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Thanh phén

Mé&i vién nén chla: Fosfomycin (dudi dang fosfomycin
calcium hydrate) 500 mg

Chi dinh, cach dung, chéng chi dinh va cac théng tin khac:

Xem trong t6 huéng dén st dung thudc keém theo

Dang bao ché: Vién nén c
Quy cach: Hop 2 vi x 10 vién nén

TCCL: TCCS

Béo quéan: Nai kho, duéi 30 °C, tranh anh sang truc tiép

Saokim Pharma

Dé xa tdm tay tré em. Doc ky huéng dan sii dung
truéc khi dung

San xuét bdi CONG TY C6 PHAN DUGC PHAM SAO KIM
KCN Quang Minh, Mé Linh, Ha Ngi, Viét Nam

Dang ky bdi CONG TY CG PHAN TAP DOAN MERAP

Tan Tién, Van Giang, Hung Yén, Viét Nam

Rx - Thudc ké dan

Fosfomycin

San phém cla

MERAP crour

2 vi x 10 vién nén

Composition

Each tablet contains:

Fosfomycin (as Fosfomycin calcium hydrate) 500 mg
icati inistrati indicati and  other

information: See in the package insert

Dosage form: Tablet

Package size: Box of 2 blisters x 10 tablets
Specification: Manufacturer's

Storage: Dry place, below 30 °C, protect from direct light

saokim Pharma

Keep out of reach of children
Carefully read the package insert before use

SPKNisa No:

Manufactured by
SAO KIM PHARMACEUTICAL JOINT STOCK COMPANY
Quang Minh 1Z, Me Linh Dist., Hanoi, Vietham
Registered by MERAP GROUP

Tan Tien, Van Giang, Hung Yen, Vietham
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Rx-Thudc ké don TS HUGNG DAN SU DUNG THUGC

OTAMID

i Fosfomycin

G \> . _ }
VANG- 1 .\*‘5 THUGC NAY CHi DUNG THEO DON THUOC
DE XA TAM TAY TRE EM. DOC K¥ HUGNG DAN SU DUNG TRUGC KHI DUNG

THANH PHAN

Thanh phéan dugc chat:

OTAMID 250 mg

M&i vién nén chira: Fosfomycin (dudi dang fosfomycin calcium hydrate) 250 mg

OTAMID 500 mg

Méi vién nén chira: Fosfomycin (dudi dang fosfomycin calcium hydrate) 500 mg

Thanh phan ta dugc: D-mannitol, croscarmellose sodium, povidone K30, microcrystalline cellulose, magnesium
stearate, sodium lauryl sulfate

DANG BAO CHE

Vién nén

Vién nén dai, mau tring dén tring nga, mit vién nhdn, canh va thanh vién lanh lgn

CHi DINH

. Diéu tri cac nhiém khuin do cac vi khuan nhay cam trong cac bénh sau:

Nhiém khuin sau & da, viém bang quang, viém rudt nhiém khuén, viém tdi &, chip leo, viém sun mi, viém tai gita,
viém xoang

. Cac chiing vi khudn nhay cam vdi fosfomycin gém:

Staphylococcus sp., Escherichia coli, Shigella sp., Salmonella sp., Serratia sp., Proteus sp., Morganella morganii, Providen-
cia rettgeri, Pseudomonas aeruginosa, Campylobacter sp.

CACH DUNG VA LIEU DUNG

Liéu dung

- Ngudi I6n: Liéu lugng thugng dung la 2 - 3 g fosfomycin méi ngay, chia lam 3 dén 4 lan, diing theo dudng uéng

. Tré em: Liéu luong thudng dung la 40 - 120 mg/kg fosfomycin méi ngay, chia lam 3 dén 4 lan, dung theo dudng udng
. C6 thé diéu chinh liéu dung tuy theo tudi va cic triéu chiing lam sang cda bénh nhan

- Theo nguyén tic chung, chi nén st dung fosfomycin trong khoang thai gian t&i thiéu dé diéu tri tinh trang nhiém
khuan cdia bénh nhan sau khi da xac dinh tinh nhay cdm cia vi khuan gay bénh d6i vai thuéc dé tranh nguy ca khang
thuoc

CHONG CHi DINH

. Bénh nhan quéa man vdi bat ky thanh phan nao cia thuéc

-Viém than - bé than hodc ap xe quanh than

CANH BAO VA THAN TRONG KHI DUNG THUOC

. Can than trong khi sif dung vién nén Otamid cho bénh nhan r6i loan chiic ning gan (thudc 6 thé lam ndng thém
tinh trang réi loan chiic ndng gan)

. St dung cho bénh nhan cao tugi: Fosfomycin dugc bai tiét chd yéu qua than (xem muc DUGC DONG HOC). Do bénh
nhan cao tudi thuding bi giam chic ndng than, can luu y khi st dung thudc cho d6i tuang bénh nhan nay, c6 thé cén
giam liéu

SU DUNG CHO PHU NU CO THAI VA PHY NU CHO CON BU

Khéng khuyén cao sir dung thudc nay cho phu nif mang thai, phu nit c6 thé mang thai hoac phy ni dang cho con bu.
D6 an toan chia thuéc khi st dung cho phu nir mang thai hojc phu nir dang cho con bu chua dugc ching minh

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

Than trong khi lai xe va van hanh may méc vi thudc co thé gay dau ddu, chong mét, kho chiu,...

TUONG TAC, TUONG KY CUA THUGC

« Metoclopramide va cac thuéc lam tang nhu dong dudng tiéu héa khi diing déng thai véi fosfomycin sé lam gidm
néng do fosfomycin trong huyét tuong va trong nuéc tiéu

. Fosfomycin cé tac dung hiép déng véi khang sinh nhém B-lactam, aminoglycoside, macrolide, tetracycline, chloram-
phenicol, rifamycin, colistin, vancomycin va lincomycin

TAC DUNG KHONG MONG MUON

Phan (ing bét Igi bao gém céc triéu ching & dudng tiéu héa nhu fa chay, phan long va tuc bung da dugc ghi nhan o]
9 (10,11%) trén téng s6 89 bénh nhan trong mét nghién ciu lam sang

Nhimng thay d6i trong két qua xét nghiém can lam sang da dugc ghinhan &1 (11,11%) trén tdng s6 9 bénh nhan tham
gia nghién ctu, cu thé la tdng nhe AST(GOT)/ ALT (GPT)

Cac phan (ing bat Igi nghiém trong trén lam sang:

C6 thé xut hién viém két trang ciing vdi phan lan mau nang nhu viém két trang gia mac (<0,1%). Bénh nhén cin dugc
theo dbi chat ché va néu phat hién bénh nhan bi dau bung hodc ia chay, nén ngung thuéc ngay va ap dung cac bién
phap x tri thich hop
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Cac phan ung bat lgi khac:

0,1% - 5% <0,1% Chuwa rd tan suét
Gan* Bét thwdng chire ndng gan nhuw tang AST
(GOT), ALT (GPT), tang phosphatase
kiém, LDH
Tiéu héa Budn nén, dau bung, Chan an, kho tiéu, tirc bung, khé chiju &
ia chay/phan léng... da day, ¢ chua, nén...
Than Phu, tang BUN...
Da Phét ban... May day, ngtra
Huyét hoc Tang bach cau &i toan, giam tiéu cau...
Thén kinh Pau dAu, U tai, chong mat...
Nhi&m khuan Viém miéng...
Céac phan tng Béc hda, d6 birng, sét, tréng nguc, khé | Tang sinh  Klebsiella
khac chiu... oxytoca do st dung
fosfomycin

(*) Bénh nhan can dugc theo dai chit ché va néu phat hién thay bat ky déu hiéu bat thudng nao, can ngiing ngay
thudc

Théng bdo ngay cho bdc sT hodc dugc sinhiitng phan ting c6 hai gdp phdi khi strdung thuéc

QUA LIEU VA XU TRi

Qua liéu: Cho dén nay chua cé bdo cdo vé qua liéu khi diing fosfomycin. Khéng dung qua liéu chi dinh

Cach xit tri: Néu x3y ra qua liéu, nén tién hanh diéu trj triéu ching va ho trg

PAC TINH DUGC LUCHOC

Nhém dugc ly tri liéu: Thudc khéng sinh

Ma ATC: JO1XX01

Co ché tacdung

Co ché tac dung cia fosfomycin rat ddc biét. Fosfomycin tham nhap vao té bao vi khu&n théng qua hé théng van
chuyén chi déng § mang té bao chit va tic ché giai doan sé6m cla qua trinh sinh téng hgp thanh phéan peptidogly-
can cta thanh té bao vi khuin (cac khang sinh B-lactam dc ché giai doan muén clia qua trinh nay)

Pac tinh dugcluc hoc

Fosfomycin ¢ phd téc dung rong. In vitro thudc c6 tac dung trén cac vi khudn Gram am va Gram duang, ddc biét la
cac vi khuin thudng gay viém nhiém dudng tiét niéu nhu E.coli, Proteus, Klebsiella, Enterobacter, Pseudomonas, Serratia,
Enterococcus, Staphylococcus nhay cdm hoac khang methicillin, Streptococcus pneumonia, Haemophilus influenzae va
Neisseria spp. Tuy nhién, trong thuc té c6 mét vai chiing Pseudomonas aeruginosa khang lai thudc va Bacteroides khong
nhay cam. In vivo tinh hiéu qua da dugc xac dinh d6i vdi E.coli va Enterococcus faecalis. Ngoai nhiém khuan dudng tiét
hiéu va tiéu héa, fosfomycin da dugc nhiéu nudc trén thé gisi dung don doc hodc phéi hgp véikhang sinh khac dé diéu
tri c6 két qua (81,1%) nhiém vi khudn Gram duong va/hodc Gram dm bao gém viém phdi va cac viem nhiém ho hap
khac, viém cét tly, viém mang nao, tai, mi, hong, nhiém khuén ngoai, san phu khoa, nhiém khudn huyét, viém khdp,
viém hach ¢8, nhiém khuan mét, nhiém khu&n ban chan & ngudi tiéu dudng

Khang thudc da xudt hién, thudng xay ra trong khi diéu tri. Khang thuéc c6 thé qua thé nhiém séc hodc mét s6 ching
theo ca ché truyén qua plasmid. Do d6, trong thuc hanh lam sang, khé c6 thé dung fosfomycin don déc nhung cho
dén nay khong thay khdng chéo hodc tinh d6i khang cda fosfomycin vdi cac khang sinh khac. Fosfomycin thudng cé
tac dung hiép déng véi mét sé khang sinh, dac biét véi nhém khang sinh tc ché budc cudi téng hgp thanh té bao vi
khuan (nhu nhém B-lactam), aminoglycoside, macrolide, tetracyline, chloramphenicol, rifamycin va lincomycin, chéng
lai Enterococcus, Staphylococcus, khang methicillin va Enterobacteria. Mot s6 nghién cdu thudng cho thay khi phdi hop
fosfomycin vdi khang sinh nhém aminoglycoside lam gidm déc tinh trén than cda aminoglycoside

PAC TINH DUGC DONG HOC

Hap thu

Fosfomycin calci hap thu kém qua dudng tiéu hod, sinh kha dung theo dudng uéng chi dat 30 - 40%. Thirc an lam
giam sinh kha dung va thai trir thuéc, nhung khéng anh hudéng dén két qua diéu tri. Sau uéng 4 gid li€u 1 g, ndng
d6 t6i da trong mau la 7 microgam/ml

Phan bé

Ty lé gén protein huyét tuong cla fosfomycin la 2,16%

Chuyén héa va thai trir

Fosfomycin khong bi chuyén héa in vivo va dugc thai trir chi yéu qua nudc tiéu dudi dang khong bién d6i con hoat
tinh

QUY CACH DONG GOl

Hop 2 vix 10 vién nén

BAO QUAN

Ngi kho, dudi 30 °C, tranh &nh séng truc tiép

TIEU CHUAN: Tiéu chudn co s&

HAN SU DUNG: 36 thang ké tif ngay san xut

sanxuatnsi 6 Daing ky bdi MERAP crou
CONG TY & PHAN DUGC PHAM SAO KIM CONG TY CO PHAN TAP DOAN MERAP
KCN Quang Minh, Mé Linh, Ha Ngi, Viét Nam Tan Tién, Van Giang, Hung Yén, Viét Nam
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