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R, Thuéc ké don Hueéne dan sie dung thuce

FOSMICIN® TABLETS 500

* Thudc nay chi ding theo don ciia bdc si.

* Doc ky huoémg dan sir dung trieée khi ding. Néu can thém thong tin, xin hoi y kién bdc st hodc
dwoc si.

* Thong bado cho bdc si nhimg tac dung khong mong muon gap phai khi sir dung thuoc.

« Pé thuéc xa tam tay tre em.

*  Khéng ding thuée qud han in trén bao bi.

THANH PHAN:
MGi vién FOSMICIN TABLETS 500 c6 chira:
Hoat chat | Fosfomycin calci Vién nén FOSMICIN 500
hydrate Ham lugng 500 mg

Ta duge | D-mannitol, Microcrystalline cellulose, Sodium starch glycolate, Magnesi
stearat va Polyvinyl alcohol thuy phan mét phan.

MO TA:
Ché pham Vién nén FOSMICIN 500
Dang bao ché Vién nén khong bao
Mau séc Tring
Hinh thuc | Mat trudce @®i7.4mm
16.0mm
Matsau aD
Mait bén ES168mm
Khéi luong (g) 0,806

DUQC LUC HQC/DUQC PONG HOC:

Dugc lue hoc:

Hoat tinh khding khuan in vitro

Fosfomycin c¢ tac dyng diét khuan d6i voi cac ching vi khudn gram am va gram dwong.

Co ché tic dung _
Co ché tac dung cta fosfomycin rat dic biét. Fosfomycin tham nhép vao té bao vi khuan
thong qua he thong van chuyén chu dong & mang té bao chat va trc ché giai doan som cua qua
trinh sinh tong hop thanh phan peptidoglycan cuia vach té bao vi khuan (cac khang sinh f-
lactam trc ché giai doan mudn caa qua trinh nay).

Dugc djng hoc:

Nong dp thubc trong mdu

Hap thu kém, sinh kha dung khoang 26%. Nong do thudc trong mau va cac thong sé dugc
dong hoc cua fosfomycin trén ngudi tinh nguyén khoe manh (n=20) sir dung vién nén hodc
vién nang FOSMICIN lidu duy nhét 1.000 mg dugc trinh bay trong bang dudi ddy. Cac thong
s6 duge dong hoc cho thdy c6 sw twong dwong sinh hoc giita vién nén va vién nang

FOSMICIN.
CI}é Nong d6 thude trong huyét twong (ug/mL) Cac thong sé duogc dong hoc
pham | 2.5 gio | 6 gid 10 gid Tmax (gid) | Cmax (pg/mL) | Ty (gid)
Vién | 5,36 | 2,68 1,54 2,63 5,86 4,35
nén
Vién | 5,19 | 2,32 1,42 2,43 5,64 4,55
nang
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Lién két véi protein hu yét twong

Ty 1€ gén protein huyét tuong cua fosfomycin 1a 2,16%.

Chuyén hoa va thai trir

Fosfomycin khong bi chuyén hoa in vivo va duge thai trir phan 1ém qua nuéce tiéu dudi dang
khong bién d6i con hoat tinh.

Ty 1& thude duoc tim thay trong nude tiéu & ngudi tinh nguyén khée manh (n=3) trong vong
24 gitr sau khi udng dang vién nang liéu 1000 mg twong ty nhu khi sir dung dang vién nén va
déu 1a 28,4%.

CHI PINH:

Cic chiing vi khudn nhay cam véi fosfomycin

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

Diéu tri cdc nhiém khuén do céc vi khuan nhay cam trong cac bénh sau:

Nhiém khuin siu ¢ da, viém bang quang, viém ru6t nhiém khuan, viém tdi 1, chép leo, viém
sun mi, viém tai giira, viém xoang.

LIEU LUQGNG VA CACH DUNG:

Liéu thuong ding cho ngudi 16n la 2 dén 3 gam fosfomycin mdi ngay, chia lam 3 dén 4 lan,
dung theo dudng udng.

C6 thé diéu chinh liéu ding tuy theo tudi va cac tridu chimg 1am sang ctia bénh nhan.

Theo nguyén tic chung, chi nén sir dung fosfomycin trong khoang thoi gian t6i thiéu dé diéu

tri tinh trang nhiém lghufip cua bénh nhan sau khi giii kh%ng dinh tinh nhay cam cua vi khuén
gay bénh doi vai thudc dé tranh nguy co khang thuoc.

CHONG CHI PINH:

Chéng chi dinh cho bénh nhan min cam véi bat ky thanh phan nao cia thude.

Viém than — viém bé than hodc ap xe quanh than'”

CAC CANH BAO VA THAN TRONG:

Cén than trong khi su dung vién nén FOSMICIN 500 cho bénh nhén r0i loan chirc ning gan
(thuoc c6 thé lam nang thém tinh trang roi loan chirc nang gan).

St dung cho bénh nhén cao tuoi

Fosfomycin dugc bai tiét chi yéu qua than (xem muc DUOC BONG HOC). Do bénh nhan

cao tuoi thuong bi gidm chirc nang than, can luu ¥ khi sir dung thude cho ddi tugng bénh nhan
nay, ¢6 thé can giam lidu.

St dung cho phu nir mang thai va phu nir cho con bu

Khong khuyén céo sir dung thude ndy cho phu nir mang thai, phu nir c6 thé mang thai hodc
phu nir dang cho con bl. [D§ an toan cua thuoc khi sir dung cho phu nir mang thai hoac phu
nir dang cho con bi chua dugc ching minh].

TUONG TAC VOI CAC THUOC KHAC:

Metoclopramide va céc thudc lam tang nhu dong duong tiéu hoa khi ding dong thoi véi
fosfomycin s€ lam giam nong d9 fosfomycin trong huyét twong va trong nudce tiéu.
Fosfomycin co tac dung hiép dong ting mirc voi khang sinh nhom p-lactam, aminoglycoside,
macrolide, tetracycline, cloramphenicol, rifamycin, colistin, vancomycin va lincomycin.

TAC DUNG KHONG MONG MUON:



