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Cefadroxil
- S00mg

© Thuécnay chidung theo don thuéc.
e Docky huéng dan sitdung truéckhidung.
eDéxatamtaytréem.

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

Thanh phan dugc chat: Cefadroxil (dudi dang Cefadroxil monohydrat
compacted) 500 mg.

Thanh phan ta dugc: Natri starch glycolat, Magnesi stearat, Colloidal silicon
dioxid A200, Nang cting gelatin s6 0.

DANG BAO CHE:Vién nangcimg.

Mé ta dac diém bén ngoai ctia thudc: Vién nang ciing s6 0, mau xanh dam -
xanh nhat, bot thucbén trong mau trdng nga, mui dac biét, vidang.
CHIPINH:

Chi dinh diéu tri bdng dudng uéng cac nhiém khudn do cac vi khudn nhay
c&m vi cefadroxil gay ra (xem phan Ddc tinh dugc luc hoc):

-Viémhong vaviémamidan do Streptococcus.

-Viém phéi- phequan viém phOIdOVI khuan.

- Nhiém khun duéng tiét niéu khong bién chiing: Viém bé than, viém bang
quang.

-Nhiém khuan da va mé mém: Ap xe, nhot, chéc 16, viem quang, viém damd,
viém hach bach huyét.

Nén xem hudéng dan chinh thic vé viéc st dung phu hop cac thudc khang
khuén ¢ dia phuong.

LIEUDUNG, CACHDUNG:

Liéudung:

Luén dung thudcdingliéulugng trong don thudc.

Liéu dung phu thuéc vao tinh nhay cdm ctia mam bénh, mic dé nghiém trong
clia bénh vatinh trang lam sang ctia bénh nhan (chiic nang gan va than).

Ngu®i I6n va thanh thiéu [Tré em (< 40 kg) c6
nién > 40 kg c6 chiic nang| chic néang than
than binh thuéng binh thuéng

Chidinh

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

Viém phéi - phé& quan,|1000mg,214n/ngay
viéem phdido vikhuan.

30-50 mg/kg/ngay
chialam21an/ngay

Nhiém khuin dudng|1000mg,21an/ngay
tiétnieu

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

Nhiém khuan da va mé[1000mg, 21an/ngay 30-50 mg/kg/ngay

mém chialam21an/ngay

-Tréem: Co thé tang liéu1én 100 mg/kg/ngay.

- Ngusi I6n: C6 thé tang liéu tuy theo mic dd nhiém khudn. Liéu téi da la
4 g/ngay.Nhiém khuan dudng tiét niéu man tinh phai dugc diéu tri kéo daiva
chuyén sau, dong thai tiép tuc thirnghiém tinh nhay cdm va theo déi lam sang.
Khong khuyén céo dung Cefadroxil 500 mg (vién nang) cho tré sa sinh va tré
em dusdi 6 tudi. DSi vdi tré nhé va tré em c6 can nang < 40 kg, c6 thé dung
danghéndich udng.

© Suy than: Nén diéu chinh liéu dung theo dé thanh thai creatinin dé trdnh
tich tu cefadroxil. & nhiing bénh nhan c6 d6 thanh thai creatinin < 50
ml/phut, nén gidm liéu cho ngudi I6n theo khuyén cao nhu'sau:

D6 thanh thai | Creatinin |Liéuban| Liéu tiép theo Khoadng
creatinin huyét dau céach liéu
(ml/phit/1,73m’)|  thanh
(mg/100ml)
50-25 1,4-2,5 [1000mg | 500 mg - 1000 mg | Méi 12 gis
25-10 2,5-56 | 1000 mg | 500 mg- 1000 mg | Méi 24 gi&s
10-0 >5,6 1000 mg | 500 mg - 1000 mg | Mdi 36 gi&

® Tré em (< 40 kg) bi suy than: Cefadroxil khong dugc chi dinh cho tré em bi
suy than vatré em canthdm phan mau.

© Bénh nhan thdm phan mau: Sau 6 - 8 git tham phan mau, 63 % cua liéu
dung cephalosporin 1000 mg dugc thai tri. Thoi gian ban thai cla
cephalosporin trong khi thdm phan khodng 3 gid. Nén cho bénh nhan thdm
phan mau dung thém liéu 500 mg - 1000 mg vao cudi dgt tham phan mau.

® Suy gan: Khéng can diéu chinh liéu dung.

@ Ngudi cao tudi: Cefadroxil thai trir qua than, nén diéu chinh liéu dung nhu
&ngudibjsuy than néu can.

Thai gian diéu tri: Nén diéu trj kéo dai thém 2 - 3 ngay ntra sau khi cac triéu
ching lam sang cp tinh thuyén gidm hodc da c6 bang chiing vé viéc loai bd
vi khuén. Trong trudng hgp nhiém khuén do Streptococcus pyogenes cé thé
cannhécdiéutriléntsi 10 ngay.

Cach dung: Dung uéng. Sinh khd dung khéng bj anh huéng bdi thuc an va
c6thé udng cefadroxil trong bira &n hodc khi bung déi. Trong trudng hgp réi
loan da day - ruét, c6 thé diing thuéc cung véi thic n. Nén uéng thuéc véi
nhiéu nudc, khéng dugc nhai.

- Trudng hop quén udng mét liéu dung: Hay uéng ngay khi nhd ra. Néu thoi
gian gan véi lan dung thudc tiép theo, bd qua liéu da quén va hay dung liéu tiép
theo vao thdi gian thudng 1é. Khong dung liéu gap déi dé bu vao liéu da quén.
-Trudng hop uo'ng qué nhiéu vién thudc: Hay gap ngay béac sy hodc tdi khoa
Hoi stic- Cap clu cliabénhvién gan nhat.

CHONG CHIDINH

- Qua man vai cefadroxil, bat ky cephalosporin nao hoéc véi bat ky thanh
phan té dugc nao trong thudc.

- & bénh nhan c6 tién st phan ting nghiém trong véi penicillin hoac véi bat
ky loai khang sinh beta-lactam khac.

CANHBAOVATHANTRONG KHIDUNGTHUGC:

- Cefadroxil khdng xdm nhap vao dich néo tly va khéng dugc chi dinh diéu
tri viém mang néo (xem phan Bdc tinh dugc déng hoc).

- Penicillin 13 thu8c uu tién lua chon dé diéu tri Streptococcus pyogenes va
phong ngtra sét do thap khép. Chua da di liéu vé viéc dung cefadroxil dé
diéutriduphong.

-Dac biét can than trong vdi nhitng bénh nhan c6 tién st di tng néng hoac
hen suyén.

- nhing bénh nhan c6 tién strqua man khong nghiém trong véi penicillin
hodc cac thudc beta-lactam khong thudéc nhém cephalosporin khéc, dac
biét than trong khi st dung cefadroxil vi c6 thé xdy ra di ting chéo (ty 1&é mac
tu5-10%).

- Suy than: Can than trong & bénh nhan suy than; liéu lugng phai dugc diéu
chinh theo muic d6 suy than (xem phén Liéu ding, cdch dang).

-Tién st r6i loan da day - ruét: Nén than trong st dung cefadroxil & nhiing
bénh nhan cé tién sirréiloan da day - ruét, dac biét la viém daitrang.

- Su xuat hién tiéu chdy c6 thé lam gidm kha nang tai hap thu clia cac loai
thuéckhacvado dé dan dénlam gidm tac dung ctia thude.

-Phan (ing dj ting: Phai ngling diéu tri ngay 1ap tic néu phan tng di tng xay
ra (n6i may day, ngoai ban, ngua, ha huyét ap va téng nhip tim, réi loan ho
hép, ngat...) va dp dung bién phap diéu trj thich hgp (thudc cudng giao cam,
corticosteroid va/hodc thuéc khang histamin).

- St dung kéo dai: Dac biét khi st dung kéo dai, nén kiém tra thudng xuyén
céng thic mau, chiic nang gan va than dinh ky. Boi nhiém nam (vi du nhu
Candida) c6 thé xay ra khi diéu tri kéo dai véi cefadroxil.

-Trudng hgp tiéu chay nang va kéo dai, nén nghi dén viém dai trang giad mac
dokhang sinh.Trong trudng hgp dé phai ngling cefadroxil ngay lap tuc va bat
dau diéu tri thich hgp (vi du: uéng vancomycin 250 mg, 4 lan/ngay). Chéng
chidinh dung cac thuéc gidm nhu déng ruét.

-Nhiém khuan nghiém trong de doa dén tinh mang hodc nhiing trudng hap
can liéu cao hon hodc dung I3p di 13p lai mi ngay, c6 thé 6 lgi khi dung
nhém cephalosporin ngoai dudng uéng.

- Cefadroxil c6 thé gay duang tinh gi véi thi nghiém Coombs trong hodc
sau khidung thuéc. K&t qua nay cling tuong tu nhukhithuc hién thirnghiém
Coombs & nhing tré so sinh c6 me dugc diéu tri bang cephalosporin trudc
khisinh.

- Lgitiéu cudng buic dan dén gidm néng do cefadroxil trong mau.

- Nén xét nghiém glucose niéu béng phuong phap enzym (vi du béng que
th() & bénh nhan dang diéu trj véi cefadroxil vi xét nghiém phuong phap
khtrc6 thé cho ra két qua khong chinh xac.

-Thudc nay chia it hon 1 mmol (23 mg) natri trén méi vién nang cting, nghia
lavé cobanla'khéng cé natrit

Sttdung thuéc cho phunircé thaivacho conbu:

Théi ky mang thai: Chua c6 théng bdo nao vé tac dung cé hai cho thai nhi,
viéc st dung an toan cephalosporin trong thai ky mang thai chua dugc xac
dinh. Chidung thuSc nay trong thai ky mang thai khi that can thiét.

Thai ky cho con bu: Cefadroxil xuét hién trong stta me véi ndng dé thap; c6
thé gdy méan cam, tré sa'sinh c6 thé bj tiéu chay hodc nhiém ndm niém mac.
Viéc strdung cefadroxil trong thai ky mang thaiva cho con bd nén dugc kiém
soatchdtché.

Anh huéng ctia thuéc 1én kha nang lai xe, van hanh may méc:

Cefadroxil c6 thé gay dau dau, chéng mat, hoi hép, mat ngdi va mét mai, do
d6 ¢6 thé anh hudng dén kha nang lai xe va van hanh may méc (xem phan
Tdcdung khéng mong mudn cdathudc).

TUONGTAC, TUONGKY CUATHUOC:

Tuongtacchathudc:

-Khéng nén phéi hap cefadroxil véi cac khang sinh kim khuan (vi du: Tetracyclin,
erythromycin, sulfonamid, cloramphenicol) vi c6 thé gay téc dung déi khang.
- Nén tranh diéu tri béng cefadroxil két hgp véi khang sinh aminoglycosid,
polymyxin B, colistin hodc thuéc Igi tiéu quai liéu cao vi su két hgp nhu vay
c6thélamting tdc dung gay décchothan.

- Can thudng xuyén kiém tra cac théng s6 déng mau khi st dung déng thai
vdi cac thuéc chéng ddng méau hodc thudc tc ché két tap tiéu cau trong thai
gian dai détranh cac bién chiing xuat huyét.

- Cefadroxil gén két véi cholestyramin c6 thé lam gidm sinh kha dung cda
cefadroxil.

- Probenecid c6 thé lam gidm thai tri cefadroxil & than, do d6 néng do cefadroxil
c6thétanglén trong huyét tuong khi dung déng thai véi probenecid.
Tuongky ciathuéc:

Do khéng c6 cac nghién ctu vé tinh tuong ky cia thudc dung dudng udng,
khéng tron 1an thudc nay véi cac thudckhac.

TACDUNG KHONG MONG MUGON CUATHUOC:

Tac dung khdng mong mudn clia thuéc xdy ra & khoang 6 % -
nhéan dugcdiéu tri.

Bang tém tit cac phan iing khéng mong muén:

7 % (#) bénh

Caccoquan |Tansudt(*)| Cécphan ing khéng mong muén

Nhiém khudn va|  ftgdp  |Hinhanhlam sang vé sy phéttrién cdasinh
nhiém ky sinh vat co héi (ndm) nhu ndm am dao, nam
trung Candida (xem phan Cdnh bdo va thédn trong
khidung thudc).

R&i loan mau va| Hiémgdp |Tang bach cau éitoan, gidm tiéu ciu, gidm
hé bach huyét bach cau, gidm bach cdu trung tinh, mat
bach cau hat: Hiém gdp khi dung thuéc kéo
dai, gidm dan khinguing diéu tri.

Rdt hiém gdp| Thiéu mau tan huyét c6 nguén géc mién dich.

R&iloan hé mién| Hiémgdp |Phénunggiéngnhubénh huyétthanh.

dich Radt hiém gdp|Phan iing qua man tuic thi (s6c phan vé) (xem

phan Canh bdo va than trong khi diing thudc).

R&i loan hé than|Rdt hiém gdp|Dau dau, mat ngd, chéng mat, hoi hop.
kinh

Réiloantiéuhoa | Thudng gdp |Budn ndn, ndn, tiéu chay, khé tiéu, dau bung,
viém |usi (xem phan Canh bdo va thdn trong
khi ding thuéc).

Rdt hiém gdp|Viém dai trang gid mac da dugc bao céo (c6
thé & miic d6 nghiém trong tir nhe dén de
doa tinh mang) (xem phan Cdnh bdo va
than trong khidiing thuéc).

Hiém gdp | U matva suy gan déc ing da dugc bao cao.
Tang nhe transaminase huyét thanh (ASAT,
ALAT) va phosphatase kiém.

R&iloan gan mat

R&iloan davama| Thuong gdp |Ngua, phat ban, ngoai ban di ting, may day.

dudida Hiém gdp |Phtumachthankinh.

Rdt hiém gdp|Hoi ching Stevens - Johnson va héng ban
dadang dadugcbao cao.

Réiloan coxuong| Hiém gdp |Daukhdp
vamo lién két

RGi loan than va| Hiémgdp |Viém than ké (xem phan Canh bdo va thdn
tiétniéu trong khi dung thudc).

R6i loan chung| Hiémgdp |S6tdothudc.

va tai ché dung

thudc Rdt hiém gdp|Mét moi.

Rdt hiém gdp|Thr nghiém Coombs duong tinh truc ti€p
va gian tiép (xem phan Canh bdo va than

Xétnghiém

trong khi ding thuéc).

(#) Ty Ié xay ra cac tdc dung khéng mong muén bi nghingdtrong mét nghién
cliu quan sat sau khi dua thudcra thjtrudng 904 bénh nhan.

(¥) 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), khong rd (khéng dugc udc tinh tirditliéu cd sén).

QUALIEUVA CACH XU TRI:

Triéu chiing va biéu hién khi sfrdungthué’cqué liéu:

Chua c6 bao cao lam sang nao cla cefadroxil vé qua liéu. Tuy nhién, theo
kinh nghlem thu dugc véi cac cephalosporin khac, cac triéu ching sau day
c6thé xdy ra:Buén nén, do glac tang phén xa, triéu chiing ngoai thap, y thic
ma ho, hodctham chihén mé va suy gidm chiic ndng than.
Cachxutrikhidung thuéc qualiéu:

So ctu ngay sau khi udng liéu doc: Gay nén ngay hodc ria da day, néu can
thiét phai thdm phan mau. Theo ddi va diéu chinh can bdng nuéc va dién
gidinéu can, theo doichiicnang than.

PACTINHDUGCLUCHOC:

Nhém dugcly: Khang sinh nhém cephalosporinthéhé 1.

MaATC:J01DB05

- Co chétac dong: Cefadroxil 1a khang sinh nhém cephalosporin thé hé 1,cé
tac dung diét khuén, ngén can su phat trién va phan chia cda vi khuén béng
céch ticchéténghgp vach tébao vikhuan.

- Co ché& dé khang: Cefadroxil c6 hoat tinh chdng lai cac vi khuén tao ra cac
beta-lactamase vGi s6 lugng tur thdp dén trung binh, vi du TEM-1.Tuy nhién,
cefadroxil bi bat hoat bdi cac beta-lactamase cé thé thiy phan cac
cephalosporin, chdng han nhu: Beta-lactamase phd réong va
cephalosporinase trén nhiém sac thé, chdng han nhuenzym AmpC.

- Cefadroxil sé khéng c6 hoat tinh chéng lai vi khuén khi cac protein gan
penicillin bj gidm ai luc gdn véi cac beta-lactam. Dé khang thuéc cling c6 thé
xdy ra do khang sinh khong thdm dugc vao mang té bao vi khuan hodc co
ché day thudc cGia vi khuan. Nhiéu hon 1 trong 4 ca ché khang thuéc nay cé
théxay ratrong cing mét cothé.

-Trong in vitro, cac cephalosporin thé hé 1 dung dudng uéng cé hoat tinh
thap hon so véi khang sinh penicillin G vaV trén cac vikhudn Gram duong va
so véikhang sinh aminopenicillin trén H. influenzae.

- Cefadroxil la dan chat para-hydroxy cta cefalexin va la khang sinh dung
theo dudng udng cé phé khang khuan tuang tu cefalexin.

- Tht nghiém in vitro, cefadroxil ¢é tac dung diét khudn trén nhiéu loai vi
khu&n Gram duong va Gram am. C4c vi khudn Gram duong nhay cdm bao
g6m cac chiing Staphylococcus c6 tiét va khong tiét penicillinase, cac chiing
Streptococcus tan huyét beta, Streptococcus pneumoniae va Streptococcus
pyogenes. Cac vi khudn Gram am nhay cdm bao gém Escherichia coli,
Klebsiella pneumoniae, Proteus mirabilis va Moraxella catarrhalis.
Haemophilus influenzae thuong giam nhay cam.
PACTINHDUGCPONGHOC:

- Cefadroxil bén vimng trong acid va dugc hdp thu rat tt & dudng tiéu hoa.
Vi liéu udng 500 mg hodc 1 g, néng dé dinh trong huyét tuong tuong ting
véikhodng 16 va 30 microgam/ml, dat dugc sau 1 gi¢y 30 phut dén 2 gié. Mic
du c6 néng d6 dinh tuong ty v6i ndng do dinh cua cefalexin, néng do clia
cefadroxil trong huyét tuong dugc duy tri lau han. Thitc an khong lam thay
d6i su hap thu thuéc. Khodng 20 % cefadroxil gan két véi protein huyét
tuong. Thai gian ban thai clia thudc trong huyét tuong khodng 1 gir 30 phut
& ngudi chiic nang than binh thuong, thai gian nay kéo dai trong khoang tir
14 dén 20 gid & ngudi suy than.

- Cefadroxil phan bé réng khdp cac mé va dich cothé. Thé tich phan bé trung
binh 12 181it/1,73 m’, hodc 0,31 lit/kg. Cefadroxil di qua nhau thai va bai tiét
trongsitame.

-Thuéckhéng bichuyén héa.

- Cefadroxil thai trir cham hon nhiéu so véi cac cephalosporin dudng uéng
tuong duong (thai gian ban thai: Khoang 1,4 gid - 2,6 gio) do dé khoang
céchgitta cacliéu co thé kéo dai dén 12 gis- 24 4id.

-Hon 90 % liéu sudungtha| trutrong nuéctiéu ddang khéng déitrong vong
24 gid qua loc cau than va bai tiét & 6ng than. Do d6 vai liéu uéng 500 mg,
néng dé dinh ctia cefadroxil trong nudc tiéu I6n han 1 mg/ml. Sau khi dung
liéu 1 g,néng dd khang sinh trong nudc tiéu gitr dugc 20 dén 22 gis trén muic
néng dé Ui ché ti thi€u cho nhiing vi khudn gay bénh dudng niéu nhay
cam. Cefadroxil dugc dao thainhiéu qua thdm phan mau.

QUY CACHPONGGOI:

-HOp2vix 10vién, hép 10vix 10vién, hop 20 vix 10 vién.

-Chai50vién, chai 100 vién.

PIEU KIEN BAO QUAN: Noi kho, nhiét d6 dudi 30 °C, tranh anh séang.

HAN DUNG 36thang ké tirngay san xuat.

TIEU CHUAN CHAT LUONG:TCCS.

CO SO SAN XUAT:

CONGTY CO PHAN XUAT NHAP KHAU Y TEDOMESCO
Dia chi: S6 346 dudng Nguyén Hué, Phudng My Phu, Thanh phé
CaoLanh, TinhDéng Thap

pomEsco  Diénthoai: 1800.969.660
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