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COMPOSITION: KEEP OUT OF REACH OF
Each tablet contains: CHILDREN READ CAREFULLY
Fosfomycin calcium hydrat. BEFORE USE
Excipients:.........ccccooeueee. .s 1tablets.
INDICATION, USAGE, CONTRAINDICATION
AND OTHER INFORMATIONS: -
Please read the leaflet attached inside.
STORAGE: Manufacturer: ng]gU"
Dry place, avoid the sunlight, below 30°C. MEDISUN Phar JOIRESIGEKC

No. 521, An Loi Quarter, Hoa Loi Ward,
Ben Cat City, Binh Duong Province
Tel: (0274) 3589 036 - Fax: (0274) 3589 297

SPECIFICATION: Manufacturer
VISA:

j GMP-WHO
Tz B thuée ke don
XS
¢ DESCIN Tab

Fosfomycin calcium hydrat 500mg
Hop 2 vi x 10 vién nén

MEDISUN

THANH PHAN: DE XA TAM TAY TRE EM
M&i vién nén chira: DOC KY HUONG DAN SUDUNG
Fosfomycin calcium hydrat...........500 mg. TRUOC KHI DUNG
Taduoc: ................viradd 1 vién. X
CHI BINH, CACH DUNG, CHONG CHI BINH VA
CAC THONG TIN KHAC: MEDIQUN
Xem trong t& hwéng dan st dung thudckém theo. e
BAO QUAN: At
Noi kho thoang, tranh anh sang, nhiét do dudi Cor s& sén xuat:
30°C. Céng ty cé phin Dwoc pham ME DI SUN
TIEU CHUAN: TCCS. Sb 521 Khu phé An Loi, Phudng Hoa Loi,
SPK: Thanh phé Bén Cat, Tinh Binh Dwong

DT (0274) 3589 036 - Fax: (0274) 3589297
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Rx Thuéc nay chi dimg theo don thudc
DESCIN Tab
Dé xa tam tay tré em
Poc kj huéng dan sir dung truée khi dimg
Thong bdo ngay cho bdc sy hodc dwoc sy
nhitng phan g c6 hai gdp phdi khi sir dung thuéc
THANH PHAN CONG THUC THUOC:
Thanh phan hoat chét: Fosfomycin calcium hydrat..................... 500 mg
Thanh phan ta dugc: Tinh bt bién tinh (Pregelatinized Starch), Avicel 101, Lactose, Polyplasdon
XL-10 (Crospovidon), Low-substituted hydroxypropyl cellulose (L-HPC), Magnesium stearat.
DANG BAO CHE: Vién nén.
M5 ta: Vién nén mau tring, hinh oval, hai mat 1i, thanh va canh vién lanh lan.
CHI PINH:
Cic chiing vi khuin nhay cim véi Fosfomycin: Staphylococcus sp. , Escherichia coli, Shigella
sp., Salmonella sp., Serratia, Proteus sp., Morganella morganii, Providencia rettgeri,
Pseudomonas aeruginosa, Campylobacter sp.
Diéu tri cac nhidm khuén do céc vi khuén nhay cadm trong cac bénh sau:
Nhiém khuén sau & da, viém bang quang, viém rudt nhiém khuan, viém tdi 1€, chép lep, viém sun
mi, viém tai giita, viém xoang.
CACH DUNG - LIEU DUNG:
Cach ding:
Thudc c6 thé dung riéng r& hozc phbi hop vdi cac khang sinh nhém beta-lactam, aminoglycosid,
macrolid, tetracylin, chloramphenicol, rifamycin, vancomycin va lincomycin. Fosfomycin ding
don doc dé gay khang thudc, do d6 nén phdi hop v6i cac khang sinh khéc.
Liéu dung: ‘
Liéu ding thong thudng cho ngudi 16n 1a 2 — 3g fosfomycin mdi ngay, chia 1am 3 — 4 14n, ding
theo duong udng.
Tré em 12 40 — 120 mg/kg/ngay udng 1am 3 hodc 4 1in dung theo dudng udng.
C6 thé diéu chinh lidu ding tity theo tudi va céc triéu chimg 1am sang ctia bénh nhan.
Theo nguyén tic chung, chi nén st dung fosfomycin trong khoang thoi gian t6i thiéu dé didu tri
tinh trang nhiém khuan ciia bénh nhén sau khi d khéng dinh tinh nhay cam cua vi khuén gay
bénh déi véi thube dé tranh nguy co khang thudc.
CHONG CHi PINH:
Man cam véi bét ky thanh phn nao cta thuée.
Viém thén, viém bé than hodc ap xe quanh thén.
CANH BAO VA THAN TRONG KHI DUNG THUOC:
Cén thén trong khi sir dung fosfomycin cho bénh nhan rdi loan chirc ning gan, do thudc c6 thé
lam nang thém tinh trang rdi loan chirc ning gan.
Sir dung cho bénh nhén cao tudi: Fosfomycin duge bai tiét chu yéu qua than (xem Duoc dong
hoc). Do bénh nhan cao tudi thuong bj giam chirc nang than, can luu y khi st dung thubc cho ddi
tugng bénh nhan nay, c6 thé giam lidu
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Cdnh bdo td dugc: Bénh nhéan bi réi loan di truyén hiém gip nhu khong dung nap galactose,
thiéu hut lactase hoan toan hodc kém hip thu glucose- galactose khong nén ding thudc nay.

SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU:

Thoi ky mang thai: Cho dén nay chua ¢6 nghién ciru day du. Do véy, viéc st dung fosfomycin &
phu nit mang thai phai hét strc than trong va chi dung thuc khi that su cAn thiét.

Thai ky cho con bi: Thube duogc vao sita me. Mic du ndng do fosfomycin rat thdp trong sita me
nhung van khong nén diing thudc khi me dang cho con bu. Trudng hop phai dung fosfomycin thi
ngudi me phai nguing cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Thén trong khi 14i xe va van hanh may méc vi thudc c6 thé gy dau ddu,  tai, chéng mat, khé
chiu, v.v.

TUONG TAC, TUONG KY CUA THUOC:

Twong tac thude:

Metoclopramid va cac thubc lam ting nhu dong duong tidu héa khi ding ddng thoi véi
fosfomycin s& lam giam ndng d6 fosfomycin trong huyét twong va trong nudc tiéu.

Fosfomycin ¢6 tic dung hiép dong ting mirc v6i khang sinh nhém B-lactam, aminoglycosid,
macrolid, tetracylin, cloraphenicol, rifamycin, colistin, vancomycin va linomycin.

Twong ky:

Do khong ¢6 cac nghién ctru vé tinh twong ky ctia thube, khong tron 13n thube nay véi cac thube
khac.

TAC DUNG KHONG MONG MUON CUA THUOC:

Tan suét cta tic dung khong mong mudn dugc quy udc sau day: rat thuong gap (> 1/10), thuong
gdp (=1/100 dén < 1/10); it gap (>1/1000 dén < 1/100); hiém gip (>1/10000 dén < 1/1000); rét
hiém gdp (</10000); khong 15 (khong thé wée tinh tir s6 liéu sin co).

Hé co quan Tan suét T4c dung khéng mong mudn
Rdi loan gan Thuong gip | Rbi loan chirc ning gan nhu tang AST (GOT), ALT
(GPT), phosphatase kiém, LDH
R&i loan tidu hoa Rét thudng | Budn nén, dau bung, ti€u chay/phén long
gap

Thuong gip | An khéng ngon, kho ti€u, ndng bung, dau nguc,
chuéng bung, nén mua, v.v

R4i loan chirc ning than Khong rd Phui né, ting BUN

Roi loan da va md dudida | Rat thudng | Phat ban

a
%h}zrbng gip | Noi may day, ngia
R6i loan mau va hé tao mau | Khong ro Tang bach cau 4i toan, giam tiéu cau
R&i loan hé than kinh Khong 13 Dau ddu, chéng mit, U tai
Thay d6i hé vi sinh vat Khong rd | Loét miéng
R6i loan khac Thuong Béc hoa, man do, sbt, hdi hop, mét moi, v.v
gap

Khong rd Su thay ddi ctia vi khuan Klebsiella oxytoca khong
nhay cam c6 thé xuét hién

QUA LIEU VA CACH XU TRi:
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Qua liéu:

Cho dén nay chua c6 bao cdo vé qué lidu khi ding fosfomycin.

Xk tri:

Hién khong c6 thudc dbi khang fosfomycin dic hiéu, do vay khi gip ngd doc, can phai ap dung
bién phap diéu tri tich cuc, didu tri triéu ching va loai fosfomycin ra khoi co thé.

PAC TINH DUQC LUC HOQC:

Nhém duge ly: Khang sinh.

Ma ATC: J01XXO01

Co ché tdc dung:

Fosfomycin 12 mgt khang sinh d&n xuét tir acid fosfonic, dugc tach tir Streptomyces fradiae va
cac Streptomyces khac hodc dugc tdng hop, co tac dung diét khudn. Tac dung diét khuan cua
thude 1a do tic ché enzym enolpyruvyl transferase, lam giam su tao thanh acid uridin diphosphat-
N-acetylmuramic, 12 giai doan dau cta qué trinh tao thanh té bao vi khuén.

Fosfomycin ¢6 phé tac dung rong. In vitro thubc c6 tac dung trén cac vi khudn Gram duong va
Gram am, djc biét 1a cac vi khudn thuong gdy viém nhiém dudng tiét niéu nhu E.coli, Proteus,
Klebsiella, Enterobacter, Pseudomonas, Seratia, Enterococcus, Staphylococcus nhay cam hodc
khang meticilin, Streptococcus pneumonia, Haemophilus influenzae va Neisseria spp. Tuy nhién,
trong thyc t€ c6 mot vai ching Psedomonas aeruginosa khéng lai thubc va Bacteroides khong
nhay cam. In vitro tinh higu qua d duoc xé4c dinh d6i véi E.coli va Enterococcus Jaecalis. Ngoai
nhiém khuén dudng tiét nidu va tiéu hoa, fosfomycin d4 dugc nhiéu nudc trén thé gii dung don
doc hodc phdi hop véi khang sinh khac dé diéu tri c6 két qua (81,1%) nhidm vi khuén Gram
dwong va/hogc Gram 4m bao gébm viém phdi va cac viém nhiém khuén ngoai, san phu khoa,
nhiém khuan huyét, viém khép, viém hach cd, nhi®m khudn mét, nhiém khuan ban chan & nguoi
dai thao duong. '

Khéng thubc da xut hién, thuong xay ra trong diéu tri. Khang thudc c¢6 thé qua thé nhidm sic
hodc mot s6 chung theo co thé truyén qua plasmid. Do dé, trong thuc hanh 1am sang, khé ¢6 thé
ding fosfomycin don doc nhung cho dén nay khong thiy khang chéo hodc tinh dbi khang gitta
fosfomycin véi cac khang sinh khac. Fosfomycin thuong c6 thac dung hiép ddng v6i mot sb
khang sinh, dac biét véi nhom khang sinh trc ché cac budc cudi trong téng hop thanh té bao vi
khuan (nhur nhém beta-lactam), aminoglycosid, macrolid, tetracyclin, cloramphenicol, rifamycin
va lincomycin, chdng lai Enterococcus, Staphylococcus khang methicilin va Enterobacteria. Mot
s6 nghién ciru con cho thy khi phdi hop fosfomycin véi khang sinh nhém aminiglycosid c6 thé
lam gidm dc tinh trén than cuia aminoglycosid.

Fosfomycin dugc dung dudi ba dang: Fosfomycin calci, fosfomycin natri, fosfomycin
thomethamin, khi ding can chi y dén dic diém khac nhau vé dugc dong hoc.

PAC TINH DUQC PONG HOC:

Hap thu: Fosfomycin calci hap thu kém qua dudng tiéu hoa, sinh kha dung theo dudng udng chi
dat 30 — 40%. Thirc an lam gidm sinh kha dung va thai trir thubc, nhung khéng anh hudng dén
két qua diéu tri. Sau udng 4 gio lidu 1g, ndng d6 ti da trong mau 1a 7 microgam/ml. Tuy nhién,
fosfomycin trometamol lai hdp thu nhanh qua dudng tiéu héa. Sau khi ubng 2 gior mot lidu twong
duong véi 3g fosfomycin ndng d6 thudc trong huyét twong dat khoang 22 dén 32 microgam/ml.
Truyén tinh mach lién tyc trong 4 gio mot lidu duy nhit 4g fosfomycin dinatri, ndng do dinh
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trong huyét twong (ndng do liic ngimg truyén) dat dugc 123 + 16 microgam/ml. Sau d6 ndng do
giam xudng 24 + 7 microgam/ml vao gid thir 8 va 8 + 2 microgam/ml vao gid thir 12. Nira doi
thai trir trong huyét twong khoang 2 gio.

Phan bb: Thubc khong gén vao protein huyét twong. Fosfomycin c¢6 trong lugng phan tir nho
(138), do d6, x4m nhap vao cac md va dich co thé d& dang, thudong dat duoc ndng do giita 20 va
50% ndng do thudc trong huyét thanh.

Trong dich ndo tiry: Khoang 20% ndng 4 thudc trong huyét thanh cao hon néu c6 viém mang
ndo.

Trong dich mang phdi: 7 — 43% ndng do thudc trong huyét thanh.

O amidan: Khoang 50% ndng d6 huyét thanh.

O niém mac xoang: Khoang 30% ndng do thudc trong huyét thanh.

Trong dom: 5 — 10% ndng d6 thube trong huyét thanh.

Fosfomycin cfing vao trong nudc 8i, san dich, bach huyét, thuy dich, chat bai tiét phé quan, 6 mu
mang phdi, xoang, xwong (néu con mach mau nudi dudng), mat.

Chuyén héa: Fosfomycin khong chuyén héa va ciing khong qua chu trinh rudt — gan.

Thai trir: Fosfomycin dao thai qua dudng tiét nidu, chu yéu qua loc cdu than ma khong tiét hogc
tai hdp thu qua 6ng than. D6 thanh thai cia fosdomycin tuong tw nhu d6 thanh thai cua cidaginin
(100 — 120 ml/phut). Fosfomycin thai trir trong nudc tiéu trén 85% trong 12 gid; mot ph it
thuoc thiy trong phan. Nong do thubc trong nuée tidu cao; Khi truyén 4g fosfomycin trong 4\gi
ndng d6 thudc dat 3000mg/lit trong khi truyén, 3800mg/lit gitra gio thir 4 va thir 8 va 1600mgA
gil”ra gio thr 8 va 12 gid. Sau khi udng 2 — 4 gio mot lidu duy nhét 3 8 fosfomycin tromeét ,
ndng d¢ fosfomycin dat dugc trong nude tidu 3 mg/ml va duy tri ndng do didu tri 20,_ 5400
microgam/ml trong nudc tiéu sau 48 gio.

Khong c6 su khac biét ndng do thude trong nude tiéu & ngudi cao tudi va ngudi tré tudi. Do do,
khong can diéu chinh lidu.

Suy than 1am giam nhiéu bai tiét fosfomycin, do d6 cin phai didu chinh lidu.

QUY CACH PONG GOI: Hop 2 vi x 10 vién.

BAO QUAN: Noi kho thoang, tranh anh sang, nhiét 6 duéi 30°C.

HAN DUNG: 36 thang ké tir ngay san xuét.

TIEU CHUAN: TCCS

TEN, PIA CHI CUA CO SO SAN XUAT THUOC:

Co s& san xuét: Cong ty cb phin Duoc Phdm ME DI SUN

Pia chi: 521 An Loi, Hoa Loi, Bén Cat, Binh Duong.

Dién thoai: 0274 3589 036 — Fax: 0274 3589 297




