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Mikalogis

Amikacin

500 mg/2 mL

10 Ampoules
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ULLY READ THE ENCLOSED INSTRUCTIONS BEFORE USE.

OUT OF REACH OF CHILDREN.

STORE BELOW 30°C, IN A COOL AND DRY PLACE, PROTECT FROM LIGHT

AND HEAT

S4n xuét tai Colombia béi:

LOT No.:

EXP DATE:  dd/mmiyyyy

Vereda |a Diana, La Victoria Bis, Lote 2 Via Briceno - Sopo,

Sopo, Cundinamarca, Colombia

Vitrofarma S.A. Plant 8

MAM. DATE:  dd/mmiyyyy

nghi xem trong tér hirgng din sir dung kédm theo
©é xa tdm tay tré am.

Poc ki hieémpg dén sie dyng trrére khi ding.
DNNK: XXX(X, dia cni: XXXXX

SPK: VN-XXXX-XX. Hoat chat: Amikacin sulfat tuong dwong amikacin
500mgr2ml. Quy cach d&ng gbic Hop 10 dng tiém x 2ml dung dich tidm
Buirng ding: Tiém bdp holic truydn finh mech. NSX. HD, S6 16 SX xem
“MAN. DATE", "EXP. DATE", "LOT No” irén bao bi. Bdo quan dudi 3C°C,
& noi khd réo vé thodng mat, ranh Anh séng va néng. Chi dinh, chéng
chl dinh, cach ding. lidu ding, téc dung khdng mong mubn va céc ddu
hidu cn Iy y: xem trong tér huémg adn sir dung. Céc théng tin khéc aéd
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BDoc kf hudng din si dsmg tradc khi ding. Hiy tham khdo y kién bdc sp dé c6 thong tin chi
tiét hon. Dé thube ngodi tim tay tré em. Thudc chi ding theo don ké ciia bic sj.

MIKALOGIS
Dung dich tidm
Amikacin sulfat twong duwong amikacin 500mg/2mi

Cong thire:
M38i éng thudc tiém 2 ml ¢6 chia:
- Hoat chdt: Amikacin sulfat tuomg dwong amikacin 500me,
- Td duge: Natri citrat, natri bisulfit, nude pha tiém. ;jr r [;'b/,.

vl
Biic tinh duge lee hoc:
Amikacin sulfat 14 khdng sinh aminoglycosid phd rong c6 hoat tinh chéng cac vi khudn gram am,
bao ghm Pseudomonas spp, E.coli, Proteus spp. Neisseria Gonorrhea, Klebsiella-Enterobacter-
Serratia spp., Salmonella, .Sh:gcﬂa Minea-Herellae, Citrobacter Freundii v Providencia spp.
Nhidu chitng ede vi khuan gram am nay d¢é khang véi gentamicin va tobramycin cho thdy nhay
cAm in vitro vdi amikacin. Vi khudn gram duong chit yéu nhay cam véi amikacin 1a 8. aureus,
bao gbm cic ching khang véi methicilin, Amikacin ¢6 mét phin hoat tinh chéng cdc vi khudn
gram duong khac, bao gdm mét vai ching Strepfococcus pyogenes, Enterococci va Diplococcus
preumoniae,

Pie tinh dwge djng hoe:

Amikacin hdp thu nhanh sau khi tiém bap. Nong dd dinh huyét thanh khoang 11mg/lit va 23mg/lit
dat duge 1 gidr sau khi tiém bép véi lidu tuong dng 13 250 myg va 500 mg. Ndng do dat duge 10
gi0 sau khi tiém tuong vmg 14 0,3 mg/lit va 2,1 mg/lit,

Khmng 20% amikacin gin voi protein huyét tuong va ndng do trong huyét thanh vén ndm &
pham vi diét khuin déi voi cae vi khudin nhay cam trong khoang 10-12 g1€1

Amikacin khuéch 14n true tiép qua dich ngoai bao va dao thai qua nuoc tiéu dusi dang khong dbi,
chii yéu qua loc & cau thin. Thai gian ban thai & ngudi c6 chite ndng than binh thudmg 14 2-3 gid.
Sau khi tiém bip Liéu 250 mg. co khoang, 65% dao thii trong 6 gitr va 91% thai trong vong 24 gid.
Nong 4§ trung binh trong nude tidu 13 563 mg/lit trong 6 gio diu vi 163 mg/lit trong khodng 6 t6i
12 gw Néng 4 trung binh u rong nudce tidu sau khi tiém bap 500 mg 1a 832 mgAlit trong 6 gior du,
Litu don 500 mg dimg che nguot 16m khoe manh duéi dang truyén tinh mach trong 30 phut s& tao
ndng do dinh trung binh trong huyét thanh 13 38 mg/lit véo lae truyén xong. Truyén lap lai khong
gy tich liiy thube,

Amikacin duoe tim thy trong dich nfio iy, dich mang phéi, nwée i va khoang mang bung sau
khi tiém,

Chi dinh didu tri:
Amikacin duwoe ding dé dléu tri eac nhiém khuén do céc vi khudn nhay cam sau diy:
+ Nhi&m khudn duong tiét nigu.

+ Nhifm khudn da va mé mém.

+ Nhiém khudn huyét.

+ Nhigm khufn nphiém trong & hé thén kinh trung wong, nhw viém mang nio,
+ Vét thuong sau mb.

+ Vét thuong b nhigm khudn va béng.
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Liéu lwgng vi eich ding:

Dudng dimg: 1iém bip hoic truyén tinh mach,
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Lieu ding:

+ Ngudi 1on va tré em 16n: mdi ngdy 15 mg/kg, chia 1am 2 lidu bing nhau dé tiém cach
nhau 12 gidv/lan. Téng lidu hang ngay khéng nén vuot qui 1,5 g.

+ Tré so sinh va tré sinh non: lifu khoi ddu 1a 10 mg/kg cén ning, tiép do 1a
15mg/kg/ngay, chia 1am 2 liu béng nhau, dé tiém cach nhau 12 gid/lan.

+ Trong trudmg hop nhiém khuan de doa tinh mang hodc nhlem Pseudomonas: liéu
khuyén céo 14 500 mg mbi & giir, cho tUI thidala 1,5 gam/ngdy, dimg thida 10 ngdy.

+ Trong nhiém khuén dwdmg tiét nigu khong bién chimg: 7,5 mg/kg/ngay chia lam 2 lidu
bﬁng nhau & tiém cach nhau 12 giovldn (twomg durong 250 mg hai 1dn méi ngay ddi voi ugucn

lém). /h AL

Hién nay c6 chimg cir 14 tiém thudc thude nhém aminoglycosid nhu amikacin 1 1An/ngdy, it nhét
cling ¢ tdc dung bi‘mg va co thé it ddc hon khi lidu duoc tiém 1am nhidu 1in trong ngay.

Liéu ditng & bénh nhén suy thén:
O ngudi ¢6 ton thuong than, nhét thiét phai dinh fugng ndng d6 amikacin huyét thanh, phai theo

ddi k§ chirc ning than vé phai diéu chinh lidu.

Ciin cit vao ndéng d3 thudc trong huyét thanh va mirc d¢ suy giam cia than, ddi véi ngudi suy
thén, c6 thé ding céc lidu ? ,5 mg/kg thé trong, theo cdc khodng céch thoi gian ghi trong béng
durdi day, tuy thude vao nunb dd creatinin huyét thanh hofic vao dé thanh thai creatinin.

Creatinin huyét thanh P thanh thai c creatmm Khoing cich liéu
{micromol/1.) (ml/phiit/1,7m") {gitr)

<110 > 100 12
111150 100 - 55 15
151-200 55-40 18
201255 39-30 24
256 —335 29-22 30

>336 <22 36 hodic 14u hon nira

Thoi gian c?:'{?:u tri: .
Thai gian diéu tri 14 5-10 ngay. Vi c6 nguy co gdy dic ting 1én khi diéu tri kéo dai, nén phai theo
ddi k¥ céc chite ndng thén va thinh giac clia bénh nhén.

Hudmg dén sir dung:

Dé truyén tinh mach, déi véi ngui Ion: pha lodng thuéc trong 100-200 mL dung dich natri clorid
0,9% hodc dextrose 5%. Dung dlch thube cin duoe truyen trong thin gian 30- 60 phut.

Déi voi 1ré em, thé tich dich truyén phu thugc vae nhu cu cua ngudi bénh, nhung phai di d¢é co
thé truyén trong 1-2 gidr & tré so sinh va tré sinh non hodic 30- 60 phit & tré 1ém,

Chéng chi dinh:
Chong chi dinh amikacin & bénh nhén c6 tién sir qua min cAm véi amikacin hodc cé tién st qua
mén cam hofc cac phan ting c6 hai véi cdc aminoglycosid do ¢6 qua mfAn cam chéo.

g n'.]‘“ IE"J"

Nhirng cinh bao diic bigt va thin trong khi sit dung:
Cdnh bdo: N

Sir dung cho phu ni¥ c6 thai c6 thé dnh hrong xAu t6i thai nhi. %/ c6 F'HAN 1 \
Thdn trong: ,l pudc PHAM |1 '
Bénh nhin qui min cam véi amikacin ¢6 thé cling qua min cam vdi cde dn\mog[;'gqsl]iﬁﬁ ?/
Phéi gidm sat chiic ndng thinh gide va chirc ning thén. Trénh ding thubc'Kéo, dai, lap hﬁl /Chin
tranh ding ddng thoi hodc ndi tiép véi cée thube khac c6 doc tinh cho thinh giad hifiethin (ca
diing toan thén va tai chd),

Khéng ding qué lidu khuyén céo,




httpS'//trungtamthuoc com/

Nhét thiét phai dinh lugng ndng do thube trong huyét thanh khi diing cho ngudi tén thiong than.
Khi ngum bénh udng nhlé“u nude va cb chire nang than binh thudng, thi it nguy co nhiém ddc
than, néu khong vuet qua liéu khuyén céo.
Phai ding than trong amikacin voi céc ngudi bénh rdi loan hoat déng co, nhu nhuge co hodc
Parkinson, vi thudc nay lam yéu co trdm trong.
+ Bénh nhi: Ding amikacin than trong cho tré so sinh va tré sinh non, do than chua truéng thanh,
s& dén t6i vige kéo dai thoi gian ban thai va gay doc tinh do thude.
+ Vi ngueod cao tudi: do dbe tinh clia thude, nén ding thén trong & ngudi cao tudi, Ita i nay d& o
suy giam chirc ning thén lién quan téi tudi tac.

v
Twong tic vii ede lhuﬁc khdc va cdc dang twong tic khac: 4 by
Diing ddng thdi hoiic ndi tiép amikacin véi cc tac nhan giy doc than hodc thinh giéc khac co thé
lam ting doc tinh nguy hiém cua dmmog,lymmd Ding amikacin véi céc thude phong bé thin
kinh co, ¢6 thé tang nguy co gy chen thin kinh co din dén ligt ho hc‘lp Amikacin c6 thé lam tang
tdc dyng thube gidn co cura va thudc gdy mé. Amikacin con ¢6 thé tuong tac véi mot sb thude
khéc nhu céc penicilin hoat phd réng, furosemid, bumetanid, hogc indomethacin.

Str dung cho phu nir ¢6 thai va cho con bii:

Sir dyng cho phu nit ¢é thai: C6 it dir liéu vé& viée sir dung khéng sinh aminoglycosid trong thai
ky. Aminoglycosid c6 thé gy hai cho thai. Aminoglycosid di qua duge nhau thai va da ¢ bao
céo vé tinh trang diéc hoan toan hai bén bim sinh khong héi phyc & nhimg tré ma ngudi me sir
dung streptomycin trong thai kj. Mic du cac phan tng bt loi trén thai hodc tré so sinh chua dugc
ghi nhan & phy nir mang thai sir dyng céc khang sinh aminoglycosid khdc, céc thubc nay vén c6
nguy co gdy hai. Trong céc nghién ciru vé doc tinh véi sinh sén trén chudt nhét va chudt, khong
ghi nhén anh huémg gay dge cia thude dén kha nang sinh san va thai. N(f:u sir dyng amikacin tmng
thai ky hodc néu hcnh nhén cé thai khi dang dimg thudc, bénh nhan cén dugc théng bao vé kha
ning gay hai cla thuoc dbi véi thai, Chi nén str dung amikacin cho phy nit mang thai va tré so
sinh khi thue su cin thiét va duéi s gidm sdt cua nhén vién y 1€,

Ste dung cho phu ni¥ cho con bi: Chua rd amikacin ¢6 dwoc tiét vao sita me hay khong. Can
ngimg cho con ba hojic ngimg ding thude.

Aph hwéng dén khi niing 13i xe va vn hanh mdy mée: amikacin cé thé gay chéng mat, nhirc
dau. Khuyén cdo nén than trong khi ldi xe va vin hanh may méc.

Téc dung khong mong muan'

Khi tudn theo khuycn céo vé lidu lugng va giir ding céc diéu than trong, thi cic phan img dc tinh
s& ¢ tan sudt thip.

Bge tinh trén thin di duge béo cdo, giéng nhw cic khang sinh clng nhém, amikacin c6 thé gay
gidm chirc ndng thin va thinh gidc. Néu can thiét phai dung, thi c6 thé phai giam lidu hodc ndi
rong khoang cich giita cac lidu.

Thude ¢é thé pdy chong mit, nhirc déu, sbt, ngoai ban, thiéu mau, giam bach cdu, giam tidu cdu,
tang huyét 4p, di cdm, run, nhuge co, dau khép.

Théng bdo cho bdc s§ khi gdp bit ky tdc dung khéng mong mudn nao gip phii.

Ql.lﬁ Iiéll: w)‘!.’?‘.‘-‘_:‘.

Khi gép qué liu hogc phan img ddc tinh, thdm phin mang bung hoafelie ywdu s g\i\k\! loai
amikacin ra khdi mau. 1%/ o6 PHAN | ..J'-,I,
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Amikacin tuong ky véi mét sb khéng sinh penicilin va cephalospoﬁm, amphotamﬁn, natri
clorothiazid, erthromycin gluceptat, heparin, natri nitrofurantoin, natri phenyteitl ngfti-#iopenton,
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natri warfarin, va tiy theo thanh phin va ham lugng t4 duge, thude cé thé twong ky véi
tetracyelin, cac vitamin nhém B cing vdi vitamin C va kali clorid.
Déi khi, amikacin c6 thé duge chi dinh st dung déng thoi véi cde thude khang khudn khac tmng
tewramg hop nhiém khudn hdn hop hode bl nhiém. Trong cdc truomg hop nay, khéng nén trfn 1an
amikacin véi cdc lhun)t. khang khudn khéc lrong ciing mdt bom tiém, chai djch truyén hoic bit ky
dung cu tidm truyén nao khac. Cin sir dung riéng ré timg thudc.

I

Han dimg: 36 thang ké tir ngay sin xudt. ,;1'" caid
Han dimg ciia dung dich sau pha lodng: dung dich sau pha lodng v&i natri clorid 0,9% hotic
dextrose 5% 6n dinh v& mét hoa hoc va vat Iy trong vong 24 gier & nhiét do khong qua 30°C.

Bio quin: Bio quan & nhidt @ dudi 30°C, & noi khé rdo va thofng mdt, trdnh 4nh sdng va ndng,
Quy cich dong géi: Hop 10 dng x 2 ml.
Sin xuit tai Colombia béi:

Vitrofarma S.A. Plant § i
Vereda la Diana, La Victoria Bis, Lote'2 Yia Briceno — Sopo, Sopo, Cundinamarca, Colombia
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