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* AMPHOTRET
Bt ddng kho pha tiém amphotericin B U.S.P.
Thude nay chi ding theo down ciia bdc sf.
Thude niy chi ding dé tiém dnh mach cho binh nhan ngi tri.

Tén thube:
AMPHOTRET

Amphotericin B pha tiém U.S.P. (Bt dong khd)
Thinh philn, céng thire cho mjt dom vi déng g6l nhé nhat;

Méi lo thiy tink chiza:

Amphotericin B U.S.P. 50 mg

Ti duge: Natri deoxycholat, acid phosphoric, natri hydroxyd.
Dang bio ché ciia thude:

Amphotret 14 bt d0ng khd pha tiém tinh mach.

Quy cich déng goi:
Hop x 1o dung tich 10ml chira bt dong khd pha tiém tinh mach
Chi dijnh:

Amphotret (amphotericin B pha tiém tinh mach) dimg chii yéu cho bénh nhin bj
nhiém ndm tién trién, nguy hifm c6 khi niing de doa tinh mang. Sén phim nay khing
duge ding dé diéu ui nhi®m nim khéng xém ldn, nhu 12 ndm candida &m dao, ndm
miéng, ndm Candida thyc quén trén céc bénh nhin ¢ bach ciu da nhin trung tinh &
mire binh thuime.

Amphotret (amphotericin B pha tiém tinh mach) dwge ding d& didu tri céc nhifm nim
nhay cdm w&i Amphotericin B, nhu Candida spp., Aspergillus spp., Cryptococcus
neoformans, Mucor spp., Rhodotorula spp., Absidia spp. Blastomyces dermatitidis.

Liéu lrgng, cich ding vi dwimg ding:

Xac dinh liéu ding amphotericin B chii yéu theo kinh nghi¢m o6 xét dén dép img diéu
tri, ddc tinh trén thin va khi ning dung nap thube ciia bénh nhin. Lidu duy tr hang
nghy théng thuimg clia Amphotret 13 0,5-1 mg/kg amphotercin B; ¢6 thé ding lidu



cao hom, nhumg tdng lidu hang ngay khong bao gitr duge vieot qué 1,5 mg/kg thé trong
vi qué liéu amphotericin B c6 thé giy ngimg tim mach va ho hip.

Phiin lém céc ching ndm nhay cam bj ¢ ché in vitro & ndng 4 amphotericin B <
2ug/ml vi ndng 40 thude ndy cb thé dpt duge khi ding lidu twong duong 50-70 mg
amphotericin B. Két qua didu trj it tromg quan véi tinh nhay cim ciia ndm in vitro,

Amphotret ¢6 thé dung hing ngay hodc cach ngay. Ding cich ngay liéu ding gap doi
lifu diing hing ngiy clis amphotericin B dy tinh s& cho ndng d§ dinh cao hon. Kha
niing dung nap thude cling cdi thién khi ding phic db cich ngdy do khing phai dung
thitmg xuyén & gidm bét cée tde dung bit 1oi do tiém truyén lién e

- Lidu thir thim do:

Diing lidu thir thim do s& xdc dink duge bénh nhin 6 xu hudng o6 phin (g qui min
sdt cao hay rét run vi lanh cong. Mot liéu ban diu cho 1 mg amphotericin B o6 thé
tiém truyén trong 10-30 phit mi khong cin ding thube dir phong truie. Theo ddi
bénh nhin xem o6 phin img bit lgi nghiém trong ¢6 thé 6 cho dén 3 givr sau dé.
Khéng nén tri hodin viée diéu trj & bénh nhin bj bénh thé cdp tinh hay suy gikm mifn
dich.

- Bit ddu diéu trj véi liéu ting din:

Amphotret thuémg dwge bit diu voi lidu thip v ting ddn cho dén khi dat duge lidu
duy tri mong mubn. L¢ do 1a dé cii thi¢n sy dung ngp thudc clia bénh nhin dbi véi
cc phén (mg bt 1gi do tiém truyén. Chch ndy trén thire 1€ 6 the khong tt vi ¢6 thé
gy tri hodn viée sir dung lidu didu t cia amphotericin B 1én dén vai ngiy sau khi
quyét djnh bét diu phic db diéu tri véi Amphotret. Trir truémg hop trén céc bénh nhin
khong &n dinh, cdc phan img bét lgi do tiém truyén khong giy hiu qua di chimg
nghiém trong, khong nén tri hodn ding lidu didu tri cia amphotericin B (0,25-
0,30mg/kg/ngly) nhim trénh cic phan (mg bit loi lién quan dén tiém truyén. Cling
khong nén tri holin ding liéu duy tri cia Amphotret & bénh nhin ¢6 (¢ ché mida dich
hogc bénh cdp tinh.

- Théi gian tiém truyén:

Trong médt thit nghiém 1im sing 6 kiém sodt ngdu nhién nham dénh gid anh huémg
clia toc 40 tiém truyén trong thoi gian 4 gio hay 24 git, nhin thdy 1 tiém truyén chim
amphotericin B deoxycholat trong 24 gidr giam ty 1¢ tir vong, phin img bt loi va doc
tinh trén thdn so véi tiém truyén nhanh trong 4 gio. Chi dinh tiém tinh mach chim
amphotericin B & bénh nhin v6 ni¢u va bénh nhin gidm bai tiét kali. Khuyén cdo sir
dung déng thiri voi dung mbi pha loing 500-1000 ml dextrose tiém 5% hing ngj
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hodic cich ngiy khi cin pha lodng Amphotret dén ndng d3 amphotericin B khong vurgt
qué 0,Img/ml.

- Cich pha thudc:

Hoén nguyén thudc nhyr sau: cho tryc tiép 10 ml nude cit pha tiém vio lo chita bt
dong kho, Lic lg cho dén khi thu duge dung dich trong sudt. Pha lodng tiép dé thu
duge dung dich truyén bing dung djch tiém dextrose 5% cé pH > 4,2. Do Amphotret
khong chira chit bao quan hay kim khudn, phai tuyét ddi vo tring khi pha thubc va sir
dyng Amphotret.

Khong sir dung dich dic ban diu hodic dich pha lodng dé tiém truyén dung dich khing
trong sudt holic co ticu phin la.

Cé thé ding mang loc vi khudn (¢ 13 1 pm) ni tuyén aé tiém tinh mach Amphotret.
Chéng chi djnh:

Chéng chi dinh Amphotret trén clc bénh nhin da biét ¢6 qui min véi amphotericin B
hodic véni bét ky thinh phiin ndo cta thude.

Thin trong khi ding thude:
Chi bit diiu ding Amphotret trong diéu kign ¢6 nhin vién y 1é theo ddi 1im sing,

Cic phan img cip tinh bao gom sot, lanh run, dau dAu, budn ndn, va ndn li thuimg
gip.

Nhiéu thudc phy trg, thuémg ding bao gim acetaminophen, thube ching viém khing
phii steroid, thubc khang histamin, thude ching néin, meperidin, cic corticosteroid vi
heparin duge sit dung dé phong ngla vi didu trj cée phin img bt loi khi ding
Amphotret. Bénh nhin cé phin img manh khi ding liéu thim b cita Amphotret nén
duge vbng thude dy phong trude khi sir dyng cic licu tiép theo, hodc la khi co biéu
hién triéu chimg cb céc phin img bit li ndy.

Tuong tic cita thude vl cie thube Khie vi cie logi twong tée khic:

Amphotericin B cb thé gdy djc tinh 1én thin vi do d6 ciin phii theo ddi sit sao chirc
ning thin trén bénh nhin c6 s& dung ddng thii cic thube b ddc tink 1én thin khic
nhur che khing sinh, thube (e ché mién dich, pentamidin tiém.

Néu ¢6 thé, khing ding amphotericin B cho bénh nhén dang ding thubc chéng ung
thir.

Néi chung trinh diing thudc loi tiéu khi dimg amphotericin B. Néu cdn phii dugg
thube 1gi tiy, phdi theo ddi cdin thin trinh mit nirde va chit dign gidi,
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Tic dung gy suy kiét kali cba amphotericin B ¢é thé 1am ting tic dung cia cic thube
phong bé thiin kinh co va ting dic tinh ciia cic glycosid trg tim.

Ciéc corticosteroid ¢é lam ting suy ki@t kali vi tic dung irc ché mifn djch cla cde
thube nay co thé giy bt lgi cho bénh nhin nhi€m nim ning.

Céc thube gy té tai chd nhu procain HCl vi lidocain HCl ¢ thé ghy két tia
amphotericin B, amphotericin B cling duge cho 14 twong ky viéi ranitidin HCI, cdc
thubc khéng histamin v vitamin.

Sir dyng trén phy nir ¢6 thai va cho con bi:

Amphotericin B tiém di duge sir dung thinh cong vi 13 lya chon hang diu ¢é diéu i
nhiém ndm todn thin ning trén cic phy nt o6 thai ma khong thiy tic dung ndo rd
riing trén thai nhi, nhung chi mdt s it trudmg hop d& duge béo cdo. Céc nghién el vé
dgc tinh trén sinh sin ciia amphotericin B trén thé va chut thye nghiém cho thiy
khéng ¢é bing chimg nao vé dic tinh trén phoi, ddc tinh trén thai hode tinh sinh qudi
thai. Tuy nhién, tinh an toin khi sir dung thudc cho phy nit ¢6 thai hojc phy n cho
con b chua duge thict lip cho Amphotret. Vi thé, chi ding Amphotret cho phy nit c6
thai hodic cho con bii khi ¢6 bénh 1§ de doa tinh mang va Igi ich cho me nhidu hom 13
nguy co cho thai. ’

Hién chira rd c6 tim thiy amphotericin B trong sta me hay khiing. Thin trong khi sir
dung thude & phy nir cho con b vi khuyén ba me ngimg cho con b,

Anh huimg cila thude khi 14i xe va vin hanh miy méc:

Vi dilng amphotericin B bing dubmg truyén tinh mach va bénh nhin phii nim vign vi
thé khéng cho phép bénh nhin L xe hoje didu khidn chc logi miy.

Tie dyng khing mong mudn cia thube:

Truyén tinh mach amphotericin B bao gdm: ddc tinh Ién thin, thiéu méu, phin img
bt lgi do tiém truyén va viém finh mach. Djc tinh 1én thin la ddc tinh Ién co quan
han ché ding lidu caob, biéu hign li hogi tir 6ng thin. D&u hiu trigu chimg dde tinh
lén thiin bao gbm ting creatinin huyét thanh, ure méu, gidm kali méu v gidm magnesi
miu. Ddc tinh Ién thin ¢4 xu hiimg héi phue, mic di ¢6 bing chimg cho thiy lidu
ding vugt qua 4 dén Sg giy cho bénh nhin nguy co thay déi chirc ning thin khéng
héliphuc.

“Thing bdo cho bdc sy nhitmg tic dung khing mong mudn gdp phai khi sit dyng
thude™, : -



Dic tinh dwye lye hoe:

Hoat tinh lim sing cia Amphotericin B dii chimg o ¢6 hogt tinh khing nim Candida
spp.. Cryptococcus neoformans, Blastomyces dermatitidis, Histoplasma capsulatum,
Torulopsis glabrata, Coccidiodes immitis, Paracoccidioides braziliensis, Aspergillus
spp.. vi chc loi ndm giy bénh ndm Mucor. Amphotericin B 13 thudc lya chon trong
truémg hop nhiém ndm tién trién va c6 thé gdy tir vong. Tiy vio ndng dd cia thubc
trong dich co thé vi tinh nhay cam cia ndm amphoterixin B c6 thé c6 hoat tinh kim
nim hodc di§t nam

Dic tinh dwge ding hoc:

Khi diing theo dumg truyén tinh mach, ndng d§ dinh trong miu dat khodng tir 0,5 — 4
pug/mL. Nbng 4§ trung binh trong médu dat dén gid tri S00 ng/mL v6i céc lidu duy tri.

Amphotericin B gin két manh véi protein huyét twong va phin bd rong rii, nhung chi
nhimg lugng rét nho qua vao dich nio tuy.

Théri gian ban thi ciia amphotericin B khodng 24 gitr sau thini gian didu tr dii ngay,
thin gian bén thii giai dogn tin cling Wng 167 15 ngdy.

Amphotericin khng chuyén hoa dugc bai bai tiét chim lugng nhd trong nudc tidu.

Sau khi két thie diéu trj, ¢6 thé tim thiy lugng vét amphotericin B trong nude tidu va
miiu vii twin sau 36, Amphotericin B khéng duge logi bo bing cich thim tich mau.

Qui lidu vi céch xir tri:

Qua liéu amphotericin B 6 thé giy ngimg tim phéi. Néu nghi ngér c6 qué lidu thi phai
ngimg diéu trj va theo d&i bénh nhan trén lam sing va cin két hop didu trj hd trg.

Ciic diiu higu lwu ¥ va khuyén cdo:

- Dé xa thm tay tré em.

- Doc k§ hrimg din sir dyng trude khi ding.
- Néu ciin thém théng tin xin héi  kién bic s3.

Piéu kin bio quin thude:

Bao quin & nhift 40 2 - 8 °C. Trinh dnh sdng tryc tiép.
Dich truyén phai dugc trénh dnh séng trong khi truyén.
Han ding ctia thudc:

24 thiing ké tir ngay san xuft.



Dung dich thudc sau khi c6 thé én dinh trong thoi Bian dén 7 ngay khi bio quin &
nhi¢tdp 2-8°C.

Tén, dja chi cia 1o chire, ¢d nhiin chju trich nhi¢m vé thude:

Théng tin nha san xudt:

BHARAT SERUMS AND VACCINES LTD,,

Dia chi viin phong: 17 Floor, Hoechst House, Nariman Point, Mumbai, Maharashtra
400 021, India

Dia chi nhd may: K - 27, Jambivili Village, Anand Nagar, Additional M.1.D.C.
Ambernath (E), Maharashtra, India



