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3.Thém nuéc ngudi/ Add boiled and cooled water.
4. Lac va udng ngay/ Stir well and drink immediately.
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2.D6 vao cdc/ Empty contents
3.Thém nudc ngudi/ Add boiled and cooled water.
4. Lc va udng ngay/ Stir well and drink immediately.
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1. Cat theo gach/ Cut the sachet along the dotted line.

LY F 0 M I N 2.D6 vao c8c/ Empty contents into a glass.

- " 3.Thém nudc nguéi/ Add boiled and CO?|Ed water.
M AU N H AN TH U6 c D AN G KY FosfomYCin Awmg 4. Lac va ubng ngay/ Stir well and drink immediately.
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LYFOMIN

(Fosfomycin 400 mg) .
Doc ky hudng din sir dung trudc khi diung
Dé xa tim tay tré em

Thubc nay chi ding theo don thuéc

THANH PHAN

Mai g6i bt pha hdn dich ¢6 chira:

Thanh phdn hoat chdt: Fosfomycin (duéi dang fosfomycin calcium hydrat) 400 mg

Thanh phan td dwoc: Xanthan gum, natri clorid, sucralose; cellulose vi tinh thé, saccharose,
aerosil, bot huong hoa qua. A

DANG BAO CHE

Bot pha hon dich

Bot kho toi, phan tan trong nudc tao dich cé vi ngot, mui thom.

QUY CACH PONG GOI

Hop 6 goi, 12 gobi, 18 goi

PAC TINH DUQC LUC HQC

Nhom dugc ly: Nhém céc khang sinh khac

Ma ATC: JO1XXO01

Co ché tic dung: Fosfomycin 1a khang sinh phd rong, c6 ngudn gbe tir acid phosphonic. N6 trc
ché enzyme phosphoenolpyruvat transferase, xtc tac sy hinh thanh acid n-acetylmuramic tir n-
acetyl aminoglucose va phosphoenolpyruvat. Acid N-acetylmuramic 13 acid can thiét cho su hinh

thanh peptidoglycan, mot thanh phan thiét yéu cua thanh té bao vi khudn. Fosfomycin c6 téc.

dung chu yéu la diét khuan.

Phé tic dung:

Fosfomycin c6 phd tac dung rong. In vitro thude c¢6 tac dong cac vi khuin Gram duong, Gram
am, ddc biét cac vi khudn thuong gdy viém nhidm dudng tiét niéu nhu E. coli, Proteus,
Klebsiella, Enterobacter, Pseudomonas, Serratia, Enterococcus, Staphylococcus nhay cam hodac
khang meticillin, Streptococcus pneumonia, Haemophilus influenzae and Nesseria spp. Tuy
nhién trong thuc t& c6 mot vai chung Pseudomonas aeruginosa khang lai thudc va Bacteroides
khong nhay cam. In vivo tinh hiéu qua da xéc dinh dugc véi E. coli va Enterococcus faecalis.
Ngoai nhiém trung dudng tiét nidu va duong tiéu hoa, fosfomycin con duge ding & nhiéu nude
trén thé gioi dang don doc hodic két hop véi cac khang sinh khac dé diéu tri c6 két qua (81,1%)
nhiém vi khudn Gram dwong va/hodc Gram am bao gdm viém phdi va cac viém nhidm ho hap
khac, viém cbt tuy, viém mang ndo, tai, miii hong, nhiém khuan ngoai, san phu khoa, nhiém
khuan huyét, viém khop, viém hach cd, nhiém khudn mét, nhiém khuan ban chan & ngudi déi
thao duong.

Co ché khdng thudc: Khang Fosfomycin dua trén co ché sau:

- Fosfomycin dugc van chuyén vao trong té bao vi khuan dwa vao 2 hé théng bom van chuyén

¥



https://vnras.com/drug/

khéc nhau (hé thdng van chuyén glycerin-3-phosphate va hexose-6). Trong Enterobacteriaceae,
hé thong van chuyén glycerin-3-phosphate bién d6i ma fosfomycin khong con dugc van chuyén
vao té bao nira.

- Mot co ché md hod plasmid khic xdy ra & Enterobacteriaceae, Pseudomonas spp. va
Acinetobacter spp. dua trén sy c6 mit cia mdt protein, su chuyén hoéa fosfomycin va mdi lién hé
véi glutathion (GSH).

- Co ché khéang thudc ctia Staphylococci theo co ché ma hoa plasmid ciing xay ra. Tuy nhién co
ché chinh xé4c van chwa duoc nghién ciru ro.

- Gi6i han gifta viéc khang thudc va nhay cam cua Enterobacteriaceae: vi khuan nhay cam (S) <
32 mcg/ml, vi khuan khang thudc ( R) > 32 meg/ml : '

- Tinh nhay cdm ctia thudc: Ty 1é khang thudc thay ddi theo ting dia phuong va theo thoi gian.
Can c6 thong tin tai timg dia phuong vé tinh trang khang thudc - dac biét 1a véi cac bénh nhiém
trung nang. Néu hiéu qua cua fosfomycin 1a nghi ngo do tinh hinh khéng thudc cta dia phuong
thi nén tu van didu trj boi cac chuyén gia. Dic biét 1a trong trudng hop bi nhiém trung nghiém
trong hodc that bai diéu tri, nén lam khéang sinh do.

Do d6, trong thuc hanh 1am sang, kho c6 thé dung fosfomycin don doc nhung cho dén nay khong
thdy khang chéo hodc tinh ddi khang giita fosfomycin vdi cac khang sinh khéac. Fosfomycin
thuodng co6 tac dung hiép dE‘)ng voi mot sd khéng sinh, dédc bi¢t véi nhom khang sinh uc ché cac
budc cudi trong tdng hop thanh té bao vi khudn (nhuw nhém B-lactam), aminoglycosid, macrolid,
tetracyclin, cloramphenicol, rifamycin va lincomycin, chdng lai Enterococcus, Staphylococcus
khang methicilin va Enterobacteria. Mot sb nghién ctru con cho thdy khi phdi hop fosfomycin
v6i khang sinh nhém aminoglycosid c6 thé lam giam ddc tinh trén than ctia aminoglycosid.

PAC TINH DUQC PONG HQC

Hip thu:
Thubc c6 ty 18 lién két protein huyét tvong thap, khoang 2,16%
Sau khi ubng liéu 40 mg/ kg cén ning, cac thong sd duge dong hoc ctia thude dugc thé hién dudi

bang sau:
Nong do thudc trong méu (ug/ml) T C Nong do thude
. . . . e trong nudc tiéu
Y p. b l .
1 gio 3 gio 6 gio (gi0) (ng/ml) (0-6 gid)
2,95 6,40 2,06 3 6,40 9,53%

Fosfomycin calci hap thu kém qua duong tidu hoa, sinh kha dung theo duong udng chi dat 30-
40%. Thie n 1am giam sinh kha dung va thai trir ciia thude nhung khong 1am anh huéng dén két
qua diéu tri. Sau khi udng 4 gio lidu 1 g, ndng do thudc t6i da trong mau 1a 7 meg/ml. Thube
khong gén vao protein huyét twong.

Phén b:

Fosfomycin c6 trong lugng phén tir nho (138), do d6 xdm nhap vao md va dich co thé dé dang,
thudong dat ndng do giira 20-50% ndng do huyét thanh.

Trong dich ndo tity: khoang 20% ndng do thudc trong huyét thanh, cao hon néu c6 viém mang
ndo.

Trong dich mang phdi: 7-43% ndng do thudc trong huyét thanh.
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O amidan: Khoang 50% nong do trong huyét thanh

O niém mac xoang: Khoang 30% ndng d6 thudc trong huyét thanh.

Trong dom: 5-10% ndng do thudc trong huyét thanh.

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

Chuyén héa:

Fosfomycin khong chuyén hoa cling nhu khéng vao chu trinh rudt- gan.

Thdi true:

Fosfomycin thai trir qua dudng tiét niéu, chu yéu qua loc cau than, khong tiét hodc tai hap thu
qua 6ng than. P thanh thai cta fosfomycin tuong tu d¢ thanh thai cua creatinin (100-200 vong/
phit). Fosfomycin dugc thai trir qua nude tiéu trén 85% trong vong 12 gid, mot phan nho tim
thdy trong phan. Nong do thudc trong nude tiéu cao khi truyén 4 g Fosfomycin trong vong 4 gio,
ndng do thudc dat 3000 mg/ lit trong khi truyén, 3800 lit gitta gio thir 4 va thir 8, 1600 mg/ lit
gitra gi¢ thir 8 va 12.

Khéng c6 sy khéc biét ndng do thube trong nude tidu & ngudi cao tudi va nguoi tré. Do d6 khong
can hiéu chinh liéu.

CHI PINH

Nhiém tring ngoai dudng tiét ni¢u: nhidém khuan sau & da, viém tai giita, viém xoang, viém rudt
nhiém khuén.

Diéu tri nhiém khudn duong tiét niéu dudi cép chua c6 bién chung, viém bang quang, viém bé
than. Dy phong trong thi thuat qua niéu dao trong trudng hop ¢ nhiém vi khuan nhay cam vai
fosfomycin.

CACH DUNG VA LIEU DUNG

Liéu ding

Tré em

Liéu khuyén cdo & tré em la sir dung liéu tir 40-120 mg Fosfomycin/ kg/ ngay, chia lam 3-4 lan.
Mot sb vi du cu thé nhu sau:

Can nang cua treé (kg) Liéu khuyén cdo mg Fosfomycin Luong ché pham ding
5 200-600 mg 0,5-1,5 gobi
10 400-1200 mg 1-3 gobi
15 600-1800 mg 1,5-4,5 géi
Liéu luong c6 thé duoc thay doi tiy theo dd tudi va cac triéu chimg 1am sang clia bénh nhan.
Nguwoi lon:

Udng 1-3 g6i cach nhau mdi 8 gid.

Bénh nhédn suy than:

Ngudi suy than & mutc d trung binh (Cle: > 60 ml/ phut) khong can hiéu chinh liéu va khoang
cach giira cac 1an ding thudc. Ngudi bénh c¢6 Cler < 60 ml/ phit can phai kéo dai khoang thoi
gian sir dung thudc. Khoang cach giita céc 1an str dung thudc phu thude vao Cler:

Khoang cach giita 2 lan

Cler (ml/phUt) dl:ll‘lg FOSmeyCin (glb)

T
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40-60 12
30-40 24
20-30 36
10-20 48
5-10 75

Ngwoi cao tudi:

T‘hu(“')c chu ,yéu duoc bai tiét qua than. Tuy nhién & ngudi cao tudi do chic ndng than suy giam,
can can nhac va than trong khi str dung.

CHONG CHI PINH

Qué man véi bat ky thanh phan khac cua thude.

Bénh nhan suy thdn nang (Cler < 10 ml/ phut)

Bénh nhan dang tham phan mau.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Fosfomycin chu yéu duoc bai tiét qua than. Can than trong khi dung khang sinh cho bénh nhan
suy than

Thén trong trén bénh nhan suy gan néng.

Trong diéu tri khong phdi hgp khang sinh ¢6 thé gap vi khuén khang thudc nhanh do dot bién.
Dé han ché su khang Fosfomycin ctia khéng sinh can phai phéi hop véi cac khang sinh khéc.
Canh bdo ta dwoc |

Ché pham c6 chira saccharose than trong & nhitg bénh nhan c6 réi loan chuyén héa duodng.

TAC DUNG KHONG MONG MUON CUA THUOC

Tac dung phu chu yéu ctia thudc:

- ROi loan tiéu hoa: tiéu chay, dau bung, budn ndn, non, giam cam giac ngon miéng, kho tiéu,
ddy hoi |

- Réi loan chuc nang gan va hé théng dudng mat

- Phan Gng phu trén da: ndi méan ngira, mé day

- Ngoai ra bénh nhan con c6 thé c6 cac biéu hién rdi loan chung nhu: nhirc dau, phi né, rdi loan
tiét niéu

- Phan tng phu nghiém trong cta thudc la viém gia trang két mac, bénh nhan can dugc theo dai
cén than day du cac biéu hién dau bung, tiéu chay thuong xuyén, can ¢ cac bién phap diéu trj va
ngung sir dung thudc hop 1y.

Céc tAn suét xuét hién céc tac dung khong mong mudn cua thudc dugc thé hién & bang duéi day:

" i X Khong c¢6 du dir
Tén suét xut hién 0,1-5,0 % | 0,1% gliéu

Tang AST, ALT, LDH

Gan | e R

O gan

. o Buon ndn, dau bung, | Chan &n, gidm cam

Ro6i loan tiéu hoa . ) o L . 3 ol
’ tiéu chay, phan long | gidc thém &n, day
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bung, buon non, ndn
Than | = eeeee- Phu né, tdng creatinine | = ------
Da va mo dudi da Phat ban No6i mé day, ngta | = -
) Bach cdu uwa eosin
Mau | e s ® X B
glam tieu cau
5 a¥ xs Nhire dau,u tai, chén
Hé thankinh | = - 3 ’ 2 -
mat
Hohap | - Viém phoi, viém miéng | = ------
Cac tac dung phu Cam giac ndéng bing, .
b gphw e s & A & & Khang thuoc
khac soOt, tim dép nhanh

Thong bdo ngay cho bdc sy hodc dwoc sy khi gdp phal cdc. tac dung khong mong

muén cia thudc. /,, B

TUONG TAC, TUONG KY CUA THUOC j??f“ —
Metocloprpamid va céc thubc lam ting nhu dong dudng tj€u. héa.khiiding @ong thoi véi

fosfomycin s& lam giam nong do fosfomycin huyét tuong va trog

Fosfomycin ¢6 tac dung hiép dong ting muc véi khang sinh nhé : , aminoglycosid,
macrolid, tetracyclin, clorampheniramin, rifampicin, colistin, vancomycin va 1incom.ycim-R UGNG
SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU NG nx IONG
Tho"ik_)‘)mangthai 20 oA /z, )1/[{,7/97

C6 rét it dir liéu nghién ctru vé viée sir dung fosfomycin & phu nir ¢6 thai. C4c nghién ciru trén st
dung Fosfomycin khong gay nguy hiém cho thai nhi. Chi nén sir dung cho phu nir ¢6 thai khi
danh gia dugc loi ich cua thude cao hon rat nhiéu so véi nguy co.

Thoi ky cho con bu

Fosfomycin dugc bai tiét trong sita me. Can can nhic danh gia loi ich khi sir dung cho phu nit g
cho con bu, ngung str dung thuoc hay ngung cho con bu.

ANH HU(’ING CfJA THU(‘)C LEN KHA NANG LAI XE VA VAN HANH MAY M()C

moc.
QUA LIEU VA CACH XU TRI

dinh, miéng c6 vi kim loai, suy giam giac quan chung.

Khi ¢6 cac biéu hién qua lleu can duoc didu tri triéu chimg va hd trg. Thude duoc thai trir qua
duong tiéu, do d6 can cung cép nhiéu nudc, dé ting kha nang thai trir cia thudc.

PIEU KIEN BAO QUAN:

Noi kho réo, tranh anh sang, nhiét d¢ dudi 30°C.

HAN DUNG

24 thang k& tir ngay san xuét.

TIEU CHUAN CHAT LUQNG: TCCS W
. G
TEN, PIA CHI CUA CO SO SAN XU @HH@?V e
Y\TE HA NAM
Tién, Ha Nam




