Rx

Cefadroxil
500 mg

¢ Thuécnay chidung theo don thuéc.

¢ Docky huéng dan sitdung trudc khidung.

eDéxatamtaytréem.

¢ To huéng dan sirdung néu tém tat cac théng tin quan trong ctia thuéc.
Né&u can thém thong tin, xin héiy kién bacsy hoac dugcsy.

THANH PHAN CONG THUC THUGC: Méi vién nang ciing chira:

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

Thanh phan ta dugc: Natri starch glycolat, Magnesi stearat, Colloidal silicon
dioxid A200, Nang gelatin s6 0 (Titan dioxid, Brilliant blue FCF (FD&C Blue
No.1), Carmoisin, Sunset yellow (FD&C Yellow No.6), Tartrazin (FD&C Yellow
No.5), Iron oxid black, Natri lauryl sulfat, Gelatin).

DANG BAO CHE: Vién nang cting.

M6 ta dac diém bén ngoai ctia thudc: Vién nang ciing s6 0, ndp nang mau
xanh, in s6 03 2106 mau den, than nang mau xam, in s6 03 2106 mau den,
bot thudc bén trong mau trang nga, mui dac biét, vi déng.

CHIiDINH:

Cefadroxil dugc chi dinh trong diéu tri cdc nhiém khudn thé nhe va trung
binh do cacvikhuan nhay cdm:

- Nhiém khuan dudng tiét niéu: Viém than - bé than cap va man tinh, viém
bang quang, viém niéu dao, nhiém khuan phu khoa.

- Nhiém khuén dudng hé hap: Viém amidan, viém hong, viém phé quan -
phéiva viém phdi thuy, viém phé quan cap va man tinh, ap xe phéi, viém ma
mang phdi, viém mang phéi, viém xoang, viém thanh quan, viém tai giita.
-Nhiém khudn da va mé mém:Viém hach bach huyét, 4p xe, loét do ndm lau,
viémvu, viém quang, bénh nhot, viém damu.

-Cacnhiém khuan khac:Viém xuong tuy, viém khép nhiém khuan.
LIEUDUNG, CACHDUNG:

Liéudung:

Luén duing thudc dingliéulugng trong don thuéc.

- Ngu®i 16n va tré em (> 40 kg): 500 mg - 1 g, 2 lan/ngay tuy theo muic do
nhiém khudn hodc 1 g ldn/ngay trong céc nhiém khuén da va mé mém,
nhiém khudn dudng tiét niéu khong bién ching.

-Tréemtrén 6 tudi (< 40kg): 500 mg, 2 1an/ngay.

- Ngudi cao tudi: Kiém tra chiic ndng than va diéu chinh liéu dung & ngudi
bénh suy than, liéu khéi dau 500 mg - 1000 mg, liéu tiép theo dugc diéu
chinhnhusau:

Thanh thai creatinin Liéu Khoéng thai gian gitra 2 liéu
0-10 ml/phut 500 - 1000 mg 36 gio
11-25ml/phdt | 500 - 1000 mg 24 gi
26 - 50 ml/phut 500 - 1000 mg 12 gio
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*Luuy:Thai gian diéu tri phai duy tri téi thiu tir5 - 10 ngay.

Cach dung: Dung uéng. C6 thé gidm bét tac dung phu dudng tiéu héa néu
udngthudc cung véithican.

Trudng hgp quén uéng moét liéu dung: Hay udng ngay khi nhé ra. Néu thoi
gian gan vdi lan dung thudc tiép theo, bd qua liéu da quén va hay dung liéu
tiép theo vao thai gian thudng 1&. Khong duing liéu g&p doi dé bu vao liéu da
quén.

Trudng hogp uéng qua nhiéu vién thudc: Hay gép ngay bac sy hodc téi khoa
Hoi stic- Cap ctu clia bénh vién gan nhat.

CHONG CHiDINH:

Ngudi bénh c6 tién st di ing véi khang sinh cephalosporin va céc thanh
phankhaccuathudc.

CANHBAOVATHANTRONG KHIDUNGTHUOC:

-Vi c6 phén ting qua man chéo bao gém phan (ing séc phan vé xay ra gitta
ngudi bénh di ting vgi khang sinh nhém beta - lactam, nén than trong cho
ngudi bénh trugc day da bi di ing véi penicillin.

- Ngudi bénh bi suy gidm chiic nang than ré rét. Trudc va trong khi diéu tri,
can theo déi Iam sang can than va tién hanh cac xét nghiém thich hgp &
ngudibénh suy than hodcnghibi suy than.

- Dung cefadroxil dai ngay cé thé lam phat trién qua mic cac chiing khéng
nhay cdm, can theo déi ngudi bénh can than, ngling st dung thuéc néu bj
boéinhiém.

-Da cé béo cao viem dai trang gid mac khi strdung cac khang sinh phé réng,
vi vay can phai quan tam téi chan dodn nay trén nhiing ngudi bénh bi tiéu
chay nang cé lién quan téi viéc st dung khang sinh. Nén than trong khi ké
dan khang sinh phé réng cho nhimng ngudi c6 bénh dudng tiéu hoa, dac
biétlabénh viém daitrang.

- Chua c6 du sé liéu tin cay ching té dung phdi hgp cefadroxil véi cac thuéce
do6c vdi than nhu cadcaminoglycosid ¢ thé lam thay d6i doc tinh véi than.
Kinh nghiém st dung cefadroxil cho tré s sinh va dé non con han ché. Can
thén trong khidung cho nhitng ngudi bénh nay.

-Thudc c6 chiiamau sunset yellow, c6 thé gay cac phan ting dj ing.

Sttdung thuéc cho phunircé thaivachoconbu:

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

- Thai ky cho con bi: Cefadroxil bai tiét trong sita me véi ndng doé thap,
khéng co tac dong trén tré dang bu sita me, nhung nén quan tam khi thay
trébitiéu chay, tua vandiban.

Anh huéng ctia thudc1én kha nang lai xe, van hanh may méc:

Thuéc c6 thé gay dau dau (hiém gdp). Than trong khi lai xe, van hanh may
moc.

TUONGTAC, TUONGKY CUATHUGC:

Tuongtacchathudc:

- Cholestyramin gén két vai cefadroxil & rut lam cham suhap thu ctia thuéc
nay.

-Probenecid c6 thé lam gidm bai tiét cephalosporin.

-Furosemid, aminoglycosid c6 thé hiép déng tdng doc tinh véi than.

Tuongky ciiathudc:

Do khéng c6 cac nghién ctu vé tinh tuang ky clia thudc diing dudng uéng,
khéng tron lan thuéc nay véi cac thuéckhac.

TAC DUNG KHONG MONG MUGN CUATHUOC:

Tac dung khéng mong muén &6 % ngudi dugc diéu tri.

Bang tém tat cac phan ingkhéng mong muén:

Cac co quan | Tan suat (¥) Cac phan iing khéng mong muén
Tiéuhoa Thudng gdp | Buénndn, dau bung, nén, tiéu chay.
Hiém gdp | Viém daitrang gid mac, réiloan tiéu héa.
Méau It gdp Tang bach cau ua eosin.
Hiém gdp | Gidm bach cau trung tinh, gidm tiéu cau, thiéu
mau tan mau, thir nghiém Coombs duong tinh.
Da ftgap Ban dadang sén, ngoai ban, ndi mé day, ngua.
Hiém gdp |Ban dé da hinh, hdi chiing Stevens - Johnson,
pemphigus théng thudng, hoai ti biéu bi
nhiém doc (hdi chiing Lyells), phtmach.
Gan It gdp Tang transaminase c6 héi phuc.
Hiém gdp |Vangdamat,tdng nhe AST, ALT, viém gan.
Tiét niéu, ftgap Pau tinh hoan, viém am dao, bénh ndm Candida,
sinh duc ngfa bd phan sinh duc.
Toanthan Hiém gdp | Phan tng phanvé, bénh huyétthanh, sot.
Than Hiém gdp |Nhiém doc than co ting tam thoi uré va
creatinin mau, viém than ké c6 héi phuc.
Than kinh Hiém gdp | Cogiat (khidungliéu cao vakhisuy gidm chic
trung uang nangthan),dau dau, tinh trang kich dong.
B phankhéac| Hiémgdp |Daukhdp.

(*) Tan suat tac dung khong mong muén dugc dinh nghia nhu sau: Rat
thudng gap (ADR = 1/10), thuong gap (1/100 < ADR < 1/10), it gap (1/1000 <
ADR < 1/100), hiém gép (1/10000 < ADR < 1/1000), rét hiém gap (ADR <
1/10000), khéng ré (khéng dugc udc tinh tirdirliéu c6 sn).

Huéng dan cach xirtri ADR:

Ngting strdung cefadroxil. Trong trudng hop di iing hodc phan ting qua man
nghiém trong can tién hanh diéu tri hé trg (duy tri théng khi va st dung
adrenalin, oxygen, khdng histamin, tiém tinh mach corticosteroid).

Cac trudng hop bi viém dai trang gid mac nhe, thudng chi can ngiing thuéc.
Céactrudng hop thé vira va ndng, can luu y b sung dich va chat dién giai, bé
sung protein va uéng metronidazol, 1a thudc khang khuan 6 tac dung tri
viém daitrang do C. difficile.

QUALIEUVA CACHXUTRI:

Triéu chiing vabiéu hiénkhistrdung thuécqualiéu:

Triéu ching qua liéu cap tinh phan 16n chi gay buén nén, nén va tiéu chay.
C6thé xdy raténg phanxa, co giat, dic biét 3ngudi bénh suy than.
Céchxtrtrikhidung thudc qua liéu:

XU tri qua liéu can can nhac dén kha nang qua liéu ctia nhiéu loai thudc, su
tuong tac thudc va dugc dong hoc bat thudng clia ngudi bénh. Tham tach
than nhan tao c6thé cé tadc dung gitp loai bé thudc khdi mau nhung thusng
khéng dugc chidinh. Bao vé dudng hd hap clia ngudi bénh, thong khihé trg
va truyén dich. Cha yéu la diéu tri hé trg hodc gidi quyét triéu chiing sau khi
rira, tay da day ruét.
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DPACTINHDUGCLUCHOC:

Nhém dugcly: Khang sinh nhém Cephalosporinthéhé 1.

MaATC:JO1D A09.

- Cefadroxil 1a khang sinh nhém cephalosporin thé hé 1, cé tac dung diét
khudn, ngan can su phat trién va phan chia cla vi khudn béng cach tc ché
ténghgp vachtébao vikhuan.

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

- Thit nghiém in vitro, cefadroxil c6 tac dung diét khuan trén nhiéu loai vi
khudn Gram duong va Gram am. C4c vi khuan Gram duong nhay cdm bao
g6m cac chling 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 gidm nhay cam.

DACTINHDUGCDPONGHOC:

- Cefadroxil bén vimng trong acid va dugc hdp thu rat t6t & dudng tiéu hoa.
Vi liéu udng 500 mg hodc 1 g, néng dod dinh trong huyét tuong tuong ting
véikhodang 16 va 30 microgam/ml, dat dugc sau 1 gi 30 phut dén 2 gis. Méc
du c6 néng do dinh tuong ty véi ndng dé dinh cua cefalexin, néng do clia
cefadroxil trong huyét tuong dugc duy tri lau han. Thitc an khong lam thay
d6i su hdp thu thudc. Khodng 20 % cefadroxil gdn két vdi protein huyét
tuong. Thai gian ban thai clia thudc trong huyét tuong khodng 1 i 30 phuit
& ngudi chiic nang than binh thudng, thoi gian nay kéo dai trong khoang tur
14 dén 20 gid & ngudisuy than.

- Cefadroxil phan b6 réng khdp cac mé va dich cothé. Thé tich phan b trung
binh 1a 181it/1,73 m’, hodc 0,31 lit/kg. Cefadroxil di qua nhau thai va bai tiét
trongsiame.

-Thuéc khong bi chuyén héa. Hon 90 % liéu sir dung thai trirtrong nudc tiéu
& dang khéng déi trong vong 24 gid qua loc cau than va bai tiét 6 6ng than.
Do d6 véi liéu uéng 500 mg, néng dé dinh ctia cefadroxil trong nudc tiéu I16n
hon 1 mg/ml. Sau khi dung liéu 1 g, néng d6 khang sinh trong nuéc tiéu gitt
dugc 20 dén 22 gi¢ trén muc néng dé tic ché ti thiéu cho nhiing vi khudn
gay bénh dudng niéu nhay cdm. Cefadroxil dugc dao thai nhiéu qua tham
tachthdnnhantao.

QUY CACHDPONGGOI:

-HOp 10vix 10vién, hdp 20 vix 10 vién.

-Chai 100 vién.

DIEU KIEN BAO QUAN:

Bdo quan &:Noikhé, nhiét do dudi 30 °C, tranh anh séng.

Bao quan trong bao bi géc clia thuéce.

HAN DUNG: 36 thang ké tif ngay san xuat. Khéng dung thuéc qua han si
dungdaghitrénnhan.

TIEU CHUAN CHAT LUGNG: TCCS.

CO SO SAN XUAT:

CONGTY COPHAN XUATNHAP KHAU Y TE DOMESCO
Dia chi: S6 346 dudng Nguyén Hué, Phudng My Phu, Thanh phd
Caolanh,TinhDéngThap

poMEsco Diénthoai: 1800.969.660
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