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OBIXIL

o Thudc nay chidung theo don thudc.

© Docky huéng dan sitdung trudckhi dung.

o Déxatamtaytréem.

o Tohuéng dan sitdung néu tém tat cacthongtin quan trong ctia thuéc.
Né&u can thém théng tin, xin héi y ki€én bac sy hoac dugcsy.

THANH PHAN CONG THU'CTHUGC: Mbi vién nang cting chfa:

Thanh phan dugc chat: Cefadroxil (dudi dang Cefadroxil monohydrat) 500 mg
Thanh phan ta dugc: Natri starch glycolat, Natri stearyl fumarat, Magnesi
stearat, Nang cting gelatin s6 0 (Candurin silver fine, Brilliant blue FCF (FD&C
blue No.1), Allura red AC (FD&C red No.40), Quinolin yellow (D&C yellow No.10),
Tartrazin (FD&CyeIIow No.5), Natri lauryl sulfat, Gelatin).

DANG BAO CHE:Vién nang cu’ng (xanh dam -xanh nhat).

M6 ta dac diém bén ngoai ctia thudc: Vién nang ciing s6 0, ndp nang mau
xanh dam than nang mau xanh nhat. Bot thuéc bén trong mau tréng nga,
muidacbiét.

CHIPINH:

Cefadroxil 500 mg dugc chi dinh dé diéu trj nhiém khuan do cac vi khuan
nhay cam:

-Viémhong vaviémamidan do Streptococcus.

-Viém phdi- phé quan, viém phéinhiém khuan.

-Nhiém khuan dudng tiét niéu khéng bién chiing nhuviém than, viem bang
quang.

-Nhiém khuén da va mé mém: Ap xe, bénh nhot, chéc 18, viém quéng, viém
damda, viém hach bach huyét.

Nén theo d6inhifng hudng dan vé viéc sitdung khang sinh ¢ dia phuong.
LIEUDUNG, CACHDUNG:

Liéudung:

Luén dung thudcdingliéulugng trong don thudc.

Liéu lugng phu thuéc vao su nhay cdm cla vi khudn gay bénh, mdc d6 tram
trong clia bénh va tinh trang lam sang ctia bénh nhan (chic nang than va gan).

Chi dinh Ngudi I6n va thanh thiéu | Tré em (< 40 kg) c6
nién > 40 kg c6 chitc nang | chic ndng than binh

than binh thuong thuong

Viém hong va L|eudungcotheg|amxuong 30 mg/kg/ngay, uéng 1
viém amidan do|1000 mg, udéng 1 lan, trong|lan, trong 10 ngay.
Streptococcus 10ngay.

Viém phéi - phé|1000mg,21an/ngay.
quan, viém phéi
nhiém khudn

Nhiém khudn|1000mg, 21an/ngay.
duongtiétniéu

30 - 50 mg/kg/ngay,
chialam 21an/ngay.

30 - 50 mg/kg/ngay,
chialam 21an/ngay.

Nhiém khudn da[1000mg,2ldn/ngay.
vamoémém

30 - 50 mg/kg/ngay,
chialam 21an/ngay.

-Tréem: Co thé tang liéu 1én 100 mg/kg/ngay.

- Ngudi I6n: C6 thé tang liéu tuy theo mic dd nhiém khudn. Liéu t6i da 13 4 g/ngay.
Nhiém khuan dudng tiét niéu man tinh phai dugc diéu tri kéo daiva chuyén
sau, déng thai ti€p tuc thirnghiém tinh nhay cdm va theo déilam sang.
Khong khuyén céo dung cefadroxil 500 mg (vién nang) cho tré so sinh va tré
em dudi 6 tudi. DEi véi tré nhd va tré em cé can ning duéi 40 kg, c6 thé dung
dang hén dich udng (cefadroxil 250 mg/5 ml hodc 500 mg/5 ml).

-Suy than: Can diéu chinh liéu theo d6 thanh thai creatinin dé ngan ngra su
tich tu cefadroxil. & bénh nhan c6 d6 thanh thai creatinin < 50 ml/phut, nén
gidm liéu cho ngudil6n theo khuyén cao nhu'sau:

Do thanh | Creatinin Liéu Liéu duy tri Khoang cach
thai huyét | khai dau gilra cac liéu
creatinin thanh
(ml/phdt/1,73m’) | (mg/100 ml)
50-25 1,4-2,5 | 1000 mg |500 mg - 1000 mg|Cach 12 gid/lan
25-10 2,5-56 [ 1000 mg [500 mg - 1000 mg|Cach 24 gid/lan
10-0 >5,6 1000 mg |500 mg - 1000 mg|Cach 36 gi&/lan

-Tré em (< 40 kg) bi suy than: Chéng chi dinh cefadroxil & tré em bi suy than
vatréem cantham phan mau.

-Bénh nhan thdm phan mau: Sau 6 - 8 gié thdm phan mau, 63 % cla liéu dung
cephalosporin 1000 mg dugc thai trir. Thoi gian ban thai ctia cephalosporin
trong khithdm phan mau khoang 3 gio.

Nén cho bénh nhan thdm phan mau dung thém liéu 500 mg - 1000 mg vao
cu6idgt thdm phan mau.

-Suy gan:Khéng can diéu chinhliéu.

- Ngudi cao tudi: Cefadroxil thai trirqua than, nén diéu chinh liéu dung nhu &
ngudi bisuy than.

*Thai gian diéu tri: Nén kéo dai thém 2 - 3 ngay sau khi cac triéu chiing lam
sang cap tinh hoi phuc hodc c6 béng ching da loai trir vi khuan. Déi véi cac
nhiém khuan do Streptococcus pyogenes, théi gian diéu tri c6 thé dén 10 ngay.

Cach dung: Dung uéng. Sinh kha dung cla cefadroxil khéng bi dnh hudng
bai thiic &n nén c6 thé uong cung thiic an hodc khi bung déi. Bénh nhan réi
loan da day - ruét, co thé usng thudc cuing thic an.

Nén uéng thudc vai nhiéu nudc, khéng dugce nhai.

Trudng hgp quén udng mét liéu dung: Hay udng ngay!| khinha ra. Néu thoi gian
gan vai lan dung thudc tiép theo, bo qua liéu da quen va hay dung liéu tlep
theo vao thai gian thudng 1&. Khéng duing liéu gap doi dé bu vao liéu da quén.
Trudng hgp uéng qua nhiéu vién thuéc: Hay gap ngay bac sy hoac tdi khoa
Hoistc- Capcuu ctiabénhviéngannhat.

CHONG CHIiBINH:

-Man cam vdi cefadroxil, khéang sinh thuéc nhém cephalosporin hodc batky
thanh phan nao cliathuéc.

-Bénh nhan c6 tién st di ing nang vai penicillin hoac cac khang sinh nhom
beta-lactam khac.

CANHBAOVATHANTRONG KHIDUNG THUGC:

- Cefadroxil khéng xam nhap vao dich nao tdy va khéng dugc chi dinh dé
diéu tri viém mang nao (xem mucDac tinh dugc dong hoc).

- Penicillin 1a thuSc dugc lya chon dau tién dé diéu tri nhiém khuan do
Streptococcus pyogenes va du phong sét thap khdp. Chua da dir liéu viéc
dung cefadroxil dé diéu tri du phong.

-Canthan trong & nhiing bénh nhan da c6 tién strdi ting ndng hodc hen suyén.
- Nhiing bénh nhan c6 tién st di Ging nhe vdi penicillin hodc khang sinh
nhém beta-lactam khac khéng thuéc nhom cephalosporin, nén than trong
khi strdung cefadroxil vi c6 thé gay di ing chéo (ty 16 mac tir5-10%).

-Than trong vé6i bénh nhan bi suy gidm chic nang than va diéu chinh liéu
theo mic do suy than (xem muc Liéu duing, cach dung).

- Cefadroxil nén dugc sir dung can than & nhiing bénh nhan c6 tién st réi
loan daday-rudt, dacbiétlaviém daitrang.

-Tiéu chdy c6 thé lam gidm su tai hap thu cac thudc khac dan dén lam gidm
tacdung ctathudc.

- Khi xdy ra cac phan ting di iing (may day, ngoai ban, ngua, ha huyét ap va
tang nhip tim, réi loan hé hap, truy mach...) nén ngiing thuéc ngay va ép
dung cac bién phép diéu tri thich hgp (chat kich thich than kinh giao cam,
corticosteroid va/hodc thuéc khang histamin).

- Nén thudng xuyén kiém tra cong thiic mau va chic ning gan, than khi
dung thuéc kéo dai. Boi nhiém do nam (vi du Candida) c6 thé xdy ra khidung
cefadroxil lau ngay.

-Viém dai trang gid mac do st dung khang sinh can dugc luu y trén nhiing bénh
nhan bi tiéu chay nang va kéo dai. Truong hgp nay, nén ngung dung cefadroxil
ngay lap tuc va bat dau 1 liéu phap thich hgp (vi du nhu uéng vancomycin
250mg, 41an/ngay). Chéng chidinh duing cac thudc gidm nhu dong ruét.

- Nhiém khuén nghiém trong de doa dén tinh mang hodc cac nhiém khuan
cén dung liéu cao hodc diéu tri I3p lai m&i ngay: C6 thé dung cac khang sinh
nhom cephalosporin ngoai dudng uéng.

- Cefadroxil c6 thé gay duang tinh gid véi thir nghiém Coombs trong hodc sau
khi duing thudc. Két qua nay cling tuong tu nhu khi thuc hién thir nghiém
Coombs & cac tré so sinh ¢ me dugc diéu tri bang cephalosporin trudc khi sinh.
- Cuéng buclginiéu lam gidm néng dé cefadroxil trong huyét tuong.

- Nén xét nghiém glucose niéu bang phuang phéap enzym (vi du bang que
thd) & bénh nhan dang diéu tri véi cefadroxil vi thit nghiém nhanh ¢ thé
chorakét qua khéng chinh xac.

-Thudc cé chita mautartrazin, c6 thé gy cadc phan ing di ing.

Surdung thudc cho phu nir 6 thaivacho conbu:

- Thai ky mang thai: Mac du chua c6 bang ching gay quai thai tir cac
nghién ctu trén dong vat va kinh nghiém lam sang, viéc s dung an toan
trong thaiky van chua dugc xac dinh.

-Thai ky cho con bu: Cefadroxil bai tiét trong sita me v6i ndng do thap; man
cdm, tiéu chdy hodc nhiém ndm trén niém mac &tré sasinh co thé xayra.
Viéc st dung cefadroxil trong thai ky mang thai va cho con bu nén dugc
kiém soatchat ché.

Anh hudng ctia thudclén kha nanglaixe, van hanh may méc:

Thudc c6 thé gay dau dau, chéng mat, lo 1dng, m&t ngt va mét mai. Strdung
thantrong khilaixe, van hanh may moc.

TUONGTAC, TUONGKY CUATHUOC:

Tuongtacchathuédc:

- Khéng két hgp cefadroxil véi cac thudc kim khudn (nhu tetracyclin,
erythromycin, sulfonamid, cloramphenicol) do téc dung déi khang.

- Tranh dung déng thdi cefadroxil véi aminoglycosid, polymyxin B, colistin
hoéc cacthuée lgi ti€u quailiéu caovico théting tacdung gay docchothan.
- Can thudng xuyén kiém tra cac thong s6 dong mau khidung cefadroxil dai
ngay cung véi thuéc chéng déng hodc cac chat chéng két tap tiéu cau dé
tranh bién chiing xuat huyét.

- Dung déng thai véi probenecid, néng do cefadroxil trong huyét thanh va
trong mat cao hon va dugcduy trilauhon.

-Kéthgp véi cholestyramin cé thé lam gidm sinh khd dung ctia cefadroxil.
Tuong kycuathuoc

Do khéng cé cac nghién ctiu vé tinh tuong ky clia thuéc dung dudng udng,
khong tronlan thuéc nay vai cac thusckhac.

TACDUNG KHONG MONG MUON CUATHUOC:

Tacdung khdng mong mudn xay ra 86 %- 7 % bénh nhan dugc diéu tri.
Bang tom tit cac phan iing khéng mong muén:

Cac co quan | Tan suat (¥) Cac phan iing khéng mong muén

Nhiém khuan tgap Su phét trién ctia ndm cd héi nhu ndm am

va nhiém ky dao, Candida.

sinhtrung

Méau va hé| Hiémgdp |Tang bach cau i toan, gidm tiéu cau, gidm
bach huyét bach cau, gidm bach cau trung tinh, mat bach

cau hat: Hiém gap khi dung thuéc dai ngay,

gidm dan khingung dung thuéc.

Rdt hiém gdip | Thi€u mau tan mau mién dich.

Ré6i loan hé
miéndich

Hiém gdp | Phantng gidng bénh huyétthanh.

Rdt hiém gdp | Phan (ing qua man tuc thi (s6¢ phan vé).

RGi loan hé|Rdt hiém gdp [ Pau dau, matngt, chéng mat, lolang.
thankinh

R&i loan tiéu| Thuong gdp |Budn nén, nén, tiéu chay, kho tiéu, dau bung,

héa viém |udi.
Rdt hiém gdip | Viém dai trang gid mac (ti nhe dén de doa
tinh mang).
RGi loan gan| Hiémgdp |Tinhtrang thi€u cholestase va suy gan da dugc
mat bao cao.

Tang nhe transaminase huyét thanh (ASAT,
ALAT) vaalcalin phosphatase.

khéng c6 ngudng néng dé nhay cdm va khéng dung trong diéu tri nhiém tu
caukhuan.

(2) Tinh nhay cdm beta-lactam clia lién cau khuan tan huyét beta nhém A, B,
CvaGdugcsuyratitinh nhay cdm ctia penicillin.

Tinh nhay cam:

Ty lé khang thudc mac phai c6 thé thay ddi tuy theo vung dia ly va thai gian
d6i véi cacloai nhatdinh, can luu y dén cac thong tin vé sukhang thudc & dia
phuong, dic biét khi diéu tri cdc bénh nhiém khuan nghiém trong. Khi can
thiét, can tim hiéu ty 1& khang thuéc & dia phuong ciing nhu hiéu qué trong
itnhat 1 s6loai vikhuan nhatdinh.

Cacloai

Céc chiing vikhuén nhay cdm théng thuéng:
Vikhudn hiéu khi Gram duong:
Streptococcinhdm B, Cva G.

Streptococcus pyogenes*.

Vikhudn hiéu khi Gram ém:

Réi loan da| Thuong gdp |Ngua, phatban, diing, may day.

va mod dudif——— —

da Hiém gdp |Phuthankinh.
Rdt hiém gdp | Hoi chiing Stevens-Johnson va héng ban da

dang.

R6i loan ca| Hiémgdp |Paukhdp.

xuong vamo

lien két

Réiloanthan| Hiémgdp |Viémthanke.

vatiétniéu

R6i loan| Hiémgdp |S6tdothuéc.

chung va

duongdung | Rdt hiém gdp | Métmoi.

Moraxella catarrhalis*.

Cac chling vi khuan dé khéng thu dugc:
Vikhudn hiéu khi Gram duong:
Staphylococcus aureus (nhay cam véi methicillin)*.
Staphylococcus epidermidis.
Streptococcus pneumoniae*.

Vikhudn hiéu khi Gram ém:
Citrobacterdiversus’.

Escherichia coli’.

Haemophilusinfluenza’.
Klebsiellapneumoniae’.

Klebsiella oxytoca’.

Proteus mirabilis*.

Cécching vikhuan dékhang sén cé:
Vikhudn hiéu khi Gram duong:

Xétnghiém | Rdt hiém gdp | Thit nghiém Coombs truc ti€p va gian tiép
duongtinh.

(*) Tan suat tac dung khéng mong muén dugc dinh nghia nhu sau: Rat
thuang gap (ADR = 1/10), thudng gdp (1/100 < ADR < 1/10), it gép (1/1000 <
ADR < 1/100), hiém gap (1/10000 < ADR < 1/1000), rat hiém gdp (ADR <
1/10000), khéng ré (khéng dugc udc tinh tird i liéu cé sdn).

QUALIEUVA CACH XU TRi:

Triéu chiing va biéu hién khistrdung thuéc qua liéu:

Chua 6 béo cdo vé trudng hop qua liéu cefadroxil. Tuy nhién, theo kinh
nghiém diéu tri bdng cephalosporin, cac triéu ching c6 thé xdy ranhu: Buén
nén, do giac, tang phan xa, triéu chiing ngoai thap, y thiic u am hoac tham
chihén mévasuy than.

Cach xtrtri khidung thuéc qua liéu:

Gay non ngay 1ap tuc hodc riia da day, néu can tham phan méu. Theo déi va
diéu chinh cdn bang nudc va dién gidi, theo ddi chiic ndng than.
DPACTINHDUGCLUCHOC:

Nhém dugcly: Khang sinh nhém cephalosporinthéhé 1.

MaATC:JO1D BO5.

Cochétacdong:

Cefadroxil 1a khang sinh nhém cephalosporin dung dudng uéng, Uc ché
téng hop thanh t& bao vi khudn bang cach gén vao mét hodc nhiéu protein
gén véi penicillin (penicillin binding protein, PBP). K&t qua la thanh té bao
dugc téng hop sé bi yéu di va khéng bén vé mat thdm thau va su phan chia
cliatébaovikhuén.

Cochédékhang:

Cefadroxil c6 hoat tinh chéng lai cac vi khudn tao ra beta-lactamase vdi s6 lugng
thap hodc trung binh, vi du nhuTEM-1. Tuy nhién, cefadroxil bi bat hoat bai cac
beta-lactamase c6 kha nang thily phan cac cephalosporin nhu beta-lactamase
phé réng va cephalosporinase trén nhiém sc thé nhuenzym AmpC.
Cefadroxil sé khéng c6 hoat tinh chéng lai vi khuan khi cac protein gan
penicillin bi gidm ai luc gan véi cac beta-lactam. Dé khang thuéc ciing c6 thé
xay ra do khang sinh khong thdm dugc vao mang té bao vi khuan hodc co
ché bom thudc cGia vi khuan. Nhiéu hon mét trong bén ca ché khang thuéc
nay c6théxay ratrong cing mét cathé.

Trong in vitro, cac cephalosporin thé hé 1 dung dudng uéng c6 hoat tinh
thap hon céc khang sinh nhém penicillin G va V trén vi khuan Gram dudng
va cackhang sinh nhémaminopenicillin trén H. influenzae.

Ngudng néng do:

Cac khuyén céo ctia EUCAST (Uy ban chau Au vé thirnghiém tinh nhay cam
ctia khang sinh). Nguéng néng dé phan biét cac ching vi khuan nhay cdm
clia cefadroxil dugc quy dinh nhu'sau:

Ching vi khuan Nguéng néng dé uc ché
t6i thi€u (MIC)
S=< R>
Enterobacteriaceae (nhiém khuan dudng 16 16
tiét niéu khéng bién ching).
Staphylococcus spp. 1) ()]
StreptococcusnhémA,B,CvaG (2) (2)
Ngudng néng do khong lién quan dén loai. Chua c6 Chua c6
bao cédo bao céo

(1) Tinh nhay cdm ctia Staphylococci d8i véi cac cephalosporin dugc suy ra tir
tinh nhay cdm véi methicillin ngoai trir ceftazidim, cefixim va ceftibuten

Enterococcus spp.

Staphylococcus aureus (khang methicillin).
Staphylococcus epidermidis (khang methicillin).
Streptococcus pneumoniae (khang penicillin).
Vikhudn hiéu khi Gram am:
Acinetobacter spp.

Citrobacter freundii.

Enterobacterspp.

Morganellamorganii.

Proteusvulgaris.

Providenciarettgeri.

Providenciastuartii.

Pseudomonas aeruginosa.
Serratiamarcescens.

Ching vikhuéan khac:

Chlamydiaspp.

Mykoplasmaspp.

Legionella spp.

*Hiéu qua cla thudc da dugc chiing minh trong cac thirnghiém lam sang.
‘Cécching vikhudn nhay cdm trung binh.

DACTINHDUGCDPONGHOC:

Hap thu: Cefadroxil hdu nhu dugc hap thu hoan toan sau khi uéng. Dung
thudcvéithiic an khéng anh hudng dén miic dé hap thu clia thuée.

Phan bé: Sau khi uéng liéu 500 mg (1000 mg). Néng do dinh ctia thudc trong
huyét tuong dat dugc khoang 16 (30) ug/ml sau 1 - 1,3 gid. Khoadng 18 - 20 %
cefadroxil gan két véi protein huyét tuong. Cac khang sinh nhém cephalosporin
khéng xam nhap vao dich néo tly va khong dugc dung dé diéu tri viém mang
nao (xem muc Chidinh).

Chuyén héa: Cefadroxil khéng bj chuyén hoa.

Thai trir: Cefadroxil dugc thai trir cham hon so véi cac khang sinh nhém
cephalosporin dung dudng uéng cung thé hé (thgi gian ban thai ctia thuéc
trong huyét tuong khoang 1,4 - 2,6 gid) nén khoang cach gitia cacliéu c6 thé
kéo daitlr12- 24 gid. Khodng 90 % liéu dung thai trir qua than trong vong 24
gi6 & dang khong d6i. Cefadroxil c6 thé dugc loai bd khdi co thé bdng thdm
phanmau.

Bénh nhdn c6 ddu hiéu suy giam chic nang than (@9 thanh thdi creatinin
giam): Thai trir cham, can kéo dai khodng cach gitfa cac liéu (xem muc Liéu
dung, cachdung).

QUY CACHDPONGGOI:

-HOp 10vix 10vién.

-Chai100vién.

DIEU KIEN BAO QUAN:

Bao quan &:Noikho, nhiét dé dudi 30°C, tranh anh sang.

Bdo quan trong bao bi goc ctiathudc.

HAN DUNG: 36 thang ké tif ngay san xuat. Khéng dung thudc qua han st
dung daghitrénnhan.

TIEU CHUAN CHAT LUONG:TCCS.

CO SO SAN XUAT:
CONGTY C6 PHAN XUAT NHAP KHAU Y TEDOMESCO
Dia chi: S6 346 duding Nguyén Hug, Phudng My Phu, Thanh phd
CaoLanh, TinhDong Thap

poMEsco Diénthoai: 1800.969.660




