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Cephalexin 500mg
(e -wHo)

10 blisters x 10 capsules

Compasition:

Each capsule contains:
Cephalexin............. ....500mg
Excipients g.5............... 1 capsule

t dosage,
administration:
Please refer to enclosed package insert.

Storage:
In a dry and cool place, below 30°C, protect
from direct sunlight

Specification: Manulacturer

Heep ot of resch of children

Read the package (nsert carsfilly befare use

Marketed & Disaributed by
Gia Nguyen Pharmaceutical Co,, Ltd.

@d_.&nsu.ie.f

Cephalexin 500mg

. e
| GMP - WHO |

10 vi x 10 vién nang

GIAMEL 500

SOK (Reg. No.):
S& 16 SX (Batch No.):
Ngdy SX (Mid ):

HO (Exp.):

Thanh phén:

M3i vidn nang chia:
Cephalexin......., ...500mg
Thdugovd. ... 1 vign

Chi dinh, ehéng chi dinh, lléu ding,
cdch ding:
Xem t& hudng din sd dung bén trong hdp.

Béo qudn:
MNai khé thoding. nhidt dd dudi 30°C, tréinh
dnh sdng

Tigu chufin: Nha sdn xusl

Boe ke husing difin 0 dung trse khi ding

T thii v phvchay palodil b
Cang Ty TNHH DP Gia Nguyén
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M&i vién nang

Cephalexin (dudi dan phalexin monohydrat) 500 mg
T4 dugc: Lactose, Natri starch glycolat, Talc, Magnesi stearat.

Phén loai

Cephalexin 12 khing sinh thuc nhém Cephalosporin thé hé thi L.

Dugc luc

Dudc chit chinh cia GIAMEL 500 1a Cephalexin, ¢6 hoat tinh trén nhiéu loai vi kihndn Gram dwdng va
Gram Am. Ph8 khdng khudn bao gdm: Streptococcus beta tan mdu, Sraphylo"ccur gém cZc ciling riét
coagulase (+), coagulase (-) va penicillinase; Streptococcus pneumoniae, mot s £'s.jic srichic. 2oli, Proteus
mirabilis, mot s& Klebsiella spp., Moraxella catarrhalis. Cephalexin ciling ¢6 tac du.ig réu 4a 38 céc E.
coli khang ampicilin.

Cd ché tic dung

GIAMEL 500 1a thudc diét khu&n theo cd ché tic ché tdng hgp vdch t& bao vi khuéin, vi /&y i khudn
khéng thé tao dudc véch t& bao va s& bi v3 ra dudi tdc dung clia dp sudt thare. hau.

Du¢c dong hoc
— Cephalexin hdu nhu dugc hip thu hoan toan & dudng ti€u hod va da: ndng 29 dink wong huyét
tu'dng sau mot gid. Uong Cephalexin ciing véi thiic dn c6 thé 1am chim «hd ning ! cha nhung

t6ng lugng thudc hap thu khong thay dai.
_ Ti 1é g&n két v6i protein huy&t tuong 1a 15 %. Thai gian ban huy bink tidng ' 0,5 - 1,2 gid, dai
hon & tré sd sinh (5 gid).
—  Cephalexin phin b8 rong khip cd thé, qua dugc nhau thai va sita me & ndng 45 wip.
—  Khoédng 80% liéu diing thai trir qua nudc tiéu & dang khong dGi.
Chi dinh
GIAMEL 500 dudgc sir dung trong cédc trudng hgp nhiém vi khudn nhay cdm v&i thuéc
— Nhi&m tring dudng ho hap: viém phé& quan cdp va man tinh va gidn phe qu,._. ¢¢ k3m bSi nhiém.
— Nhidm khu#&n tai miii hong: viém tai giita, viém xuong chiim, viém xozng, vic.n ar:ion hoc va
viém hong.
— Viém dudng ti€t niéu: Viém bang quang va vi€ém tuyén tién liét. Piéu wi dy pnoay n::ém khudn
dudng ni€u tdi phat.
— Nhiém khudn sin va phu khoa.
— Nhiém khuin da, m6 mém va xudng.
— Bénh lau (khi penicillin khong con phu hgp)
— Nhiém khuén ring. Piéu tri dy phong thay penicillin cho ngudi méc bénh o cin chdi diéu tr
ring.
Poc ky huéng dén sii dung trude khi ding. Néu can biét thém thong tin, xin 167 Yign béc 5.
Thube nay chi diing theo su ké don ciia thdy thudc.
Liéu dung va dudng ding
Liéu diing va thdi gian diing thudc cho tirng trudng hdp cu thé theo chi dinh ¢ia B4c & iide i Liu ding
th6ng thudng nhu sau:
Thdi gian diéu tri thong thudng 1a tir 7 — 14 ngay.
Ngui I6n va tré em trén 12 tudi: 500 mg x 3 1an/ngay.
Liéu t8i da khuyén cdo: 6g/ngay cho ngudi 16n, 4g/ngay cho tré em.




‘htt'p's://trungtamthuoc.com/

Bénh nhdn bénh lau: dl‘mg liéu duy nha't 3 g + 1 g probenecid cho nam hay 2 g + 0,5 g probenecid cho ni

Chi y:. Nén gidm liéu t5i da khuy€n cdo & nhitng bénh nhén c6 chiic nang thin gidm dudi mot nita mic
binh thudng d€ phd hgp & nhitng bénh nay. (0] ngudi cao tudi, cin ddnh gid mic do suy than.

Piéu chinh liéu khi c6 suy thdn: N&u d6 thanh thdi creatinin (TTC) > 50 ml/phiit, creatinin huyét thanh
(CHT) <132 micromol/l, liéu duy tri t6i da (LDTTD) 1 g, 4 14n trong 24 gid. Néu TTC 1a 49 - 20 ml/phiit,
CHT: 133 - 295 micromol/lit, LDTTB: 1 g, 3 1in trong 24 gid; néu TTC 1a 19 - 10 ml/phit, CHT: 296 - 470
micromol/lit, LDTTD: 500 mg, 3 lin trong 24 gid; néu TTC < 10 ml/phit, CHT > 471 micromol/lit,
LDTTP: 250 mg, 2 lan trong 24 gid.

Céch diing: Theo dudng udng.

Chéng chi dinh : Chdng chi dinh & bénh nhan c6 tién sit di Gng v6i cephalosporin va tién sit s6c phdn vé
do penicillin.

Thén trong

— Bénh nhdn c6 tién sit di ing v4i penicillin: GIAMEL 500 thuting dugc dung nap t6t & bénh nhan di
ting penicillin, tuy nhién ciing c6 mét s6 it bi di ing chéo.

— Do dudc dao thii qua thdn nén khi thin suy cin phdi gidm liéu GIAMEL 500 cho thich hop.

— & bénh nhian ding GIAMEL 500 c6 thé c6 phdn ng duong tinh gid khi xét nghi¢ém glucose niéu
bing dung dich “Benedict”, dung dich “Fehling” hay vién “Clinitest” nhung vdi cdc xét nghiém
bing enzyme thi khéng bi dnh hudng.

—  C6 nguy cd loan khudn dudng rudt va viém dai trang gid mac.

Phu nit mang thai: Nghién ctu thyc nghiém va kinh nghiém ldm sang chua cho thi'y c6 ddc tinh cho thai

va gdy qudi thai. Tuy nhién chi ding GIAMEL 500 cho ngu&i c6 thai khi thit can thiét.

Phu nit cho con bii: Mic di ndng d6 GIAMEL 500 trong sita me rat thip nhung vin nén cén nhic viéc

ngiing cho con bi trong thdi gian diing thudec. 5302

Anh hugng khi ldi xe va vén hanh mdy méc: Chua c6 bdo cdo vé dnh hudng cla thudc khi st dung cho S

ngudi l4i xe va van hanh mdy méc. “g’x

Tuong tdc thudc 1c p
— Probenecid 1am ting ndng do trong huyé&t thanh va ting thdi gian ban thdi cia Cephalexin. N G
—  Cholestyramin gdn véi Cephalexin & rugt 1am chim sy hap thu ctia thudc.

Tédc dung phu E

GIAMEL 500 dugc dung nap tot, céc tdc dung phu thudng nhe va c6 thé hdi phuc sau khi ngung ding
thuc. Ti 16 phan dng khong mong muén khodng 3 - 6% trén toan bd s6 ngudi bénh diéu tri

Thuwong gdp, ADR >1/100

Tiéu hod: Mot s8 it bénh nhan c6 thé bi r6i loan tiéu hod nhw budn nén, ndn mita va ti€u chdy.

It gap, 1/1000 < ADR < 1/100

Mdu: Mbt s8 it bénh nhin c6 xay ra gidm bach cdu trung tinh c¢6 héi phuc.

Da: Mot s6 it bénh nhan ndi ban, may day, ngia.

Gan: Tang transaminase gan c6 hdi phuc

Hiém gap, ADR <1/1000

Toan than: Pau ddu, chéng mit, phdn ng phin vé, mét moi

M4u: Gidm bach cdu trung tinh, gidm tiéu ciu

Tiéu héa: R6i loan tiéu héa, dau bung, viém dai tring gid mac

Da: Hdi chifng Stevens - Johnson, hdng ban da dang, hoai ti¥ bi€u bi nhiém ddc (hoi chiing Lyell), phi
Quincke

Gan: Viém gan, vang da & mat

Tiét niéu - sinh duc: Ngita b phan sinh duc, viém 4m dao, viém thdn k& c6 hdi phuc
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Huéng din cdch xid tri ADR
Ngirng Cephalexin. N&u di ing hoidc qud min nghiém trong, cin ti€n hanh diéu tri hé trg (ddm béo thong
khi va sl dung epinephrin, oxygen, ti€m steroid tinh mach)
N€&u viém dai trang c¢6 mang gia thé nhe thudng chi cin ngitng thudc, cdc trudng hgp thé vira va ning,
cin lwu ¥ cho ding cdc dich va chat dién giai, bd sung protein va di€u tri khdng sinh c6 tdc dung diéu tri
viém dai trang do C. difficile
Théng bdo cho Bdc s§ nhitng tdc dung khong mong mudn gdp phdi khi sit dung thuéc.
Dang trinh bay
| Hop 10 vi x 10 vién.
| Tiéu chufn
Tiéu chuin co 6.
Bdo quéan
Bio quin thudc & ndi khé thodng, tranh dnh sdng, nhiét do dudi 30 .
Han diing 36 thang k€& tir ngdy sdn xudt
D@ thudc xa tdm tay tré em.
Nha sdn xuit
CONG TY TNHH US PHARMA USA
L6 B1 - 10, Pudng D2, Khu cong nghiép Tay Bdc Cti Chi — TP. H6 Chi Minh — Viét Nam.

Moi thiic mdc va thong tin chi tiét, xin lién hé vé so di¢n thoai 08-37908860

PHO CUC TRUONG

WM Vi Chank




