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NHAN CHAI

S6 16 SX, ngay SX va han diing dugc in phun trén nhan

Théanh phén:

Cefadroxil................ ... 500 mg
Ta duge vad....... w1 vi@n nang
Chi dinh, chéng chi dinh, liéu ding
va cdch dung:

| Xem t¢ hudng din s dyng

Bao quéan:

Nail khé, tranh anh séng, nhigt do
khéng qué 30°C.

Tiéu chudn: TCCS

SDK-REG :

_ BE xA TAM TAY TRE EM
Boc k7 HUONG DAN SU DUNB TRUOC KHI DUNG

cdug 1Y ¢ PHAN DUDC PHAM Tw 25
129 Hal B4 Trung - Quln 1 « TP HCW - V¥
B b ds TH Thish-0 4 woree
T (Ol 3941 FAX 08 1 3850

VTCEFAL
Cafadroxil 500 my

\ S 4

N

Composition:
Cefadroxil...._....cooeiiiiii.... 600 mig

Exciplents s.0.1..................... 1 capsile

£~

Dosage and administration:
See the enclosed leafiat,
Storage: Store in a dry place, at a temperature |
not exceeding 30°C, pratect from light.
Specification: MS
KEEP OUT OF REACH OF CHILDREN
SEE CAREFULLY THE PRESCRIPTION BEFORE USE

S0 10 SX-L0T :

Ngdy SX-MFD: /@

Ngay 27 thang 08 nam 2012
T6NG GIAM BSC ™
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NHAN Vi
S6 16 SX va han dung dugc dap ndi trén vi.

| VTCEFAL VTCEFAL VTCEFAL ‘
| CEE;.\\?F.TOKH_ 500 mg CEFADROXIL 500 mg CEFADROXIL 500 mg

CP QUG FHAM 1w 25 SDHREG: CTY. CF DUQG FHAM TW 25

VITCEFAL VTCEFAL VTCEFAL

CEFADROXIL 500 mg CEFADROXIL 500 mg CEFADROXIL 500 mg

SOKAEG SBKREG

|
P s ek Tw 25 !
S |
VTCEFAL VTCEFAL VTCEFAL |

CEFADROXIL 500 mg CEFADROXIL 500 mg CEFADROXIL 500 mg

CP DUGE PH SEKMEG CTY CP DUGC PHAM THW 25

¥

Ngay 27 thang 08 nam 2012
TNG GIAM DSC ™
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TS HUGNG DAN SU DUNG

Ry Thuc ban theo dan

VTCEFAL

n

Vién nang
Thinh phén:
~Cafadrorl i i . 500 mg
- T4 dugc (Natri croscarmellose, Natri starch glycolat, Tale,
Magnesi stearat) Vil ..ot s, 1 vién nang

“Chi dinh: Thudc duge chl dinh trong diéu trj cac nhifm khudn do vi khudn
nhay cdm trong céc trudng hgp duti day:

-Vigm than - b than cdp va man tinh, viém bang quang, viém niéu dao,
nhim khuin phy khoa.

-Viém amidan, viém hgng, viém phé quan - phdi va viém phdi thiy, viém
phé qudn cdp va man tinh, dp xe phdi, viém mi mang phéi, viém ming
phdi, viém xoang, viém thanh quan, viém tai gida.

-Viém hach bach huyét, 4p xe, viém té bao, loét do néim lu, viém vi, bénh
nhot, viém qudng.

- C4c nhiBm khudn khdc: Viém xuong tily, viém khép nhidm khudn.

Liéu diing - cdch ding:

- Thasi gian diéu tri t6i thidu tir 5 - 10 ngdy. C6 thé gidm bt tac dyng phy
dufing tiéu héa néu uing thudc ciing vai thic dn,

- Nouii I6n va tré em > 40 kg: 1- 2 vién, 2 Idn/ ngay tiy theo mikc dd nhim khudn.

-Tré em < 40 kg, trén 6 tudi: 1 viénx 2 1dn/ ngay.

- Ngudi cao tudi: C4n kigm tra chifc niing thén va chinh lifu nhy nguii suy than.

- Noubi suy thin: Lidu khiii ddu 1 - 2 vién. Liéuti€p theo c6 thé chinh theo bang:

D4 thanh théi creatinin Liéudung Khodng céch gita 2 liu
<10 ml/ phit 1-2vién 36 ity
11-25 ml/ phit 1-2vién 24 git
26 - 50 ml/ phat 1-2vién 12 git
Chéng chi dinh:

~ Ngudi bénh cé tién sti dj ing vdi khdng sinh nhém cephalosporin.

Thén trong:

- Thén trong khi sif dung cho bénh nhdn man cam véi penicilin.

- Thén trong khi ding cho ngubi bénh bi suy gidm chifc nng thdn 3 rét;
ngudii cd bénh duting tiéu hoa, dic biét 13 viém dai trdng; tré sd sinh va tré
dé non.

- Diing cefadroxil dai ngay c6 thé 1am phét trién qua mifc cdc chiing khdng
nhay cAm. C4n theo d&i ngudi bénh cdn than, néu bi béi nhifm, phii ngimg
sif dyng thufc.

Téc dyng khéng mong mudn cila thudc:

- Thuding gip: Budn ndn, dau bung, ndn, tigu chay.

-t gap: Téng bach cdu ua eosin, ban da dang sdn, ngoai ban, ndi may day,
ngifa, nhidm nim Candida, ting men gan c6 hdi phyc.

- Higm gép: Phdn ting phin v&. S6t, gidm bach cdu, gidm tidu cdu, thigu mau
tan mau. Viém dai trang gid mac, rfi loan tiéu hda. Ban dé, phil mach, hji
chiing Steven - Johnson. Vang da i m4t, viém gan. Nhidm adc thin c6 ting
tam thoi uré va creatinin mau, viém thin ke c6 hoi phyc. Kich ddng, co giat,
dauddu, dau khop.

Théng béo cho bac sTtdc dyng khdng mong mubn gap phai khi st dyng thuée.

Phy nif cd thai:

Mic dii cho tdi nay chua cé théng bao ndo vé tic dyng o6 hai cho thai nhi,

1%

viéc sif dung an todn cephalosporin trong théi ki mang thai chua dugc xéc
dinh ditt khodt. Chi diing thuSc nay trong thisi ki mang thai khi th3t cdn thist.

Phy nif cho con bi:

Cefadroxil bai tiét trong sifa me véii néng df thép, khang cd tac ddng trén tré
dang bil siia me, nhung nén quan tam khi thy tré bj tiéu chay, tua va ndi ban.

Ldi xe va vdn hanh may mdc:

Chua ghi nhdn &nh hubing clia thudc dai vai nguii 14i xe va van hanh may moc.

Tuong tic thudc:

- Cholestyramin gan ket vési cefadroxil & rudt 1am cham sy hip thy clia thudc ny.

- Giam tac dung: Probenecid c6 thé lAm gidm bai tiét cephalosporin.

- Tang dic tinh: Furosemid, aminoglycosid ¢4 thé higp déng ting dc tinh vis thin,

Qua liéu va xif tri:

- Tridu chimg qué liéu cp tinh: Phdn 1dn chi gdy budn ndn, ndn va tiéu chdy.
C6 thé xay ra qua man thin kinh co va co gidt, dic biét & nguti suy thin.

- Xir trl qué liu: Bao vé dubing ho hdp clia ngubi b&nh, théng khi h trg va
truy@n dich. Chii y&ula diéutri hd trg hodic gidi quyét tridu ching sau khi rita,
tdy da day-rudt.

Duge lye hoe:

Cefadroxil 12 khéng sinh nhém cephalosporin thé hé 1, cd téc dung diét
khudin, ngdn cdn sy phét trién va phan chia clia vi khudn bing céch ic ché
tdng hgp vach t& bao vi khufn. Phé khang khudn ciia cefadroxil tuong ty nhy
cefalexin. Thif nghiém in vitro, cefadroxil c6 tac dung diét khudn trén nhiéu
loai vi khudn Gram dugng va Gram &m. C4c vi khudn Gram duong nhay cdm
bao gém céc chiing Staphylococcus co va khdng tiét penicilinase, cic
chiing Streptococcus tan huyét beta, Streptococcus pneumoniae va
Streptococcus pyogenes. Céc vi khuin Gram &m nhay cdm bao gdm
Escherichia coli, Klgb-siella pneumoniae, Proteus mirabilis vd Moraxella
catarrhalis.

Duge dfng hoe:

Cefadroxil bén viing trong acid va dugc hdp thy rdt t6t & dubing tiéu hoa.
Vdi liéu uéng 500 mg ho3c 1 g, ndng df dinh trong huyét tuong tuong img vai
khodng 16 va 30 microgam/ ml, dat dugc sau 1 git 30 phit dén 2 gid.
Thiic &n khéng lam thay dfi sy hdp thu thudc. Cefadroxil phan bd ring khdp
cdc md va dich co thé. Thé tich phan b trung binh 1 18 Iit/ 1,73 m*, holic
0,31 Ii/ kg, Khodng 20% cefadroxil gdn ket voi protein huyét tuong.
Cefadroxil di qua nhau thai va bai tiét trong sifa me. Thuc khéng bj chuyén
héa. Hon 90% lidu sir dyng thai trir trong nudc tiu & dang khéng déi trong
vong 24 gits qua loc cu thdn va bai tiét & Gng than, Nira doi ciia thudc trong
huyét tuong 12 khodng 1 gid 30 phit & ngudi chirc ndng thdn binh thuing;
thdi gian ndy kéo dai trong khodng tir 14 dén 20 gid & ngudi suy thin.
Cefadroxil dugc dao thai nhiéu qua thdm téch than nhan tao.

Trinh bay : Hip 10 vix 10 vién, chai 100 vién.

Han diing: 24 thang (ké tif ngay san xuit).

Béo qudn : Noi khd, tranh dnh sdng, nhiét d§ khéng qua 30°C.

Tiéu chudn: TCCS.

POC KV HUGNG DAN SUf DYUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HO1 ¥ KIEN BAC ST

GMP-WHO

CONG TY CO PHAN DUGIC PHAM TRUNG UONG 25
SX: 448B NguyEn T4t Thanh - Q.4 - TPHCM - VN
VP 120 Hai Bd Trung - Q1 - TP.HCM - VN
BT: (08) 39414968 Fax: (08) 39415550

Ngay 27 thang 08 nam 2012
TENG GIAM POC™




