ti€m bép hoac tiém truyén tinh mach)

Cac dac tinh dwoc ly:

Mi ATC: JO1GBO7. Netilmicin 1a khang sinh ban téng hop, tan trong nuédc, thuéc nhém
aminoglycosid. Cac din chat aminoglycosid 1a nhém khang sinh phd rong cé tac dung diét s
khuén. /2[[(4

/_

Netilmicin 12 mot aminoglycosid ban téng hop, ¢ tac dung diét khuan nhanh, phd khé{ng
khuan tuong ty gentamicin sulfat, nhung co thé it gdy ddc hai cho tai va than hon & nguoi
can phai diéu tri l1au trén 10 ngay. Hiéu qua diét khuin ciia aminoglycosid cang lén khi
ndng d6 khang sinh cang cao. Do c6 hiéu qua hau khang sinh nén hoat tinh diét khuan van
con duy tri sau khi ndng d6 trong huyét tuong di giam xudng dudi MIC (ndng do Gc ché
tdi thiéu); khoang thoi gian cé hiéu qua nay phu thudc ndng d6. D6 1a dac tinh giai thich
cho liéu phéap tong liéu aminoglycosid dua mét 1in trong ngay.

Co ché tac dung: Aminoglycosid trc ché sinh tdng hop protein ciia vi khuan do ¢ dinh vao
thu thé dic hiéu trén tiéu don vi 30S ribosom din dén dich ma sai. Do dich mi sai, vi
khuan khong téng hop dugc protein hoic téng hop ra nhiing protein khong c6 chiic ning
sinh hoc lam cho vi khuén chét.

Phé tac dung tuong tu gentamicin: c6 tac dung véi hdu hét cac Enterobacteriaceae va cac
vi khuidn Gram am ua khi bao gdm E. coli, Proteus mirabilis, Proteus indol duong tinh,
Citrobacter, Enterobacter, Klebsiella, Providencia va Serratia spp; cac ching Acinetobacter va
Pseudomonas con nhay cam. Thude c6 tac dung tét véi mot s6 vi khudn Gram duong, khong ¢ hoat
tinh chéng vi khuin ky khi. Thudc c6 tic dung véi ca tu cau sinh ra penicilinase ké ca cac ching
khang methicilin.

Néng do trc ché tbi thiéu (MIC) cua netilmicin ddi v6i hau hét cac chung vi khuan nhay cam 14 0,25-
2 microgam/ml; nhung nhiing vi khudn c¢6 MIC <8 microgam/ml duoc coi la nhay cam. Netilmicin
bén vitng v6i nhiu enzyme cua vi khudn [am bét hoat aminoglycosid, vi vdy thudc van co tac
dung véi mot s6 chiing khang gentamicin hoic tobramycin, nhung kém hon amikacin.

Ty 1& vi khudn Gram 4m khang netilmicin khoang 5-20%.

Pic tinh dwoc dong hoc:

- Netilmicin duoc hp thu nhanh va hoan toan sau khi tiém bip.




- V&i ngudi [6n 6 chire nang than binh thudng thi ndng do binh quan trong huyét thanh dat duogc
5,5 dén 8,8 ug/ml sau thoi gian 1a 30-60 phit 1dn lugt tiém liéu don 2 va 3 mg/kg cin ning.

- Khi tiém truyén vdi céc dung dich mudi thong thudng liéu 2 mg/kg va 3 mg/kg cén ning trong

30 phut thi ndng dd trung binh cao nhét trong huyét thanh dat duoc & cudi giai doan truyén Ian lugt

la 11,8 -15,6 pg/ml. Lidu 2 mg/kg tiém truyén trong 60 phut thi ndng do dinh 1a 10,8 pg/ml.
Netilmicin ciing ¢6 thé tiém tinh mach ngit quing 2-5 phat. Liéu don 2 mg/kg cin ning cho ndng

dd dinh trong huyét thanh dat duoc muc 17-20 pg/ml tai 5 phit sau khi tiém.

- Netilmicin khong dudc chuyén hod va duoc bai tiét qua nudc tiéu bing loc ciu than. Vi ngudi
I6n ¢6 chirc nang than binh thuong thi trong 6 gio ddu 60-70% cda liéu 2 mg/kg duge tim thay
trong nudc tidu & dang con hoat tinh va 80-90% trong 24 gi ddu. D6 thanh thai than khoing 80
ml/phat/1,73 m? tudng dudng 60% do thanh thai creatinin.

- Tré nhd st dung liéu 3mg/kg, ndng dd netilmicin trung binh trong nudc tiéu 12 46 pg/ml (bién

d6 11-98 pg/ml) trong 3 gio dau sau khi tiém va 29 pg/ml (bién dd 10- 66 pg/ml) sau 3 gid tiép theo.
Trung binh, 18% cua lidu 2,5 mg/kg cin nang tiém bip dudc bai tiét qua nudc tiéu trong vong 8 gid
diu.

- Bénh nhin suy chiic ning than: Vi bénh nhén suy thin man tinh, ndng d6 thudc trong huyét
tuong tang khi midc d suy than tdng. Thoi gian ban thai tdng dic bié€t khi do thanh thai creatinin
dudi 30 ml/ phat/1,73 m2. Suy than khong dnh hudng dang ké dén thé tich phan b bidu kién. Bai
tiét qua nudc tiéu lién quan dé€n mic d6 suy than vdi chi 7,1-15,7% liéu tiém duge tim thiy trong -
nudc ti€u & dang thude géc trong 24 gid dau. , Z‘/Q/
- Bénh nhén suy than dang tham tich m4u, lugng netilmicin dugc loai bé phu thudc vao cic y‘é’ﬁ’/r
to nhu tdc dd loc huyét tudng, thdi gian thdm tach va thiét bi thdm tdch mdu duge st dung. Mot
qui trinh tham tdch mdu 7-8 gid cho thdy ndng dd thudc trung binh trong huyét tuong gidm 63,3 +
9% so v6i ndng d6 ban dau va thdi gian ban thai trung binh 1a 5,49 + 0,72 gid.

Chi dinh:
Diéu trj mot s& bénh nhiém khuén nang do vi khudn Gram am bao gém ca vi khuan da khang
gentamicin va tobramycin, amikacin, kanamycin:

- Nhi®m khuén dudng mét

- Nhiém khuén xuong-khép

- Nhiém khuén hé than kinh trung vong.

- Nhiém khuén 4 bung.

- Viém phdi do cac vi khuan Gram am.

- Nhiém khuén mau.

- Nhiém khuén da va mé mém (bao gdm ca nhiém khuan vét bong)

- Nhiém khudn duong tiét niéu hay tai phat va cé bién chimg, nhidm khuén l4u cép tinh.
Netilmicin c6 thé phdi hop vai penicillin hodic cephalosporin nhung phai tiém riéng.

Liéu dung va cich dung:

Liéu khéi ddu Liéu duy tri

Sidiny bBuongdung 13« | Khoang cach | Lidu** | Khoang cach

liéu dung liéu diung




Nhiém khudn ning| Tiém bap hoic 2,5 mg/kg 8 gio 1,5-2,5 8 gio
de doa tinh mang | tiém tinh mach mg/kg

* Tri lidu vdi liéu cao khdi ddu chi diung khi c¢6 chi dinh (phdn [dn trong 48 gio)
** NGi chung, tri liéu nén dugc kéo dai ngdn nhdt cé thé (7-14 ngy)
- Liéu ddng cho tiém tinh mach va tiém bdp 14 nhu nhau (tiém hoic truyén ngdn han), khong
dudc tron 1an voi cac thudc khac. Theo mét s6 nghién ctfu netilmicin c6 th€ dugc st dung licu 1
1an hoic 2 1an mdi ngay.
- Thoi gian diéu tri thong thudng kéo dai khoang 7 -14 ngdy. Vi cdc nhi€m khuén c6 bién
chitng, thdi gian diéu tri kéo dai ¢6 thé can thiét. Bénh nhan dugc diéu tri véi thdi gian thong
thudng nén dudc theo ddi vé thay d6i chiic ning thén, thinh gidc va tién dinh.
- Liéu ding :
Nguoi 1én:
e Nhiém khuin dudng ti€t niéu/ khong de doa tinh mang:
4 - 6 mg/kg mot 14n mdi ngay hoic chia déu hai 1n hodc 3 1dn mdi ngay.
e Nhiém khu&n ning de doa tinh mang:
Lén dén 7,5 mg/kg mbi ngay chia 1am 3 liéu bing nhau.

e Bénh lau: liéu don 300 mg. //
Tré em: /((// -

e Dudi | tudn tudi: 3 mg/kg mdi 12 gio
e Tir 1 tuln tudi dén 2 tudi: 2,5-3 mg/kg mbi 8§ gio.
o Trén 2 tudi: 2-2,5 mg/kg mdi 8 gio
- Puong dimg: Tt ca cac trudng hop déu cé thé tiém bap hoic tiém tinh mach cham.

Chéng chi dinh:
- Bénh nhén c6 tién sit qud min hoic cdc phdn tng doc tinh nghiém trong vdi cdc khdng sinh

aminoglycosid khdc da dudgc ghi nhén.

- Bénh nhin c¢6 min cdm chéo gilta cdc nhém khdng sinh da dugc ghi nhan.

- Netilmicin dugc chdng chi dinh cho bénh nhan suy thin, suy gidm chdc nidng thinh gidc, roi
loan ¢d (chitng nhudc cd), bénh Parkinson, mit cidn bing mudi (dién gidi), di dng (dic biét 1a di
ing vdi cdc tdc nhén sulfit hodc cdc aminoglycosid khdc nhu gentamicin).

Théan trong va cinh bao:
Do ddc tinh cia netilmicin gidng nhu cac aminoglycosid khac, can giam liéu netilmicin tiy theo

mirc d cao tudi va mirc do suy than. Suy giam chirc ning than & ngudi cao tudi thudng lién quan
dén tudi. Vi vay khong dung lidu cao qué netilmicin cho ngudi cao tudi va cin theo dai chirc nang
than.

Su dung netilmicin cn than trong & tré dé non va tré méi sinh, vi chiic nang than & nhiing nguoi
bénh nay chua hoan thién nén kéo dai nira doi cua thube, gdy nguy co ddc tinh cao. Liéu dung & tré
em can thay ddi cho phu hop (xem Liéu luong va cach dung).

Mét nuéce cling 13 yéu t6 1am tang nguy co gy doc & ngudi bénh.

Netilmicin nén dugc st dung thén trong & cac nguoi bénh cé rdi loan than kinh co nhu nhugce co,
bénh Parkinson, vi thudc ndy c6 thé lam yéu co nang hon do tac dung gidng cura trén khép than
kinh co.

Natri sulfit va natri metabisulfit ¢é trong thudc tiém netilmicin sulfat c6 thé gy cac phan mg dang




di g, sc phan vé hoic hen & mot vai ngudi bénh nhay cam.

Twong tac thube, twong tac véi cac thude khac:

Su dung aminoglycosid khac hodc capreomycin cing véi netilmicin s€ lam tang ddc tinh vdi tai,
than va (rc ché than kinh co. Hon nira néu s dung ddng thai 2 aminoglycosid c6 thé lam giam kha
nang thim thudc vao trong té bao vi khudn do co ché canh tranh.

Su dung dong thoi netilmicin v6i methoxyfluran hodc polymycin lam tang ddc tinh véi than hodc
tre ché than kinh co, vi viy khong nén sir dung cac thude ndy cung véi netilmicin trong qua trinh
phdu thuat hogc sau m.

Khi didu tri mot sb bénh nhu: viém mang trong tim nhiém khuan do Streptococci hoic
Corynebacteria, nhiem tu cau khang thudc, thudng hay phdi hop aminoglycosid véi vancomycin,
nhu vay s€ tang doc tinh trén than hodc tai. Do do, can theo ddi chirc nang théan, gidm sat n?)ng do
thudc d& hiéu chinh lidu, giam liéu hodc tang khoang thoi gian gitra cac liéu.

Dung mdt sé thubc giy mé halogenat hydrocarbon, thudc giam dau nhém opioid hodc truyén mau
chéng dong cé citrate dong thoi véi ding aminoglycosid néi chung ¢é nguy co trc ché than kinh co,
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gay yéu hoac liét co hod hap, dan dén khé tha; vi vay khong nén sir dung aminoglycosid dong thoi

v6i cac thude trén trong qua trinh phiu thuat hodc sau phau thuat. 7
Tranh dung ddng thoi netilmicin véi cac thude loi tiéu manh nhu acid ethacrinic hodc furosemide vi
c6 thé lam tang doc tinh cua netilmicin do lam tang ndng dd thudc trong mé va huyét thanh.

Phu nir c¢6 thai va cho con bi:

Phu nit ¢o thai: Phdn loai D

- DPi ¢6 bing ching cho thdy nguy cd c6 hai cho thai nhi ngudi dva trén cdc dit liéu phan ng
c6 hai tir cdc diéu tra va kinh nghiém thi trudng hoic cdc nghién cifu trén ngudi mic du hiéu qua
trén ngudi sit dung van dugc ddm bdo. Do vy khong khuyén cdo stt dung thudc nay cho thdi ky
mang thai.

- Tét ca cac aminoglycosid cin dudc can nhic kha ning gay hai cho than va than kinh thinh gidc
cua thai nhi. Ciing dugc ghi nhin riing néng do thudc di€u tri trong mau ngudi me khéng dd an
toan cho thai nhi. Netilmicin khong nén st dung cho ngudi mang thai (hodc nhitng ngudi ¢6 du
dinh mang thai) chi khi da can nhic Igi ich cho ngudi me va nguy cd gy ra cho thai nhi.

Phu nit cho con bu:

Cé4c nghién cttu trén ngudi cho con b cho thdy mét lugng nho netilmicin sulfat duge bai tiét qua
stra me. Do nguy cd gdy ra cdc phdn dng c6 hai nghiém trong, quyét dinh nén ngling cho con bd
hodc ngimng thudc.

Anh hwéng dén I4i xe va van hanh may méc:
Khong 14i xe hodc van hanh mdy méc néu ban thdy chéng mit hodc khé chiu do bat cir tac dung
khong mong mudn nao cua thude.

Tac dung phu:

T4c dung dung khong mong mudn ctia netilmicin gidng v6i gentamicin.
Thuong gdp, ADR> 1/100

Ddc véi than ( ¢ thé suy than cdp), dai nhidu hoidc dai it, khat nudc.

Ddc thén kinh. co thit co, co giat.

Péc ¢ tai tién dinh: nghe kém, U tai, chdng mait, hoa mét, non, budn ndn.
It gap, 1/1000 < ADR < 1/100

Qua man: ngtra, ban da, phu.

s
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Hiém gap, ADR < 1/1000

Uc ché than kinh-co: liét co h hép, yéu co.

Mit: rdi loan thi giac

Tuén hoan: ha huyét &p

Huyét hoc: tang bach cau 4i toan.

Chuyén héa: tang dudong huyét, ting kali huyét, ting enzyme transaminase.

Huwéng din cach xit tri ADR

Khi ¢6 nhiing d4u hiéu ddc tinh véi b tai, tién dinh hodc than nhu: nghe kém, loang choang, chéng
mat, dai it hodc dai nhiu, non hodc budn ndn, U tai, cdn ngling thudc ngay.

Qus4 liéu va cach xir tri:

Vi khong ¢6 thubc giai doc dac hiéu nén diéu tri quéa liéu chi 1a diéu trj triéu chimg va hd tro.

Phuong phap diéu trj qua liéu netilmicin dugc khuyén cao nhu sau: chay than nhén tao hodc loc

mang bung dé loai thudc ra khoi mau voéi ngudi bénh suy than.

Dung thubc khang cholinesterase, cac mudi calci, hodc hd hap nhan tao dé diéu tri tinh trang yéu

hozc liét co hd hap do thube 1am tic ché than kinh co kéo dai. o
M

Han dung: /
24 thang ké tir ngy san xuét.

Piéu kién bao quan:
B4o quan noi khé, tranh anh sang, & nhiét do tir 2°C-30°C. Khong dé déng bang. Dé xa tAm vdi ciia
tré em.

Dong goi: :

Dung dich trong sudt, khéng mau, hoic mau hoi 4nh vang dugc déng trong 6ng thuy tinh tiéu
chuin USP loai 1, dung tich 3 ml mau hd phéach, duoc dong kin va dan nhin, dé trong hop carton
cing vdi td hudng dan sit dung.

San xuit bai:
Sanjivani Paranteral Limited
R-40, T.T.C., Industrial Area, Rabale, Thane-Belapur Road, Navi Mumbai 400701, India. .
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