efadrdxil

250 mg

© Thuéc nay chidung theo don thuéc.

o Docky huéng dan sirdung trugc khidung.

eDéxatamtaytréem.

o Tohudng dan sitdung néu tém tat cac théngtin quantrong ctia thudc.
Néu can thém thong tin, xin héi y ki€n bac sy hoacdugcsy.

THANHPHAN CONG THU'CTHUGC: Mbi g6i 2 g chifa:

Thanh phan dugc chat: Cefadroxil (dusi dang Cefadroxil monohydrat
compacted) 250 mg.

Thanh phan ta dugc: Mannitol, Microcrystallin cellulose PH101, Gém
xanthan, Povidon K30, Acesulfam K, Bt mui dau, Colloidal silicon dioxid A200.
DANG BAO CHE: Bot pha hén dich uéng.

Mé ta dac diém bén ngoai ciia thuéc: Bot mau trdng déng nhat, khé toi,
khéng bidm, vén, thom mui dau.

CHIiPINH:

Cefadroxil 250 mg dugc chi dinh dé diéu tri nhiém khuan do céac vi khuan
nhay cam:

-Viémhongvaviém amidan do Streptococcus.

-Viém phequan phdi, viem ph0| nhiém khuan.

-Nhiém khuan dudng tiét niéu khong bién chimg: Viém than - b& than, viem
bangquang.

- Nhiém khuan da va mé mém: Ap xe, mun nhot, chéc I8, viém quang, viem
dam, viém hach bach huyét.

Nén theo déi nhiing huéng dén vé viéc st dung thuéc khang khuén & dia
phuong.

LIEUDUNG, CACHDUNG:

Liéudung:

Luén dung thudcdingliéulugng trong don thudc.

Liéu lugng phu thudc vao su nhay cdm cla vi khuin gay bénh, muc do
nghiém trong ctia bénh va tinh trang lam sang ctia bénh nhan (chic néang
thanvagan).

Chidinh Ngudi I6n va tré vi thanh nién > 40 kg

¢0 chiic nang than binh thuong

Viém hong va viém amidan do [Liéu dung c6 thé gidm xuéng 4 géi x 1
Streptococcus lan/ngay, trong itnhat 10 ngay.

Viém phé quén phdi, viém phdi|4gdix21an/ngay.
nhiémkhudn

Nhiém khuén dudng tiét niéu 4gobix2lan/ngay.

Nhiém khudn davamémém

4gbix2lan/ngay.

- Tré em < 40 kg ¢6 chiic ndng than binh thudng: Nén chon dang bao ché
thichhgp khac.

- Ngu&i l6n: C6 thé ting liéu tuy theo muc d6 nhiém khudn. Liéu téi da la
16 gbi/ngay. Nhiém khuan ducng tiét niéu man tinh phai dugc diéu trj
kéo dai va chuyén sau, déng thdi ti€p tuc thit nghiém tinh nhay cdm va
theodoilamsang.

- Suy than: Can diéu chinh liéu theo dé thanh thai creatinin dé ngén ngura su
tich tu cefadroxil. & bénh nhan c6 d6 thanh thai creatinin < 50 ml/pht, nén
gidm liéu cho ngudilén theo khuyén cdo nhusau:

Do thanh thai Creatinin | Liéu khdi | Liéu duy | Khoang céch
creatinin huyét thanh dau tni gilra cac liéu
(ml/phat/1,73 m?) | (mg/100 ml)
50-25 14-25 496i | 2-4g6i | 12gi0/lan
25-10 25-56 4g6i | 2-4g6i | 24gis/lan
10-0 >5,6 4 goi 2-4q96i 36 gio/lan

+Tréem (<40 kg) bi suythan Chéng chidinh cefadroxil &tré em bjsuy than
vatréem can tham phan mau.

+ Bénh nhan thdm phan mau: Sau 6 - 8 gid tham phan mau, 63 % liéu 4 g6i
cephalosporin bi dao thai. Thai gian ban thai ctia cephalosporin trong khi
thdm phan maukhoéng 3 gis.

Nén cho bénh nhan thdm phan mau dung thém liéu 2- 4 géi vao cuéi dot
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 ching lam
sang cap tinh héi phuc hodc c6 bing chiing da loai trir vi khuan. Déi véi cac
nhiém khuan do Streptococcus pyogenes, thai gian diéu tri c6 thé dén 10 ngay.
Cach dung: Dung udng, cho bétthudcvao trong 10- 15 ml nuéc (khoang 2 -
3 mubng café), khudy déu va uéng ngay.

- Sinh kha dung clia cefadroxil khong bi anh hudng béi thiic &n nén c6 thé
udng cung thuc an hodc khi bung déi. Bénh nhan réi loan da day - ruét, cé

thé uéng thuéc cung thiic an.

- Truong hop quén udng mét liéu dung: Hay uéng ngay khi nha ra. Néu thoi
gian gan véi lan dung thudc tiép theo, bd qua liéu da quén va hay dung liéu tiép
theo vao thai gian thuding 1é. Khéng dung liéu gap doi dé bu vao liéu da quén.
-Trudng hgp uo'ng qua nhiéu thuéc: Hay gap ngay bac sy hoac téi khoa Hoi
stic- Cap clru ciia bénh vién gan nhat.

CHONG CHIiPINH:

-Qua méan vdi cefadroxil, khang sinh thudéc nhém cephalosporin hodc bat ky
thanh phannao ctiathuéc.

- Bénh nhan cé tién st di tng nang vai penicillin hodc cac khang sinh nhom
beta-lactam khac. -
CANHBAOVATHANTRONG KHIDUNGTHUOC:

- Cefadroxil khéng qua dich ndo tay va khong dugc chi dinh dé diéu trj viém
mang nao (xem mucBactinh dugc dong hoc).

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

- Can than trong & nhiting bénh nhan da cé tién strdi ting ndng hodc hen suyén.
-Nhing bénh nhan c6 tién strdi ting nhe vdi penicillin hodc cac thuéc nhom
beta-lactam khac khong thudc nhom cephalosporin, nén than trong khi si
dung cefadroxil vi c6 thé gay di iing chéo (ty 1é mac tir5- 10 %).

- Than trong véi bénh nhan bi suy gidm chic ndng than va diéu chinh liéu
theo muic d suy than (xem mucLiéu ding, cach dung).

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

-Tiéu chéy c6 thé lam gidm su tai hap thu cac thuéc khac dan dén lam giam
tacdung ctathudc.

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

- Nén thudng xuyén kiém tra cong thic mau va chic nang gan, than khi
dung thuéc kéo dai. Béi nhiém do ndm (vi du Candida) c6 thé xay rakhidung
cefadroxil lau ngay.

- Viém dai trang gid mac do st dung khang sinh can dugc luu y trén nhiing
bénh nhan bi tiéu chdy nang va kéo dai. Truang hop nay, nén ngung ding
cefadroxil ngay lap tic va bat dau 1 liéu phap thich hop (vi du nhu uéng
vancomycin 250 mg, 4 1dn/ngay). Chéng chi dinh dung cac thudc lam gidm
nhuddngrudt.

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

- Cefadroxil c6 thé gay duong tinh gié véi thit nghiém Coombs trong hodc
sau khi dung thudc. Két qua nay ciing tuong tu nhu khi thuc hién tha
nghiém Coombs & cac tré so sinh c6 me dugc diéu trj bang cephalosporin
trudckhisinh.

- Lgi niéu cudng buic lam gidm néng dé cefadroxil trong huyét tuong.

- Nén xét nghiém glucose niéu béng phuong phap enzym (vi du bang que
thd) & bénh nhan dang diéu trj véi cefadroxil vi thir nghiém nhanh c6 thé
chorakétquakhéng chinh xac.

-Thuéc cé chtiamannitol, c6 thé cé tdc dung nhuan trang nhe.
Stdung thuéc cho phuniicé thaiva cho conbu:

- Thoi ky mang thai: Mac du chua c6 bang chiing gay quai thai tir cac
nghién ctiu trén dong vat va kinh nghiém lam sang, st dung an toan trong
thaiky van chua dugc xac dinh. Viéc st dung cefadroxil trong thai gian mang
thainén dugcgidmssatchatché.

-Thaiky cho con bu: Cefadroxil bai tlettrong sfame véindng do thap, man
cam, tiéu chdy hodc nhiém ndm trén niém mac & tré so sinh c6 thé xdy ra.
Viécstrdung cefadroxil § cacbame cho con b nén dugc giamsatchat ché.
Anhhuéng ctiathudclénkhananglaixe, van hanh may méc:

Thuéc c6 thé géy dau dau, cho’ng mat, lo 1dng, mat ngti va mét moi. Than
trong khildixe, van hanh may méc.

TUONGTAC, TUGNG KY CUATHUOC:

Tuong tacchathudc:

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

- Tranh dung déng thai cefadroxil véi aminoglycosid, polymyxin B, colistin
hodc cacthudclgitiéu quailiéu cao vi c6 thé ting tac dung gay doc cho than.
- Can thudng xuyén kiém tra cac théng s6 dong mau khi dung cefadroxil dai
ngay cling véi thuéc chéng déng mau hodc cac thudc tc ché két tap tiéu cau
détranh bién chiing xuat huyét.

- Dung déng thai véi probenecid c6 thé lam néng do6 cefadroxil trong huyét
thanh vatrong matcao honvadugcduy trilauhon.

RGi loan hé
miéndich

Hiém gdp |PhanUnggiéngbénh huyétthanh.

Rdt hiém gdp |Phan iing qua man tuc thi (s6c phan vé).

RSi loan hé|Rdt hiém gdp [Paudau, matngd, chong mat,lolang.
thankinh

Réiloanhétiéu| Thuong gdp [Budn nén, nodn, tiéu chdy, khé tiéu, dau
hoéa bung, viém luéi.

Rdt hiém gdip |Viém dai trang gid mac (tif nhe dén de doa
tinh mang).

R6i loan gan| Hiémgdp |Umatvaviém gan dictrung da dugc bao cao.
mat Tang nhe transaminase huyét thanh (ASAT,
ALAT) va phosphatase kiém.

d6i véi cacloainhat dinh, can luuy dén cac thong tin vé sukhang thuéc & dia
phuong, dac biét khi diéu trj cdc bénh nhiém khuadn nghiém trong. Khi can
thiét, can tim hiéu ty |& khang thuéc & dia phuong ciing nhu hiéu qua trong
itnhat 1 s6loai vikhuan con dang nghingd.

Cacloai

Cécchiing vikhuan nhay cdm théng thudng:
Vikhudn hiéu khi Gram duong:
Streptococcusnhom B, Cva G

Streptococcus pyogenes*

Vikhudn hiéu khi Gram ém:

Moraxella catarrhalis*

Cacchiungvikhuan cé6 thé dé khang:
Vikhudn hiéu khi Gram duong:

Réi loan da va| Thuong gdp [Nguda, phatban, ngoaiban djting, may day.
mo dudi da

Hiém gdp |Phuthankinh mach.

Rdt hiém gdip |H8i chiing Stevens-Johnson va héng ban da
dang.

RGi loan co| Hiémgdp [Paukhdp.
xuong va moé

lién két

Rfﬁi loan than| Hiémgdp |Viemthanke.

vatiétniéu

R&i loan chung| Hiémgdp |S6tdothudc.

vadudng ding [t ap [Matmor,

Xétnghiém Rdt hiém gdp [Thi nghiém Coombs truc tiép va gian ti€p

duongtinh.

(*) Tan suat tac dung khéng mong muén dugc dinh nghia nhu sau: Rat
thudng gap (ADR > 1/10), thuong gép (1/100 < ADR < 1/10), it gép (1/1000 <
ADR < 1/100), hiém g&p (1/10000 < ADR < 1/1000), rat hiém gap (ADR <
1 0000) khong ro (khong dugcudctinhtirdirliéu cé san).

QUALIEUVA CACHXUTRI:

Triéu chiing va biéu hién khistitdung thuéc qua liéu:

Chua c6 béo cdo vé trudng hgp qua liéu cefadroxil. Tuy nhién, theo kinh
nghiém diéu trj v6i cac cephalosporin khac, cé thé xdy ra cac triéu chiing
nhu: Buén nén, do giac, tdng phan xa, triéu chiing ngoai thap, y thic u ém
hodctham chihén mévasuy than.

Cach xtrtrikhi dung thudc qua liéu:

Gay non ngay lap tuc hodc rira da day, néu can thdm phan méau. Theo déi va
diéu chinh can bang nuéc va dién giai, theo déi chiic nang than.
PACTINHDUGCLUCHOC:

Nhém dugcly: Khang sinh nhém cephalosporinthéhé 1.

MaATC:J01D BO5.

Cochétacdong:

Cefadroxil 1a khang sinh nhém cephalosporin dung dudng uéng, tic ché
t6ng hop thanh té bao vi khuan bang cach gan vao mét hoéc nhiéu protein
gén vai penicillin (penicillin binding protein, PBP). Két qua la thanh té bao
dugc téng hop sé bi yeu di va khéng bén vé mat tham thau va dan dén su
phan huyte bao vikhusn.

Cochédékhang:

Cefadroxil c6 hoat tinh chéng lai cac vi khuén tao ra beta-lactamase véi s6
lugng thap hodc trung binh, vi du nhu TEM-1.Tuy nhién, cefadroxil bi bat hoat
bdi cac beta-lactamase c6 kha nang thily phan cac cephalosporin nhu beta-
lactamase phé réng va cephalosporinase nhiém sac thé nhuenzym AmpC.
Cefadroxil sé khéng cé hoat tinh chéng lai vi khudn khi cac protein gén
penicillin bj gidm ai luc gén véi cac beta-lactam. Dé khang thudc ciing c6 thé
xay ra do khang sinh khéng thdm dugc vao mang té bao vi khuan hosc co
ché bom thuéc clia vi khuéan. Nhiéu han mét trong bén co ché khang thuéc
nay c6 thé xay ratrong cing moét cathé vikhuan.

Trong in vitro, cac cephalosporin thé hé 1 dung dudng uéng cé hoat tinh
thap hon cac thuc nhém penicillin G vaV trén vi khudn Gram duong va cac
thuéc nhém aminopenicillin trén H. influenzae.

Nguéng ndng dé: .

Céc khuyén cdo ctia EUCAST (Uy ban chau Au vé thi nghiém tinh nhay cdm
ctia khang sinh) vé ngudng néng dé tc ché téi thiéu clia cefadroxil dugc xac
dinhnhusau:

-Kéthgp véi cholestyramin c6 thé lam gidm sinh kha dung ctia cefadroxil. Nguéng napg a9 e ché

Tuong ky, ctia thudc: Chiing vi khuan t6i thiéu (MIC)
DoAkhéng c(zcéc nghié\n cuu V,é tinh}u’cng ky ctia thudc dung dudng uéng, S< R>
khongtronlanthu6cnay véicacthubckhéc. Enterobacter] (nhiem khuan duo

TI:\C DUNG ISHONG MONC:Ml!ON GUATHUOCA: o B t'rz'ter'o" alfhe"”acif'lf nh:?m) uan ng 16 16

Tacdung khong mong muén xdy ra 36 %-7 % bénh nhan ding thudc. ietnieukhongbien chung

Béang tém tat cac phan ing khéng mong muén: Staphylococcus spp. (1) (1)
Caccoquan | Tan suét (¥) Cac phan iing khéng mong muén StreptococcusnhémA,B,CvaG ) (2
Nhiém Kkhuin ft gdip Su phét trién clia ndm co hoi nhu ndm am Ngudng néng dé khéng lién quan dén loai| Chua c6 bao cao|Chua c6 bao cdo

va nhiém ky
sinh triing

dao, Candida.

Hiém gdp |Tang bach cau i toan, gidm tiéu cau, giam
bach cau, gidm bach cdu trung tinh, mat
bach cau hat: Hiém gap khi dung thuéc dai
ngay, gidam dan khingung dung thudc.

R&iloan mauva
hé bach huyét

Rdt hiém gdp |Thi€u mau tan huyét mién dich.

PC235C-1

(1) Tinh nhay cdm ctia Staphylococcus d8i véi cac cephalosporin dugc suy ra
tUr tinh nhay cdm véi methicillin ngoai trir ceftazidim, cefixim va ceftibuten
khéng cé nguéng néng do va khéng dung trong diéu tri nhiém khuan do
Staphylococcus.

(2) Tinh nhay cdm vdi beta-lactam clia Streptococcus beta tan huyétnhom A,
B, CvaGdugcsuyratitinh nhay cdm véi penicillin.

Tinh nhay cdm:

Ty l& khang thuSc mac phai cé thé thay d6i tuy theo viing dia ly va thai gian

Staphylococcus aureus (nhay cdm véi methicillin)*
Staphylococcus epidermidis

Streptococcus pneumoniae®

Vikhudn hiéu khi Gram ém:
Citrobacterdiversus’

Escherichia coli’

Haemophilus influenza’
Klebsiellapneumoniae’

Klebsiella oxytoca’

Proteus mirabilis*

Cacching vikhuan dékhang:

Vikhudn hiéu khi Gram dudng:

Enterococcus spp.

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

Citrobacter freundii

Enterobacterspp.

Morganella morganii

Proteusvulgaris

Providenciarettgeri

Providenciastuartii

Pseudomonas aeruginosa
Serratiamarcescens

Chungvikhuankhac:

Chlamydiaspp.

Mykoplasmaspp.

Legionellaspp.

*Hiéu qua clia thudc da dugc chiing minh trong cac thirnghiém lam sang.
*Cac chung vikhuén nhay cdmtrung gian tunhién.
PACTINHDUGCHDONGHOC:
Hdp thu: Cefadroxil hau nhu dugc hdp thu hoan toan sau khi uéng. Dung
thudc véi thiic an khong anh hudng dén mic 6 hap thu cdia thuée.
Phdn bé: Sau khi uéng liéu 500 mg (1000 mg), néng do dinh ctia thudc trong
huyét tuong dat dugc khoang 16 (30) pg/ml sau 1 - 1,3 gio. Khoang 18 - 20 %
cefadroxil gan két vdi protein huyét tuang. Cephalosporin khéng xam nhép vao
dich nao ty va khong dugc dung dé diéu tri viem mang nao (xem muc Chi dinh).
Chuyén héa: Cefadroxil khéng bi chuyén héa.
Thai trir: Cefadroxil dugc thai trir cham hon so véi cac khang sinh nhom
cephalosporin dung dudng uéng cuing thé hé (thai gian ban thai ctia thuéc
trong huyét tuong khodng 1,4 - 2,6 gid) nén khoang cach gitra cac li€u c6 thé
kéo daitur 12 - 24 git. Khoang 90 % liéu duing thai trirqua than trong vong 24
gi® & dang khéng déi. Cefadroxil c6 thé dugc loai bé khdi ca thé bang tham
phanmau.
Bénh nhdan c6 ddu hiéu suy giam chiic nang thdn (@ thanh thdi creatinin
gidm): Thai trir cham, can kéo dai khodng cach gitfa cac liéu (xem muc Liéu
dung, cachdung).
QUY CACHDPONGGOI:
Hop10goix2g.
DIEUKIEN BAO QUAN:
Bao quan &:Naikho, nhiét dé dudi 30°C, tranh anh sang.
Bao quan trong bao bi géc clia thudce.
HAN DUNG: 24 thang ké tif ngay san xuat. Khéng dung thudc qua han st
dung daghitrénnhan.
TIEU CHUAN CHAT LUONG:TCCS.
CO S& SAN XUAT:
CONGTY C6 PHAN XUAT NHAP KHAU Y TEDOMESCO
Dia chi: S6 346 dudng Nguyén Hué, Phudng My Pha, Thanh phd
CaoLéanh, TinhDong Thap

poMEsSco  Diénthoai: 1800.969.660
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