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FOSMICIN wie - 500
ﬁ 5“0""2 D 20 TABLETS

Store below 25°C

THANH PHAN:

M6i vien nén FOSMICIN TABLETS 500 c6 chira:

Hoat chét: Fosfomycin . .. ......oovvivnnnnnns 500mg
(du¢i dang Fosfomycin Calci Hydrate)

DU'Q'C LU'C HOC / DU'O'C DONG HOC:

Dugc Iue hoce:

Hoat tinh khang khuén in vitro:

— Fosfomycin c6 tac dung diét khuan déi vai cac ching vi
khu&n gram am va gram duong.

Co ché tac dung:

— Co ché tac dung cua Fosfomycin rat déc biét. Fosfomycin
tham nhap vao té bao vi khuén théng qua hé théng van
chuyén chu déng & mang té bao va (rc ché giai doan sém
cua qua trinh sinh tong hgp thanh phan Peptidoglycan cua
vach té bao vi khuén (cac khang sinh B-Lactam (rc ché giai
doan mudn cua qua trinh nay).

Duwoc dong hoc:

Nong dé thudc trong mau:

— Hé&p thu kém, sinh kha dung khoang 26%. Nong dé thudc
trong méau va cac théng s6 dugc dong hoc cua Fosfomycin
trén nguri tinh nguyén khoe manh (n=20) str dung vién nén
ho&c vién nang FOSMICIN ligu duy nhat 1.000mg duoc
trinh bay trong bang dudi day. Cac théng s6 duoc déng
hoc cho thdy c6 su tuong duong sinh hoc gitra vién nén va
vién nang FOSMICIN.

— Lién két voi Protein huyét tuong: Ty 18 gan véi Protein
huyét twong cua Fosfomycin 1a 2,16%.

Chuyén hoa va thai trir:

— Fosfomycin khéng bi chuyén héa in vivo va duoc thai trir
phan lén qua nuéc tiéu dudai dang khdng bién déi con hoat
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Rx Prescription Drug

FOSM'CI N@;'ABLETS 500

FOSFOMYCIN CALCIUM HYDRATE TABLETS
Each tablet contains: Fosfomycin Calcium Hydrate 500 mg (Pot.)

a e

gaution: Use through prescription from a physician elc.
Please read the package insert thoroughly.

20 TABLETS

faclured by Meiji Seika Pharma Co. Ltd.
ety I-M.KMMMCHMTM.M

tinh. Ty I& thu6c duoc tim thay trong nuérc tieu & ngudi tinh
nguyén khoe manh (n=3) trong vong 24 gio sau khi uéng
dang vién nang ligu 1000mg tuong tu nhu khi s dung
dang vién nén va déu la 28,4%.

CHIi BINH:

— Cac chung vi khuén nhay cam véi Fosfomycin Staphylococcus
sp., Escherichia coli, Shigella sp., Salmonella sp., Serratia
sp., Proteus sp., Morganella morganii, Providencia rettgeri,
Pseudomonas aeruginosa va Campylobacter sp.

— Diéu tri cac nhiém khuén do cac vi khudn nhay cam trong
cac bénh sau: Nhiém khuén sau ¢ da, viém bang quang,
viém rudt nhiém khuén, viém tai 1, chap leo, viém sun mi,
viém tai gitra, viém xoang.

LIEU LUO'NG VA CACH DUNG:

— Ligu thuéng ding cho nguéi lén 1a 2-3g Fosfomycin
m&i ngay, chia lam 3 dén 4 lan, dung theo duéong ubng.
— CoO thé dieu chinh ligu dung tiy theo tudi va cac triéu
chirng 1am sang cua bénh nhan.

— Theo nguyén t&c chung, chi nén sir dung Fosfomyicin trong
khoang théi gian t6i thiéu dé diéu tri tinh trang nhiém khuan
ctia bénh nhan sau khi da khang dinh tinh nhay cam cua vi
khuan gay bénh ddi véi thube dé tranh nguy co khang thudc.

CHONG CHI PINH:
Chéng chi dinh cho bénh nhan man cam véi bét ky thanh
phan nao cua thudc.



CAC CANH BAO VA THAN TRONG:

— Can than trong khi str dung vién nén FOSMICIN 500,
FOSMICIN 250 cho bénh nhan rdi loan chirc nang gan
(thudc c6 thé lam nang thém tinh trang réi loan chirc nang gan).
Str dung cho bénh nhéan cao tudi:

Fosfomycin dugc bai tiét chi yéu qua than (xem muc DUQC
PONG HOC). Do bénh nhan cao tuéi thuéng bi giam chirc
nang than, can luru y khi sir dung thude cho déi tuong bénh
nhan nay, co thé can giam ligu.

Str dung cho phu nlr mang thai va phu n& cho con bu:
Khéng khuyén cao str dung thudc nay cho phu nir mang thai,
phu nir cd thé mang thai hoac phu nir dang cho con bl (B¢
an toan cua thuéc khi sur dung cho phu ni- mang thai hodc
phu dang cho con bu chura duge chirng minh).

TU'O'NG TAC V&'l CAC THUGC KHAC:

Metoclopramid va cac thudc 1am tang nhu déng duéng tiéu
hoa khi dung dong thai vai Fosfomycin sé lam giam nong dé
fosfomycin trong huyét twong va trong nurée tiéu. Fosfomycin
c6 tac dung hiép ddng tang mure vai khang sinh nhdém B-Lactam,
Aminoglycosid, Macrolid, Tetracyclin, Cloramphenicol, Rifamycin,
Colistin, Vancomycin va Lincomycin.

TAC DUNG KHONG MONG MUON:

— Phén (rng bét lgi bao gbm céc triéu chirng ¢ dudng tiéu héa
nhur ia chay, phan long va tire bung da dugc ghinhan o 9 (10,11%)
trén téng s6 89 bénh nhan trong mét nghién ciru l1am sang.

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

Céc phan trng bat lo'i da duoe ghi nhin khi st dung
vién nang:

— Céac khao sat hau mai déi vai vien nang (da duoc két luan
twrong duong sinh hoc véi dang vién nén) da duoc tién
hanh trén 28.238 bénh nhan tai 1.958 co s¢ digu tri. Co
1.052 phan (rng bét loi da dugc ghi nhan & 947 (3,35%)
trong s6 28.238 bénh nhan.

— Cac phan trng bét lgi chinh bao gom: r6i loan tiéu hoa (ia
chay, dau bung, budn nén/nén, chan an, kho tiéu, day hoi,
viém miéng...) duoc ghi nhan & 822 bénh nhan, réi loan
gan va mat (tang AST (GOT), ALT (GPT),...) duoc ghi nhan
& 66 trurong hop; réi loan da va mé mém (phat ban, ngura,
may day,...) & 49 bénh nhan; cac réi loan toan than (dau
dau, phu,...) & 14 bénh nhan va rdi loan hé tiét nigu (tang
BUN) & 8 bénh nhan.

Céc phan (rng bit lo'i nghiém trong trén I1am sang:

— C6 thé xuét hién viém két trang ciing véi phan 1an mau
nang nhu viém két trang gia mac (<0,1%). Bénh nhan can
duoc theo doi chat ché va néu phat hién bénh nhan bi dau
bung hodc hay ia chay, nén ngirng thuéc ngay va ap dung
cac bién phap xtr tri thich hop.

0,1% — 5% <0,1% Chuwa rd tan suat
Gan* B4t thurdrng chire nang gan nhu tang AST (GOT), ALT (GPT),
tang phosphatase kiém, LDH.
Tiéu hoa Budn non, dau bung, G bl i TR . 4
nan i

Tt/ R 100G, an an, kho tiéu, tirc bung, kho chiu & da day, o chua, non,
Than Phu, tang BUN.
Da Phat ban,... Mg day, ngira
Huyét hoc Tang bach cau &i toan, giam tiéu cau,...
Thén kinh Pau dau, U tai, chong mat,...
Nhiém khudn Viém miéng
Cac phan Bdc hoa, do birng, sét, trong ngire, kho chiu,... Tang sinh Klebsiella Oxyloca
rng khac do sir dung Fosfomycin.

* Bénh nhén can duoc theo déi chat ché va néu phat hién thdy bt ky ddu hiéu bat thudng ndo, can ngirng ngay thudc.
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FOSFOMYCIN CALCIUM HYDRATE TABLETS
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Nha san xuat: Nha phén phéi:

MEIJI SEIKA PHARMA CO., LTD. CONG TY cO PHAN DU'Q'C PHAM THIEN THAO CONG TY CO PHAN DU'Q'C PHAM THIEN THAO SAl GON
4-16, Kyobashi 2 Cho-me, Chuo-ku, 61 - 83 Tran Quoc Hoan, Q. Cau Gidy, Ha Nai, Viet Nam 40/2 Huynh Binh Hai, Q. Binh Thanh, Ha Chi Minh, Viét Nam
Tokyo 104-8002, Japan (T)(+84) 24 3537 0654 (F) (+84) 24 3537 0650 (T) (+84) 28 3551 0670 (F) (+84) 28 3551 0672

www.thienthao.com.vn
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