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Amlkac{n Soppha 125 mg/ml, 2mi

Amikacin-Sophatma 250 mg/ml, 2ml
THA_NH PHAN DINH TiNH VA BINH LUQONG

Mo&i ml Amikacin Sopharma chira 125 mg Amikacin dw&i dang Amikacin Sulfate.

M&i ml Amikacin Sopharma chira 250 mg Amikacin dwéi dang Amikacin Sulfate
DANG TRINH BAY:

Dung dich dung de chich hoac tiém truyén.
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4. THONG TIN LAM SANG
4.1. Chi dinh

Amikacin dwoc chi dinh dé& diéu tri nhiém khuén néng de doa tinh mang, dac biét chwa
biét nguyén nhan hodc nhiém khuadn mau nghi do trwc khudn Gram am. Thuédc dung phéi
hop v&i cephalosporin, penicilin va cac khang sinh khac, phu thudc vao loai nhiém khuan.
Diéu trj phai dwa vao két qua nudi cay vi khuan. Thong thwong, nén phdi hop véi mot
khang sinh beta - lactam

Khi nhiém khuén toan than do P. aeruginosa, phéi hop véi piperacilin

Néu viém néi tdm mac do S. faecalis hoac alpha Streptococcus, phdi hop véi ampicilin
hoac benzylpenlcmn twong ng

Pé diéu tri vi khuan ky khi, phdi hop véi metronidazol hodc mét thude chéng vi khuén ky /

khi khac

Amikacin chi dwoc dung dac biét trong cac tredng hop coé thé co khang gentamicin hoac
tobramicin

4.2 Liéu dung va cach dung

Amikacin sulfat dung tiém bép hoac truyén tinh macgéé truy&n tinh mach, déi voi nguoi

I&n, pha 500 mg amikacin vao 100 - 200 ml dich truyén théng thwéng nhw dung dich natri
clorid 0,9% hodac dextrose 5%. Liéu thich hop amikacin phai truyén trong 30 - 60 phat
DAi véi tré em, thé tich dich truyén phu thudc vao nhu cau ngwdi bénh, nhwng phai du dé
c6 thé truyén trong 1 -2 gi& & tré nhé, hodc 30 - 60 pht & tré Ion

Liéu lwong:  Liéu amikacin sulfat dwoc tinh theo amikacin va giéng nhau khi tiém bap
ho&c tinh mach. Liéu lwong phai dwa vao can nang ly twéng woc lvong

Liéu théng thwong dbi voi ngwo’l I&6n va tré I&n tudi, co chirc ndng than binh thwdng la 15
mglkg/ngay, chia lam céc liéu bang nhau dé tiém cach 8 hodc 12 gid/lan

Liéu hang ngay khéng dwoc vwrot qua 15 mg/kg hoac 1,5 g

Tré so sinh va tré dé non: Liéu nap dau tién 10 mg/kg, tlép theo la 7,5 mg/kg cach nhau
12 gid/lan

Hién nay c6 chirng c |a tiém amlnogly005|d 1 lan/ngay, it nhat ciing tac dung bang va co
thé it ddc hon khi liéu dwoc tiém lam nhiéu l&n trong ngay.

O nguwdi co tdn thwong than, nhat thiét phai dinh 1wo'ng ndng dé amikacin huyét thanh,
phai theo doi ky chirc nang thén va phai diéu chinh liéu.

Can ctr vao nong do thude trong huyét thanh va mirc dd suy giam cla than, ddi voi
ngudi suy than, co thé dung cac liéu 7,5 mg/kg thé trong, theo cac khoang cach thoi gian
ghi trong bang dU’O’I day, tay thudc vao ndng do creatinin huyét thanh hoac vao dé thanh
thai creatinin
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Creatinin hgygkl :’ thanh DS thanh thai creatinin Khoang cach liéu
(migrompl/L) o (mifphit/1,7m?) (gid)
[S11D4 psiizs O\ > 100 12
1117 450C pram | #|] 100 - 55 15
151 - 1200 MMEY /5] 54 - 40 18
20L% 255 .~/ 39 - 30 24
256 - 335 29 -22 30
2 336 <22 36 hoac lau hon nira

4.3 Chéng chi dinh:

Qua mép v&i cac aminoglycosid, bénh nhuwoc co

4.4 De phong va canh bao dac biét khi str dung.

Phai dung amikacin than trong, dac biét déi véi ngudi cao tudi va tré nho, vi cd nguy co
cao doc cho tai va cho than. Phai giam sat chirc nang thinh giac va chirc nang than.
Tranh dung thubc kéo dai va/hoac I&p lai. Can phai tranh dung déng thei hoic néi tiép
véi cac thude khac cé déc tinh cho thinh gidc hodc than (ca diing toan than va tai chd)
Khéng dung qua liéu khuyén cao

Nhét thiét phai dinh lwong ndng dé thude trong huyét thanh khi diing cho nguwi bi tdn
thwong than

Khi ngwdi bénh ubng nhidu nwéc va cé chive ndng than binh thwdng, thi it nguy co
nhiém déc than, néu khéng vwot qua liéu khuyén céao

Viéc kiém tra chirc néng than trong qua trinh diéu trj bidng aminoglycosid & ngudi bénh
cao tudi co sy giam chirc nang than |a dac biét quan trong

Phai dung than trong amikacin vé&i cac ngudi bénh réi loan hoat déng co, nhw nhwoc co
hodc Parkinson, vi thudc nay lam yéu co trAm trong, do tac dung kiéu cura cla thudc lén
lién két than kinh co

Gibng cac khang sinh khac, ding amikacin cé thé gay tang sinh cac vi sinh vat khong
nhay cam. Néu xuét hién diéu do, phai tién hanh diéu tri thich hop

4.5 Twong tac thuoc va cac dang twong tac

Dung ddng thi hodc ndi tiép amikacin v&i cac tac nhan gay doc véi than hodc thinh giac
khac c6 thé lam tang déc tinh nguy hiém cda aminoglycosid. Dung amikacin véi cac
thudc phong bé than kinh co, c6 thé tang nguy co' gay chen than kinh co dan dén liét ho
hap. Amikacin c6 thé lam tang tac dung thudc gian co cura va thudc gay mé. Amikacin
con co thé twong tac véi mét sé thube khac nhw cac penicilin hoat phd réng, furosemid,
bumetanid, hoac indomethacin

4.6 Mang thai va cho con b W/

Théi ky mang thai

Aminoglycosid ¢c6 thé gay hai cho thai nhi khi diing cho ngwdi mang thai

Néu dung amikacin trong khi mang thai ho&c bat dau cé thai trong khi dang dung thudc,
nguoi bénh phai dwgce théng bao 1a cé kha nang nguy hiém cho thai nhi, ké ca hoi chirng
nhwoc co. Vi vay viéc dung thudc an toan cho ngwdi mang thai chwa dwoc xac dinh
Théi ky cho con bu

Khéng biét ré amikacin cé dao thai vao trong sira hay khéng. Theo nguyén tac chung,
khéng cho con bu khi diing thuéc, vi nhiéu thubc dwoc tiét vao stra

4.7  Anh hwéng trén kha niang diéu khién tau xe va van hanh may méc

khéng anh hwdng dén kha néng diéu khién tau xe va van hanh may moc

4.8  Tac dung khong mong muén (ADR)

Téac dung khéng mong muédn phu thudc vao liéu dung

Thwéng gap, ADR>1/100

Toan than: Chong mat

Tiét niéu: Protein niéu, tang creatinin va tang uré mau

Thinh giac: Gidm kha nang nghe, déc véi hé tién dinh nhw bubn nén va mat thang béng
it gap, 1/1000 < ADR <1/100

Toan than: Sét

Mé&u: Tang bach cau wa eosin
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Gan: Tang transaminase

Tiét niéu: tdng-ereatinin mau, albumin niéu, nwéc tiéu co hdng cau, bach cau va dai it
Hiém gap, ADR < 1/10Q0

Toan than: Nhire qau >\ _

Mau: Thiéu mat; gidm bach cau, giam tiéu cau

Tuan hoan: “Tang hay&tdp

Thén kinh: D¥cdm{ Kuni nhuoc co, ligt

Cac co quan khae Bzt khop

Tai: Dibc S==t2

Hwéng dan cach x(& tri ADR

Cac thudc loi tiéu tac dung nhanh nhw furosemid tang nguy co doc vai thinh giac va than
Néu ngwdi bénh trede d6 da diéu tri vai cac thude ¢ nguy co déc vai tai hodc than nhw
cac aminoglycosid khac thi phai cha y dén sy nguy hiém do tich Ity thudc

Mot s& ché phdm co chira natri sulfit co thé gay di (’ng manh, dac biét véi ngudi co tién
st hen

Khi suy than, chi diing amikacin khi that can va diéu chinh liéu theo s thay d6i néng do
creatinin mau hoac dé thanh thai creatinin. Phai giam sat chirc nang than va thinh giac.
Can phai kiém tra ndng dd thubc trong huyét thanh

4.9 Qua lieu

Khi gap qua liéu hodc cé phan (ng déc, cd thé chay than nhan tao hodc thdm phéan
mang bung dé day nhanh qua trinh thai trir amikacin. (g tré so sinh, co thé thay mau

5. DAC TiNH DUQC LY

5.1 Pac tinh dwoec lwc hoc %

Ma ATC: JO1G B06, DOBA X12; SO1AA21

Amikacin sulfat 1a khang sinh ban téng hop ho aminoglycosid. Thubc diét khuan nhanh
do gan han vao tiéu don vi 30S cla ribosom vi khudn va ngan chan sy tdng hop protein
cla vi khuan. Aminoglycosid bi thu gitr va xdm nhap qua mang té bao 1a mét qua trinh
phu thudc nang lwong wa khi. Nhw vay, hoat tinh aminoglycosid bj giam nhiéu trong méi
tredng ky khi. Aminoglycosid cé dac diém la cé tac dun? hau khang sinh, nghia la hoat
tinh diét khuén van con sau khi néng d6 thude trong huyét thanh da xubng dwaéi néng d6
trc ché téi thiéu. Dac tinh nay cé thé giai thich hiéu qua caa thudc dung mét 1an trong
ngay

Hoat tinh khang khuén ctia amikacin chl yéu chéng cac triec khudn Gram am wa khi.
Thubdc khong c6 tac dung chdng cac vi khuan ky khi va khdng tac dung trong méi trwdng
acid hodc c6 ap suét oxygen thap. Thuéc tac dung han ché déi voi da sé vi khuan Gram
dwong. Strept. Pneumonia va Strept. Pyogenes khang thudéc manh. Amikacin tac
dung hiép déng VO penicilin aé tre ché Strept.
Faecalis hoac alpha - Streptococcus, v&i  cac  penicilin
chéng Pseudomonas (aztreonam, imipenem, ceftazidim...) @& (rc ché Pseudomonas,
va v&i metronidazol hodc cac thudc chdng vi khuan ky khi khac dé trc ché cac vi khuan
ky khi. Thubc ciing tac déng hiép dbéng véi nafcilin hodc oxacilin  dé
chéng Staphylococcus aureus

Amikacin la mot aminoglycosid khang lai phan I&n cac enzym lam bét hoat thubc do ca 2
loai vi khudn Gram am va Gram dwong tiét ra. Do d6, thubc cé thé tac dung trén cac vi
khuan khang cac aminoglycosid khac

5.2 Dac tinh dwoc dong hoc

Sau khi tiém bép 1 liéu don 7,5 mg/kg amikacin cho ngudi Ién ¢6 chirc nang than binh

thwdng ndng do dinh huyét twong 17 - 25 microgam/ml dat dwoc trong 45 phut dén 2 gio.

Khi truyén tinh mach cling liéu trong 1 gi®, ndng do dinh thubc trong huyét twong trung
binh 38 microgam/ml dat ngay sau khi truyén

Sau khi tiém, amikacin khuéch tan nhanh vao co thé (xwong, tim, tdi mat, mé phdi, mat,
ddm, chét tiét phé quan, dich mang phéi va hoat dich)

N(ra doi huyét thanh 1a 2 - 3 gi& & ngudi co chirc nang than binh thwdng va 30 - 86 gi®
& ngudi ¢ suy chire ndng than nang. Nira ddi huyét thanh 13 4 - 5 gio» & tré nhé 7 ngay
tudi dé da thang hodc trén 7 ngay tudi, 7 - 8 gi® & tré dé nhe can 1 - 3 ngay tudi

O ngudi I&n c6 chire nang than binh thuwdng, 94 - 98% liéu don, tiém bap hoic tinh
mach, dao thai khéng bién déi qua cau than trong vong 24 gior
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6.1 Danh sach ta dwoc: Sodium metabisulphite, sodium citrate, Sulphuric acid solution,
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a}mkacm véi cac thube khac, dic biét 1a véi khang sinh beta -
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6.4 Bao: qu\aﬁ;:. o/

Bao quan noiKho rao & nhiét dé khong qua 30°C, Bao quan tranh anh sang. tranh déng
lanh.

Dé xa tadm tay tré em

Doc ky huwéng dén s dung trwée khi ding

6.5 Pong goi

Hop 10 6ng mbi 6ng 2ml

7. NHA SAN XUAT _

SOPHARMA PLC Sl/

16 lliensko Shosse str.

1220 sofia

Bulgari
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