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g theo don thudc

HUONG DAN SU* DUNG THUOC

FOSMICIN® FOR L.V. USE 1g
FOSMICIN® FOR I.V. USE 2g

Thuébc khang sinh dang tiém

- Doc ky hwéng dan st dung trwéce khi dung.

- Néu can thém théng tin, xin héi y kién bdc si hodc dwoc si.

- Théng bao ngay cho bdc si hodc dwoc si nhitng tic dung khéng mong
muén gap phai khi st dung thuéc

- Dé xa tdm tay cua tré em

- Khéng ding thuéc qud han in trén bao bi.

THANH PHAN CONG THU'C THUOC

Thanh phan hoat chét:

Mbi lo FOSMICIN® FOR I.V. USE 1g chira hoat chat chinh Fosfomycin natri 1g (hoat
Iwc)

Mbi lo FOSMICIN® FOR I.V. USE 2g ch(ra hoat chét chinh Fosfomycin natri 2g (hoat

lwe)

Thanh phan ta dwoc: Acid citric khan

DANG BAO CHE
Bt két tinh dé pha tiém, mau tréng
pH va'ty s6 ap lwe tham thiu (OPR) (:

pH OPR Nong dé
| 7.4-75 Ca.1 20mg (ham lwgng)/ ml (nwéc pha tiém theo dwoc dién
Nhat Ban)
7,4-7,5 Ca.3 50mg (ham lwong) ml (nwdc pha tiém theo duwoc dién
Nhat Ban)
7,4-7,5 Ca.2 20mg (ham lwgng)/ ml (glucoza pha tiém 5% theo dwoc
dién Nhat Ban)
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7,4-7,5 Ca.4 50mg (ham Ilwong)/ ml (glucoza pha tiém 5% theo dwoc
dién Nhat Ban)

(): ty s6 d6i véi dung dich Natri Clorua déng trwong, theo dwoc dién Nhat Ban.

CHi BINH
FOSMICIN® dugc chi dinh cho céac trwéng hop nhiém khuan sau day do cac ching
vi khuan nhay cadm véi fosfomycin nhw Pseudomonas aeruginosa, Proteus vulgaris,
Serratia marcescens va cac ching Staphylococcus aureus va Escherichia coli khang
nhiéu loai thuéc: nhiém khudn huyét, viém phé quan, viém tiéu phé quan, gian phé
quan nhiém khuan, viém phdi, b&nh phdi c6 mu, viém mang phdi ma, viém phuc
mac, viém than — bé than, viém bang quang, viém phan phuy, nhiém khuan trong tcr

cung, nhiém khuén khoang chau, viém mé can tl& cung va viém tuyén bartholin.

CACH DUNG, LIEU DUNG

Truyén nho giot tinh mach:
Lidu thwong dung méi ngay fosfomycin dwdng truyén tinh mach nhd giot dbi voi
ngudi lon 1a 2 dén 4g (ham lwong); déi véi tré em 1a 100-200mg/ngay (ham
lwong)/kg. Liéu ndi trén chia 2 1an. Méi lidu dwoc hoa tan vao 100 dén 500ml dich
truyén, thoi gian truyén tir 1 dén 2 gio.

Tiém tinh mach:
Liéu thwong dung méi ngay dudng tiém tinh mach ciing béng liéu truyén nhd giot
tinh mach, ddi v&i ngwdi lon la 2 dén 4g (ham luong); déi voi tré em la 100-
200mg/ngay (ham lweng)/kg, nhwng phéi chia thanh 2 dén 4 1an. Dung méi dung dé
hoa tan 1 dén 2g ché phdm nay la 20ml nwédc pha tiém, theo dwoc dién Nhat Ban
hodc 20ml dung dich glucoza 5%, theo dwoc dién Nhat Ban. Thoi gian tiém tinh
mach phai thwe hién trong 5 phat hoac hon.
Liéu dung noi trén co thé didu chinh theo tudi bénh nhan va theo triéu chirng bénh
nang, nhe.
Nguwoi suy than mae do trung binh (@6 thanh thai creatinin = 60 ml/phat) khéng can
phai diéu chinh liéu lwong va khodng cach gilra cac 1an dung thudc. Nguwdi bénh cé
d6 thanh thai creatinin dwdi 60 ml/phut can phai kéo dai khoang cach gitka céac lan
dung thudc. Khoang céch gitra cac lan dung thubc phu thudc vao doé thanh thai

creatinin (xem bang sau):
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Do thanh thai Creatinin (ml/phut) Khoang céach giira 2 1an dlng
Fosfomycin (gi®)
40-60 12
3040 . 24
20-30 36
10-20 48
5410 75

Nguwoi chay than nhan tao: tiém truyén 2g sau méi lan tham phan.

Nguoi cao tudi: khéng can diéu chinh lidu.

CHONG CHi BINH

Bénh nhan co tién s qua man cam vai Fosfomycin.

CANH BAO VA THAN TRONG KHI DUNG THUOC

- Theo nguyén tac chung, thei gian s dung thudc nay can dwoc gidi han trong thoi
han t6i thiéu theo yéu cau diéu tri déi v&i tirng bénh nhan, sau khi xac dinh dé nhay
cam cla vi khudn véi thude, nhdm tranh sy khang thude cla vi khuan.

- Khi hoa tan FOSMICIN® dang tiém co hién twong tda nhiét; Biéu nay khéng gay hai
gi dén hiéu lwc cling nhw tac dung cla thude.

- Bénh nhén can dwoc theo doi can than dé dé phong nguy co séc

- Can st dung FOSMICIN® dang tiém mét cach than trong ddi vdi cac bénh nhan sau:

(1)  Ban than bénh nhan ho&c ngwdi trong gia dinh ¢6 co' dia méc bénh di (\ng nhw

hen, phat ban, néi mé day.

(2) Bénh nhan bj thiéu ndng gan (chirng thidu ndng gan c6 thé bi Iam trdm trong

hon)

(3) Ché pham nay chia 14,5 mEq natri m&i g (ham lwgng), do dé can than trong khi
dung thude nay cho cac bénh nhan can gidm lwgng Natri dwa vao co thé do suy tim,
suy than, cao huyét ap...

(4) S dung thudc doi véi ngudi cao tudi: San pham nay dwoc thai trir chl yéu qua
than (xem phan BAC TINH DU'QC BDONG HOQC). Cac phan (rng phu co6 thé xay ra
ddi voi nguoi cao tudi vi chire nang than clia ho thuwéng da suy giam. Can than trong
khi dung thudc nay cho cac bénh nhan cao tudi, can gidm lwong Natri dwa vao co

thé do suy tim, suy than, cao huyét ap...
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(5) Dung cho tré em: Do an toan cla thudc ddi véi tré sinh nhe can va tré so sinh
chwa dwoc xac dinh.
- Chi dwoc dung san phdm nay theo dwdng tinh mach. Hon niva, trong moi trudng
hop c6 thé, nén ding ché pham nay bang cach truyén nhd giot tinh mach.
- Céan biét rang hién twong viém tinh mach va dau tinh mach c6 thé xay ra khi st dung
ché phdm nay qua dwdng tinh mach. Vi thé, can lwu tam dén vj tri tiém, ky thuat ap
dung trong diéu tri, téc do truyén dung dich cang cham cang tbt.
- Trong trwdng ho'p bénh nhan phai didu tri dai ngay bang thuéc nay, nén dinh ky kiém

tra chirc nang gan va than cling nhw lam cac xét nghiém mau.

SU DUNG THUOC CHO PHU N(* cO THAI VA CHO CON BU

Vi dé an toan clia ché pham nay dbi véi phu ni c6 thai chua dwoc xac dinh, c6 khuyén
céo khong nén dung thuéc nay cho phu ni ¢6 thai hodc nghi cé thai.

Khuyén céo tranh st dung san pham nay khi cho con bu. Néu viéc diéu tri bang san

pham nay la can thiét thi nén ngirng cho con bu trong thi gian diéu tri.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Khoéng

TUONG TAC, TWONG KY CUA THUOC
Khéng

TAC DUNG KHONG MONG MUON CUA THUOC

Két qué theo doi vé& do an toan clia thudc trong nhirng ndm sau khi ché phdm duworc
lwu hanh trén thi treong dwoec trinh bay dwdi day. Pa nhan dwoc bao cao lam sang
cla 33.711 ca do thay thudc tir 2.618 co s& chira bénh trong toan quédc cung cép.
Trong 710 lan tac dung khéng mong mudn xay ra & 591 bénh nhan (1,75%) cac tac

dung khéng mong muén chti yéu xay ra nhw sau:

Tac dung khéng mong mudn So6 bénh
nhan
Gan/mat (tang SGOT, SGPT,...) . 378
| Ngoai da (ban dd, ngtra, ndi mé day...) 88
| Buong tiéu hoa (ia chay, budn nén, nén, dau bung, chan an) 78

o0
CON

COF
fde

lEN

PHE
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Chuyén hoa va dinh dwéng (Téng Al-P, LDH, tang Natri huyét) 25
Hé mach (ngoai tre tim) (dau mach, dé mat) 15
Toan than (sbt, cdm giac khé chiu...) 14
Puong tiét niéu (rdi loan & than...) 10
Hé than kinh trung wong va ngoai vi (gidm cam giac) 7
Hé bach cau ludi ndi mé (gidm bach cau...) 7

Cac phan trng khéng mong mudn dang cha y trén lam sang:

- Sc: Can theo doi k§ bénh nhan vi cé thé xay ra sbc (<0,1%). Néu co biéu hién lién

quan dén sbc hay co cac triéu chirng nhw tirc ngue, hdi hop, kho thé, tut huyét ap,

tim tai, n6i mé day, kho chiu, v.v... can phai ngirng ngay thudc va cé bién phap didu

tri thich hop.

- Viém rudt két néng va&i phan cé mau nhw viém dai trang mang gia (<0,1%) co thé

xuat hién. Bénh nhan can dwoc theo ddi cdn than va néu xuét hién hién twong dau

bung va tiéu chay, can nglrng ngay viéc dung thudc va cé bién phap diéu tri thich hop.

- Giam huyét cau toan thé va chirng mét bach ciu hat (<0,1%) cé thé xuét hién. Bénh

nhan can dugc theo ddi can than va néu thay cac hién twong khéng binh thudng, can

nglrng dung thudc va co bién phap diéu tri thich hop.

Cac phan (rng khéng mong muédn khac:

20,1% dén < 5%

<0,1%

Gan

ROi loan chirc ndng gan
nhw tang ti sé6 GOT,
GPT, Al-P, LDH, y-GPT,
bilirubin

Vang da

Thiéu mau, gidm bach cau hat, mét
bach cau, gidm tiéu cau, tang bach

cau wa eosin...

Loan chirc nang than, pha, tang tri s6
BUN, protein — niéu, bat thwong vé

dién giai...

| Buong tiéu hoa

Tiéu chay...

Viém miéng, budén nén, nén, dau

bung, chan an...

\\ =2 E2E@ g
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Da Phat ban... Ban dd, ndi mé day, cam giac
ngua...

Tam hé hap Ho, hen...

Hé than kinh Té liét, chong mat va co giat (& liéu
cao)

Noi tiém Viém tinh mach... Pau mach...

Tac dung khéng Pau dau, khat, s6t, cam giac khé

mong mudn khac chiu, dau ngwc, cé cam giac nguwc bj
dé nang, hoi hop...

Theo déi ky bénh nhén, ngtrng str dung sén pham va cé bién phdp diéu tri thich

hop néu ¢é hién twong bat thuwong trén xay ra.

QUA LIEU VA CACH XU TRI

Chuwa c6 bao cao vé viéc qua liéu

PAC TiNH DUOC LU'C HOC
Ma ATC: JO1XX01
Nhom tac dung dwoc ly: Nhom cac khang sinh khac
Hoat ddng khang khuan in vitro:
Fosfomycin c6 tac dung diét khudn dbi v&i cac vi khuan gay bénh gram dwong
va gram am. N6 dac biét co tac dung manh chdng lai cac vi khuan
Pseudomonas aeruginosa, Proteus vulgaris, Serratia marcescens va cac
ching Staphylococcus aureus va Escherichia coli khang lai nhiéu loai thude.
Co ché tac dung:
Cach tac dung cua fosfomycin rat doc dao. N6 dwoc hap thu vao té bao cla vi
khuén ¢ néng dod cao qua hé thdng van chuyén chi déng va (rc ché giai doan
dau cla su sinh tdng hop peptit-polisacarit ctia thanh té bao. (Céac loai thubc

khang sinh (B-lactam trc ché giai doan cubi).

DAC TiNH DU'QC BONG HOC:
1. Noéng do trong mau:

(1) O nguoi lon:

ML N . o, . LS
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mach hoac truyén nhd giot tinh mach ctia s&n pham nay nhw sau:

Péi twong n [Liéudung (g| Thétich |Thoigial Nong dé | Thoi gian

(ham dung méi |str dung| tbida ban hay
lwong)) (mL) (mcg/ml) (gio)

Bénh  nhan| 6 1,0 20 5 phut 740 1.7

nguoi lon

Nguoi on| 3 1,0 200 1 gio 87,3 1.5

khoe manh

Nguoi lon| 3 2,0 300 1 gior 157.3 1,8

khoe manh

Nguoi  lon| 3 2,0 300 2 giov 98,3 1,7

khoe manh

"Chu y Néng dé huyét thanh 30 phut sau khi st dung

Néng dd huyét thanh

3 b{gir)
Thai gian

Nong dé trung binh trong huyét thanh sau khi tiém vao tinh mach

Lugimi)
2

Néng dé huyét thanh

== 1g, 1gi&r
2g, 1gi&
----- 29. 2gi

T
[ 8 12(gitr)

Nong dé trung binh trong huyét thanh sau khi truyén nhé giot vao tinh mach

2) O tréem:

i . %,
o ATy L

B )

W\ NS S
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Trong s6 4 em hoc sinh (can néng tir 20 dén 37 kg, trung binh 28 kg) dwoc tiém 1,0 g
thube hoat Iwc vao tinh mach trong 4 phut, ndng dé trong mau va thoi gian ban hay
trung binh theo tht tw 14 93,8 dén 107 mcg/ml va 1,3 gi®; 30 phat dén 1 gio sau khi
st dung thubc.
Mirc dd gan vao protein
Murc gén vai protein huyét thanh ngudi la 2,16%, xac dinh béng can bang tham tich.
Néng d6 trong nwéc bot
Trong 5 b&nh nhan bj nhiém khuan dwdng hé hap, tiém tinh mach 1g FOSMICIN® san
sinh ra néng dé trong nwéc bot & mure tdi da 1a 7,0 meg/ml 3 gior sau khi tiém thubc.
Chuyén héa va thai trir thudc
Fosfomycin khéng chuyén hoa trong co thé va dwoc thai trir chl yéu trong nwérc tiéu
dwéi dang hoat chat khéng bién dbi.
Ba nguoi I6n khée manh dwoc truyén nhd giot qua tinh mach trong 1 gi& 1g (hoat
lwe) hodc truyén nhd giot qua tinh mach trong 2 gi® 2g (hoat lwc) fosfomycin sodium,
lwong thu héi lai thu dwgc qua nwéc tiéu la 95 dén 99% trong vong 10 dén 11 gidr déu

tién sau khi két thuc viéc truyen nhd giot qua tinh mach.

CAC NGHIEN CPU LAM SANG

Két qua clia 3 cudc thlr nghiém so sanh |am sang va lam sang mé rong nhu sau:
Mcrc dd cbng hiéu:

1) 37,5% (6/16 bénh nhan) di voi bénh nhiém khu&n mau va vi khuan mau.

2)  64,8% (107/165 bénh nhan) déi véi bénh nhan nhiém khuan dudng ho hap nhw

viém phdi, viém phé quan.

54

3) 67,6% (213/315 bénh nhan) ddi v&i chirng viém phdc mac, viém than bé than

va viém bang quang.

My \\._./ r
¥ 49

4) 90,9% (30/33 bénh nhan) déi v&i tredng hop viém phan phu cla tde cung,
87,0% (47/54 bénh nhan) dbi voi trwéng hep viém trong tlr cung,

86,7% (13/15 bénh nhan) déi voi trwdng hop viém khoang chét ctia ho chau,
66,7% (6/9 bénh nhan) déi véi treong hop viém mé can tir cung va

100% (15/15 bénh nhan) déi véi trwdng hop viém tuyén Bartholin.

HOA-LY HOC
Tén chung: Fosfomycin Sodium
Viét tat: FOM
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Tén hoa hoc: Dinatri (1R, 2S)-1,2-epoxypropylphosphonate
Cong thirc phan tr: C3HsNa2O4P
Trong lwgng phan t: 182,02

CAu tric phan t& (cong thirc clu tao):

o]

HC, fz ,PO;Na,

H H

Mb ta: Fosfomycin sodium la mét bot két tinh tréng, vi hoi mén, rét dé tan trong nuwérc,

it tan trong methanol va gan nhw khéng tan trong ethanol va céc chét khac

Hé s6 phan chia:

(log1o 1 = 1&p octanol/ I&p nuwoce, 20 + 5°C)

pH 2,0-10,0
<-3,0

QUY CACH BONG GOI:
1g (ham lweng)/ lo x 10 lo/ hép
2g (ham lwgng)/ lo x 10 lo/ hop

DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LWQNG CUA THUOC:
Piéu kién bao quan: Bao quan tai nhiét dé dwdi 30°C.
Han diing: 36 thang ké ti ngay san xuét

Tiéu chuan chat lwong: Tiéu chuén co sé

TEN, BIA CHi CUA CO SO SAN XUAT THUOC:
Meiji Seika Pharma Co., Lid. Odawara Plant

Dia chi: 1056, Kamonomiya, Odawara-shi, Kanagawa, Nhat Ban
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