M AMPHOTRET

Thube nay chi ding theo don thubc.

3 Dé xa tdm tay tré em.

] poc ky hudmg dén si dung trnse khi dung.

Bot dong khé pha tiém, truyén tinh mach.

3

. THANH PHAN

"~ Thanhphén hoatchét:

- Mi o chira: Amphotericin B 50 mg

Thanh phén té duoc:
Natri deoxycholat, acid phosphoric, natr hydroxyd.

DANG BAO ChE
Bot d6ng khd pha tiém, truyén tinh mach.
Mb & dang bao ché: Bot mau vang, dung dich thubce sau khi hoan nguyén cd mau vang.

- CHIDINH

. Amphotericin B ¢ thé hiru ich trong di

Amphotret duge dung chi yéu cho bénh nhan bj nhiém ndm tién trién cé nguy co de doa tinh mang. Thube khdng dugc diing dé diéu trj nhiém
nam thong thudng co két qua xét nghiém huyét thanh hoac trén da duong tinh. : .

Amphotret dugre dac biét chi djnh trong didu tri bé&nh nhidm ndm Cryptococcus (torulosis); n4m sau Blastomyces Bac My (North American
blastomycosis), cac dang nhiém xam l4n cta bénh ndm do gandida, Coccidioides, Histoplasma, bénh nam den (mucormycosis
(phycomycosis)) gy ra bdi cac loaivinidm thudc chi Mucor, Rhizopus, Absidia, Entomophthora va Basidiobolus sporotrichosis (Sporofrichum

schenckii), nhiem Aspergiflus (Asper%ﬂlus fumigatus).
u tri bénh leishmaniasis thd da chau My nhung khéng phaila lyra chon chinh trong didu tri.

. CACHDUNG, LIEUDUNG | |
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Cac san pham amphotericin khac nhau (natri deoxycholate, liposom, phirc hep lipid) khéng twong durong vé duoc lyc hoc, duge ddng hoc va
lidu lrgng, va c4c san phadm ndy khdng nén dugc str dyng thay thé 1an nhau ma khong xem xét d@én nhirng khac biét. Can kiém tra tén thvong
mai, t&n chung va liéu Iugng trieée khi sirdyng.

Trong moi trrdmg hop, tong lidu hang ngay khong duoc vugt qua 1,5 mg/kg. Dung qué liéu Amphotret c6 thé dan dén nglrng tim hodc ngirng
hd hap va cb nguy co tir vong.

Liéuding

Amphotret nén duoc truyén tinh mach trong khodng 2 — 6 gidr. Viéc gidm tdc dd truyén cd thé lam gidm sy xudt hién cac tac dung khédng mong

mudn. Lidu khéi GAu hang ngay 1a 0,25 mg/kg va tang dAn dén mirciiéu 1,0 mg/kg tiy thudc vao dap (rng va d6 dung nap cla tirng bénh nhan.

Trong khoang liéu 0,25 — 1,0 mg/kg, lidu dung hang ngay nén dugc duy tri & mirc cao nhat ma khdng kém theo ddc tinh khdng chdp nhan

. duoc.

Y

O ngudi bénh néing, tdng liu dung hang ngay ¢6 thé tang din 1én dén 1,5 mg/kg. Vi amphotericin B dugc dao thai chAm, nén str dung thuée

- cdch ngay & nhirng bénh nhéan str dyung murc liéu cao. Thai gian diéu trj thudng kéo dai vai thang, dung thube trong théi gian ngén hon cé thé
. khdng tao ra dap (rng ddy di va din dén tai phat bénh |

Khi bt ddu dot didu tri mé&i, nén str dyng lidu tham dé trerdre khi sir dung liéu dAu tién. Dung mot thé tich djch truyén chira 1 mg (10 ml) trong 20
— 30 phut va cén than theo doi b&nh nhan trong it nhat 30 phat nira Tuy nhién, phan (rng ctia bénh nhan véi liéu tham doé nay cé thé khéng du
doan duorc cac tdc dung khdng mong muén nghiém trong xay ra sau dé.

D61 v&i bénh nhan bj nhiém ndm néang, tién trién nhanh, c6 chirc nang tim phdi tét va dung nap dugc liéu tham do ma khéng c6 phan (rng
nghiém trong thi tiép dén cé thé dung mirc lidu 0,3 mg/kg trong khodng théi gian tir 2 — 6 gi¢r. DI véi bénh nhan suy tim phdi ho#c phan trng

- nghiém trong véi liéu thadm do, nén ding liéu thap hon (5- 10 mg).

Cé thé tang dan lidu tir 5~ 10 mg/ngay dén mirc lidu duy tri hang ngay 14 0,5~ 1,0 mg/kg

Trong trudng hgp vééc duing thuéc bj gian doan trong thoi gian dai hon bay ngay, khi didu tri lai, cAn khdi dau véi mirc lidu thap nhét 14 0,25
mg/kg va tang dan liéu,

? éng d$ khuyén c4o dé truyén tinh mach la 10 mg/100 ml (0,1 mg/ml).

ré em:

An toan va hiéu qua & tré em chua dugc thiét lagntrong c4c nghién ciru. Cac bao c4o nhidm nim hé théng dugc diéu trj & tré em cho thiy tac
dyng khéng mong mubn twrong ty nhur & ngudilén.

Ngudicao tudi:

étawng c6 khuyén cao déc biét trén lidu diing hodc canh bao khi dung thube.

chding .

Hoan nguyén thudc nhu sau: Cho tryc tiép 10 ml nuédc cAt pha tiém vao Io chira bot dong khd. Lac 1o cho dén khi thu dugc dung dich trong
sudt. Pha loang tiép dé thu duoc dung dich truyén bandg dung dich tiém dextrose 5% c6 pH > 4,2 Do Amphotret khéng chira chat bao quan hay
kim khuén, phai tuyét d6i vé tring khi pha thudc va sty an Amphotret.
Khéng str dyng dich dac ban dau hoac dich gha lodng dé tiém truyén dung dich khéng trong subt hoac cé tidu phan la.
C6 thé dung mang loc vi khun ndi tuyén dé truyén tinh mach Amphotret, duéng kinh 18 Igc trung binh khéng duoc nhd hon 1um dé dam bao

sy phan tan cia amphotericin B.

CHONG CHI DINH
Qua man vé&i amphotericin B (trir truéng hop can thiét phai sir dung hudc theo y kién clia bac sTdo tinh trang bénh de doa dén tinh mang va

bénh nhan chi dap (rng v&iliéu phap diéu tri nay), hoac qua man véi

tky thanh phan nao ctia san pham.

CANH BAO VA THAN TRONG KHIDUNG THUOC o
Qua trinh didu tri véi amphotericin B thuéng kéo dai. Cac phan trng kho chju gap phai khi dt‘mg thubc theo dudrng tiém 14 khéa phé bién, trong

66, mdt b phan (xng c6 thé gay nguy hiém, Vi vay, chi nén sir dyng thudc & b
sang chatché. (SN

ggé"budovazm dyng thubc d& trénh tinh trang qua lidu, vi c6 thé dén aén ngirng tim hoa ho hdp va cb ¢ 4

n thén tron sir dung thuoc dé tranh tinh trang qua lieu, v ndenng im hodc ngirn v nguy co ttr vong. Ki

tén z;éna phéom%a lidu Iu'gng trur&re khi str dyng, dac [3& khimuire |igﬁ chidinh virgtqua 1,5 mg/kg gung P guy g9 mtra
Cén tranh truyén tinh mach nhanh trong thoi gian l&hon 1 gio, dac bigt & bénh nhan suy thgn do c6 lién quan dén nguy co tang ndng A kali
huyét va gay loan nhip tim, Giam tdc d§ truyén c6 thé gidm ty 1é cac tac dung khong mong muon.

Céc phan (g lién quan dén truyéndich AR 5

Mot s6 bénh nhén khong dunghnap Al véi lidu truyén tinh mach trong gial doan khéi dau didu tri. DSi véi nhirng bénh nhan gap (gha; Cac tée
dung khong mong mubn, cé thé gidm thai gian va mirc d§ nghiém trong bang céach sir dyng aspirin, cac thudc ha sét khac, thudc khang
histamine ho&c thubc chéng ndn. Pethidine (25 - 50 mg tiém tinh mach) da dugc st dung & ngt s6 b@nh nhan dé gidm thoi gian hodc cwong
a6 run, sbt sau khi didu tri véi amphotericin B, Phan (rng sdt c6 thé giam khi tiém tinh mach lidu nhé corticosteroid tuyén thugng than (nhu 25
mg hydrocortisone). Liéu diing va thai glan st dung corticosteroid nén & mirc toi thiéu, dang thuée cach ngay c6 thé 1am gidm chirng chan an
va vibm tinh mach, Dung thém mét lrgng nhd heparin (1000 don vi mi Ian truyén) vao dich truyén, xoay vj iri tiém, sir dung kiém truyen tinh
mach loal canh buém (scalp-vein needle) va ché dg dieu tr cach ngay c6 thé lam gidm viém tinh mach huyét khdiva cac van dé v& dang mau.
Tho4t mach cd thé gy ra cac kich (rng héa hoc. Khong sir dyng dong thoi véi cac corticosteroid trir trirdng hop can thiét dé kidm soat cac
phan (rng cla thudc.
Péctinh trén than : . | \ |
Thvo:g xUAt hién cac bAt thudng trong chire nang than khi sir dung thube va duorq cai thién khinglrng dléu trf. Tuy nhién, tinh trang suy gidm
chire ndng than k6o dai da xay ra trong mot s6 g hop, déc biét & bénh nhan sir dung amphotericin B lidu tich 1y Ién ( trén 5 g). S& dyng

g

nh nhan dang nam vién hodc & ngudi dang dugc giam sat Iam

abng theri véi thude lgi tidu c6 thé gia tang nguy co suy than, tinh trang di hodc dugc bd sung thém natri c6 thé lam gidm nguy co cac doc tinh

trén than.
Trong truanég hgp creatinin huyét thanh vuet qua 260 micromol/L, nén g\ggng tthgéc hodc gidm i&u rd rét cho dén khi chic nang than dugc cal
ng tu

thién. Khuyén céo kiém tra cong thirc méau va nong do kali huyét than n. Gidm ndng A9 magnesium huyét thanh ciing da dugce ghi
nhan khi diéu trj véi amphotericin B.

Doctinhtrén gan

Nén nglmg diéu tri néu két qua xét nghiém chirc ndng gan bat thudng (tang bromsulphalein, phosphatase kidm va bilirubin).

Doc tinh trén than kinh

Bénh nao do bach cau da dugc bao céo sau khi sir dung thubc tiém amphotericin B & nhirng bnh nhan dugc chiéu xa toan than. HAu hét
nhng bénh nhan nay dugc sir dyng amphotericin B liéu tich 10y cao. ' | -

Cag bioe céo v cac bién cd than kinh nhir viem mang nhén, bénh tdy, liét ¢o lién quan dén dudng ding thude tidm vao 8ng s8ng hodc khoang
judinhén. '

¢héng nén hoac cyc ky than trong khi ding dbng théi véi cac khang sinh doc than va cac thude chdng ung thu.

faduwgc

Abilg chira khodng 2,68 mg (dudi 1 mmol (23 mg)) natri. Vi vay, san pham duge xem la khdng chira natri.
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Tinh an 1odn khi sir dung thude & phu nir 06 thal chura dugc INSHIap, vi vily e strdung khi o ich o6 thé virot hon hiin nguy co o6 thd xdy ra
Phunircho conbu :
Chura xéc¢ dinh duoe kha nang tiét vao stra me clia amphotericin B, vivlly chi sh dyng khilgi ich cb thd vurgt hon hin nguy co o6 thé xdy ra

ANHHUONG CUA THUOC LEN KMA NANG LAI XE VA VAN HANH MAY MOC . O3 f
Vi m:‘\gyamphotoﬂun B bing dudng truydn (inh mach va bnh nhan phal nAm vidn vi thé khdng cho phép bdnh nhin 14 xe hode didu khibn céc
loai may. ‘ |

;\mc‘xc.mcm{cmwuoc
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Ha kali mau ki didu tri véri amphotericin B cd thé 1am tang ddc tinh cia cac glycosid tim hodc tAng curdmg tae dyng curariform cua thubc gidn co ;

XUONQ. ,

Corticosteroid v Corticolrophin (AC TH) b thé gla tang tac dung gidm kali do amphotericin B, '.
tinh cha flucytosine o6 thé gia 1ang khi st dung th;:f%i amphotericin B, b hd do tang sy hitp thu & 14 bao vivhodc sy suy gidm bal |

tiét qua thin

Cac phin Urng cAp tinh & phdi 381 khi dugre quan sét thiy & nhimg bénh ptmn si dyng amphotericin B trong hojc ngay sau khi truyn bach

chu. Ndn thch céce dich truydn ndy ra xa nhit cb thé va theo 88 chirc nang

Tuwong ky cua th o

Cac thubc gay t8 tai chd nhu procain HC! va lidocain HCI cb thd gdy két tia amphotericin B, Amphotericin B cing dugc cho 1a tuang ky

ranitidin HCI, cac khang histamin va vitamin. .

Khong tron Hn thudce nay véi cac thude khac,

TAC DUNG KHONG MONG MUON

cbcﬁcdw?khbngmong uwbnd An loal theo tAn sullt trén hé co quan' rit th gdp (2 1/10), thurdmg g (2 1/100, < 1/10), tgdp (2
101000, < V/ 00)‘Mm9¢pn(‘2 1/10%8.&h1/1000).75!h'&n00p(< MOOO%)VOU\M:O nsu&(khbngdﬁnhgu uvclbnwbtlucac(YO‘?»cu
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x Rné‘og)on méu vA hé bach huydt. Thudng gap: Thidu mau. It gap Mt bach chu hat, gidm bach chu, gidm tiéu chu. Hiém gap: RbI logn ddng

37 T DY g by i Ky s R B A S g R R *

- dich. Hidm . nungqu n, nvo. , !

;rRéc’ 'lg:'r: hc: hba 3& dinh durdng %M thudng glp: Ha kali huy‘i?," &hmg gdp: Ha magnesium huydt, gidm cam gidc them an. Hiém gép:

ang kall huyét®. .

. Rglgloon hé thdng thin kinh: Thudng gap. Dau dAu. ltgap: B&nh thAn kinh ngoai bién Hiém gép: Bénh nio, co giét.

~R&ilogn mAt Hidm gdp Nhin mé, nhin 4l

«R&iloan tai va ma dao. Hidm gdp. Dibc, U tai, chong mat.

- Réiloan tim: It gap- Réiloan tim bao gdm rung thAt*. Hidm gap: Ngirng tim_ suy tim*. .

- Réiloan mach: Rt thudng gap: Ha huydt ap. Hidm gap: Tang huydt ap, sbc.

- R loan ho hip. ngurc. trung thAt RALthudng gdp Kho the [t gdp: Co that phé quan. Hidm gdp. Djirng viém phé nang, phu phdi khéng do tim.
d’:yb'n,;%t‘n tw. RA?;WW gap. Budn ndn, ndn mira, Thudng gép. Tidu chay. It gép: Pau vung thugng vi. Hiém gap: Kho tidu, viém da
-R&iloan gan mat: Thudng gap. BAt thudmng xét nghiém chire nang gan*®, bt thudmg chire ndng gan. It gap: Vang da. Hiém gdp: Suy gan cép.
m da va md dudi da: Thudng gdp: Ban da Hiém gdp: Phat ban dat sdn, nglra, tréc da, hoai tir biéu bi nhidm ddc, hot chémg Stevens-
-isgloanoo 3 v&monnkérltgap;bauéoo Hiém gaip: Dau khép. > e uyé o 6ng

= RO loan thdin va tiét nidu: Rat thudng gap: Bat thudmg xét nghiém chire ndng thin, bao tang uré huyét, nhiém loan than, ching thin
hu. Thudng gép: Suymngp'. itodp: Suy than®. Hiém gap: Va nidu, daithdo nhatngudn géc thdn, thidu nidu.

- Cac rdi logn khac va i vi tri tidm thubc: RAt thudmg gap' On lanh*® (thudmng xdy ra trong vong 15 dén 20 phit sau khi bat dlu dibu try), sdt. |
Thudng gép: Dau tal chd tidm * (cd hoac khdng cb viem tinh mach hodc viém tac tinh mach). It gdp: Thoatmach. Hidm gap: Dau va khé chiju

- Xét nghiém: Rt thurdng gép: Creatinin mau tang*. Hiém gap: Glam cén. ) _. .

* Xem myc Canh béo va than trong khi diung thube.

QUA LIEU VA CACH XU TRI ’ ‘ | bl

fe
Qua lidu amphotencin B o6 thé gay ngirng tim hodc ngunag tim phdi cb nguy co tir vong. Néu nghl ngér cé qua lidu thi phai ngung didu tri vatheo
d"g tl:‘\)h tzm l:gt\ hsg;gmcéda behrah nhan (tim mach - hé hip, chire ndng thin, chirc ndng gan, tinh trang huyét hoc, ndng dd dienggﬁl trong huyét t
nh)v utrf ho trgr :
Amphotericin B khdng cd khd nng thAm phan Trurdce khi bat dAu didu tr lai, tinh trang cba bénh nhén cin dugc &n dinh (bao gbm ¢ viéc phyc E
hbisvthiéuhutaieng&i,..) i
DACTINHDUQCLUCH ~ . . ) il ~ - : '
- Nhém duee ly: Thube GXS tri nhidm triing todn than G ) - &
-MAATC: JO2AAD1 - G ' . ;
- Cor ché tic ddng: Hoat tinh 1am sang cda Amphotericin B da ching td c6 hoat tinh khang ndm Candida spp., Crmcus neoformans,
s nsis, Aspergillus |

Blastomyces dermalitidis, Hi sma capsulatum, Torulopsis glabrata, Coccidiodes immitis, Paracoccid
spp., va cac lodi gdy bénh Mycor. Amphotericin B 14 thubc lua chon trong truémg hop nhidm ndm tién trién va c6 thé gay tir vong. Tay |
vaao ndng 84 clia thudc trong dich co thé va tinh nhay cam cia nbm amphotericin B c6 thé cb hogttinh kim ndm hodic digtném. - 3 |

DAC TINHDUQC DONGHOC : \ |
Krid&ngmoodmlruyénﬂnhmadw.nbpggdinhlmngméudatkhoéngt(ro.s-ntug/ml..NbongtmnoblnhtmngméudatdéngiétnSOO'
ng/mL vén cac lidu duy tri Amphotericin B t manh vin protein huydt tuong va phan bd réng ral, nhung chinhGng lugmg rét nbd qua vao dich
nao tuy. Thér gian ban thai cia amphoterian B khodng 24 gidy sau thii gian dibu tri dai ngay, thot gian ban thal glai doan tan cing tang té1 15ngay.
Amphotericin héa duge bai iét chdm luomi’r:hb trong nude lidu. Sau khi két thic didu tri, 6 thé tim thdy lugng vét amphotericin )
B trong nuoct mau vai tuln sau dé6. Amphotericin B khéng dugc logi bd bang cach thdm tach mau, !

QUYCACHDONGGOI
H6p 110 bdt déng khod pha tiém

BAO QUAN |
Bao quan & nhidt dd 2 - 8°C. Tranh anh sana trgc tiép. Dich truyén phai duge tranh dnh sang trong khitruyén,

HANDUNG e

24 théng ki t(r ngay san xuht Dung dich thubc sau khi hoan nguyén c4 thé bn dinh trong thesi gian 6én 7 ngay khi bdo quan & nhigtad 2-8°C.

TIEU CHUAN CHAT LUQONG CUATHUOC
USP :

s

| ! '

CO SO SAN XUAT: .
Plot No K-27, Jambivili Village, Anand Nagar, Additional MIDC Ambemath (East),

i ' BHARAT SERUMS AND VACCINES LIMITED -
- PBSV

Thane 421501, Maharashtra State, An D
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