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@y chi ding theo don thudc Huodmg dén sir dung thudc

FOSMICIN® TABLETS 500

*  Thudc ndy chi ding theo don thudc

* Doc kj hudng dén sir dung trudc khi diing. Néu can thém théng tin, xin hoi y kién bdc sy hodc
duoc sy.

s Théng bdo cho bdc sj nhitng tic dung khéng mong mudn gap phdi khi sir dung thudc.

o Dé xa tim tay tré em.

*  Khéng ding thudc qud han in trén bao bi.

THANH PHAN:

M3i vién FOSMICIN TABLETS 500 c6 chira:

Hoat chit: Fosfomycin calcium hydrate 500mg (hoat tinh)

T4 dugc: D-mannitol, cellulose vi tinh thé, natri starch glycolat, magnesi stearat, polyvinyl
alcohol thity phan mdt phin

DANG BAO CHE
Ché phim FOSMICIN TABLETS 500
Dang bao ché Vién nén khong bao
Mau sic Tréng
——— o
Mit trude ﬁm e
Hinh thire Mit sau ao
Mit bén E5168mm
Khéi luong (g) 0,806
CHI PINH:

Ciéc chiing vi khudn nhay cdm véi fosfomycin

Staphylococcus sp., Escherichia coli, Shigella sp., Salmonella sp., Serratia sp., Proteus sp.,
Morganella morganii, Providencia rettgeri, Pseudomonas aeruginosa va Campylobacter sp.

Chi dinh

Pidu trj c4c nhidm khudn do cac vi khuin nhay cam trong cic bénh sau:

Nhiém khuén sdu & da, viém bang quang, viém rudt nhiém khuin, viém tii 18, chip lgo, viém
syn mi, viém tai giira, viém xoang.

CACH DUNG, LIEU DUNG

Liéu thudng ding cho ngudi 16n 13 2 dén 3 gam fosfomycin m3i ngay, chia 1am 3 dén 4 14n,
ding theo dwdmng ubng.

C6 thé diéu chinh lidu ding tiy theo tudi va céc tridu chitng 14m sang ciia bénh nhén,

Theo nguyén téc chung, chi nén sir dung fosfomycin trong khoang thi gian t6i thiéu dé} diéu trj
tinh trang nhim khun ctia bénh nhén sau khi di khing dinh tinh nhay cam ctia vi khuén géy
bénh d6i v6i thubc @& tranh nguy co khang thubc.
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CHONG CHI PINH:

Chéng chi dinh cho bénh nhan min c4m véi bt ky thanh phin ndo cia thubc.
Viém thén — viém bé than hoic 4p xe quanh than"

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Cén thén trong khi sir dung vién nén FOSMICIN tablets 500 cho bénh nhén rdi loan chitc ning
gan (thudc c6 thé 1am ning thém tinh trang rdi loan chirc ning gan).

St dung cho bénh nhén cao tudi

Fosfomycin dugc bai tiét chiu yéu qua thin (xem muc DAC TINH DUGC PONG HQC). Do
bénh nhén cao tuoi thudng bi gidm chirc nang thén, cin luu y khi sir dung thudc cho d6i tuong
bénh nhén nay, c6 thé cin giam lidu.

SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Khéng khuyén céo sir dung thubc nay cho phy nir mang thai, phu nit c6 thé mang thai hogic
phu nit dang cho con bd. [P an toan cua thudc khi sir dung cho phy nir mang thai hoic phu
nit dang cho con bt chua dugce chimg minh].

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

Thin trong khi l4i xe va van hinh may méc vi thudc cé thé gy dau dAu, U tai, chong mit, khé
chiu...

TUONG TAC, TUONG KY CUA THUOC:

Metoclopramid va c4c thudc 1dm ting nhu déng dudng tiéu hoa khi ding ddng thdi véi
fosfomycin s& 1am gidm ndng dd fosfomycin trong huyét trong v trong nuéc tidu.
Fosfomycin cé tic dung hiép ddng ting muc véi khang sinh nhém B-lactam, aminoglycosid,
macrolid, tetracyclin, cloramphenicol, rifamycin, colistin, vancomycin va lincomycin.

TAC DUNG KHONG MONG MUON CUA THUOC:

Phan img bit l¢i bao gdm céc triéu chimg & dudng tiéu héa nhw ia chay, phan 16ng va tirc
bung d3 dugc ghi nhin & 9 (10,11%) trén tdng s6 89 bénh nhén trong mét nghién ciru 14m
sang.

Nhitng thay ddi trong két qua xét nghiém c4n 1am sang di dugc ghi nhan & 1 (11,11%) trén
tdng s6 9 bénh nhan tham gia nghién ciru, cu thé 1 ting nhe AST (GOT)/ALT (GPT).

Cdc phdn urng bét lgi di dwgc ghi nhin khi sir dung dang vién nang

Céc khao sat hau mai déi véi dang vién nang (43 duoc két lusn trong dwong sinh hoc véi dang
vién nén) da dugc tién hanh trén 28.238 bénh nhén tai 1.958 co s& diéu tri.

C6 1.052 phan tmg bt l¢i d3 dugc ghi nhan & 947 (3,35%) trong 56 28.238 bénh nhén.

Céc phén tmg bét loi chinh bao gdm: r8i loan tidu hoéa (ia chay, dau bung, budn nén/nén, chin
in, kho tiéu, dy hoi, viém miéng...) dugc ghi nhin & 822 bénh nhan, rdi loan gan va mét (ting
AST (GOT), ALT (GPT)...) dugc ghi nhan & 66 truong hop; rdi loan da vi mé mém (phét ban,
ngira, may day...) & 49 bénh nhan; cc rdi loan toan thin (dau diu, phi...) & 14 bénh nhan va
r6i loan hé tiét nidu (ting BUN) ¢ 8 bénh nhén.
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Cic phan veng bét lgi nghiém trong trén lim sang
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C6 thé xufit hi¢n viém két trang cing v6i phan 13n m4u ning nhu viém két trang gid mac
(<0,1%). Bénh nhén cin dugc theo ddi chit ché va ndu phat hién bénh nhéan bi dau bung hodc
hay ia chiy, nén ngimg thudc ngay va 4p dung céc bién phép xir tri thich hop.

Céc phan vimg bét lgi khdc
0,1 %-5% <0,1% Chua 15 tan suit
Gan* Bét thudng chirc ning gan nhu
taing AST (GOT), ALT (GPT),
ting phosphatase kiém, LDH
Tiéuhéa | Budn nén, dau Chén #n, khé tiéu, tirc bung, kho
bung, ia chay/ phan | chju & da day, ¢ chua, non...
long...
Thén Phu, ting BUN...
Da Phat ban... May day, nglra
Huyét hoc Ting bach ciu i toan, giam tiéu
ciu...
Thén kinh DPau diu, 1 tai, chéng mit...
Nhiém khuén Viém mié¢ng...
Céc phan Béc hoa, do bimg, sbt, tréng nguc, | Ting sinh Klebsiella
Umg khéc khé chiu... oxytoca do sir dyng
fosfomycin
* pénh nhan cin dugc theo dbi chit ché va néu phat hién théy bt ky déu hiéu bt thudng nao,
can ngimg ngay thudc.
QUA LIEU VA CACH XU TRi
Chua c6 kinh nghiém v& didu trj qua lidu. Néu xay ra qu4 lidu, nén tién hanh diéu tri triéu chimg
va h tro.
PAC TINH DUQC LUC HQC:

Nhém dwgec ly: Khang sinh din xuét tir acid fosfonic.

Mai ATC code: JO1XX01

Hogt tinh khdng khudn in vitro

Fosfomycin c6 tic dung diét khudn d6i véi cic chiing vi khun gram am va gram duong.

Co ché tic dung

Co ché tac dung cua fosfomycin rit dic biét. Fosfomycin thim nhép vao té bao vi khuén thong

qua hé théng van chuyén chi dong & mang té bio chét va trc ché giai doan sém ciia qué trinh
sinh tdng hop thanh phin peptidoglycan cia véch t& bao vi khuin (cc khang sinh B — lactam
\rc ché giai doan mudn clia qua trinh ndy).
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PAC TINH DUQC PONG HQC:

Néng dp thuéc trong mdu

Hiép thu kém, sinh kha dung khoang 26%. Ndng 45 thubc trong mau va c4c thong sé duge

ddng hoc cua fosfomycin trén nguoi tinh nguyén khde manh (n=20) sir dung vién nén hoic vién
nang FOSMICIN liéu duy nhét 1.000mg dugc trinh bay trong bang dudi day. Céc thong sé
dugc dong hoc cho thdy c6 si trong duong sinh hoc giita vién nén va vién nang FOSMICIN.

Ché phim Néng d¢ thuc trong huyét twong

(ug/ mL) Céc thong s6 duge dong hoc
2,5 gio 6 gio 10 giov | Tmax (gio) (p(ér/n;xL) T1/2 (gio)
Vién nén 5,36 2,68 1,54 2,63 5,86 4,35
Vién nang 5,19 2,32 1,42 2,43 5,64 4,55

Lién két véi protein huyét tuong
Ty 1¢ gén protein huyét twong cuia fosfomycin 13 2,16%
Chuyén héa va thai triv

Fosfomycin khéng bj chuyén héa in vivo va dugc thai trir chii yéu qua nuéc tidu duéi dang
khéng bién dbi con hoat tinh.

Ty 18 thubc dugc tim thdy trong nuéc tidu & ngudi tinh nguyén khoe manh (n=3) trong vong 24
gidr sau khi ubng dang vién nang liéu 1000mg twong tw nhu khi sir dung dang vién nén va déu
12 28,4%.

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

PIEU KIEN BAO QUAN:
Béo quan & nhiét 4 dudi 30°C A
TIEU CHUAN: JPC )2
HAN DUNG: 36 théng ké tir ngay san xuét

TEN, PIA CHI CO SO SAN XUAT THUOC:

MEIJI SEIKA PHARMA CO., LTD.

(Nha may: MEIJI SEIKA PHARMA CO., LTD. ODAWARA PLANT)
4-16, Kyobashi 2-Chome, Chuo-Ku, Tokyo 104-8002, Nhat Ban

(Dia chi nha may: 1056, Kamonomiya, Odawara-shi, Kanagawa, Nhét Ban)
Tel: 03 3272 6511/ Fax: 03 3281 4058

Tai li¢u tham khdo
(1) Dugc thu Quéc gia Viét Nam, nim 2009
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