Rx-Thudc bén theo dom .
HUONG DAN SUDYNG THUOC

AMPHOT
THANH PHAN: M3i I chira:
Hoat chat: Amphotericin B 50mg
T4 dugc: Natri hydroxid, Natri deoxycholat, natri dihydrogen phosphat dihydrat, Natri dihydrogen phosphate monohyd
Acid orthophosphoric, nudc cht pha tiém.

rate,

DUQC LY HQC

Amphotericin 14 mdt khing sinh chéng nfm nhér gin vao sterol (¢ dn
dbi tinh thim ciia ming. Amphotericin B ciing gin véi sterol bao chit cua ngudi (chi yéu cholesterol) nén gidi thich
duge mt phin doc tinh cia thubc déi véi ngudi, Do 46 thube i duge bio ché dusi dang liposom hoje phiic hop
Vi lipid dé giam dc tinh. Amphotericin B co tic dung kim ndm déi véi mdt sb ndm nhu: Absidia spp. Aspergillus
spp., Basidiobolus spp., Blastomyces dermatitidis., Candida spp- Coccidioides immitis, Conidiobolus spp., Cryr’fﬂfﬂfﬂ‘f
neoformans. Histoplasma capsulatum, Mucor spp.. Paracoccidioides brasiliensis, Rhizopus spp., Rhodotorula spp. v4
Sporothrix schenckii.
Néng d6 Gc ché téi thiéu trong khoang tir 0,03 - 1 microgam/m} dbi véi da sb céc lodi nim nay. Nhimg loai khéc nhu:
ishmania vi Naegleria protozoa ciing dugc thong béo c6 nhay cam v6i amphotericin B. Thubc khdng

hit yéu la ergosterol) & ming té bio ndm 1am bién

P spp, va L
6 tic dung véi vi khudn, Rickettsia va virus. g
Khing thuéc: Dudng nhu khéng ¢ khang thubc in vivo. Khéng théy c6 chiing Candida nio khing amphotericin trén 1Am
sang mic dii ¢6 mt s it ching khang in vitro, nhung chi thiy & céc chiing thir cép sau nhidu lin cy,

DUGC PONG HQC .
Amphotericin B hip thu rit kém qua duong tiéu hoa, do viy thuéc chi yéu dugc tiém truyén finh mach dé diéu irj cc

truémg hop nhiém nm nang toan thin vi chi ding duong ubng dé diéu trj tai chd (nhidm nim duimg tiéu héa va niém
mac mi¢ng).

Khi tiém finh mach dudi dang dung dich keo véi liéu thong thuéng ting din, nbng d6 dinh trong huyét tuomg 14 0,5 15i 4
microgam/ml. Néng d¢ thubc trong huyét twong trung binh 12 0,5 microgam/ml véi liéu duy tri 400 - 600 microgam/kg
thé trong/ngay.

Amphotericin B lién két véi protein & mirc cao. Thube phin bb rong rdi trong co thé nhung chi mt Iugng nho vio trong
dich ndo tity. Nira ddsi ciia thudc trong huyét trong khoang 24 gic, khi ding thoi gian di, nira doi cudi cing c6 thé 16i 15
ngay.

Amphotericin bai tiét rit chim qua thin, véi 2 - 5% lidu d@ ding bai tiét duti dang hoat tinh sinh hoc. Sau khi ngimg diéu
tri, vin c6 thé tim thy thubc trong nuc tiéu it nhét sau 7 tuin. Lugng thude tich 1y trong nuée tiéu sau 7 ngay xép xi 40%
lugng thube da truyén. C6 thé do vy ma amphotericin c6 nguy co gdy dc cao véi than. Khéng loai duge amphotericin
ra khoi co thé bing thim tach mau.

Chi tiét vé sy phan b trong céc md va cich chuyén hoa vin chua dugc biét.

Amphotericin B diréi dang liposom hodc phizc hgp véi lipid 1am tang hoat tinh chong ndm vé lam giam doc tinh cia thude.
Thuéc ubng hip thu kém qua dwémg tiéu héa (liéu 100 mg/lin, 4 - 6 lin/ngay), nong d9 thudc trung binh trong huyét
thanh it nhéit sau 14 ngdy diéu trj 12 0,05 microgam/ml. Sau 2 tuin khong c6 biing chimg thubc tich Iy trong huyét thanh.
CHI PINH

Nhiém nim toan than gay ra béi céc ching nim nhay cim va nim Septicaemia, endocarditis, Candida, Aspergillosis,
Blastamycosis, Coccidioidomycosis, Cryptococcal, Sporotrichosis.

Phong nhi¥m nim cho nhimg ngudi bénh sbt kéo dai va giam bach ciu trung tinh da diéu trj 14u bing khéng sinh phd rong
hodc sau diu irj ung thu bing hoa chat.

Phéng nhiém nim & bénh nhan nhidm HIV

Phéng nhiém nim & bénh nhan ciy ghép va bénh nhan ung thu.

Chi nén ding thude trong bénh vién.

CHONG CHi PINH
Min cam véi amphotericin B hodc v6i bt cir mgt thanh phén nao trong cong thirc.

THAN TRONG
Vi phai diéu trj lau dai, nhiéu phan img c6 kha nang nguy hiém, nén ngudi bénh cin nim bénh vién holc dugc theo doi
chit ché. Néu uré huyét hodc creatinin huyét cao gap déi binh thuong, cin ngimg thudc, hodc giam liéu cho t6i khi chirc
niing thiin tét Ién. Hang tuin phai dém sb lugng héng ciu va dinh lugng kali huyét, magnesi huyét.

Phai ngimg thudc khi chirc ning gan bét thuéng: Ting phosphatase kiém, bilirubin va ting enzym gan. Thin trong d6i véi
ngudi chiéu xa toan thin: Nguy co bénh nio 1ring.

Trénh truyén thubc nhanh dudi 1 gid, ddc biét & ngudi bénh suy thin vi 1am ting kali huyét va logn nhip tim.

Cic corticosteroid (trir khi cén thiét), cac thubc chéng ung thir hojic khing sinh ¢6 dgc tinh véi thin nén tranh ding ciing
mdt Jic vdi amphotericin,

Phéi ngimg thubc khi chirc nfing gan tang bit thuomg: ting phosphatase kiém, bilirubin va ting enzyme gan.

Ngimg thubc hojc giam liéu cho dén khi chirc néing thén tét 1én khi ure huyét hofic creatinin huyét cao gip dai binh thuong.
Hang tulin phai dém sb hrgng héng chu va dinh lugng kali huyét, magnesi huyét.
Thén trong dung thubc cho tré em.

PHY NU’ CO THAI VA CHO CON BU
Thi ky mang thai

P an toan chra xéc dinh duge & ngudi mang thai do dé chi nén diing thudc khi can nhiic théy Jgi nhiéu hon hai.
Thdri ky cho con bi
Chua c6 86 ligu vé nbng 4§ thudc trong s me, nén khi ding thudo cin phai can nhic ky

ANH HUONG CUA THUOC PEN LAI XE VA VAN HANH MAY MOC
Khéng anh hudmg

TAC DUNG KHONG MONG MUON (ADR)

Thucmg gap, ADR > 1/100
Phan (mg chung: Rét run va sot, dau déu, dau co hofic khap,
Méu: Thiéu méu ding sic, kich thude hong cdu binh thuémg va héi phyc duge



Tifu hoa: Rbi loan tiéu hoa, dau bung, di ngodi, budn ndn, ndn, chin in
Chuyén hoa: R logn dién gidi, gidm kali huyét, gidm magnesi huyét

Tiét nigu: Gidm chirc ning thin kém theo ting creatinin v uré huyét.

Phin img khdc: Viém tinh mach huyét khéi, dau ving tiém,

BAi tai chd: Da bj kich img, ngira, phat ban.

It gap, 1/1000 < ADR < 1/100

Thin: Ton thuong vinh vién, dic bigt & ngutn benh tiém truyén trén S g amphotericin, vo nigu.

Hiém gap, ADR < 1/1000

Phan img chung: Phan img phin v¢.

Miu: Mat bach cdu hat, gidm tiéu cu, gidm bach chu, tang bach chu ya cosin, ting bach ciu, rdi logn dong méu.
Tudn hodn: Ha huyét dp, ngimg tim, rung thit, logn nhip tim.

Da: Noi dat sén,

Gan: Ting transaminase.
Tigu hoa: Viém rugt, da day, xuit huyét,

Thinh Ive: U tai, mét thinh Iy, chéng mit.

Miit: Nhin mé, hofic song thj.

Thin kinh: Bénh ndo tring (dic bigt & ngwdi chiéu tia
thude vao khoang tiy séng.

Hudng dan cdch xit tri ADR

DE gidm phin img sot, 6t run, €6 thé cho thude
mach amphotericin B.

Dé giam déc tinh thin, cin phii didu trj truée tinh
dung thude Igi tidu.

Néu co ha magnesi huyét ddng thoi ha kali huyét thi nén chira ha magnesi huyét diu tién.

Dé gidm viém tic tinh mach, cho thém heparin vio dung dich truyén amphotericin. D& xir tri thiéu méu, ngimg six dung
thudc. Nhumg néu khdng thé ngimg thude duge v thiéu méu niing c6 thé truyén mau.

Théng bao cho bdc si cac tac dung khong mong muon gap phai khi diing thuée

xa todn thin), co gift, viém than kinh ngopi bién, bi dai sau khi tiém

gidm sdt (paracetamol, ibuprofen va Khéng histamin) truée khi truyén tinh

trang mit g holic mit mui & ngudi bénh tmuée khi truyén. Tranh

LIEU LUQNG VA CACH DUNG .

Lidu test ban diu Img trong 20-30 phitt, sau dé bit diu didu tri v6i lidu hang ngay 0,25mg/kg can ning, ting din néu bénh
nhin dung nap ot &1 liéu hang ngdy 1mg/ kg cin ning, néu nhiém ning, lidu téi da 1,5mg/ kg cin niing hogc luin phién.
Néu qui trinh diéu trj bj gidn doan trong théi gian hon 7 ngdy, lidu bt ddu didu trj 0.25mg/kg cin niing va ting déin.
Amphotericin B duge truyén tinh mach trong 24 gior véi nd
tinh mach chim hon trong vong 6 gitr dé giam déc tinh.
Dung dich amphotericin B phai dugc truyén tinh mach chiim trong théi gian tir 2-6 gid phu thuge vao lidu chi dinh.
Truoe khi bit diu didu tr bing Amphotericin B, sir dung lidu test Img trong 20ml dung dich glucose 5%,
30 phit va bnh nhan phai dwgc theo ddi cin thin mach, ho hip, nhiét g,

ng 49 0,1mg/ ml trong dung dich glucose 5%. C6 thé truyén

truyén trong 20-
huyét &p méi 30 phit trong 2 gid.

TUONG TAC THUOC

Kha niing géy dgc véi than ciia amphotericin B ¢6 thé tang [én khi din,
thude ddc véi thin khéc.

Corticoid 1am tang mat kali do amphotericin B.

Giam kali do amphotericin ¢6 thé lam ting tinh ddc caa digitalis,
Amphotericin c6 thé lam ting déc tinh cia flucytosin do ting hiip thu € bio va lam gidm bai tiét cia thube qua thén,
Amphotericin B lam ting téc dung thv gidn co ciia tubocurarin vi suxamethonium.

Tranh truyén amphotericin B ngay sau khi truyén bach ciu vi 6 thé cé phan img cép & phéi.

2 cung vl aminoglycosid, cyclosporin va nhimg

TUGNG KY :

Khong pha thuéc bt dong khé véi dung dich glucose hoiic nude mudi. Khén,
dung dich thudc. Khéng bao gitr pha 1an véi thude khac.

Tit i nhimg dung dich khic véi dung dich da d& cdp & trén hofic dung dich c6 chit bao quin (nhu alcol benzylic) déu c6
thé gy tia amphotericin. ’

g thém nude mudi hoe chit dién giai vio

PO ON PINH VA BAO QUAN

Amphotericin B cin bio quan trong ti lanh & nhigt do tir2 - 8°C, tranh anh sang. Dung dich me chira 5 mg amphotericin/ml
¢6 thé giir dugc trong 24 gitr néu duge pha trong diéu kién vo khuin va bio quén trong ti lanh, trdnh 4nh sing.

Phii diing dung dich truyén trong vong 8 gior sau khi pha, truge khi truyén phai kiém tra d¢ trong cta dung dich va khéng
duoc ¢6 cac tiéu phin theo qui dinh hojc tia.

QUA LIEU VA XU TRi
Amphotericin qué liéu c6 thé ghy ra ngimg tim, h6 hip. Néu nghi qua lidy, ngimg ding thube va theo ddi tinh trang ngudi
bénh (chire niing tuin hoan, ho hip, gan, than, tinh trang méu, di¢n gidi) va diéu tri hd trg theo yéu cu. Amphotericin
khong thim tich dugc. Trude khi diéu trj lai, tinh trang ngusi bénh phii dwge én dinh.

DPONG GOI: Hop 1 1o 10 mL.

TIEU CHUAN CHAT LUQNG: USP 38.
HAN DUNG: 24 thang ké tir ngay san xudt.
BAO QUAN: Tir 2-8°C, tranh dnh séng.

KHONG SU DUNG THUSC SAU KHI B HET HAN,
KHONG DUNG QUA LIEU CHi bINH.
DE XA TAM TAY TRE EM.
POC KY HUGNG DAN S DUNG TRUGC KHI DUNG.
NEU CAN BIET THEM THONG TIN VE THUGC HAY BOLY KIEN BAC ST HOAC DUGC S¥.

Sén xufit bdi:
LYKA LABS LIMITED

Plot No. 4801/B & 4802/A, GIDC, Ankleshwar 393 002, Gujarat State, An D§. AW99408




