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HUuNG oAN sU ouNe rruudc
Rx

THUO: t'tAy cni ouNG THEI DoN ruudc

USARMICIN
Dec xY mfoNc o,{t't srl oUNG TR(loc KHr DUNG

oE xl rriu r,q.y rRE EM

rn1Nc a/io Nc,ay cno nic si noic D{Jqc si
NulNc ric o(lt'tc xu1ttto MzNG uudtt Gip pH,,ir xrut stJ o(tNc rnudc

1. Thinh phin cdng thrfrc thu5c:

Thdnh phin dwgc chdt:

Fosfomycin calcium hydrat........................ 5 00 mg

Thdnh phin tti tlwgc: Manitol, Microcrystalline cellulose, Polyvinylpyrrolidone K30, Sodium

starch glycolate, Magnesium stearate.

2. D?ng bio ch6: Vi6n n6n: Vi6n n6n ddi miu tring, hai mflt l6i, c4nh vd thdnh vi6n ldnh l{n.

3. Chi tlinh:

Chi dinh phii dUa vdo ho4t tfnh khring khuAn, dac tfnh kh6c nhau vC dugc dQng hqc ctia d4ng

fosfomycin vd cilc nghiCn criu l6m sang hiQn c6.

Nhi6m khuAn ducrng titit nieu du6i c6p chua c6 bitin chtmg (vi6m bing quang cAp) do

Escherechia colihogc Enterococcusfaecalis nh4y cim v6i fosfomycin, d{c biet h AOi vOi phg

nt. Kh6ng dugc chi dinh dti di6u tr!vi6m thfn ho{c 5p xe quanh thfn.

Trudc vd sau khi dung fosfomycin cAn ph6i nu6i c6y benh phAm nu6c titiu OC aieu tri v6n cdn vi \
khuAn trong nudc ti6u d0 tim vi x6c dinh dO nhey cim cria vi khuAn v6i

vdn cdn vi khurin trong nu6c ti6u, phii thay khring sinh kh6c.

4. Cfch dtng, li6u ding:

Crich ttilng.'Thu6c c6 th6 dtng ri6ng rO hoflc phOi hgp vdi c6c kh6ng sinh

thu6c. sau diAu tr!

beta-lactam,

aminoglycoside, macrolid, tetracyclin, chloramphenicol, rifamycin, vancomycin vd lincomycin.

Fosfomycin dirng <ton ttQc dE gdy kh6ng thu5c, do d6 n€n phdi hqp vcri cric khring sinh khric.

Liiu dilng:

Nhi6m khuAn <tucrng titit nieu dudi kh6ng bitin chrmg: ngudi l6n uting 3 g mQt li6u duy nh6t.

NhiSm khu6n ngoii dulng titit niQu do c6c vi khuAn Gram duong hoflc Gram 6m nh4y cdm:

Ngudi lon: U6ng 0,5 - 1g c6ch 8 gio mQt lAn.

KhuyiSn cdo ndu quAn u6ng m\t liAu thu6c: U6ng ngay 1 li6u khi ban nh6 ra minh dd qu0n u5ng

thudc. Nhmg n6u thdi gian nh6 ra gdn lieu ke ti6p thi b6 li6u d5 qu6n vi uting nhu theo thdi gian

quy d!nh. Kh6ng dugc u5ng g6p d6i li6u trong trudng hqp qu6n ding thu6c.

5. Ch5ng chi tlinh:

Mdn cim v6i b6t ky thanh phAn ndo ctra thulSc.

Vi6m th$n, vi6m b6 thdn ho{c 6p xe quanh thfln.

Suy thfn c6 Cl., < 5 ml/phrit.
t/5
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6. Cinh b6o vir th$n trgng khi dtng thudc:

Trong tti€u trini5u kh6ng phiii trq'p kh6ng sinh c6 the gflp vi khudn kh6ng thu6c nhanh itQt bii5n.

DO han chti su khang fosfomycin cria vi khuAn c6n ph6i ph6i hqrp thu6c voi c6c kh,irre sinh kh6c.

CAn thdn trgng khi dtng thu6c o nhirng nguoi bQnh c6 phir, t6ng huy6t 6p ho{c dang dirng

corticoid. Nhirng ngudi bQnh suy tim dang dirng thu6c trg tim lo4i digitalis niiu dung fosfomycin
k6o dii cAn phii thudng xuy6n ki6m tra kali huytit vi dtng b6 sung kali vi thu6c c6 th6 ldm ha

kali huyi5t.

Su dang cho bQnh nhdn cao tuiit: Fosfomycindugc bii titit chir y6u qua thqn. Do bQnh nhdn cao

tudi thuong bigiam chirc n6ng th4n, cdn luu y khi sri dpng thu6c cho tt6i tuqng bQnh nhdn niy,
c6 thtl cAn giAm li6u.

Mannitol: C6 the c6 tdc dqng nhuAn trang nhg.

7. Sfr dgng thu6c cho phg nii c6 thai vir cho con bfi:

S* dung thu6c cho phq nft c6 thai:l36ng c6 dir liQu vO sri dpng thu6c tr6n php nt c6 thai, chi

n6n dtng thudc nrlu lqi ich vugt tr6i so vdi nguy co.

S* dyng thuiic cho phq nii cho con bil; Thu6c vdo ducv. c sira m9. M[c du n6ng dQ fosfomycin r6t

th6p trong sta mg nh,mg v6n khdng n6n dtng thu6c khi m9 dang cho con bri. Truong hqrp phni

dirng fosfomycin thi m9 phti ngtng cho con bri.

8. Anh hu6rng cria thu6c l6n khi nlng l6i xe, v$n hirnh m6y m6c:

Th4n trgng khi l6i xe vd v4n hinh m6y m6c vi thu6c c6 th6 gdy dau dAu, ir tai, ch6ng m6t, kh6

ch!u, ...

g. Tuong tr{c, tuong lqy cria thu6c:

Metoclopramide vi c6c thu6c ldm tdng nhu tlQng ttudmg ti6u h6a khi dirng tl6ng thdi v6i

fosfomycin sE ldm gi6m n6ng dQ fosfomycin trong huyiit tucrng vi trong nu6c titiu.

Fosfomycin c6tdc dpng hiQp d6ng tdng mrlc v6i kh6ng sinh nh6m p-lactam, aminoglycoside,

macrolide, tetracyline, cloraphenicol, rifamycin,

10. T6c dBng kh6ng mong mu5n cfra thu6c:

Thuong gfip, ADR > 1/100

Ti6u h6a: iachtty,budn n6n, dau bpng, kh6 ti6u.

ThAn kinh: Dau dAu, ch6ng m[t, suy nhugc.

Sinh dpc nfr: Vi6m Am d4o, r6i lo4n kinh nguyQt.

Mfii hgng: Vi6m mfii, vi6m hqng.

Da: Phrit ban.

colistin,

6
/

D

PH

vi lincomycin.

h gqp, 1/1000 < ADR < 1/100

Ti6u h6a: Phan b6t thudmg, t6o b6n, ch6n 6n, kh6 miQng, diy hoi, n6n.

ffran Hntr: SOt, trQi chimg crim, m6t ngri, ngri gd, dau nria dAu, dau co, clng th6ng than kinh, di cnm.

Ti6t niQu: Ift6 ti6u tiQn, ti6u tiQn ra m6u.

Sinh dr,rc nf: R6i lo4n kinh nguyQt.

Tai: Rdi lo4n thinh gi6c.

Da: Ngria, lo4n s6c t6 da, ph6t ban.

2ts
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Hidm grtp, ADR < 1/ 1000

tvtlt: vi6m day th6n kinh thi gi6c mQt b0n.

M4ch - m6u: Pht mpch, thi6u m6u b6t san.

H6 h6p: Hen phti quan.

Gan - tiOu h6a: Vane da, ho4i tri gan, phinh t14i trang nhi6m dQc.

Cdch x* tri ADR

Khi dang dtng thu6c n6u th6y bi€u hiQn cria c6c t6c dpng kh6ng mong mu6n trOn c6n ngtrng

dtng thu6c ngay. Truong hqp gap c6c ph6n ung b6t thuong n{ng cAn phii xri tri kip thoi. Ngodi

viQc duy tri c6c chric n6ng s6ng cen phAi t1i6u tri triQu chimg kdm theo.

Th6ng bdo ngay cho bdc s7 hortc duqc sT nhiing phdn *ng cd hqi gfip phdi khi s* dltng thuiic.

11. Qud li6u vi cr{ch xft tri:

Qud liiu: Kh6ng c6 dir liQu v0 sir dpng thu6c qu6liOu, kh6ng dtng qu6li6u chi d!nh.

Cdch x* tr[: Tichcyc theo d6i dC c6 biQn ph6p xri tri klp thoi.

12. Dic tfnh duqc lgc hgc:

Nhdm duqc l!,: Kh6ng sinh.

Mfi ATC: JOlX X01

Co chii tttc tlqtng:

Fosfomycin ld mQt khang sinh d6n xu6t tri acid fosfonic, dugc t6ch chi6t tt Streptontyces fracliae
vd ciic Streptomyces kh6c hoflc dugc t6ng hgp, c6 t6c dUng diQt khuAn. Tric dgng diQt khu6n cria

thudc li do ric ch6 enzyme enolpyruvyl tranferase, ldm gi6m sg t4o thanh acid uridin diphosphat-

N-acetylmuramic, li giai do4n dAu cira qu6 trinh t4o thinh tti bao vi khuAn.

Fosfomycin c6 ph6 t6c dung rQng. In vitro thudc co titc dgng tr0n c6c vi khuAn Gram duong vi
Gram 6m, d{c biet la ciic vi khudn thuong gdy vi6m nhi6m duong tiilt niQu nhu E coli, Proteus,

Klebsiella, Enterobacter, Pseudomonas, Seratia, Enterococcus pneumonia, Hoemophilus

infuenzae vd Neseria spp. Tuy nhi6n, trong thyc t6 c6 mQt vdi chtng Pseudomonas aeruginosa

kh6ng l4i thu6c vd Bacteroides kh6ng nh4y c6m. In vivo tinh hiQu qui dd dugc x6c <tinh dOi vOi

E. coli vd Enterococcus faecalrs. Ngodi nhi6m khuAn dulng titit niQu vd ti6u h6a, fosfomycin dE

<lugc nhi6u nu6c tr6n thtl gi6i dung don dgc hoac phOi hqp vdi kh6ng sinh kh6c ae Aieu tri c6 ki5t

qui (81,1%) nhiCm vi khuAn Gram duong val hoflc Gram 6m bao g6m vi6m ph6i, va c6c vi6m

nhi6m hO h6p khric, vi6m ctit tiy, vi6m mdng ndo, tai, mfii hgng, nhi6m khudn ngo4i, sAn phq

khoa, nhi6m khuAn huytit, vi6m khop, viOm h4ch c6, nhi6m khuAn mit, nhi6m khuAn bdn ch6n 0

ngudi d6i th6o dulng.

I(h6ng thutic dE xu6t hiQn, thulng xay ra trong khi di6u tri. Khdng thu6c c6 thO qua th6 nhiSm

sic hoflc mQt s6 chirng theo co chti truy6n qua plasmid. Do d6, trong thgc hdnh l6m sing, kho c6

th6 dung fosfomycin don dQc nhurrg cho tltin nay kh6ng th6y kh6ng ch6o hoflc tfnh d6i kh6ng cira

fosfomycin vdi c6c kh6ng sinh khric. Fosfomycin thucrng c6 t6c dqng hiQp ddng v6i mQt s6

khrlog sinh, d{c biQt v6i nh6m kh6ng sinh ric ch6 cdc bu6c cu6i trong t6ng hqp thdnh t6 bio vi

khudn (nhu nh6m beta-lactam), aminoglycoside, macrolid, tetracylin, chloramphenicol,

rifamycin vd lincomycin, ch5ng lai Enterococcus, Staphylococcus khatg methicillin vd
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Enterobacteria. }y'rQt sd nghiOn cuu thudng cho th6y khi ph6i hgrp fosfomycin v6i khang sinh

nh6m aminoglycoside c6 ttr,i nm gi6m dQc tinh tr6n thfn cta aminoglycoside.

Fosfomycin dugc dtrng dudi ba d4ng: Fosfomycin calci, fosfomycin natri, fosfomycin

tromethamin,Y,hidung cAn chir f dtin tt4c tli6m khric nhau vd dugc dQng hgc.

13. D{c tinh dugc dQng hgc:

Fosfomycin calci h6p thu k6m qua dulng ti6u h6a, sinh khi dung theo ttuong uting chi itat 30 -

40%. Thtrc 5n ldm giim sinh khi dpng vd thii trir thu5c, ntrmg kh6ng 6nh huong ittin k6t qun

di6u tri. Sau u5ng 4 gi<r HAu 1 g, ndng dg t6i da trong m5u li 7 microgam/ml. Tuy nhi6n,

fosfomycin trometamol lai h6p thu nhanh qua ducrng ti6u h6a. Sau khi u6ng 2 gio mQt li6u tucrng

duong v6i 3 g fosfomycin n6ng dQ thu6c trong huy6t tucrng d4t khoing 22 d€n32 microgam/ml.

TruyOn tinh m4ch trong 4 gio mQt [6u duy nh6t 49 fosfomycin dinatri, n6ng dQ dinh trong huy6t

tuong (n6ng <tQ lirc ngimg truy6n) d4t ttugc 123 * 16 microgam/ml. Sau d6 n6ng dQ gi6m xu6ng

24 + 7 microgam/ml vdo gid thti 8 vi 8 t 2 microgam/ml vio gid thf 2. Nira doi thii tru trong

huytlt tuong khodng 2 gitr.

Thutic kh6ng g6n vdo protein huyiSt tuong.

Phdn bt5 : Fosfomycin c6 trong lugng phAn tt nh6 (138), do d6, xdm nh{p vdo c6c m6 vi dlch co

th6 d6 ding, thuong <141 <lugc ndng dQ gifta20 vit 50% ndng dQ thudc trong huy6t thanh, cao hcrn

A,
nOu c6 vi€m mdng n6o.

Trong dlch mang ph6i : 7 - 43% n6ng <IQ thudc trong huy6t thanh.

d amidan : Khoing 50% n6ng dQ huyrit thanh.

O ni0m m?c xoang : Kho6ng 30% n6ng tlQ thu6c trong huyi5t thanh.

Trong ddm : 5 - l0% n6ng dQ thudc trong huy6t thanh.

Fosfomycin cfing vdo trong nudc 6i, san dich, b4ch huyiit, thtiy d!ch, chdt bii tii5t phti quan, 6 mt
. , l.ming ph6i, xoang, xuong (n6u cdn m4ch m6u nu6i du0ng), m4t.

Chuy6n h6a: Fosfomycin kh6ng chuy6n h6a vd cfing kh6ng qua chu trinh ruQt - gan.

Thii trir: Fosfomycin dio thAi qua duong titit niQu, chtr yilu qua lgc cAu thfn md kh6ng titit hoec

t6i h6p thu qua 5ng than. E0 thanh thii cta fosfomycin tuong tU nhu <IQ thanh thii cira creatinin

(100 - 120 ml/phrit). Fosfomycin th6i trir trong nu6c ti6u tr6n 85% trong 12 gid; mQt phAn nh6

thu6c th6y trong phan.Ndng d0 thu6c trong nu6c ti6u cao: Khi truy6n 4 g fosfomycin trong 4

gid, n6ng d0 thu6c dat 3000 mg/lit trong khi truyAn, 3800 mg/lft gita gio thri 4 vd thri 8 vd

l600mg/lit giir gio thri 8 vd 12 gid. Sau khi uting 2 - 4 gio mQt liAu duy ntr6t : g fosfomycin

trong metamol, ndng dQ fosfomycin d4t dugc trong nu6c ti6u h 3 mg/ml vd duy tri ndng d0 di6u

tri 200 - 300 microgam/ml trong nu6c ti6u sau 48 gid.

Kh6ng c6 sg kh6c biQt n6ng dQ thu6c trong nu6c ti6u o ngucri cao tu6i vi ngudi tr6 tu6i. Do d6,

khdng cAn di6u chinh li6u.

Suy thfn lim giim nhiAu bdi titit fosfomycin, do d6 cAn phii di6u chinh li6u.
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. 14. Quy crich d6ng g6i:

- HQp 02 vi x 10 viOn n6n kdm tcr hucmg d6n sri dpng thu6c.

- HQp 05 vi x 10 vi6n n6n kdm to huong d6n sti dqng thu6c.

- HQp l0 vi x l0 vi6n n6n kdm td huong d6n sri dgng thu6c.

15. Didu kiQn bio quin, h4n dtng, ti0u chuin chdt lugng cria thu5c:

Di6u kien b6o quan: Noi kh6 tho6ng, tr6nh 6nh s6ng,

H4n dirng: 36 th6ng ki5 tir ngny sin xu6t.

Ti6u churin ch6t lugng: Theo TCCS s6 ft-tpO+:

16. TOn, ilia chi cfra co s& sin xudt thu6c:

TAn co s6 sdn xudt: CHI NHANH CONG TY CO PHAN DI.IOC PHAM PHONG PHU _ NHA

uAy SAN XUAT DUOC PHAM USARICHPHARM

Dla chi: LO 12, Duong s6 8, Khu c6ng nghiQp Tan Tao, Phudrng Tin T4o A, Quan Binh Tan,

Thenh phO UO Chi Minh.
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