Cefadr/xil
250 mg

© Thudc nay chidung theo don thudc.

e Docky huéng dan sirdung trugckhidung.

eDéxatamtaytréem.

o To huéng dan sirdung néu tém tat cac thong tin quan trong ctia thude.
Né&u can thém thong tin, xin héiy kién bacsyhoac dugcsy.

THANH PHAN CONG THUC THUOC: M&i g6i 2 g chifa:

Thanh phan dugc chat: Cefadroxil (dudi dang Cefadroxil monohydrat
compacted) 250 mg
Thanh phéan ta dugc: Mannitol, Microcrystallin cellulose PH101, Gom
xanthan, Povidon K30, Acesulfam K, Bot mui dau, Colloidal silicon dioxid
A200.

DANG BAO CHE: Bot pha hén dich uéng.

M6 ta dac diém bén ngoai ctia thudc: Bot mau trdng déng nhat, kho toi,
khong bjdm, vén, thom mui dau.

CHiPINH:

Cefadroxil 250 mg dugc chi dinh dé diéu tri nhiém khudn do céc vi khudn
nhay cam:

-Viém hong va viém amidan do Streptococcus.

-Viém phé quén phéi, viém phéinhiém khuan.

-Nhiém khuan dudng tiét niéu khong bién chiing: Viém than - bé than, viem
bang quang.

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

Nén theo déi nhitng huéng dan vé viéc st dung thudc khang khuan & dia
phuong.

LIEUDUNG, CACHDUNG:

Liéudung:

Ludn dung thudcdingliéulugng trong don thuéc.

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

Chi dinh Ngudi I6n va tré vi Tré em <40 kg c6

thanh nién > 40 kg c6 | chic nang than binh

chic nang than binh thuong
thuong

Viém hong va viém|Liéu dung c6 thé gidm [30 mg/kg/ngay, 1
amidan do Streptococcus |xuéng 1000 mg,  1|lan/ngay, trong it nhat
lan/ngay, trong it nhat [ 10ngay.

10ngay.

Viém phé quan phdi,| 1000 mg,21an/ngay.
viém ph&inhiém khuan
Nhiém khu&n dudng|1000mg,21an/ngay.
tiétniéu

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

30 - 50 mg/kg/ngay,
chialam 2lan/ngay.

Nhiém khuén da va mé | 1000mg, 21dn/ngay. |30 - 50 mg/kg/ngay,
mém chialam 21an/ngay.

-Tréem: Cé thé téng liéulén 100 mg/kg/ngay.

- Ngudi 16n: C6 thé tang liéu tuy theo mic dé nhiém khuén. Liéu t6i da la
4 g/ngay. Nhiém khuan duding tiét niéu man tinh phai dugc diéu tri kéo dai va
chuyén sau, déng thai ti€p tuc thirnghiém tinh nhay cdm va theo déilam sang.
- Suy than: Can diéu chinh liéu theo dé thanh thai creatinin dé ngan nguia su
tich tu cefadroxil. & bénh nhan c6 d6 thanh thai creatinin < 50 ml/pht, nén
gidm liéu cho ngudil6n theo khuyén cao nhu'sau:

Dothanhthdi | Creatinin |Liéu khoi Liéu duy tri Khoang
creatinin huyét thanh|  déu céch gitta
(ml/phdt/1,73 m’)|(mg/100 ml) cac liéu

50-25 1,4-2,5 | 1000 mg | 500 mg- 1000 mg | 12 gio/lan
25-10 2,5-5,6 |1000mg | 500 mg- 1000 mg | 24 gid/lan
10-0 >5,6 1000 mg [ 500 mg - 1000 mg | 36 gi®/lan

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

+Bénh nhan thdm phan mau: Sau 6 - 8 gi¢y thdm phan mau, 63 % liéu 1000 mg
cephalosporin bi dao thai. Thai gian ban thai ctia cephalosporin trong khi
thdm phan méu khoéng 3 gis.

Nén cho bénh nhan thdm phan mau dung thém liéu 500 mg - 1000 mg vao
cudidgt 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 béng chiing da loai trir vi khuan. Déi véi cac
nhiém khuan do Streptococcus pyogenes, thi gian diéu tri c6 thé dén 10 ngay.
Cach dung: Dung udng, cho bét thudc vao trong 10 - 15 ml nudc (khodng
2-3mubng café), khudy déu va uéng ngay.

- Sinh kha dung ctia cefadroxil khéng bi &nh hudng béi thiic dn nén cé thé
udng cung thic &n hodc khi bung doi. Bénh nhan réi loan da day - ruét, cé
thé uéng thuéc cing thic an.

-Trudng hop quén uéng mét liéu dung: Hay uéng ngay khi nhé ra. Néu thai
gian gan vdi lan dung thuéc tiép theo, bd qua liéu da quén va hay dung liéu
ti€p theo vao thai gian thudng 1&. Khong dung liéu g&p d6i dé bu vao liéu da
quén.

-Trudng hgp udng qua nhiéu thudc: Hay gap ngay bac sy hodc téi khoa Héi
stic- Cap ctiu cia bénh vién gan nhat.

CHONG CHIiDINH:

-Qua man vdi cefadroxil, khang sinh thuéc nhém cephalosporin hodc bat ky
thanh phan nao cliathuéc.

- Bénh nhan cé tién sir dj ting nang vi penicillin hodc cac khang sinh nhém
beta-lactam khac.

CANHBAOVATHANTRONG KHIDUNG THUGC:

- Cefadroxil khong qua dich néo tly va khong dugc chi dinh dé diéu trj viém
mang nao (xem mucBDactinh dugcdéng hoc).

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

- Can than trong & nhimng bénh nhan da co tién su di Ging ndng hodc hen
suyén.

-Nhiing bénh nhan cé tién strdj ting nhe véi penicillin hodc cac thuéc nhém
beta-lactam khac khéng thudc nhém cephalosporin, nén than trong khi st
dung cefadroxil vi c6 thé gay dj ing chéo (ty 1é mactur5 - 10%).

-Than trong véi bénh nhan bi suy gidm chic nang than va diéu chinh liéu
theo muc d6 suy than (xem mucLiéu dung, cach dung).

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

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

- Khi xay ra cac phan ting di tng (may day, ngoai ban, ngua, ha huyét ép va
tang nhip tim, réi loan hé hap, dot quy...) nén ngling thudc 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 céng thic mau va chiic ndng gan, than khi
dung thudc kéo dai. Bi nhiém do ndm (vi du Candida) c6 thé xay rakhi dung
cefadroxil lau ngay.

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

- Nhiém khu&n nghiém trong de doa dén tinh mang hodc cac nhiém khuan
can dung liéu cao hodc diéu tri I3p lai m&i ngay: C6 thé dung cac khang sinh
nhém cephalosporin ngoai dusdng uéng.

- Cefadroxil cé thé gay duong tinh gia véi thir nghiém Coombs trong hosc
sau khi dung thuéc. Két qua nay cing tuong tu nhu khi thuc hién thir
nghiém Coombs & cac tré so sinh c6 me dugc diéu tri bang cephalosporin
trudckhisinh.

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

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

-Thuéc c6 chtiamannitol, cé thé cé tdc dung nhuéan trang nhe.

Sttdung thudc cho phu nitcé thaivacho conbu:

- Thoi ky mang thai: M3c du chua c6 bang chiing gay quai thai tir cac
nghién ctru trén dong vat va kinh nghiém lam sang, sit dung an toan trong
thai ky van chua dugc xac dinh. Viéc strdung cefadroxil trong thai gian mang
thainén dugcgidm satchatché.

- Thai ky cho con bu: Cefadroxil bai tiét trong stta me v6inéng dé thap; méan
cam, tiéu chay hodc nhiém ndm trén niém mac & tré so sinh c6 thé xay ra.
Viécsirdung cefadroxil & cdc ba me cho con bt nén dugc giam sat chatché.
Anh huéng ctia thudclén kha nang lai xe, van hanh may méc:

Thuéc c6 thé gay dau dau, chéng mat, lo 13ng, mat ngdi va mét méi. Than
trong khilaixe, van hanh mdy moéc.

TUONGTAC, TUONG KY COATHUOC:

Tuong tac cta thudc:

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

-Tranh dung déng thoi cefadroxil véi aminoglycosid, polymyxin B, colistin
hodc cacthudclgitiéu quailiéu cao vico thé tang téc dung gay ddc cho than.
- Can thusng xuyén kiém tra cac théng s6 dong mau khi dung cefadroxil dai
ngay cung véi thudc chéng déng mau hodc cac thude tic ché két tap tiéu cau
dé tranh bién chiing xuat huyét.

- Dung déng thdi véi probenecid c6 thé lam néng do cefadroxil trong huyét
thanh vatrong mat cao honva dugcduy trilau hon.

-Két hgp véi cholestyramin c6 thé lam gidm sinh kha dung ctia cefadroxil.
Tuong ky cGia thudc:

Do khéng cé cac nghién cdu vé tinh tuong ky clia thuéc dung dudng uéng,
khéng tron lan thudc nay véi cac thudckhac.

TACDUNGKHONG MONG MUON CUATHUGC:

Tac dung khéng mong mudn xay ra &6 %- 7 % bénh nhan dung thudc.

Bang tém tatcac phan ingkhéng mong muén:

Cac co quan|Tan suat (¥) Cac phan ting khéng mong muén
Nhiém ftgdp  |Su phat trién cGia ndm ca hdi nhu ndm am dao,
khuén va Candida.

nhiém ky

sinh tring

R&i loan
mau va hé
bach huyét

Hiém gdip |Tang bach cau aitoan, gidm tiéu cau, giam bach
cdu, gidm bach cau trung tinh, mat bach cau
hat: Hiém gédp khi dung thudc dai ngay, gidm
dan khingung dung thuéc.

Rdt hiém | Thi€umautan huyétmién dich.
gap

(1) Tinh nhay cdm ctia Staphylococcus d6i véi cac cephalosporin dugc suy ra
tU tinh nhay cdm véi methicillin ngoai trur ceftazidim, cefixim va ceftibuten
khéng c6 nguéng néng dé va khéng dung trong diéu tri nhiém khuan do
Staphylococcus.

(2) Tinh nhay cadm vdi beta-lactam ctia Streptococcus beta tan huyétnhom A,
B, Cva Gdugc suyratirtinh nhay cam véi penicillin.

Tinh nhay cdm:

Réiloan hé | Hiémgdp |Phaninggiéngbénh huyétthanh.

mién dich Rdt hiém |Phan iing qua man tuc thi (s6c phan vé).
gap

R&iloan hé | Rdthiém |Paudau, matngu,chéngmat,loléng.

than kinh gdp

R&iloan hé | Thudng gdp|Budn nén, nén, tiéu chay, kho tiéu, dau bung,

Ty l& khang thuSc mac phai cé thé thay d6i tuy theo viing dia ly va thai gian
d6i véi cacloai nhat dinh, can luu y dén cac thong tin vé sukhang thudc & dia
phuong, dic biét khi diéu tri cdc bénh nhiém khudn nghiém trong. Khi can
thiét, can tim hiéu ty lé khang thuéc & dia phuong cing nhu hiéu qua trong
itnhat 156 loai vikhuan con dang nghinga.

Cacloai

(*) Tan suat tac dung khéng mong muén dugc dinh nghia nhu sau: Rat
thudng gép (ADR = 1/10), thuong gap (1/100 < ADR < 1/10), it gap (1/1000 <
ADR < 1/100), hiém gap (1/10000 < ADR < 1/1000), rat hiém gap (ADR <
1/10000), khéng rd (khéng dugc udc tinh tird i liéu c6 san).

QUALIEUVA CACH XU TRi:

Triéu chiing vabiéu hiénkhistrdung thuécqualiéu:

Chua c6 béo cdo vé trudng hop qua liéu cefadroxil. Tuy nhién, theo kinh
nghiém diéu trj vi cac cephalosporin khac, cé thé xay ra cac triéu ching
nhu: Budn nén, do giac, tdng phan xa, triéu ching ngoai thap, y thic u dam
hoactham chihén mévasuy than.

Cachxitrikhidung thuéc qualiéu:

Gay non ngay 1ap tuc hodc riia da day, néu can thdm phan méu. Theo ddi va
diéu chinh can bang nudc va dién gidi, theo ddi chiic nang than.
PACTINHDUGCLUCHOC:

Nhém dugcly: Khang sinh nhém cephalosporinthéhé 1.
MaATC:J01DBO5.

Cochétacdong:

Cefadroxil 1a khang sinh nhém cephalosporin dung dudng uéng, Uc ché
téng hgp thanh t& bao vi khudn bang cach gén vao mét hodc nhiéu protein
gén vai penicillin (penicillin binding protein, PBP). Két qua la thanh té bao
dugc téng hgp sé bi yéu di va khéng bén vé mat tham thau va dan dén su
phéan hay té bao vikhudn.

Cochédékhang:

Cefadroxil c6 hoat tinh chéng lai cac vi khuan tao ra beta-lactamase v6i s6
lugng thap hodc trung binh, vi du nhu TEM-1. Tuy nhién, cefadroxil bi bat
hoat bdi cac beta-lactamase cé kha nang thily phan cac cephalosporin nhu
beta-lactamase phé réng va cephalosporinase nhiém sic thé nhu enzym
AmpC.

Cefadroxil sé khéng c6 hoat tinh chéng lai vi khudn khi cac protein gan
penicillin bi gidm ai luc gdn véi cac beta-lactam. Dé khang thuéc ciing c6 thé
xdy ra do khang sinh khéng thdm dugc vao mang té bao vi khuan hoéc co
chébom thudc cia vi khuan. Nhiéu han mét trong bén co ché khang thuéc
nay cé thé xay ratrong cing mét ca thé vikhuan.

Trong in vitro, cac cephalosporin thé hé 1 dung dudng uéng cé hoat tinh
th&p han cac thuéc nhém penicillin G vaV trén vi khudn Gram duong va cac
thudc nhom aminopenicillin trén H. influenzae.

Ngudng ndng do:

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

Chiing vi khuan Ngudng néng dd tic ché
t6i thiéu (MIC)

S< R>
Enterobacteriaceae (nhiém khuan dusng 16 16
tiét niéu khong bién chiing)
Staphylococcus spp. 1) Q)]
Streptococcusnhom A, B,CvaG 2) 2)
Nguéng néng do khéng lién quan dén loai [Chua c6 bao cdo|Chua ¢ béo céol

tiéu hoa viem uGi. Cécchiing vikhuan nhay cdm théng thudng:
Rdt hiém |Viém dai trang gid mac (tir nhe dén de doa tinh Vikhudn hiéu khi Gram duong:
gap mang). Streptococcus nhéomB,CvaG
RGiloan gan | Hiém gdp U matvaviém gan déctrung da dugc bao céo. Streptococcus pyogenes™ )
mat Tang nhe transaminase huyét thanh (ASAT, W
ALAT)va phosphatase kiém. . o an
— - - - ) p P - — - Cacchuing vikhuan c6 thé dé khang:
Réiloan da | Thuong gdp |Ngua, phatban, ngoaiban didng, may day. Vikhudn hiéu khi Gram duong:
vamoé dusi [~ iz, gdp |Phuthankinh mach. Staphylococcus aureus (nhay cam véi methicillin)*
da Rethié Hoi ching St Joh 5 hong ban d Staphylococcus epidermidis
at ulem dOI Ci u’ng evens-Johnson va hong ban da Streptococcuspneumoniae*
99p ang. Vikhudn hiéu khi Gram am:
Réiloanco | Hiémgdp |Paukhdp. Citrobacter diversus’
xuong va Escherichia coli®
mo lién két Haemophilus influenza’
; o
RGiloanthan| Hiémgdp |Viemthanke. Klebsiellapneumoniae
va tiét niéu Klebsiella oxytoca
- ” - - Proteus mirabilis
RGiloan Hiém gap |Sétdothudc. Cacchiing vikhuén dé khang:
chung va Rathiém [Metmai. Vikhudn hiéu khi Gram duong:
dudng dung gdp Enterococcus spp.
- = = > " RO IT Staphylococcus aureus (khang methicillin)
Xét nghiém Ra;g:zm ;I}:L;nghlem Coombs truc tiép va gian ti€p duong Staphylococcus epidermidis (khang methicillin)

Streptococcus pneumoniae (khang penicillin)
Vikhudn hiéu khi Gram ém:
Acinetobacter spp.
Citrobacter freundii
Enterobacterspp.
Morganella morganii
Proteus vulgaris
Providenciarettgeri
Providenciastuartii
Pseudomonas aeruginosa
Serratiamarcescens
Chingvikhuan khéc:
Chlamydiaspp.
Mykoplasmaspp.
Legionella spp.

*Hiéu qua cliathudc da dugc chiing minh trong cac thirnghiémlam sang.
*Cac chuing vikhuén nhay cdm trung gian tu nhién.
PACTINHDUGCPONGHOC:

Hdp thu: Cefadroxil hdu nhu dugc hdp thu hoan toan sau khi uéng. Dung
thudc vdithic an khéng dnh hudng dén muic dé hap thu cliathuée.

Phdn bé: Sau khi uéng liéu 500 mg (1000 mg), néng dd dinh ctia thuéc trong
huyét tuong dat dugc khoang 16 (30) pg/mlsau 1-1,3 gid. Khoadng 18 -20 %
cefadroxil gdn két véi protein huyét tuong. Cephalosporin khéng xam nhap
vao dich ndo tly va khéng dugc dung dé diéu tri viém mang nao (xem muc
Chidinh).

Chuyén héa: Cefadroxil khong bi chuyén héa.

Thadi trar: Cefadroxil dugc thai trir cham hon so véi cac khang sinh nhom
cephalosporin dung dudng udng cting thé hé (thai gian ban thai ctia thudc
trong huyét tuang khodng 1,4 - 2,6 gid) nén khoang cach gitia cac liéu c6 thé
kéo daitir 12 - 24 gi. Khodng 90 % liéu duing thai trir qua than trong vong 24
it & dang khéng déi. Cefadroxil c6 thé dugc loai bd khdi co thé bang tham
phan mau.

Bénh nhan cé ddu hiéu suy gidm chiic ndang thdn (d6 thanh thdi creatinin
gidm): Thai trir cham, can kéo dai khoang cach gilra cac liéu (xem muc Liéu
dung, cachdung).

QUY CACHPONG GOI:

Hop 10gdix2g.

DIEU KIEN BAO QUAN:

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

Bao quan trong bao bigéc cliathudc.

HAN DUNG: 24 thang ké tif ngay san xuat. Khéng dung thudc qua han st
dung daghitrénnhan.

TIEU CHUAN CHAT LUGNG: TCCS.

CO SG SAN XUAT:

CONGTY CO PHAN XUAT NHAP KHAU Y TEDOMESCO

Bia chi: S6 66, Quéc 16 30, Phudng My Phu, Thanh phé Cao Lanh,
TinhBéngThap
pomesco Diénthoai:0277.3851950

VD-32268-19
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