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HUONG DAN SU DUNG

SAFORMYCIN

Thudc nay chi dimg theo don thude
Thong bdo ngay cho bdc st hodc dicgc sT nhitng tde dung khong mong muon
gAp phdi khi sit dung thudc.
Doc kf hubng dan sir dung trude khi dimg
Pé xa tim lay tré em.

1. Thanh phin
Fosfomycin Calci (dudi dang Fosfomycin Calci MONONYAraL)......ocuisvssiminsinminsiis 250mg

G5 R vd 1 vién

(Polyvmylpyrrohdon Anhydrous dibasic Calcium phosphat, Magnesi stearat, Ethanol 96%, Nudc
tinh khiét, Nang ctmg s6 0)

2. Dang bao ché: Vién nang cimg.

3. Chidinh:

Diéu trj cac nhi&m khuén do céc vi khuin nhay cam trong cc bénh sau: Nhiém khuin siu & da,
viém bang quang, viém rudt nhiém khuin, viém tui 1, chép leo, viém sun mi, viém tai gifta,
viém xoang.

4. Cach ding, liéu ding:

- Liéu thuong dung cho ngudi 16n 1a 2 dén 3 gam fosfomyein m01 ngay, chia 1am 3 dén 4 14n,
dung theo dudng udng. Lo thé diéu chinh lidu ding tuy theo tudi va cac triéu chimg lam sang
cua bénh nhan.

- Theo nguyén tic chung, chi nén sir dung fosfomycin trong khoang thdi gian t6i thiéu dé didu tri
tinh trang nhiém khuan ctia bénh nhan sau khi d4 khing dinh tinh nhay cdm ciia vi khuin gay
bénh dbi voi thude dé tranh nguy co khang thude.

= (,hong chi djnh
- Chéng chi dinh cho bénh nhin min cam véi bét ky thanh phan nao cia thude.
- Viém than - viém bé than hogic ap xe quanh théan.

6. Cinh bdo va thin trong khi ding thubc

- Cén thén trong khi sir dung thudc cho bénh nhan réi loan chitc ning gan (thude ¢ thé 1am ning
thém tinh trang rdi loan chitc nang gan).

- Sir dung cho bénh nhén cao tudi: Fosfomycin dugc bai tiét chu yeu qua than. Do bénh nhan cao
tudi thucmg bi gidam chuc néng thén, cdn hru ¥ khi st dung thubc cho dbi twrong bénh nhén nay,
¢6 thé cAn giam lidu.

7. Sit dung thuéc cho phu nif ¢é thai, cho con b1

Khéng khuyén céo sir dung thudc nay cho phy nit mang thai, phu nit ¢ thé mang thai hoic phu
nit dang cho con bu. (P§ an toan ctia thuée khi st dung cho phu nit mang thai ho#c phu nitr dang
cho con bu chua duge chitng minh).
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8. Anh hwéng lén kha niing vén hinh miy méc, tau xe. ]
Thén trong khi 14i xe va vén hanh méy méc vi thuée c6 thé giy dau dAu, O tai, chéng mit,
khé chiu...

9. Twong tic thudc:

- Metoclopramide va cac thudc lam ting nhu dong duong tiéu héa khi dung déng thdi véi
fosfomycin s& lam giam ndng d6 fosfomycin trong huyét trong va trong nudc tiéu.

- Fosfomycin ¢6 tdc dung hiép dong ting mirc véi khang sinh nhém B-lactam, aminoglycoside,
macrolide, tetracycline, cloramphenicol, rifamycin, colistin, vancomyecin va lincomyecin.

10. Tac dung khong mong muén

- Phan img bat loi bao gdm cac triéu chimg & dudng tiéu hoa nhu ia chay, phan Iéng va tirc byung
dd dwge ghi nhan & 9 (10,11%) trén tong s 89 bénh nhan trong mot nghién ciru 1dm sang,
Nhimg thay d6i trong két qua x¢ét nghiém cén 14m sang d& dugc ghi nhan & 1 (11,1 1%) trén tong
s6 9 bénh nhan tham gia nghién ciru, cu thé 13 ting nhe AST (GOT)Y/ALT (GPT). Céc phan tmg
bt loi da dugc ghi nhan khi sir dung dang vién nang. Cac khio st héu mai dbi véi dang vién
nang (da duge két ludn trong dwong sinh hoc véi dang vién nén) di duoc tién hanh trén 28.238
bénh nhén tai 1.958 co s& diéu tri. C6 1.052 phan (mg bét loi da duge ghi nhin & 947 (3,35%)
trong 56 28.238 bénh nhan. Céc phan tmg bt lgi chinh bao gdm: r6i loan hé tiéu hoa (ia chay,
dau bung, budn nén/nén, chén &n, kho tiéu, da’iy hoi, viém mi¢ng...) dugc ghi nhin & 822 bénh
nhén; réi loan gan va mat (ting AST (GOT), ALT (GPT)..) duoc ghi nhén & 66 trumg hop; rdi
logn da v m6 mém (phat ban, ngira, may day...) & 49 bénh nhén; cic 61 loan toan thin (dau diu,
phii...) & 14 bgnh nhén va rdi loan h¢ tiét niéu (ting BUN) & 8 bénh nhin.

Cac phan tmg bat loi nghiém trong trén l4m sang.

Co thé xudt hién viém két trang cing v6i phan 13n médu niing nhu viém két trang gia mac
(<0,1%). Bénh nhin can dugc theo ddi cht che va néu phét hién bénh nhan bj dau bung hodic
hay ia chdy, nén ngimg thubc ngay va 4p dung cdc bién phap xir tri thich hop.

Cac phan (mg bt loi khde e |t gl
| 0,1% - 5% <0,1% ~ Chuard tén sudt
Gan’ Bit thuomg chirc nidng gan nhu

ting AST (GOT), ALT (GPT),
_— _ tang phosphatase kiem, LDH
Tiéuhoa Budn nén, dau Chén 4n, khé tidu, tie bung, khé
‘bung, ia chay/phén chiu & da day, ¢ chua, non...

) . [long... L= |
Thén - Phu, ting BUN...
Da  Phitban.. ~  Mayday,ngta
Huyét | Téng bach ciu 4i toan, giam tiéu
. ... W penssmeleors
_ Thankinh = ___ Daudau, i tai, chéng mit...
Nhiéim f Viém miéng...
 Khuin L i |
Céac phéan {mg Béc hoa, do bimg, s, trong nguc, Tang  sinh  Klebsiella
khéc kh6 chiu... oxylocado st  dung

*Bénh nhén can theo ddi chit che néu phat hién thy bét ki déu hiéu bét thudng ndo, cin ngimg
ngay thuoc.

11. Qui Lidu va cich xir tri
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Chura c6 kinh nghiém vé diéu trj qua lidu. Néu xy ra qué lidu, nén tién hanh diéu tri tridu chitng
va hd tro

12. Pic tinh dwgc Iyc hoe

e Co ché tic dyng va phd khang khuén
Fosfomycin 14 mét khang sinh diét khudn c6 co ché hoat d6ng riéng biét. Thude irc ché khong
hdi phuc giai doan sém ciia sinh tong hop vach té bao vi khudn (dién ra trude giai doan tac dung
cia khang sinh nhém beta-lactam hay glycopeptid). Fosfomycin di qua mang té bao vao bao
twong dé tiép cdn v6i té bao chét cia vi khudn théng qua hé vén chuyén tich cuc glucose-6-P
(G6P) va glycerol-3-P (G3P). Tai day fosfomycin Iam bat hoat enzym enolpyruvyl transferase,
mdt enzym thiét yéu trong sinh téng hop peptidoglycan. Bén canh d6 né con lam giam sy bam
dinh ciia vi khuan trén cdc t€ bao biéu mé tiét niéu, twong tu fosfomycin cfing trc ché thy thé yéu
t6 hoat héa tidu cu trong 1€ bao bibu mé duong ho hép do dé lam giam d6 bam dinh cia
Streptococcus preumoniae va Haemophilus influenzae. .
Fosfomycin c6 hoat pho rong trén cac vi khuin Gram im va Gram duong, bao gom ca S.aureus
khéng methicillin (MRSA) va vi khudn sinh enzym beta lactamase phd rong (ESBL). Hau hét
cde vi khudn Gram 4m dién hinh nhu Salmonrella spp., Shigella spp., E. coli, Klebsiella spp.,
Enterobacter spp., Serratia spp, Citrobacter spp. vA Proteus mirabilis ddu nhay cam védi
fosfomycin. Céc nghién ciru gan day dénh gia cao hoat tinh in vitro cia fosfomycin trén ho vi
khuan dudng rut Enterobacteriaceae sinh ESBL va Enterobacteriaceae da khang thudc. Ty 1é
E.coli sinh ESBL nhay cam v¢i fosfomyecin tir 82% - 100%, ty 1€ ndy dao dong hon & Klebsiella
pneumoniae, tir 15%-100%. Fosfomycin con c6 tic dung trén cac vi khuAn Gram Am sinh enzym
carbapenemase hoc vi khudn khang carbapenem (CR), chii yéu lién quan dén Klebsiella
pneumoniae sinh carbapanemase (KPC). Bén canh d6, cic vi khudn Gram duong nhu S. aureus
(bao gdm ci MSSA va MRSA), Streptococcus pneumoniae, E. faecalis, phin 16n chung E.
Jaecium khing vancomycin (VRE) déu con nhay cam véi fosfomycin.

13. Pic tinh dwge ddng hoe

¥ Dugc djng hoc duwong uong
Nong do thubc trong mdu
Hip thu kém, sinh kha dung khoang 26%. Nong do thudc trong mau vi céc thong s6 duoc dong
hoc cta fosfomycin trén ngudi tinh nguyén khoe manh (n=20) sir dung vién nén hoic vién nang
fosfomycin liéu duy nhét 1.000 mg dugc trinh bay trong bang duéi day. Céc théng s6 dwoe dong
hoc cho thiy c6 su trong duong sinh hoc gifta vién nén va vién nang fosfomyecin.

Ché Néng d8 thube trong huyét tuong (ug/mL) . Céc thong s6 dwoc dong hoc
PR ased e 0pv Tmae o
p VISE | ggg 268 154 263 | 58 435

s : | -

¥ 519 232 1,42 243 5,64 4,55

nang ek e A N S

Lién ket véi protein huyét tirong

Ty 1& gén protein huyét tuong ciia fosfomyecin 14 2,16%.

Chuyén héa va thdi tric \

Fosfomycin khéng bj chuyén héa in vive va dugc thai trir phin 16n qua nuée tidu dudi dang
khéng bién d6i con hoat tinh.

Ty 1§ thude duge tim théy trong nude tidu & ngudi tinh nguyén khoe manh (n=3) trong vong 24
gid sau khi udng dang vién nang lidu 1000 mg tuong ty nhu khi sit dung dang vién nén va déu 1a
28,4%.
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14. Quy cach déng géi: Vi Nhém-nhém
Hop 2 vi x 10 vién
Hop 10 vix 10 vién
15. Piéu kién bio quan: Bio quén noi kho rdo, thodng mét, tranh 4nh sang truc tiép.
16. Han ding: 36 thang ké tir ngay sin xudt.
17. Tiéu chuan chat lwgng thude; TCCS
18. Tcn, dia chi clia co sé sdn xuit thude:
CHINHANH CONG TY TNHH DUQC PHAM SAI GON TAI BINH DUGNG
Dia chi: 86 27 VSIP, dudmg sb 6, KCN Viét Nam - Singapore, phuong An Phu, thi x4 Thufn An,
tinh Binh Duong
DT: 028 39841455 FAX: 028 39841438
19. Tén, dia chi co s& diing ky:
CONG TY CO PHAN DUQ@c PHAM NAM PHUONG
Dia chi: s6 9 tinh 15 926, 4p Trudng Binh, x3 Truong Long A, huyén Chéu Thanh A, tinh Hau
Giang,
86 dién thoai: 0293.3947818




