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MAU NHAN DU KIEN

1. Nhian tryc ti€p trén don vi déng géi nho nhat:
a). Nhdn vi 10 vién nang.

Z

Biphacef' Biphacef’

ong duong Gt whan 500 1y tuong dumng Cetadroml khan 500 mg

Blphacef Blphacef’

g duong C ol kran 500 mig g dumg

Blphacef Blphacef"'

NONYOral CoOmpac
Lttt whar) 500

|.IJII'I

Blphacef Blphacef”

T 1u stadial khan 500 "'.- ,_n.;.j.(r_‘ Cataaro) knan 500 mg

Biphacef a/

tung dumg Cataded kngn 500 mg
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DOMESCO

Biphacef

500 mg

.com/

R THUGE BAN THEQ BON

Cefadroxil monohydrat compacted
tuong duong Cefadroxil khan 500 mg

GMP - WHO
20 vi x 10 vién nang

®

500 mg

_@\

\!}—

DOMESCO

{{ %] XUATNHAP KHAU

THANH PHAN: M&i vién nang chiia :
- Cefadroxil monchydrat compacted

tuong duong Cefadroxilkhan ............ 500mg
-Tadugevitadd ... 1 VgD naNg

CHI DINH, CACH DUNG & LIEU DUNG,
CHONG CHI BINH, TUONG TAC THUOC,
TAC DUNG PHY VA NHUNG BIEU CAN LUU
¥: Xin doc trong t& hudng dan si dung.

BAO QUAN: Bao quan kin, nhigtda 15 - 30°C,
tranh anh sang.

TIEU CHUAN AP DUNG : TCCS
BB s

BE XA TAM TAY COA TRE EM
BOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
66 Quic I 30 - TP, Cao 1nh - Béng Thip
(Bat ching nhan IS0 9001: 2008 & ISOAEC 17025)
Phan phdi béi: CTYCP Dugc phdm Bac Liéu - BLpharm

2. Nhan trung gian:

a). Nhan hop 20 vi x 10 vién nang.

R PRESCRIPTION ONLY

Biphacef

Cefadroxil monohydrat compacted
tuong duong Cefadroxil khan 500 mg

GMP - WHO
20 blisters x 10 capsules

500 mg

" A
DOMESCO

Ngay SX - S616 SX - HD:
Mtg Date - Lot No. - Exp. date

COMPOSITION: Each capsule contains :
- Cefadroxil monohydrat compacted

equivalent to Cefadroxil anhydrous ... 500 mg
- Exciplents s.q.f ... one capsule

INDICATIONS, DOSAGE AND METHOD OF
ADMINISTRATION, CONTRAINDICATIONS,
INTERACTIONS, SIDE EFFECTS AND
OTHER PRECAUTIONS: Read the package
insert.

STORAGE: Keep fight, at 15 - 30°C, protect
from light.

REGISTRATION NUMBER: ..o
MANUFACTURER'S SPECIFICATION

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE INSTRUCTIONS BEFORE USE

DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.
66 National Road 30 - Cao Lanh City - Dong Thap Province
{Achieved IS0 9001: 2008 & ISONEC 17025 certification)

Allocate by: BL.Pharm pharmaceutical joint-stock company
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3. Toa hu'éng din sif dung thuéc

Toa hudng din st dung thude
BIPHACEF® 500 mg

* Thanh phdn: M&i vién nang chifa

- Cefadroxil monohydrat compacted twrong duong Cefadroxil Khan .o 500 mg
- T4 dugc: Sodium starch glycolat, Magnesi stearat, Aerosil vita du 1 vién nang
* Dang bao ché: Vién nang.

* Qui ciach dong goi: ' '\\J\:
- Hop 20 vi x 10 vién nang. \i )
* Duge Iye hoc: !

- Cefadroxil 12 khdng sinh nhém cephalosporin thé hé 1, ¢6 tic dung diét khudn, ngan cdn sy phdt tri€n va phén chia cla vi
khudn bing céch e ché t6ng hgp vach 1€ bao vi khudn.

- Cefadroxil 12 din chét para-hydroxy ctia cefalexin va 1a khdng sinh ding theo dudng udng c6 phd khéng khuin ttdng
cefalexin.

- Thif nghiém in vitro, cefadroxil ¢6 tdc dung diét khuin trén nhiéu loai vi khuin Gram dudng va Gram dm. Cdc vi khudn
Gram dudng nhay cdm bao gém cdc chiing Staphylococcus ¢6 i€t va khong tiét penicilinase, cdc chling Streptococcus tan
huyét beta, Streptococcus pneumoniae va Streptococcus pyogenes. Céc vi khuin Gram Am nhay cdm bao gém Escherichia
coli, Klebsiella pneumoniae, Proteus mirabilis vi Moraxella catarrhalis. Haemophilus influenzae thudng gidm nhay cim.

* Duge dong hoc:

- Cefadroxil bén viing trong acid va duge hip thy rat (61 & dudng tiéu héa. Vi liéu udng 500 mg hodc | g, néng d6 dinh
trong huy€t twdng twéng Wng véi khodng 16 va 30 microgam/ml, dat duge sau 1,5 - 2 gid. Mic di ¢6 ndng do dinh wong we
v@i ndng d6 dinh cla cefalexin, ndng d cla cefadroxil trong huyét twong duge duy tri ldu hon. Thife in khéng lam thay déi
sit hap thy thude. Khodng 20% cefadroxil gin két véi protein huy€t twdng. Nita ddfi cda thudce trong huyét tudng khodng

1 giy 30 phit & ngudsi chife ning thin binh thuding, thdfi gian ndy kéo dai trong khodng tir 14 — 20 gidd & ngudi suy thin.

- Cefadroxil phan bd rong khdp cdc m6 va dich cd thé. Thé tich phin bd trung binh 118 1iv1,73 m%, hodc 0,31 livkg.
Cefadroxil di qua nhau thai va bai ti€t trong sifa me.

- Thu6c khong bi chuy€n héa. Hon 90% liéu sif dung thii triY trong nude ti€u & dang khong d6i trong vong 24 gids qua loc ciu /
thin va bai ti€t & &ng thin. Do d6 véi liéu udng 500 mg, ndng do dinh ctia cefadroxil trong nude tiéu 16n hon 1 mg/ml. Sau 9
khi ding liéu 1 g, néng d6 khdng sinh trong nudc tiéu gilf duge 20 — 22 gidf rén mitc ndng do e ché 18 thidu cho nhing vi
khudn giy bénh dudng ni¢u nhay cim. Cefadroxil duge dao thdi nhiéu qua thim tach thin nhin tao.

* Chi dinh:

Diéu trj cdc nhiém khufn thé nhe va vira do cdc chiing vi khuin nhay cim:

- Nhiém khudn dudng i€t niéu: Viém thin — bé thian cip va man tinh, viém bang quang, viém niéu dao, nhiém khuin phu
khoa.

- Nhiém khuin dudng hé hdp: Viém amidan, viém hong, viém ph& quin — phdi va viém phdi thiy, viém phé& quin cip va
man tinh, 4p xe phdi, viém mi mang phéi, viém mang phdi, viém xoang, viém thanh qudn, viém tai gitra.

- Nhiém khuin da va mé6 mém: Viém hach bach huy&t, 4p xe, viém (& bdo, loét do niim liu, viém vi, bénh nhot, viém
quéng.

- C4c nhiém khudn khdc: Viém xuong tiy, viém khép nhiém khudn.

* Chong chi dinh:

- Ngudti bénh ¢6 tién sif di ng véi khdng sinh cephalosporin,

* Thén trong:

- Vicé phin ttng qud min chéo xdy ra gilfa ngudi bénh di @ng vdi khdng sinh nhém beta — lactam nén thin trong cho ngudi
bénh trude diy da bi di tng vdi penicilin.

- Ngudi bénh bi suy gidm chitc niing thin ro rét

- Ding cefadroxil dai ngay ¢6 thé lam phit trién qud mic cdc ching khéng nhay cim, ¢in theo déi ngudi bénh cin thin,
ngirng sif dung thude néu bi béi nhiém.

- Ngudsi bénh bi tiéu chdy ning c6 lién quan dén sir dung khing sinh. Thin trong khi ké ddn khdng sinh phé rong cho nhitng
ngudi c6 bénh duting tiéu hoa, dic biét 1a bénh viém dai tring.

- Thin trong st dung cefadroxil cho tré sd sinh va tré dé non.

* Tudng tdc thude:

- Cholestyramin gin k&t vdi cefadroxil & ru6t lam chim sy hip thy cla thude nay.

- Probenecid ¢6 thé 1am gidm bai ti€t cephalosporin.

- Furosemid, aminoglycosid c¢6 thé hiép déng ting ddc tinh vdi than.

* Tédc dung phu:

- Thu®ng gdp: Budn nén, nén, dau bung, tiéu chay.

- It gap: Ting bach ciu ifa eosin, ban da dang sin, ngoai ban, ndi may day, ngifa, ting transaminase ¢6 hdi phuc, dau tinh
hodn, viém dm dao, bénh nim Candida, ngita bd phin sinh duc.
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- Hi€m gip: Phin @ng phin vé, bénh huyét thanh, sét, gidm bach ciu trung tinh, gidm tiéu cauy, thi€u mdu tan mdu,
thir nghiém Coombs dudng tinh. Viém dai tring gid mac, rdi loan tiéu héa, ban d6 da hinh, hdi chitng Stevens —
Johnson, pemphigus thong thuing, hoai tit biéu bi nhiém ddc, phit mach. Vang da & mat, ting nhe AST, ALT, viém
gan, nhiém ddc thin c6 ting tam thdi uré va creatinin mau, viém than k& c6 hdi phuc, co gidt, dau ddu, tinh trang kich
dong, dau khdp.

Théng bido cho Béc si nhifng tdc dung khdng mong mudn gap phai khi sit dung thudc.

#* Cdch dung va liéu ding: Diing uéng

- Ngudi 16n va ré em(>40 kg): 500 mg — 1 g, 2 lin/ngay thy theo mite d§ nhiém khudn hodc 1 g lin/ngay trong cdc
nhiém khuin da vi mé mém, nhiém khuin dudng tiét ni¢u khéng bién chitng.

- Ngudi cao tudi: cefadroxil dio thii qua dudng thin, cin ki€m tra chifc ning thin va diéu chinh liéu ding nhu &
ngudi bénh suy thin.

- Ngudsi bénh suy than: lidu khdi ddu 500 mg — 1000 mg, liéu ti€p theo dugc diéu chinh nhy sau:

© Thanh thii creatinin Liéu . Khodng thoi gian gitta 2
| o lidw
..... 0~ 10 ml/phat S L1 _
l-25mlpht so-l00me | emy W/
26 — 50 ml/phiit 500-1000mg 12 gigy { /

* L Thai gian diéu tri phai duy tri t8i thi€u tir 5 — 10 ngay.

* Qué liéu va xif tri:

- Trigu chitng qud liéu ¢4p tinh phin 16n chi giy budn nén, ndn va tiéu chiy. C6 thé xdy ra qud min thin kinh cd, co
gidt, dic biét & ngudi bénh suy than.

- Xir tri qud liéu cdn cin nhic d&€n kha ning qud liéu cda nhiéu loai thudc, sy twdng tdc thude va dude dong hoc bat
thuding clia ngudi bénh.

- Thim tich thin nhin tao ¢6 thé ¢6 tic dung gitip loai bd thude khéi mdu nhung thudng khéng dudce chi dinh. Bio vé
dudng hé hip clia ngudsi bénh, thong khi hd trg va truyén dich. Chi y&u 1a diéu tri hd trg hodic gidi quyét triéu ching
sau khi rifa, tdy da day ruot.

* Khuyén cdo:

- Poc k¥ hudng diin sif dung trude khi ding, n€u cin thém théng tin xin héi ¢ ki€n clia Béc si.

- Thudic nay chi diung theo don clia Bdc si

- B¢ xa tAm tay tré em.

* Bdo quian: Bdo quin kin, nhiét do 15 - 30°C, trdnh dnh sdng.

- Han diing: 36 thing ké (it ngay sin xudl.

* Tiéu chufin 4p dung: Tiéu chuin cd sd.

Nai sdn xudt:

CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO

Bia chi: 66 Quéc 16 30 — Phuding My Phii — TP Cao Linh — Pdng Thdp
BOMESCC Pién thoai: (067) -3859370 — 3852278

Nui phéin phdi: X {

CONG TY CO PHAN DUGC PHAM BAC LIEU - BLpharm. -

99 — Hoang Vin Thu — Phudng 3 — TX. Bac Liéu — Tinh Bac Liéu ——

bién thoai: (078).13820288

Cao Lanh ngayJ5 thang AV nim 2010

Ds. Huynh Trung Chanh



