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FOXMYZIL 250
FOXMYZIL 500

Thube nay chi ding theo don thude
Dé xa thm tay tré em

Doc ky huéng din sir dung trwée khi ding

THANH PHAN

Thénh phién hoat chét:

M&i vién nang cimg FOXMYZIL 250 c6 chita:
Fosfomyein ........oeeueeeveeieesererinn, 250 mg
(dudi dang fosfomycin calci)

Mbi vién nang citng FOXMYZIL 500 c6 chira:
Fosfomycin .......cceeveeeieivereenererenn. 500 mg

(dud6i dang fosfomycin calci)

Thanh phan G duoe: Calci hydrophosphat khan, povidon K30, magnesi stearat.

DANG BAO CHE
Vién nang cimg,

M6 ta san phdm:

FOXMYZIL 250: Vién nang cimg s6 2, thin mau x4m nhat, ndp mau xam dam, bén trong chira

bt mau tring dén tring nga.

FOXMYZIL 500: Vién nang cig s6 0, thdn mau x4m, nip mau xanh duong, bén trong chia -

b6t mau tring dén tring nga.

CHI PINH

Diéu trj cic nhiém khuan do vi khudn nhay cam trong cdc bénh sau: Nhiém khuén sau & da, viém

- A A % A = A e n & s . a . [ A
bang quang, viém rudt nhiém khuin, viém tdi 1€, chép lgo, viém sun mi, viém tai gifta, viém

xoang.

Cdc vi khuan nhay cam véi fosfomvein
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Staphylococcus sp., Escherichia coli, Shigella sp.. Salmonella sp., Serrattia sp., Proteus sp.,

Morganella morganii, Provindencia retigeri, Pseudomonas aeruginonsa va Campylobacter sp.
LIEU DUNG, CACH DUNG
Li¢u ding
Liéu thudng ding cho ngudi 16n 1a 2 - 3 g fosfomycin médi ngay, chia lam 3 — 4 lan.
Tré em: lidu hang ngay tir 40 — 120mg/kg ubng lam 3 — 4 lan ©.

(*) Dang vién nang ciing 250mg va 500mg khéng phit hop dé chia liéu cho tré em, vui long sie
dung ché phdm khdc c6 dang béo ché phii hop.

C6 thé diéu chinh liéu ding tiy theo tudi va tridu ching 1dm sang ctia bénh nhén.

Theo nguyén the chung, chi nén sit dung fosfomyein trong thoi gian t5i thidu dé diéu tri tinh
trang nhiém khudn ciia bénh nhan sau khi d& khing dinh tinh nhay cim cta vi khudn gy bénh
“ dbi vé6i thude dé tranh nguy co khang thude.

Cich dung

Dung dudng ubng. s

CHONG CHI PINH
Bénh nhin min cam voi bét ky thanh phan nao cta thudc.
Viém than — viém bé than hodc 4p xe quanh thén.

CANH BAO VA THAN TRONG KHI DUNG THUOC

CAn thén trong khi sir dung fosfomycin cho bénh nhan réi loan chirc nang gan, do thude ¢6 -

thé lam niing thém tinh trang réi loan chirc ning gan.

Sir dung cho bénh nhin cao tudi

Fosfomycin dugc bai tiét chi yéu qua than (xem myc Dugce dong hoc). Do bénh nhén cao tnbi -

thuong bi suy giam chitc ning thin, cin luu ¥ khi sir dung thudc cho ddi twong bénh' nhan
nay, c¢o thé cin giam licu.
SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Phu nit ¢6 thai

Cho dén nay chua c6 nghién ctu ddy di. Do vy, viée sir dung fosfomycin & phy nit mang

thai phai hét sirc than trong va chi ding thude khi that sy can thiét.

Phu nir cho con ba
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Thude vao dwge sita me. Mic du ndng do fosfomyein rét thdp trong sita me nhimg vAn khéng
nén ding thuée khi me dang cho con bii. Truon g hop phai dung fosfomycin thi ngudi me phai
ngimg cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Thubc c6 thé gy ra téc dung phy 12 0 tai, chong mit, dau diu. Néu bi anh huéng, bénh nhan
khdng nén lai xe hodc van hanh may mdc.

TUONG TAC THUOC

Metoclopramid va cdc thudc lam ting nhu dong dwdng tidu héa khi ding ddng thoi voi

fosfomycin sé& lam gidm ndng d6 fosfomycin trong huyét tuong va trong nude tiéu.

Fosfomycin ¢6 tac dung hiép ddng ting mic véi khang sinh nhom B-lactam, aminoglycosid,

macrolid, tetracyclin, cloramphenicol, rifamycin, colistin, vancomycin va lincomycin.
o TAC DUNG KHONG MONG MUON

Tén suit ciia téc dung khong mong muén dugc quy uéc sau day: Rét thuomg gip (= 1/10),

Thudmg gap (> 1/100 dén < 1/10); it gap (> 1/1.000 dén < 1/100); hiém gap (> 1/10.000 dén <f

1/1.000); rat hiém g#p (< 1/10.000); khong r3 (khong thé wéc hwong tir sb lidu hién c6).

H¢ co quan Tén suit Téc dung khong mong mudn

Réi loan gan Chua rd Réi loan chirc ning gan nhu ting AST (GOT),
ALT (GPT), phosphatase kiém, LDH

Réiloan tiéu héa | Chuard Budn nén, nén, dau byung, tiéu chay / tiéu phan

l6ng, #n khong ngon, dy hoi, ¢ chua.

“ ,
R&1 loan chirc nang | Chua rd Phu, ting BUN
than
Réi loan da va mé | Chuard Phat ban, ndi may day, ngtra
dudi da
R6i loan mau va hé | Chua 16 Tiang bach cau &i todn, giam tiéu ciu
tao mau
Réi loan hé thin | Chuars Pau ddu, 0 tai, chong mat
kinh

Thay di hé vi sinh | Chua 16 Loét miéng
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vét

R&i loan khac Chua rd Klebsiella oxytoca khéng nhay cam cé thé xuat
hién do sg thay ddi cia vi khudn nhwr bbe hoa,

mén do, sbt, hdi hdp va khé chiu

QUA LIEU VA CACH XU TRi

Cho dén nay chua cé bdo cdo vé qua lidu khi dung fosfomycin. Hién khong c6 thude ddi khang
fosfomyein dic hiéu, do vy khi gip ngd ddc, cdn phai 4p dung bién phép diéu tri tich cuc, diéu tri

triéu chirg va loai fosfomycin ra khoi co thé.

PAC TINH DUQC LUC HQC

Nhém dwge ly: Khang sinh tac dung toan than.
Ma ATC: JO1XX01
Téc dung dwoe ly:

Fosfomyein 12 mdt khang sinh din xuét tir acid fosfonic, duge tich chiét tir Streptomyces
fradiae va cAc Streptomyces khac hoiic dugc tong hop, ¢6 tac dung diét khuan. Tac dung dief
khuédn cua thube 1a do tic ché enzym enolpyruvyl transferase, lam giam su tao thanh acid
uridin diphosphat-N-acetylmuramic, 1a giai doan dau ciia qua trinh tdng hop thanh té bao vi

khuan.

Fosfomycin ¢é phd tic dung rong. I vitro, thude co tic dung trén cac vi khuin Gram duong

va Gram am, dic biét 1a cdc vi khuén thuong giy viém nhiém duong tiét ni¢u nhu E. coli,

Proteus, Klebsiella, Enterobacter, Pseudomonas, Serratia, Enterococcus, Staphylococcus -

nhay cam hodc khing meticilin, Streplococcus preumonia, Haemophilus influenzae va

Neisseria spp. Tuy nhién, trong thuc t& c6 mot vii chiing Pseudomonas aeruginosa khing lai

thudc va Bacteroides khong nhay cam. In vivo tinh hiéu qua da duge xéac dinh déi véi E. coli

va Enterococcus faecalis. Ngoai nhidm khuin dudng tiét nidu va tiéu hoa, fosfomyqin:dﬁ
duoc nhidu nude trén thé gioi dung don doc hodic phéi hop véi khang sinh khac dé diéu tri cé

két qué (81,1%) nhifm vi khuén Gram duong vi/hodic Gram &m bao gdm viém phdi va céc

viém nhim hé hép khéc, viém cot tiy, viém mang ndo, tai, miii hong, nhiém khuin ngoai, san

" phu khoa, nhiém khuin huyét, viém khép, viém hach cd, nhiém khudn mét, nhim khuin ban °

chan & nguoi ddi thao duong.

Khang thude da xuét hién, thuong xéy ra trong khi diéu tri. Khang thudc c6 thé qua nhiém shc
thé hodic mot sb chung theo co ché truyén qua plasmid. Do @b, trong thuc hinh 14m siang, kho
c¢6 thé ding fosfomycin don dgc nhung cho dén nay khong thay khang chéo hodc tinh dbi
khang giita fosfomycin v6i cdc khéng sinh khéc. Fosfomycin thudng c6 tic dung hiép dong
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voi mét s6 khang sinh, dic biét v6i nhém khéng sinh wrc ché cac budc cudi trong tdng hop
thanh té bao vi khuin (nhu nhom beta-lactam), aminoglycosid, macrolid, tetracyclin,
cloramphenicol, rifamycin va lincomycin, chéng lai Enterococcus, Staphylococcus khang
methicilin va Enterobacteria. Mot sb nghién ctru con cho théy khi phéi hop fosfomyein véi

khang sinh nhém aminoglycosid c6 thé 1am giam d¢c tinh trén than ctia aminoglycosid
PAC TINH DUQC PONG HOC
Hip thu
Fosfomyein calci hap thu kém qua dudng tiéu hod, sinh kha dung theo duémg udng chi dat 30

-40%. Thirc an lam giam sinh kha dyng va thai trir thuc, nhumg khéng anh hudng dén két qua
diéu tri. Sau ubng 4 gid lidu 1 g, nong db tbi da trong mau 1a 7 microgam/ml.

Phén bé
Thube khong ga‘in véi protein huyét tuong. Fosfomycin ¢6 trong lugng phan tir nho, do do,
x&m nhp vao cdec md va dich co thé d& dang, thudmg dat duge ndng do giita 20 va 50% néng
d6 thude trong huyét thanh.
Trong dich nfo tiy: khodng 20% ndng d¢ thubc trong huyét thanh, cao hon néu c6 viém mang®
ndo.
Trong dich mang phdi: 7 — 43% ndng d thudc trong huyét thanh.
O amidan: Khoang 50% ndng do trong huyét thanh.
O niém mac xoang: Khoang 30% ndng dé thude trong huyét thanh.
Trong ddm: 5 — 10% néng do thudc trong huyét thanh.
Fosfomycin ciing vao trong nude i, san dich, bach huyét, thay dich, chat bai tiét phé quan, &
mi mang phdi, xoang, xuong (néu con mach mau nuéi dudng), mét.

Chuyén héa
Fosfomycin khong chuyén héa va ciing khéng qua chu trinh rudt - gan.

Thai trw
Fosfomycin dao thai qua dudng tiét niéu, chit yéu qua loc cAu than ma khong bai iét hodc tai -
hz‘lp thu qua 6ng than. D6 thanh thai cia fosfomycin tvong ty nhu @6 thanh théi ctia creatinin

(100-120 m]/phut) Fosfomycin théi trir trong nuéc tiéu trén 85% trong 12 gid; mot phan nhd
thudc duge tim thiy trong phan.

Noéng do thue trong nuée tiéu cao: Khi truyén 4 g fosfomycin trong 4 gidy, ndng d6 thube dat
3 000 mg/lit trong khi truyén, 3 800 mg/lit giita gids thir 4 va thir 8 va 1 600 mg/lit gitra gicr
tht 8 va 12 gio.
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Khéng ¢ su khac biét ndng d6 thude trong nudc tidu & ngudi cao tudi va ngudi tré tudi. Do
d6, khdng cAn didu chinh lidu. Suy thin lam giam nhiéu bai tiét fosfomyein, do dé cin phai
diéu chinh liéu.

QUY CACH PONG GOI

Vi bdm Alu — PVDC. Hop 3 vi hoac 5 vi hodc 6 vi hodc 10 vi x 10 vién kém theo t& hué'ng; dan
str dung.

Chai nhya HDPE. Chai 30 hogc 50 vién hodc 60 vién hodc 100 vién hoic 200 vién kém theo t&
huéng dén st dung.

PIEU KIEN BAO QUAN
Noi khé, nhiét d khong qua 30°C, trdnh énh sang.
HAN DUNG
. 36 thang ké tir ngay san xuét.
TIEU CHUAN CHAT LUQNG
Tiéu chudn co sé.

TEN, PIA CHI CUA CO SO SAN XUAT THUOC

CONG TY CO PHAN DUGC PHUC VINH
Dia chi: L6 CN4-6.2 KCN Thach Thit — Qubc Oai, x4 Phing Xa, huyén Thach Thét,
Tp. Ha N§i

Dién thoai : 024 3559 6583

NGAY XEM XET SUA POI, CAP NHAT NQI DUNG HUONG DAN SU DUNG THUOC

Ha Noi, ngay 08 thang 02 ndm 2022

GIAM DOC
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